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(3aroH00amennu armose)

PETTIAMEHTA

PETTIAMEHT (EC) 2017/745 HA EBPONEVICKUSA MAPTIAMEHT M HA CBBETA
ot 5 anpun 2017 ropuna

33 MEIMUMHCKUTE M3enusi, 32 usMeHenne Ha [Tupexrusa 2001/83(EO, Pernament (EO) Ne 178/2002 u
Pernament (EO) Ne 1223/2009 u 3a ormsana Ha qupektusu 90/385/EMO u 93/42/EMO Ha CbBeta

(Texcr oT 3Hauenwe 3a EVII)

EBPOTIEVICKMAT MAPTIAMEHT U CHBETHT HA EBPOTEMCKMSA CHIO3,

Karo B3exa mpemsun [loroopa 3a ¢YHKUMOHMpaHeTOo Ha EBpomejickusi cbio3, M mo-creupanHo uneH 114 u umen 168,
naparpa¢ 4, Gyksa B) OT Hero,

KAaTo B3exa IIpelBII TpeioxKeHyeTo Ha EBporelickata KoMucus,

CIIef] IpelaBaHe Ha IPOeKTad Ha 3aKOHOHATEIIHMS aKT Ha HALMOHATIHUTE NAPIIAMEHTY,

KaTo B3eXa IIpelBMJ CTAHOBUIIETO Ha EBpomeficKust MKOHOMIMYECKM U coLpareH Komuter ('),
crIell KOHCYTalms ¢ KoMuTeTa Ha permoHmTe,

B CHOTBETCTBME C OOMKHOBEHATa 3aKOHOAATENHA mpouenypa (3,

KATO MMAT TIpefIBIII, Ye:

(1)  Hupexrusa 90/385/EVMIO Ha Cevera (*) u Hupekrusa 93/42/EMO Ha CovBera (*) chcraisBar HOpMaTuBHaTa ypemba Ha
Cbi03a Ha MEMMIMHCKNUTE V3[ENs, PasiINdHM OT MEIMIVMHCKUTE M3NENNs 33 MHBUTPO ImarHoctyka. HeoOxomum e obaue
OCHOBEH MPperfell Ha IOCOYCHWTE [MPEKTMBY, 3a A Ce Cb3[aje CTAOWIHA, NPO3payHa, MpeICKasyeMa M yCTONuMBa
HOPMaTMBHA ypenda 3a MENMUMHCKUTE M3IEs], TapaHTMPALA BIUCOKO HMBO Ha 0E30I1aCHOCT ¥ 3aKpWIIa Ha 3IpAaBETO, KaTo
€HOBPEMEHHO C TOBA CE MOMIIOMAraT MHOBALMNTE.

(2)  C macrosums perniaMeHT ce LMY [1a Ce TapaHTMpa OesNpersiTCTBEHOTO (YHKLMOHMpAaHe Ha BBTPEINHMS Masap Ha
MeIMUMHCKITE M3Nerust Ha 6asaTa Ha BMCOKO HMBO HA 3aKpWMila HA 3[PAaBETO HA MALMEHTHTE U MOTpebUTENMTe, U KaTo Ce
B3eMaT MNpeNBUI MaJKMUTe M CPEeSHMUTE NPENNpUATHSA, PasBUBALIY NEMHOCT B TO3M CEKTOp. B chbIIOTO Bpeme HacTOAWIMAT
PeINaMEeHT yCTAHOBSIBA BUCOKY CTAaHIAPTM 33 KauecTBOTO 1 OE30I1aCHOCTTa Ha MEAMUMHCKUTE M3NENIS, 33 [Id Ce OTIOBOPH
Ha o0LwTe ONaceHNs BbB BPb3Ka ¢ GE30MACHOCTTA HA Te3u HPOMYKTHU. HacTOSIMIT pernaMeHT ci MOCTaBsi eTHOBPEMEHHO
¥ [IBETe L/, KOMTO Ca HEpa3puBHO CBbP3aHN U eIHAKBO BaxHU. Ha ocHoBaue uneH 114 or [{oroopa 3a QyHKUMOHM-
panero Ha Esponeiickust cbios (IQEC) HacToAumAT pernameHT XapMOHM3MpPA NPABMIIATA 33 MYCKAHETO Ha Masapa n

(") Cranosuuwe ot 14 gespyapu 2013 1. (OB C 133, 9.5.2013 1., crp. 52).

(*) Mosnuns Ha Espomesickust maprmaMent ot 2 ampwt 2014 r. (Bce owe HenyOnukysasa B Oduumyane BecTHVK) i mo3nuwst Ha CbBeTa Ha ITBPBO
yereHe o 7 Mapt 2017 r. (Bce ome HenyOnukysaHa B OQuumareH BeCTHUK).

(*) Oupekrnsa 90/385/EMO Ha Cvera or 20 tony 1990 r. OTHOCHO cOMMKABAHE HA 3AKOHOTATENICTBOTO HA [IbPXKABMTE UIICHKM, CBHP3AHO C
aKTVBHMTE MMITaHTHpyeMu MemuumHcKn n3genms (OB L 189, 20.7.1990 ., crp. 17).

(*) Ompekrusa 93/42[EVO Ha CpBera ot 14 10Hu 1993 r. oTHOCHO MenuimHcKuTe u3genus (OBL 169, 12.7.1993 r., ctp. 1).
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IyCKaHeTO B [IENCTBME HA MEMWLMHCKUTE MBNENMs M TeXHUTe NPMHAIIEKHOCTY Ha nasapa Ha Cbro3a, OnaromapeHne Ha
KOETO KbM TSAX LE MOXE JIa Ce NPWIara NPUHLMITBT Ha CBOOOIHO NBICKeHMe Ha cToku. Ha ocHoBamme unen 168,
naparpad 4, Oyksa B) I(QEC HacTosIMAT periaMeHT YCTaHOBSIBA BUCOKM CTAHIAPTH 33 KAaueCTBOTO M 0€30MacHOCTTa Ha
MEVLIMHCKUTE UBMENNs, KaTO OCUIYPSBA, HAPET C IPYTOTO, HAMEXKIHOCTTA M CTAOWIHOCTTA Ha AHHUTE OT KIIMHMYHMUTE
V3IMTBAHNS ¥ 3aIMTATA HA (E30MaCHOCTTA HA YUYACTHMINTE B KIIMHUYHO M3MMTBAHE.

Hacrosuuysar pernaMeHT HsIMa 3a LeN [Ja XapMOHM3MpA IPAaBMIIaTa, OTHACAIIM Ce [0 NO-HATATBIIHOTO MPENOCTABSIHE HA
Ia3apa Ha MEAMUMHCKMTE M3MeNMs, CIel] KaTo Beue ca IyCHATH B [IENICTBIE, HAIPUMEP B KOHTEKCTA Ha IpopaxOute Bropa
yrorpe6a.

OCHOBHM eJlIeMeHTU Ha Heﬁcmamm{ HOPMaTUBEH IIOAXOH, KaTO Ham30pbT Ha HOTI/I(l)I/[LII/IpaHI/ITC Oprany, mpouenypure 3a
OLIEHsABAaHE Ha CBHOTBETCTBMETO, KIIMHUYHUTE UBNUTBAHMA VM KIIMHNYHUTE OLEHKM, IPOCIENSABAHETO Ha 6e301acHOCTTa U
Ha3opa Ha Iasapa, Cil€fBa 3HAUUTEIIHO [a C€ YKPEIAT, KaTOo €IHOBPEMEHHO C TOBa C€ BKIIIOYAT pa3n0pe]161/[ 3a
TapaHTMpAaHE Ha IPO3PAYHOCTTA M IPOCIENMMOCTTa Ha MEMMUMHCKUTE M3OETNA, 3a Oa C€ IOCTUTHE I10-BMICOKO HMBO Ha
3aKpuiia Ha 3[PaBeTO U 6630HaCHOCTTa.

JTOKONKOTO € BBb3MOXKHO, CIIefBa [a CE B3eMaT MPEHBI HACOKNUTE, pa3paboTeHy Ha MEXIYHAPOIHO HMBO 33 MEIMIIMHCKUTE
u3nerst, 0coGeHO B KOHTeKcTa Ha PaGoTHara rpyma mo robannara xapmonmsauust (GHTF) u Ha ch3mameHust mo HeiHa
vHMIMATHBA MexXmyHaponeH GopyM Ha peryiaTopHute opradu 3a Memuimuckute usgenms (IMDRF), 3a na ce Hachpuasa
MEXIIyHapOIHOTO cOMIKaBaHe Ha HOPMATMBHMTE ypemby, KOETO NOIPMHACS 3a BMCOKOTO HMBO Ha 3aummra Ha Ge3omac-
HOCTTA B CBETOBEH MAIial ¥ yIecHsBa ThPIOBMSATA, MO-KOHKPETHO IO OTHOLICHNE HA Pa3nopenOuTe 3a yHUKANHA MICHTH-
dukarmst Ha m3menusiTa, OOWIMTE M3MCKBAHMS 33 OE30MACHOCT M MEICTBME, TEXHMUYECKATa TOKYMEHTALUS, NPAaBIaTa 3a
KIacuQuKarys, IPOLeNyPUTe 3a OLEHSBAHE HA CBOTBETCTBUETO M KIMHUYHMUTE M3IUTBAHIL

[lo MCTOpMUECKM NPUUMHM AKTMBHUTE MMIUIAHTMPYEMM MENMUMHCKYM M3NeNus, Nomamamy B o0xsata Ha [Impektnsa
90/385/EMO, n mpyrute MEIMUMHCKM M3HemNs, monmamaiy B o6xsara Ha [upekrtusa 93/42/ENO, Osixa ypeneHu upe3 fisa
OTHENHM TpaBHM MHCTpyMeHTa. OT CbOOpaXeHMS 3a ONPOCTABAHE [IBETe MMPEKTUBM, KOMTO Osixa HAKOIKOKPATHO
VM3MEHSIHN, CIIe[BA 14 Ce 3aMEHST C e[IH 3aKOHOATeNIeH aKT, PUIOXKMUM KbM BCUUKM MEIMUMHCKY M3IENs, PasiMuHy OT
MEIMLIMHCKITE M3IETISE 33 MHBUTPO [IMarHOCTHKA.

[IpunoKHOTO Mone Ha HACTOSIINMS PerfIaMEHT CIIelBa SICHO 1A ce Pa3rpaHMuy OT TOBA HA MIPYTY 3aKOHOJATENIHM aKTOBE HA
Cpr03a 3a XapMOHM3ALMsl BbB BPB3Ka C NMPOIYKTU, KaTO MEMVUVMHCKUTE M3MEINS 3 MHBUTPO AMATHOCTVKA, JIEKAPCTBEHNUTE
TPOMYKTH, KO3METUYHNTE IPOAYKTH M Xparute. [Topamy Tosa Permament (EO) Ne 178/2002 Ha Epomeiickust mapiaMeHT
v Ha CoBera (') crenBa fa ObIe M3MeHeH, 3a a GbIAT M3KITIOUEHM OT 00XBATa My MEIMLMHCKUTE M3IEMISL.

Hbp:Kapute WIEHKM ClefBa Ia HOCAT OTTOBOPHOCTTA 33 B3eMaHE Ha pelleHMe NPy BCEKM KOHKPETeH CIIyyail Haiy JanieH
TPOMYKT NomMaga B 00XBaTa Ha HACTOSIMS PEINaMeHT. 3a [a Ce TapaHTMPAT MOCIENOBATENHY PELICHNS! IPY OMNpEeISTHETO
¥IM BBB BCHYKM IbPXKABM UIICHKHM, OCOOCHO 10 OTHOLIEHME HA IPaHMYHMTE Ciyuan, Komucusita cremsa f1a MMa IpaBoTo,
cem Kato ce e Kocynrmpanma ¢ KoopmmHaumosara rpyma mo Memmimuckure magemms (KTMM), mo coGcrBena
VHMLMATMBA UM NPV HaJIeKHO OOOCHOBAHO MCKAaHE OT [IbpPXKaBa WIEHKA, IIa B3eMa PElICHNe 3a BCEKM OTHENeH CIIyuait
[N KOHKPeTeH MPOIyKT, KATeropysi MIM IPyla MPOAYKTM IONaja B 0OXBaTa Ha HACTOSILMS periaMeHT. [Tpyu pasuck-
BaHNMATA HAa HOPMATMBHMS CTaTyC Ha MNpONYKTMTE B IPAHMYHM CITyyau, BKJIIOUBALUM JIEKAPCTBEHM IIPOIYKTH, YOBELIKM
TBKAHM M KIICTKM, OMOLMIHY MPOMYKTH MM XPAHUTENHNM MpomykTy, Komucusita criesa ga rapaHTMpa MONXOMSIIO HUBO
Ha KoHcynTaumy ¢ EBponerickata arenums mo nekapcrsara (EMA), Esporerickara areHims mo xumukanmu u EBpomerickus
opraH 3a 6€30MacHOCT Ha XPaHMUTE, CIIOPEN CIy4asl.

Trit KaTo B HAKOM CITy4ay € TPYIHO Ja Ce HANpaBy pasTpaHMueHMe MeXNy MEIMUMHCKO M3MIETMe M KO3MeTHUYEH IIPOIyKT,
B Pernament (EO) Ne 12232009 Ha Eponeiickust mapnament 1 Ha CbBera (%) cresa ChLIO [1a Ce BbBele Bb3MOKHOCTTA
3a B3eMaHe Ha pelueHMe Ha papHuiIeTo Ha Cbro3a 33 HOPMATMBHMA CTATyC Ha JafeH MPONYKT.

(10)  MpomykTiTe, KOMTO MPEICTABISIBAT KOMOMHALMS OT JIEKAPCTBEH MPOIYKT MIM BELIECTBO ¥ MEIMIMHCKO M3[IeNue, ca

ypemeHy ¢ Hactosuuys pernameHT wmu ¢ Oupexrusa 2001/83/EO Ha Espomeitckust mapmament u Ha CobBera. () [IBata
3aKOHOJIATeJIHM aKTa CrefiBa M1a TapaHTMpaT NOAXOHALIO B3aMMOMEHCTBME IO OTHOLIEHME Ha KOHCYNTaLMMUTe MpU
OLIEHsIBAHETO TPENy IyCKaHe Ha Maszapa M Ha oOMeHa Ha MHQOPMALMS B KOHTEKCTA HA JEMHOCTUTE MO NPOCTIEMsIBaHe Ha
6e3omacHOCTTa, 0OXBALIALIM TAKMBA KOMOMHMPAHM MPOIYKTH. 3a JIeKapCTBEHUTE MPOIYKTH, KOUTO BKITIOUBAT MEIMIMHCKO
3[enye, CNefBA [1a ce OLEHM IO HEOOXOMMMMs HAYMH CBOTBETCTBMETO HA M3HEINETO C OOIIMTE M3MCKBAHMS 3a
0e30MacHOCT M [eICTBME, MPeNBUICHM B HACTOSIUMS PEIIAMEHT, B KOHTEKCTa Ha Pa3pellleHMETO 3a THPLOBMS Ha Te3u
nekapcrBenyt npomyktu. [lopamy Toa Mupekrnsa 2001/83/EO crenpa na 6bie nsMeHeHa.

Permament (EO) Ne 1782002 na Eponesickust mapnament 1 Ha CbBera or 28 stayapu 2002 I. 33 yCTaHOBsIBAHE Ha OOLIATE TPVHIINAII I
VM3VUCKBAHMUS HA 3aKOHONATEIICTBOTO B 00JIACTTa HA XPAaHMUTE, 3a Ch3[laBaHe Ha EBporelicky opraH 3a 6e30I1aCHOCT Ha XpaHUTE U 33 ONpeNeNsHe Ha
IPOLIEAY Py OTHOCHO Ge3onacHocTTa Ha xpanute (OB L 31, 1.2.2002 ., ctp. 1.)

Pernament (EO) Ne 1223/2009 na Esponeiickus mapnamenT 1 Ha Cbsera ot 30 Hoemspu 2009 r. oTHOCHO Ko3MeTuunuTe nponyktu (OB L 342,
22.12.2009 ., ctp. 59).

Hupextisa 2001/83/EO Ha EBponeiickus napnaMent u Ha Cbera or 6 HoemBpy 2001 r. 3a yTBbpKIaBaHe Ha KofeKC Ha OOIIHOCTTa OTHOCHO
JIeKapCTBEHMTE IPOIYKTH 3a XyMaHHa ynorpeba (OBL 311, 28.11.2001 r., ctp. 67).
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(11)  3akonomarencroro Ha Cbioza, no-creuuanHo Pernament (EO) Ne 1394/2007 na EBporelicKus maprmameHT M Ha
Coeera (') u Mupektusa 2004/23[EO Ha EBporesickus naprnament u Ha CbBeta (%), € HEITBIIHO 1O OTHOIIEHUE HA HAKOU
TIPOLYKTY, NPOM3BENEHM Ype3 M3MONI3BaHe HAa IIPOM3BOIHM HA TBKAHM WM KIIETKM OT YOBENIKM MM KMBOTMHCKU
TIPOM3XOI, KOUTO Ca HEXM3HECTIOCOOHM WM Ca HAMPABEHM HEXM3HECTIOCOOHM. Te3y MPOMyKTM CrielBa [ MOMNamar B
00XBaTa Ha HACTOSIINS PETTIAMEHT, TIPY YCIIOBHE Ye OTTOBAPST Ha OMpEMIENeHIeTo 32 MEMMIMHCKO M3MeNie MM MOManaT B
TIIPUIIOKHOTO II0NIe HA HACTOSILUMS PerSIaMEHT.

(12) Hskom Ipymu NpONYKTM, KOMTO CBITIACHO TBBPHCHMSATA HA IIPOM3BONMTENIS VMAT CaMO €CTETMYeCKO MM IIPYTo
HEMEIUIMHCKO NPeIHA3HaueHNe, HO KOUTO Ca CXOIHM C MEIMIVHCKUTE VM3IeNus OT INIeHa TOUKA Ha QYHKUMOHMPAHETO U
npoduia Ha pucKa, CNeOBa a NOmAmar B obxBara Ha Hacrosius perament. C uen mpoysomurenure ma Obar B
CHCTOSIHME [1a [IOKAXaT ChOTBETCTBMETO HA TaKMBA IPOHykTH, Komucusita ciiesa ma mpueme o0y creuuuRaLmy Haii-
MAJIKO BB BPb3Ka C IPWIATAHETO HA YIpABIEHNME HAa PUCKA M, IPY HEOOXOOMMOCT, KIMHUYHA OLCHKA 10 OTHOLICHME Ha
6esomacHocrra. Tesn obum cremmdukamyy cnensa 1a ObIaT paspabOTEHN CIELMATHO 32 IPyIia IPOOYKTH 63 MEIMIMHCKO
IIpeHa3HauYeHye ¥ CIIefBa 1a He ce M3IOJI3BaT 3a OleHABaHE Ha CHOTBETCTBMETO HA aHAJIOTMUHM M3NENMA C MEAMLMHCKO
TIpeAHasHauenue. V3nenmara ¢ MENMIMHCKO ¥ C HEMENVIMHCKO IIpelHa3HauYeHye CrielBa Ja OTroBapsAT Ha M3MCKBaHMATA,
NPWIOXKNUMY KaKTO 3a M3IEMIITA ChC, TAKA U 33 UBNENMsITa 663 MEIMIIMHCKO NpeIHa3HaueHME.

(13) Kakro mpy HpOOyKTMTE, CHIbPKAIIM KI3HECNOCOOHM THKAHM WIM KIIETKM OT YOBELIKM WM KUBOTHHCKM IPOM3XOL,
KOWTO Ca M3PUYHO M3KIMoueHy oT obxBara Ha mmpektusu 90/385/EVIO u 93[42[ENO, a mopamu ToBa — u or obxBara
Ha HACTOSILIMSI PEITIAMeHT, ClIefBa 1a Ce NOSICHM, Ye NMPOIYKTUTE, KOUTO CHIBPXKAT MIM CE ChCTOAT OT KM3HECTIOCOOHM
OMOTOTMYHY MATEPUAIY MM KM3HECTIOCOOHM OPraHM3MM OT JIPYT NPOM3XOH C LN Ja Ce NMOCTMTHE WIM MOIIIOMOTHE
TpefHA3HAYCHMETO Ha Te3M MPOIYKTH, ChIIO He IOMNAfaT B 06XBaTa Ha HACTOSLIVS PEITIAMEHT.

(14) V3ucksanmsita Ha Hupekrusa 2002/98/EO Ha Espomerickust mapiament u Ha CbBera (°) cremsa fa MpOIBIKAT [a ce
IIPUIATaT.

(15)  CoecTByBa Hay4Ha HECHIYPHOCT OTHOCHO PUCKOBETE ¥ IION3UTE OT M3MOJI3BAHMTE 3a M3HENMATA HaHOMaTepyami. 3a ma ce
OCHTYpM BMCOKO HMBO HA 3aKpWIIA HA 3[PaBeTo, CBOOOMHO MBUKEHME HA CTOKMTE M MPABHA CUIYPHOCT 33 IPOM3BOMM-
TenuTe, ¢ HeOOXOMMMO [1a Ce BbBee eNMHHO OIpeleNneHNe 33 HaHOMaTepuaiy Bb3 OcHOBa Ha [Ipenopska 2011/696EC Ha
Kommcnsra (), kato ce mpemBugm HeoOXOIMMATa FbBKABOCT 34 aNANTMpPaHE HA TOBA OMNpEHENCHNME KbM HAYYHMSI U
TEXHUUECKMs] [IPOrPec M MOCTENBAIIOTO Pa3BUTHE HA HOPMATMBHATA ypen0a Ha paBHMINeTo Ha CbO3a M B MEXIYHapOIeH
mwiad. [Ipy NPOEKTMPAHETO ¥ MPOMBBONCTBOTO HA M3NEIMSTA MPOM3BOMMTEIINTE CIIEABA M MENCTBAT OCOOEHO BHMMATEITHO
TPy M3MONI3BaHE HA HAHOYACTMIN, 33 KOMTO CBIIECTBYBA TONSIM VM CPEHO TOJISIM MOTEHLMAN 33 BBTPEUIHO OOITbYBAHE.
Tesu ma3menusi crema [a ObIAT MONIOXEHM HA HAll-CTPOrMTE MPOLENyPM 3a OLEHsBAHE HA CHOTBETCTBMETO. IIpu
VM3TOTBSHETO HAa aKTOBETE 3a M3ITbIIHEHNE, PETyIMpally PaKTUUECKOTO M eIHAKBO MpWUIIalaHe Ha CHOTBETHMTE M3MCKBAHMS,
TpeIBMICHY B HACTOSIUMS PEITIAMEHT, CIIefBa 1a ObIaT B3eTV MPeIBUM ChOTBETHUTE HAYUYHM CTAHOBMINA HA KOMIIETEHTHNUTE
Hay4HM OOIHOCTHL.

(16) Cebpaanure ¢ OesomacHoctta acmekty, obxsadaru ot Hupekrtua 2004/30/EC Ha EBpomeiickusi mapmameHT M Ha
CoBera (°), ca HepasuenHa 4YacT OT OOMIMTe M3MCKBAHMS 3a 0€30MACHOCT M [efCTBME, NPENBUICHM IO OTHOLIEHME HA
V3[IeNMSATA B HACTOSILIMS periaMeHT. [lopamy ToBa HACTOSIUMAT PerfiaMeHT CiiefBa Ia ce cuuta 3a lex specialis crpsmo Tasu
[IMPEKTHBA.

(17) B Hacrosummsi permameHT ciefBa Ha GbOAT BKITIOYEHM M3MCKBAHMSI KbM IPOEKTMPAHETO U HPOM3BOICTBOTO HA M3IENNs,
VM3IThUBALIY FIOHM3MpAILO IThueHMe, 6e3 ma ce 3acsra npunaraHero Ha [upektusa 2013/59/Espatom Ha CobBerta (°), unnro
LIETIM €A Pa3IM4HIL

(18) B Hacrosmpst perfmaMeHT cremsa na GbHAT BKITIOUEHM M3MCKBAHMS 33 IPOCKTHUTE XapaKTEPUCTUKM, Oe30MacHOCTTA U
[eVICTBMETO HAa M3[eNusiTa, Pa3paboTeHM MO TAKbB HAYMH, Ye [a NPENOTBPATSBAT NPOQECHOHAIIHM HAPAHSBAHMS,
BKJIFOUMTETTHO [1a OCUIYPABAT 3alI1Ta OT JIbYEHME.

() Permamenrt (EO) Ne 1394/2007 na Esponesickus mapnament u Ha Cpgera ot 13 HoemBpu 2007 I. OTHOCHO JIeKapCTBeHITe IPOIYKTH 32 MOJIEpHA
Tepanust 1 3a u3MeHenue Ha Hupekrusa 2001/83/EO u Ha Pernament (EO) Ne 726/2004 (OB L 324, 10.12.2007 r., ctp. 121).

(*) Hupekrusa 2004/23/EO Ha EBponeiickust naprnameHt u Ha CbBera ot 31 MapT 2004 1. OTHOCHO YCTAaHOBSIBAHETO Ha CTAHIAPTH 33 KAUeCTBO U
0€30M1aCHOCT NIPY JAPSBAHETO, IOCTABSHETO, KOHTPOIIA, PepabOTBAHETO, ChXPAHSBAHETO, CBXPAHEHMETO I PA3IPETEIIIHETO HA YOBELIKY ThKAH I
xitetkn (OBL 102, 7.4.2004 1., ctp. 48).

(*) Oupekrusa 2002/98/EO Ha Esporeiickus mapnament u Ha Cbbera or 27 sHyapyu 2003 r. 3a onpeferisiHe Ha CTAHIAPTUTE 3a KauecTBO U
0€301aCHOCT NPY B3EMAHETO, MMArHOCTUKATA, IPepabOTKaTa, ChXPAHEHUETO M Pa3IpelesisiHeTo Ha YOBElKa KPbB M KpbBHM cheTapku (OB L 33,
8.2.2003 r., c1p. 30).

(*) Mpemopbka 2011/696/EC na Kommcusira ot 18 oxromspu 2011 r. oTHOCHO ompemeneruero 3a HaHoMarepuam (OB L 275, 20.10.2011 .,
crp. 38).

Q] HI/II)peKTIABa 2014/30/EC Ha EBponeiickust napnameHT 1 Ha CbBera or 26 ¢eBpyapu 2014 r. 3a XapMOHM3MpaHe Ha 3aKOHOMNATEIICTBATA Ha
ITbPKaBUTE YIIEHKU OTHOCHO efleKTpoMarHuTHata ceeMectumoct (OB L 96, 29.3.2014 1., ctp. 79).

(°) Oupexrnsa 201359 Espatom Ha CovBera or 5 mekemspy 2013 I. 3a ompemeNsHe Ha OCHOBHM HOPMM Ha Ge30IACHOCT 33 3allUTa CpELy
OIIACHOCTHTE, NPOM3TVMYAIIM OT M3[IAIaHe HA JOHM3MPAIIO ITbueHye ¥ 3a OTMsHA Ha mupektysu 89/618/Espatom, 90/641/EBpatom,
96/29/Espatom, 97/43/Esparom 1 2003/122[Espatom (OBL 13,17.1.2014 r., crp. 1).
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(19) HeobxomMmMo € fa ce MOSICHM, Ye OTAesIeH codTyep, KOMTO € CIIeLMaHO NpeHa3HaueH OT IPOM3BOIMTENIS 3a ynoTpeda 3a
e[IHa WM IIOBede MEAMIMHCKM LEV, MOCOYEHM B OINPENEICHNETO 3a MEAMIMHCKO M3HeNye, e CUMTa 3a MEOMIMHCKO
u3[IeNMe, 10KATo codryep 3a OO LN, JOPU KOTATO Ce M3IOJ3BA B MEAMLMHCKA CPela, W codTyep, MpeNHA3HAUeH 3a
LIeTTH, CBBP3aHM ChC CTUIIA Ha KMBOT U OIArOMIEHCTBMETO, He € MEMMIMHCKO m3menue. Kpammuumparero Ha coryep Karo
M3Mere MM TIPMHAIUIEXXHOCT He 3aBUCM OT MECTOHAXOXKIIEHMETO Ha codTyepa WM OT THUIIA B3aUMOCBHP3AHOCT MEXITY
codryepa ¥ IageHo U3MeNue.

(20)  OmnpenenexusTa B HACTOSWIMS PEITIAMEHT 33 CaMUTe M3IEIVIS, NPENOCTABSHETO Ha M3HENNs, NKOHOMIYECKUTE ONEpaTopH,
noTpe6uTeNnyTe ¥ KOHKPETHUTE NPOLIECH, OLEHSBAHETO HA CHOTBETCTBMETO, KIIVHMYHMTE M3MUTBAHMS M KIIMHMYHMUTE
OLICHKM, Haf30pa Cref MycKaHe Ha [a3apa, IPOCIeNsIBAHETO Ha 0e30MacHOCTTa M Ha30pa Ha Masapa, CTaHIApPTUTe U APyIu
TEXHIUeCKM CrelmyKaimy, CleBa 1a ce MPUBENAT B CHOTBETCTBME C HOOpe yCTAHOBEHAaTa NMPAKTUKA B Tasy 0ONAcT Ha
pasHuieTo Ha Cbl03a M HA MEXIYHAPOIHO PaBHMLIE, 33 Ja Ce MOJOOpY MpaBHATA CUTYPHOCT.

(21)  CremBa ma ce MOSICHM, 4e € OT OCHOBHO 3HAueHye M3IeNMsTa, pemiarany Ha miua B Chro3a upe3 ycmyru Ha uHdOpMa-
LIMOHHOTO 00ecTBO Mo cMuchia Ha Hupektusa (EC) 2015/1535 na Espomeiickus mapmament 1 Ha CbBeta (), KakTo 1
M3NENMATA, M3NON3BAHM B PaMKUTE HAa ThPTOBCKA MEHHOCT 3a MPEJOCTaBsIHE HAa IMATHOCTVYHA MM TepaneBTM4HA YCIIyTa
Ha yuua B Cblo3a, Ha OTTOBAPAT HA M3MCKBAHMATA HA HACTOSILMS PeIJIAMEHT B MOMEHTAa Ha INycKaHe Ha Iasapa Ha
IIPONyKTa MM B MOMEHTA Ha NpefocTaBsiHe Ha yciyrata B Chiosa.

(22)  3a ma ce oruere BaxHaTa POIIs Ha CTAHJAPTM3ALILITA B 0ONACTTA HA MEMIVMHCKUTE M3MENIs, ChOTBETCTBUETO C XapMOHM-
aupanute craHgapry, onpenenery B Pernament (EC) Ne 1025/2012 na Esponeiickust maprmament n Ha CoBera (%), crempa
[1d € HAuMH 33 [IPOM3BOIMTENNTE [ OKAXKAT CHOTBETCTBMETO C IPEIBUICHNUTE B HACTOSIIVS PErNaMEHT OOLIM M3MCKBAHMS
3a 6e30MaCHOCT U MEIiCTBME M IPYTM MPABHM M3MCKBAHMUS, KATO HALPUMED TE3M, CBBP3AHM C YIPABICHUETO HA KaueCTBOTO
Y pUCKa.

(23) upexktua 98/79/EO ma Espomeiickusi napmament u Ha Cobera () maBa npaBo Ha Kommcmsra mga mpuema o6uwim
TEXHUUECKN CHIELMQUKALIMI 32 KOHKPETHU KaTeropuy MHBUTPO AMATHOCTMYHM MEIMUMHCKM u3ferus. B obmacty, B Kouto
HE CBIIECTBYBAT XAapPMOHM3MPAaHM CTaHIAPTU MM Te He Ca [OOCTaThuHM, Ha KomucumAra cremsa [ga ce mpenocTaBu
IPaBOMOLIMETO [a MpefBIKaa OOy cremuduraumy, KouTo ga GBIAT CPENCTBO 3a OCHIYPSIBAHE HA CHOTBETCTBUETO C
oluTe M3MCKBAHNS 32 OE30I1aCHOCTTA U MEIICTBUETO, C M3MCKBAHMATA 3a KIIMHUYHNTE M3IUTBAHIS U KIMHMYHATA OLEHKA
¥i[WIK KIVHAYHOTO MPOCTIENsIBAHE CIIEM [yCKaHe Ha I1a3apa, IPENBUNCHN B HACTOSILNSI PErTAMEHT.

(24)  Obumre ceundurawm (OC) crensa na ObgaT paspaboTeHN CIiell KOHCYNITALMM CbC CHOTBETHNUTE 3aMHTEPECOBAHM JIMLA ¥
KaTo ce B3eMaT IMPEIBUI eBPOIEIICKUTE 1 MEXIYHAPOIHUTE CTAHIAPTIL

(25)  Tlpasmnarta, MPUITOXKMMY 3a M3ENMSTA, CIIeBA 14 Ce CHOOPA3ST, KOraTo € MpuioxuMo, ¢ HoBara 3akoHOIATeNHA pamKka 3a
TpefIaraHeTo Ha Masapa Ha IPOIyKTH, KosiTo ce cherou ot Permament (EO) Ne 765/2008 Ha Esponefickust napnaMeHt u
Ha Coeera (‘) u ot Peuerne Ne 768/2008/EO Ha EBponeitckust napnament u Ha Chbeera. (°)

(26)  TMpemsunerute B Permament (EO) Ne 765/2008 mpaswna 3a Hamsop Ha masapa Ha Cbio3a M KOHTPON Ha NIPOAYKTHTE,
BBBEXKIAHN Ha mazapa Ha Cbio3a, ce MpUIIaraT KbM M3IEMILITA, [ONaamyt B 00XBaTa Ha HACTOSIIMS PEITIAMEHT, KOETO He
BB3IPEISTCTBA IbPKABUTE YICHKM IIPU M300pa Ha KOMIIETCHTHNUTE OpTaHN 33 M3IBIHEHNE HA Te3) 3a7auil.

(27)  Lenecsobpa3sHo € 1a ce ONpeHeNir sCHO OOLIMTe 3aTbIIKEHNs Ha Pa3iIMYHNUTE NKOHOMMYECKY ONEPAaTOPH, BKIIOUMTEITHO
BHOCHTEIINTE M TUCTpUOYTOpMTE, Bb3 OCHOBA Ha HOBATA 3aKOHOJATENIHA PaMKa 33 IPEUIATAHETO Ha Iasapa Ha IPORYKTH,
0e3 ma ce 3acirar CIELMAlHUTE 3aIbILKEHNs, TPEIBUICHN B PasMUHNTE YACTM HA HACTOSIIMS PEITIAMEHT, 33 [a ce
OCHTYPM NO-SICHO pa3bupaHe Ha MPENBULEHNUTE B HACTOSIINS PEITIAMEHT M3MCKBAHWS ¥ TaKa [a ce MONOOpY CNa3BaHETO Ha
PpeTyIaTopHUTE M3UCKBAHNUS OT CTPAaHA Ha CHOTBETHUTE OIEPaTOPH.

(") Oupekrusa (EC) 2015/1535 na EBponeiickus mapiament 1 Ha Cbera ot 9 centemspy 2015 T. 3a onpeferisite Ha IPOLIENypa 3a MPENOCTABSHE Ha
VHQGOPMALLs B 007IACTTA HA TEXHIUECKNTE CTAHIAPTH 1 permaMentyt (OB L 241, 17.9.2015 1., ctp. 1).

(*) Pernament (EC) Ne 1025/2012 Ha Esponeiickust napnamenT u Ha CbBera ot 25 okromspy 2012 1. OTHOCHO eBpoIejicKaTa CTaHIapTU3aLs, 32
u3meHeHye Ha aupektusu 89/686/EMO u 93/15/EMO na Cobeera u Ha mmpektusu 94/9/EO, 94/25[EO, 95/16/EO, 97/23[EO, 98/34/EO,
2004/22/EO, 2007/23[EO, 2009/23/EO u 2009/105/EO Ha EBponeiickust naprnament u Ha ChBera 1 3a oTMsiHa Ha Pewerne 87/95/EVO Ha
CobBera 1 Ha Pewervie Ne 1673/2006/EO na Esponeiickust napnament u Ha Cosera (OBL 316, 14.11.2012 1., crp. 12)

(*) Oupexrnsa 98/79/EO Ha EBpomejickist napiamenT 11 Ha CbBeta oT 27 okTOMBpM 1998 I. OTHOCHO IMATHOCTUYHNTE MEIMUMHCKY M3NENIS in Vitro
(OBL331,7.12.1998 ., ctp. 1).

(*) Pernament (EO) Ne 765/2008 na EBponeiickust napiament u Ha Cobera ot 9 tonm 2008 T. 3a onpele/isiHe Ha M3NCKBAHMSATA 33 aKPEIUTALS U
HAMI30p HA [1a3apa BB BPb3KA C MPEIUIATAHETO HA I1a3apa HA MPONYKTH 1 3a OTMsiHa Ha Permament (EMO) Ne 339/93 (OB L 218, 13.8.2008 .,
crp. 30).

¢) PCII:’IIGHI/I)C Ne 768/2008/EO Ha Esporeiickist mapiament u Ha CoBera ot 9 fomt 2008 1. 0THOCHO 06la paMKa 3a IIPENAIaHeTO Ha Masapa Ha
IPOIyKTH 1 33 OTMsiHA Ha Hupektusa 9346 5/EVO Ha Cpera (OB L 218, 13.8.2008 1., c1p. 82).
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(28)

(29)

(30)

(32)

(33)

(34)

(35)

3a 1e5MTe Ha HACTOSIINS periaMeHT ciieliBa fa ce mnmpueme, ye IEIHOCTUTE Ha ]1]/[CTpIA6yTOpI/IT€ BKJIIOUBAT l'IpI/l]I06I/IBaHCTO,
CbXpaHABAHETO M NOCTaBKaTa Ha M3OETINA.

Hsikou OT 3abiKeHMsATa Ha MPOM3BONMTENNTE, KaTO KIIMHMYHATA OLEHKA WM JOKIIA[BAHETO BbB BPB3KA C MPOCIIENs-
BaHeTO Ha GE30IIaCHOCTTA, KOMTO Ca YCTAHOBEHM CaMO B NpuIoxeHusita kKoM mupektusyu 90/385/EMO u 93/42[EUO,
CreMBa [a Ce BKIIOYAT B [I0CTAHOBMTEIIHATA YaCT HA HACTOSLIMSI PEITIAMEHT, 3a [ia Ce YIeCH) HeTOBOTO MpUITATaHe.

TeueGHuTe 3aBeleHMs CrIeNBa [d MMAT Bb3MOXHOCTTA [d NPOMBBEXKIAT, [POMEHSAT M M3IOJ3BAT M3NENMSATA B CaMuTe
3aBeleHMs M 10 TO3Y HauMH 14 3a7I0BOJISIBAT, HE B IPOMMILIEH Maw@alb, ocoOeHuTe MOTPeOHOCTM Ha LENEBUM TpyIu
TALVMEHTH, KOUTO He MOTaT 1a ObaT 3aOBOJIEHM HA MOOXOMSLIOTO HUBO HA e)eKTUBHOCT OT €KBUBAJIEHTHO, HATMUYHO HA
nasapa usfesve. B TO3M KOHTEKCT e wemechoOpa3Ho [a ce MPENBUM, ue He CIe[Ba [a Ce MpPUIAraT OMpedeNieHN IpaBuia
Ha HAaCTOSIMS PEITIAMEHT, OTHACSIIM Ce O MEeIMLMHCKUTE W3NENNs, MPOU3BEXIAHM M M3ION3BAHM B CAMUTE JiedeOHM
3aBeleHNs, BKIIOUMTENHO OOJHULM ¥ 3aBeleHMs Karto Ja0OpaTopuu ¥ MHCTUTYTM 3a OOLIECTBEHO 3[paBe, KOMUTO
TOANOMAraT 37paBHATA CHCTeMa M[WIM CHIEHCTBAT 3a MOCPelaHe Ha MOTPeGHOCTUTE HA NALEHTHUTE, HO B KOMTO He e
JIEKYBAaT Y He Ce TOJIaraT IPYKM 3a MALMEHTHUTe TPAKO, Thil KATO LE/MTe HAa HACTOSLIMS PErNaMeHT M TaKa MOrar 1a Gbar
IMOCTUTHATY 1O NPOTIOpuUMOHANeH HauyH. CriemBa [a ce OTOENexXM, ue MOHSTMETO ,JledeOHM 3aBemeHms‘ He obxsalia
00eKTH, UMATO NMPOKJIAMIMPAHA OCHOBHA LI € PUKA 34 3IPABETO WIIM 3IPABOCIIOBEH HAUMH HA KMBOT, KATO HALPUMEp
CIIOPTHM 347K ¥ CIIa, YelHeC M QUTHeC LeHTpoBe. [lopamyt TOBa M3KITFOUEHNUETO, NPUIIOKIMMO 33 JledeOHNTe 3aBeleHNs, He
ce TpuITara 3a TO3M B OOEKTH.

TpemBun (pakTa, ye CHIACHO MPWIOXMMOTO MpaBo Ha Chi03a M TPWIOKMMOTO HAUMOHAIIHO IPABO (PUBMUECKUTE U
IOPUIMYECKUTE JIMIA MOTAT [1a ThpcsT obe3lieTeHNe 3a Bpedd, HaHeceHa OT HedeKTHO M3menue, € Lenecho0pasHo fa ce
M3NCKBA OT IPOM3BONMUTENINTE [1a BbBEOAT MEPKM 33 OCUIYPSIBAHE HA [OCTATBUHO (MHAHCOBO IMOKPUTME BHB BPb3KA C
eBEHTya/lHaTa MM OTIOBOPHOCT ChINacHO [Impektysa 85/374/EMO ma Coeera (!). Tesu mepkm crieapa ma Obgar
choOpaseHM ¢ Kjlaca Ha PMCKA, TUIA HA M3MENNeTo M Maiaba Ha MpelnpusTieTo. B TO3M KOHTEKCT e ChIIO TaKa Lieech-
00pasHO [1a Ce YCTAaHOBAT MNpaBUIa 3a YIIECHSBAHETO OT CTPAHAa HA KOMIETEHTEH OpraH Ha IPEIOCTAaBSHETO Ha
MHOpPMALMS HA JIMIA, KOUTO MOXKe [a Ca TOCTPNIai OT IedeKTHO M3TEIHe.

3a ma ce rapaHTMpa, Ye CEpUITHO MPOV3BEXIAHUTE MBMIENNA IIPONBIKABAT a OTTOBAPAT HA M3MUCKBAHMATA IO HACTOALINMA
PeINIaMeHT M Ye OMUTBT OT YNoTpe0aTa Ha NPOM3BECHMTE OT TSX MBNEIMS Ce B3eMA IPEIBUI MPU IPOMU3BOICTBEHNS
IIPOLIEC, BCUUKM MPOM3BOIMTENN CIIe[Ba 1a PasNofaraT ChC CUCTEMa 3a YIpaBieHMe Ha KauyecTBOTO M CUCTeMa 3a Haf3op
crIef MycKaHe Ha Ma3apa, KOMTO Ja ca ChoOpaseHM C KIlaca B 3aBUCMMOCT OT PMCKA ¥ C TUIA HA BBIPOCHOTO M3fenue. B
IIONBJIHEHNE, C LN CBEXIAHe IO MUHMMYM Ha PUCKOBETe MIIM IIPEHOTBPATABAHE HA MHLMIEHTY, CBbP3aHM C M3MENMUATA,
IIPOM3BOIMTENNTE CIIelBA [ Ch3[AHaT CUCTEMA 3a yIpapjieHue Ha pUCKa M CUCTeMa 3a JOKJIaBaHe 3a MHUMIEHTH U
KOpUIMpALLY JeficTBIS BbB BPb3Ka C 6€30MacHOCTTa.

Cucremara 3a ympaslieHMe Ha pUCKa CilefBa [a Obe BHUMATENHO ChOOpaseHa C KIMHMYHATA OLEHKA 33 M3[EIMETO U
OTpaseHa B Hesl, BKIIIOUNTETIHO KIIMHWYHMTE PUCKOBE, KOMTO TpsibBa ma ObOAT pasriefaHM KaTo 4acT OT KIIMHIYHUTE
VIBIUTBAHNS, KIMHUYHATA OLEHKA M KIIMHMYHOTO NPOCTedsiBaHe Cllefd IIycKaHe Ha Iasapa. [lpouecute Ha ymnpasrneHue Ha
PMCKa U Ha KIMHNYHA OLEHKA CIIeBa Ja ObIaT B3aMMO3ABUCHMIL ¥ PEIOBHO aKTyalIM3MPaHNL.

CrenBa ma ce rapanTupa, e Ha6]’IIO]1€HI/IeTO M KOHTPOITBT Ha IMPOU3BOOCTBOTO Ha MBMHEINATA, KAKTO U HeNHOCTUTE IO
Haf3op cIlen MyCckaHe Ha Ila3apa M II0 IpoClensBaHe Ha 6e30MacHOCTTa BbB BpBb3Ka C M3OenmATa c€ U3BLpUIBAT B PAMKUTE
Ha oOpraHuMs3alliOHHaTa CTPYKTypa Ha IIPOM3BOOMTENS OT JIMLIE, OTIOBapsAIIO 3a CbOTBETCTBMETO C HOPMATUMBHUTE
M3UCKBaHNs, KOETO OTroBapst Ha MMUHVMAJIHY YCJIOBUA 3a KBa]'II/l(l)]/IKaII]/IS[.

3a mpousBomMTENNMTE, KOMTO He ca ycTaHOBeHM B CbE033, YITbIHOMOLICHWST MPEACTABUTE] MMa OCHOBHA PO 33
OCHUIypsIBaHE Ha ChOTBETCTBUMETO Ha M3IEMSTA, POM3BEKIAHN OT Te3d MPOM3BOAMTEINN, U 33 M3IIBIHSBAHE Ha QYHKLMSATA
Ha TSIXHO JIMLIE 32 BPB3Ka, ycTaHOBeHO B Chrosa. [IpemBuy Tasu OCHOBHA poris, 33 LieTUTe Ha MPUITATAHETO € LenecboOpasHo
[d Ce THPCM 3aKOHOBA OTIOBOPHOCT OT YITHIIHOMOLUEHWsS IPENCTAaBUTeNl 3a HepeKTHMTE WM3MeNus, B CIydail de
TPOM3BONMTEN, YCTaHOBeH M3BbH Cbi03a, He € M3MBIHWI o0WMTe CM 3aIbKeHns. OTTOBOPHOCTTA Ha YITbIHOMOLICHMUS
NpeICTaBUTeN, MpEMBUICHA B HACTOSINIMS perfaMeHT, He 3acsra pasmopembute Ha [upektusa 85/374[/EMO, u
CIIeNIOBATENHO YITBITHOMOLIEHMST MPENCTABUTEN CIIeBa 1a HOCH Y COMMAAPHA OTTOBOPHOCT C BHOCKTEIIS 1 IPOM3BOTMTENIS.
3agaunte Ha YIBTHOMOLICHNS! IIPEICTABMTEN CIIEBA [ Ce ONpeleNaT B MMCMEHO IbiHOMole. Kato ce mMa mpemsun
pOJIsiTa Ha YIBIIHOMOIICHNMTE MPENCTABUTENHM, CIIENBA SICHO A Ce OMPEReNsT MUHMMAIHUTE W3UCKBAHUS, HA KOUTO Te
CrleBa @ OTTOBAPSIT, BKIIIOUMTEIHO M3VMCKBAHETO []d PAa3MoNiaraT C JIMlie, KOETO [a OTIOBAps Ha MMHMMAIIHM YCIOBUS 3a
KBATMQUKALISL, CXOIHM C Te3) Ha [OCOUEHOTO OT MPOM3BOIMTENIS JIALE, OTIOBAPSALIO 33 CHOTBETCTBUETO C HOPMATHBHUTE
V3VCKBAHMSL.

(") Oupexrnsa 85/374/EVIO Ha CoBera ot 25 tomt 1985 r. 3a cOmykaBaHe Ha 33KOHOBHTE, [ION3AKOHOBITE I AIMVMHICTPATUBHITE Pasnopenon Ha
ITbp2KaBUTE-UIIEHKI OTHOCHO OTTOBOPHOCTTA 33 BPE/M, IPUUMHEHN OT HedekT Ha ctoka (OB L 210, 7.8.1985 ., ctp. 29)
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(36) 3a ma ce rapaHTMpa NPAaBHA CUTYPHOCT [0 OTHOLIEHME HA 3aIB/IKEHMUATA HA MKOHOMMUECKUTE ONepaTopy, e HeoOXOmMMO
[ld Ce MBSCHAT CIy4aure, KOTaTo MUCTPUOYTOPBT, BHOCUTENAT WM APYTo Juie TpsiOBa [1a Ce CUMTa 3a IPOM3BOIUTEIT Ha
kNI

(37) TMapanenHara THproBus ¢ IMPONYKTH, Beue IyCHATH HA I1a3apa, € 3aKOHHA (opMa HA THPIOBMSI B PAMKMTE HA BBTPELIHNS
mazap Ha ocHosaye wieH 34 NQEC npu cnassare Ha orpaHMUeHNTA, OCHOBABALY Ce HA HEOOXOIMMOCTTA OT 3aKPMIIA Ha
3MpaBeTo 1 (€30MaCHOCTTA M Ha MpaBaTa Ha MHTeNleKTyanHa coocteeHoct no uined 36 IQEC. [punaranero Ha npuHIMIa
Ha MaparneHara Tbprosust obaye e MpeIMeT Ha PasMUHM THIKYBAHMS B [TbpKaBuTe 4ileHKN. [Topamy ToBa ycroBusTa u,
TO-CTIENMAITHO, U3UCKBAHMATA KbM MPEETMKETUPAHETO U MPEONaKOBaHEeTo, ClielBa a Ce YTOUHAT B HACTOSIIMS pEriaMeHT,
KaTO Ce B3eMe NpenBuy cheOHata mpakTuka Ha Chbua (') B APyIM ChOTBETHM CEKTOPHU U ChLIECTBYBAIIUTE HOOPY NPAKTUKM
B 00JIaCTTa Ha MEIVMLIMHCKUTE M3IENSL.

(38)  TosropHara 0OpaboTka ¥ IHOCNenBaliaTa ynorpeda Ha M3IeNNs 3a eIHOKPAaTHA ymoTpeba cremsa fa ce OCHLIECTBSBA CAMO
KOTaTo TOBA € PAa3pellleHO CHITIACHO HAIMOHATIHOTO NPaBO M MpY CMa3BaHe HAa M3MCKBAHMATA HA HACTOSIMS DEITIAMEHT.
Jnuero, W3BbPIIBAIIO NOBTOPHAa 0Opa0OTKa Ha M3[eNMe 3a eNHOKpaTHa ymoTpeba, crmema fa Oboe CUMTaHO 33
TIPOM3BOIIMTEN HA TOBTOPHO OOpabOTEHOTO M3fenme M Ja ToeMe 3aIb/IKCHMATA, BbH3IOKEHM Ha IPOM3BOIUTEINTE
CBITIACHO HACTOSAWIMS pernaMeHT. Hes3aBucuMo OT TOBa IbpXaBMTe YIIEHKM CIENBa A MMAaT Bb3MOXKHOCTTA [Id PelIarT, de
3aI(b/KEHSATA 10 OTHOILIEHNME HA NOBTOPHATAa 00paboTKa M MOBTOPHATA YNOTpeOa Ha M3MeNus 3a eNHOKpaTHA ymoTpeba B
pamKuTe Ha neueGHO 3aBefieHVe MM OT BHHIIHO IIMIE, M3BbPUIBALIO IOBTOpPHATA 00pabOTKA, KOETO NeiiCTBA OT HEroBO
yMe, MOXe [1a Ce Pa3NMyaBaT OT 3aTbIDKEHNMATAa HAa NPOM3BOLIMTENINTE, OMMCAHM B HACTOAWMS pernaMeHT. Ilo mpuHumn
nogoGHN pasmuns CliefBa 1a ObIAT NOMYCKAHM caMO IPY YCIOBMe Ye MOBTOPHATA 00pabOTKa M MOBTOpHATA ynoTpeba Ha
M3[eNNs 33 IHOKPATHa ynorpeba B paMKuTe Ha JiedeOHO 3aBelieHNe WM OT BBHIIHO JiMue oTroapsiT Ha npuerute OC
wm, Korato HsMa OC, Ha CHOTBETHMTE XaPMOHM3MPAHM CTAaHIAPTU M HALVMOHANHM pasmopentu. [TosropHara obpaborka
HA TAKVMBA VI3[EIIMSL CIIelBa 13 FAPAHTMPA PABHOCTOIMHO HMBO HA 0€30NACHOCT M [EMCTBME B CPABHEHME CbC CHOTBETHOTO
ITbPBOHAYAIIHO M3[IeNNe 33 eIHOKPAaTHA ynoTpeba.

(3 9) Ha maumenrure c VIMIUTAHTMPAaHO M3[CIINeE CIieliBa Oa ce IpeJoCcTaBd sCHa U JIECHO JOCTbIIHA OCHOBHA I/IH(])OpMaIII/IH, KOATO
Ja JaBa Bb3MOZKHOCT TO Ia C€ I/I]IeHTI/I(l)I/IL[I/Ipa, KaKTO M HOpyra BaKHa I/[H(l)OpMa]_[I/IH 3a UBOEIUETO, BKITIOUUTEITHO BCUUKU
H€O6XOHI/IMI/I NpENynpeXNeHNs 3a pyUCKa 3a 3IPaBETO UM IPENNasHy MEPKY, KaTO HallpUMeEp yKa3aHus Hay U3MOEINETO €
CbBMECTMMO C HAKONM TMAarHOCTMYHU M3OEINsS VI CbC CKEHEPU IIPU NPOBEPKU BbB BPB3Ka CbC CUTYPHOCTTA.

(40) Karto ofbuwio mpaBMO BHPXYy M3MENMATA CNEABA Ha ¢ HaHeceHa MapkmpoBkarta ,CE, K0oATO ma moxasBa TAXHOTO
CHOTBETCTBME C HACTOSIIMS PEITIAMEHT, 3a J]a MOTaT Te CBOOOIHO Ja ce [BMXAT B paMKuTe Ha Cbl03a M Na ce MycKaT B
[ejicTBMe 1O TAXHOTO NpedHa3HauyeHue. [IbpXapuTe UNEHKM He CrefBa Ja Ch3NaBaT IIPEUKM IeN ITYCKAHETO Ha Iasapa
WM TyCKaHeTO B NEJCTBME HA M3MENMS, KOUTO CHOTBETCTBAT HAa M3MCKBAHMATA, MPENBUIEHM B HACTOAUIMS PErTaMeHT.
Ilpp:kaBuTe WieHKM obaue CrlefBa [a MMAT BH3MOXKHOCT [1a PellaT Jany [a OrpaHMyar M3MON3BAHETO Ha KOHKPETEH THUII
V3[IeNMe BbB BPB3KA C ACIEKTH, KOMTO He ca 0OXBAHATM OT HACTOSIUIMS PeITIaMEHT.

(41) TIpocmemmmocTTa Ha WM3HETMATA Ype3 CHUCTEMATa 3a YHMKANHA MueHTMQMKAms Ha mapmenusta (,.cuctema 3a UDIY) Bw3
OCHOBA Ha MEXIIyHAapOIHM HACOKM CIIeABA 3HAUMTEIIHO Ja YBENMMUM eeKTMBHOCTTA Ha CBbP3AHUTE ¢ Ge30MacHOCTTa Ha
V3[IENNSTA NEHHOCTM CIIell MTyCKAHeTO Ha 1a3apa, KOeTo e IBIIKM Ha MO-IoOpOTO NOKITalBaHe 3a MHIMIEHTHUTE, LIeTeHaco-
YeHUTe KOPUIMPAIM JE/CTBMS BbB BPb3Ka C GE30MACHOCTTa M NMO-HOOpOTO HAGMIONEHNME OT CTPaHAa HAa KOMIIETEHTHHUTE
oprany. ToBa ChINO CrIefBa [a OTPaHMYM MEIMLMHCKMTE IPElIKM M [a monpuHece 3a Gopbara ¢ dammmduuypanure
uanenusl. VsmonssaHeto Ha cucteMara 3a UDI crensa ma mogobpy M MONMMTUKMTE MO OTHOUIEHME HAa CHAONSBAHETO M
00e3BpeXXIaHETO Ha OTNATbLN ¥ YIIPABIIEHUETO Ha HAIMYHOCTUTE OT M3IENNsl OT CTPaHa Ha JleyeOHNTe 3aBefeHUs M APYTH
VIKOHOMIYECKM ONEPATOPY ¥, KOTaTo € Bb3MOXKHO, 1a ObIe CHBMECTMMO C APYTM CHCTEMM 3a YIOCTOBEPSIBAHE HA aBTCHTUY-
HOCTT4, KOMTO Beue CE M3MON3BAT B Te3M yCIOBMS.

(42) Cucremara 3a UDI cremsa ma ce npuiiara 3a BCHUKM M3IENNs, IyCHATM HA 11a3apa, C MBKIIIOUEHNME HA V3OEIMSTA,
13pabOTeHy MO MOpbYKA, M [a Ce OCHOBABA HA MEXKIYHAPOTHO NPU3HATH NPVHLMIN, BKIIOUMTENHO ONPEIeNeHMSTa,
KOMTO Ca CBMECTVMIL C M3IION3BAHUTE OT OCHOBHUTE THPTOBCKM NMApTHbOPH. 3a 1a Moxe cucteMara 3a UDI ma samouse ma
QYHKIMOHMpA NpemM HAYAIOTO HA MPUIIATAHETO HA HACTOSIUMS PEINIAMEHT, B HEro CiieBa 1a ObOAT OmpererneHy
TOIpOOHN IpaBuIa.

(43)  TlpospauyHOCTTa ¥ ageKBATHUAT JOCTHI JO MHPOpPMALINS, [IONHECEHa M0 MONXOMSL HAUMH Ha LieseBusi MOTpeOuTer, ca ot
ITbPBOCTENIEHHO 3HAUEHMe 3a OOLICCTBEHMs MHTEpeC, 3a 3alMTaTa Ha OOIIECTBEHOTO 3MIpaBe, 3a MPENOCTABSHETO Ha IO-
TONIMa ABTOHOMMS Ha MAUMEHTHTE ¥ MeIMUMHCKHMTE CIEUMATCTM M Ha BB3MOXHOCT IIa B3€MAT pelleHNs, KaTo
pasnornarar ¢ HeobxolmMmara MHGOPMALMS, KAKTO M 33 OCHTYPSIBAHETO HA CTabMITHA 0a3a 3a B3eMAHETO HA PelICHMs BbB
BpPb3Ka C HOPMAaTMBHATA ypenba U 3a M3rpaxKIaHeTo Ha JOBepue B Tasu ypenoa.

(44)  KirouoB acmekT IpM NMOCTMIAHETO HA LENMTE HA HACTOSIIMS PerlaMeHT e Ch3maBaHeTo Ha EBpomeiicka 0asa maHHM 3a
MemuuyHckmTe nanenus (Eudamed), KosiTo criensa ma BKITIOUBA Pa3NyMUHM eNEKTPOHHU CHCTEMM C OITIeA Ha ChOMPAHETO M
obpaboTkaTa Ha MHPOpPMALINS 32 MLENISITA HA MA3apa M CHOTBETHUTE MKOHOMUYECKH ONEPATOpH, OMpEeNeNeHN acleKT! Ha

(") Pewenne Ha Cpma or 28 1o 2011 r o cremuenu germa C-400/09 u C-207/10 (Orifarm u Paranova), ECLLEU:C:2011:519.
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OLICHSIBAHETO Ha CHOTBETCTBUETO, HOTUQULMPAHNTE OPraHH, CepTUUKATATE, KIMHUYHNTE U3IATBAHMUS, TIPOCIIESIBAHETO Ha
0e30macHOCTTa M Hajg3opa Ha masapa. Llenure Ha 0asaTa [aHHM Ca [OBMIIABAHE HA IPO3PAYHOCTTA KATO LSO,
BKITIOYMTEITHO I[OCPEACTBOM NO-HOOBP HOCTBI [0 MHPOpMALWS 3 OOLIECTBEHOCTTA M MENMLMHCKUTE CIELMAJICTH,
u30srBaHe Ha MHOTOOPOIHMTE M3MCKBAHMS 32 JOKIIAfBaHe, ONOOPSIBAHE Ha KOOPIMHALMATA MEXMY IbPKABUTE UICHKN U
ChINIACYBAHE ¥ YIECHSBAHE HA NOTOKA OT MH(OPMALWst MEXIy MKOHOMUYECKUTE ONEPATOpY, HOTUPUIUMPAHUTE OpraHu
WM CIOHCOPUTE U IIbPXKABUTE WICHKM, KAKTO M MEXIy cammre Obpxasu wieHkn u ¢ Kommcmsra. B pamkure Ha
BBTPELIHNMS [1a33p TOBA MOXe [1a Ce OCHTypy edeKTMBHO caMo Ha pasHminero Ha Cbioza ¥ 10 Tasu npyumHa Kommcusita
crenpa a mopaspaGoty u ympasnsisa Esporieiickata 0aHKa [JaHHM 3a MeQMUMHCKMTE M3[ENMsl, Ch3[aleHa ¢ Pelennue
2010/227EC na Komucnsra ().

(45) 3a ma ce ynmecuu ¢yHkumoHupatero Ha Eudamed, MexmyHapomHo mpy3HaTa HOMEHKITATYpa Ha MEMMLMHCKUTE M3LENNs
crenBa fga Gboe Ge3MIaTHO MOCTBIIHA 3a MPOM3BOIMTENMTE M 3a APYTM (M3MUECKM M IOPUIMUECKM IIMIA, OT KOUTO
CBITIACHO HACTOSWIMA PEITIaMeHT Ce M3MCKBA [a M3IOJI3BAT Ta3y HOMeHK/aTypa. OCBEeH ToBa Ta3X HOMEHKIIATypa crieliBa [a
Obe Ge3MaTHO Ha PAa3NONOKEHMe M Ha IPYTU 3AMHTEPECOBAHM CTPAHMU, KOTATO TOBA € PA3YMHO OCDIIECTBIMO.

(46)  Emexrponnnre cucremy Ha Eudamed 3a mamenmsra Ha masapa, CbOTBETHNTE MKOHOMMYECKHM OINEPAaTOpY U CepTUQUKATH
CTIefiBa [1a OCUIYPSIT aeKBaTHATA MHQOPMMPAHOCT Ha OOLIECTBEHOCTTA 3a M3[eNusTa Ha mMasapa Ha Cbro3a. EmekrponHara
CHCTeMa 33 KIIMHUYHNUTE VM3MUTBAHMS CTefBa A CITYyKM 3a CPEACTBO 33 CHTPYOHNYECTBO MEXKIY IbpXKABUTE UIECHKM M [a
[afe Bb3MOKHOCT Ha CIIOHCOPUTE [1a [IOAABAaT, Ha JOOPOBOIIHA OCHOBA, EAMHHO 3asBICHNME 3d HSKONKO IbPXKABYU WICHKN ¥
[1d MOKJIA[BAT 3a CEPMO3HM HEXENAHM CHOMTIS, HENOCTATBUM HA M3OENMSATA M CHOTBETHOTO AKTya/M3MpaHe Ha Tasu
uHpopmatyst. EnekTpoHHaTa cycreMa 3a mpocrelsiBaHe Ha GE30MACHOCTTA CrelBa [ [IO3BONSIBA HA IIPOM3BOMMTEIINTE M1
[IOKJIa[IBaT 3a CEPUOBHNTE MHINEHTH 1 3 APyTUTe MOMICXKAIIM Ha TOKIA/BAHE CHOMTHMS 1 A MOIIOMAra KOOPHMHALMSTA
HA OLCHKATA HA Te3) MHUMNEHTH M CHOMTHUSL OT CTPaHa HAa KOMIICTGHTHMTE OpraHu. ENeKTpOHHATAa CHCTeMa OTHOCHO
HAJI30pa Ha Ma3apa CIIe[Ba [1a ¢ CPEICTBO 33 OOMeH Ha MH(OPMALVIST MEXKIy KOMIIETEHTHUTE OpraHi.

(47) Tlo orHoweHne Ha maHHWUTE, ChOMpaHu 1 oOpaboTBaHy upe3 enekrpoHHuTe cucteMn Ha Eudamed, [upekrusa 95/46/EO
Ha EBpomneiickus napnameHt u Ha CbBeTa (%) ce mpuiara KbM 00paGOTBAHETO Ha JIMYHM JAHHY, M3BHPLIBAHO B IbpKABUTE
WIEHKM IO HAN30pa Ha CHOTBETHUTE HALJOHATHYM KOMIICTEHTHM OPIaHM, MO-CIELMAIHO HA HE3aBUCUMUTE IyONUYHM
OpraHu, ompeeNneHn ot Ibpxasute wieHkn. Pernament (EO) Ne 45/2001 Ha Eporneiickust napnament u Ha ChbBeta () ce
nputara KbM 06paGoTKaTa Ha NIMYHM JAaHHY OT cTpaHa Ha KoMucusita B paMKuTe Ha HACTOSLIMS PEITIAMEHT IO Haj30pa
Ha EBpormeiickus Han3opeH opraH Io 3awmmra Ha gaHHute. B cporserctue ¢ Pernament (EO) Ne 45/2001 Kommcusira
creaBa 1a Obie onpererneHa 3a KoHTponypany oprad Ha Eudamed u enektponHute My cucrem.

(48)  3a ummmaHTHMpyeMuTe M3NENMA M 3a m3penusATa oT knac Il mpomssomuTenuTe cremBa Ja Pe3FOMUPAT OCHOBHUTE ACMEKTH
BbB BPb3Ka € OE30MAaCHOCT ¥ [EICTBIE HA M3HEINMETO ¥ Pe3yNTAaTUTE OT KIIMHUYHATA OLIEHKA B JOKYMEHT, KOITO CIIe[Ba [1a
€ MyOMMYHO JOCTHIICH.

(49) PestoMeTo 3a 6€3011aCHOCTTA M KIIMHMYHOTO ]I€I7[CTBI/IC Ha JaJeHO M3OENMe CJiedBa IOa BKIIIOUBA ITO-CIICHMAIHO MACTOTO Ha
VIBOETIMETO IO OTHOLICHME NMATHOCTMYHUTE MIIVM TEPANEBTUUHMUTE ONIMM, KAaTO CE€ OTUMTA KIIMHMNYHATA OLIEHKA Ha TOBa
n3penmne B CpaBHEHNUE C IPYyr IMArHOCTUYHU MIIA TEPANCBTUYHN aITCPHATMBU M KOHKPETHUTE YCIIOBMSA, TP KOUTO MOZKE
T1a ce pasriena Bb3MOXKHOCTTA 33 M3IIONI3BaHE Ha M3NEIMETO Y Ha HETOBUTE aJITEPHATUBI.

(50)  Mobpoto QyHKIMOHMpAHe HAa HOTUMUMPAHUTE OPraHM € OT OCHOBHO 3HAYEHNe 33 FApaHTMPaHe HA BUCOKO HNMBO Ha
3aKpUITa Ha 3[paBeTo M Oe30NMACHOCTTA 1 33 OCUTYpsiBaHE HA [OBEPUETO HAa TIpaxIaHWTe B cucTeMara. Eto 3amio
OIIPENeNsIHETO Y HaOMIONEHNeTO Ha HOTUQUIMPAHUTE OPraHyM OT CTPaHa HA TbpXKABUTE WIEHKM CIefBa Ha MOMIEXKM Ha
TpOBepKK Ha paBHMIETO HAa Cbi03a B CHOTBETCTBME C MOTPOOHM U CTPUKTHU KPUTEPHUIL.

(51)  IposeneHOTO OT HOTMQUUMPAHNMTE OPIaHM OLEHSBAHE HA TEXHMYECKATAa NOKYMEHTALMS HAa MPOM3BOMMTENS, M IO-
CHELMANHO HA TOKYMEHTALUTA 33 KIMHNYHATA OLEHKA, CJIeABa Na ObIAT KPUTMYHO OLEHEHM OT OpraHa, OTIOBAapsLl 3a
HoTUUIMpaHuTe opranu. Tasu OLEHKA CiieBa ga GbIe YacT OT OCHOBAHWS HA aHA/IM3 HA PUCKA MOAXOM MO OTHOLICHME
Ha [EIHOCTMTE 3a Ham30p M HaOmomeHMe Ha HOTMQUUMPAHMTE OPraHM M CIIe[BA [ Ce OCHOBABA HA IPEICTABUTENHA
U3BAJIKa OT CHOTBETHATA JOKYMEHTaINs.

(5 2) [To3uumsaTa Ha HOTI/I(l)I/[III/IpaHI/[Te Opranm CIpAMO IPpOU3BOOUTEIINTE CIICTIBA Ha C€ YKpeEIy, BKIIIOUUTEITHO 10 OTHOIIEHNE Ha
TAXHOTO IIpaBO M 3ab/IKCHUE Ha M3BBPIIBAT BHE3AIMHM OOUTU Ha MACTO M J1a NMPOBEXKOAT (1)1/[3M‘ICCKI/I nim naéopaTopHM
JM3NUTBAHMA Ha M3MENNATA, 3a 1a C€ rapaHTupa, 4e IPOU3BOOMTEIINTE NPOOBIKABAT [1a OTIOBAPAT Ha VM3MUCKBAHUATA CIIEN
Nojly4aBaHe Ha ITbpBOHaYaJIHATa CepTIA(I)I/lKaHI/IS[.

() Pewenne 2010/227EC na Kommcnstra ot 19 anpun 2010 1. otHocHo EBporejickara 6anka mamu 3a memuumHckute y3pemvs (Eudamed)
(OBL102,23.4.2010T., cTp. 45).

(*) Hupektusa 95/46/EO na EBponeiickust napnament 1 Ha CbBera ot 24 okromspy 1995 r. 3a 3ampra Ha puanueckure Jmua npu oOpaboTBaHeTo Ha
JIMYHY JTaHHM 1 38 CBOOOIHOTO [BVKeHNe Ha Teu nanam (OB L 281, 23.11.1995 ., crp. 31).

(*) Permamenrt (EO) No 45/2001 a Eponeiickis maprament i Ha CpBera ot 18 nexemspy 2000 . OTHOCHO 3aIMTaTa Ha JMLATA [0 OTHOLICHNE Ha
00paboTkaTa Ha IMYHY JAHHY OT MHCTUTYLMM 1 oprany Ha O6uiHOCTTa U 3a cBOGOIHOTO mBIKeHMe Ha Takmsa maxuyu (OB L 8, 12.1.2001 r.,
crp. 1).
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(53)  3a ;ma ce yBemuuM IPO3PAYHOCTTA MO OTHOLICHJE HA HAN30pa HA HOTM(ULMPAHNUTE OPraHM OT CTPAHA HA HALMOHAIHMTE
OpraHy, OpraHuTe, OTTOBAPSILM 3a HOTUQUUMPAHMTE OpraHM, ClelBa [a NMyONMKyBaT MHQOPMALMs 3a HALMOHAIHUTE
MEpKM, KOUTO YPEeXNaT OLEHSBAHETO, ONPEIe/THETO M HabIIONeHneTo Ha HOTMQUMUMpAaHUTe OpraHiu. B cboTBercTBUE C
mo0para aIMMHKCTPATHBHA NPAKTHKA Ta3yu MHGOPMALWS CIIe[BA [a Ce aKTyaM3Mpa OT Te3) OpraHM, MO-CIELMAIHO 3a [a
OTpa3siBa CbOTBETHUTE 3HAUMTEIIHM WM CHIIECTBEHM M3MEHEHWs Ha BBIPOCHUTE IPOLETypU.

(54) ]11)p>KaBaTa UJICHKd, B KOATO € YCTaHOBCH HOTI/I(])I/IL[I/IpaHI/IS[T Opras, cienBa fa OTroBaps 3a IMPUJIATaHETO Ha M3MCKBaHMATA
Ha HaCTOALLMS PEIrTIAMEHT 110 OTHOILLIEHME Ha TO3U HOTI/I(l)I/[III/IpaH OpraH.

(55)  Tlo-cnemmanHo, ¢ ornel Ha OTTOBOPHOCTTA Ha IIbPXKABUTE WIEHKM 3a OPTaHM3ALMATA M NPEIOCTABAHETO Ha 3[PaBHMU YCITyTH
¥ MeIMUMHCKO 00CIyXBaHe, Te CNefBa [1a MOTaT [Ia NMPENBUIAT TONBIHUTEIHN M3MCKBAHNS 33 HOTUQUUMPAHNUTE OpraHM,
OIIpefieNieHM 3a OLEHSBAHE Ha CHOTBETCTBMETO HA M3JENMATA M YCTAHOBEHM HA TSAXHA TEPUTOPHUS, IO OTHOUIEHME Ha
BBIIPOCH, KOUTO He Ca YPeleHM B HACTOSIIMS PerlaMeHT. Bcyuky Taka IpenByuueHM DOIBIHUTENHM M3MUCKBAHYS CIIeNBa Ja
HE 3aCAraT [O-CIELYAIHOTO XOPU3OHTATHO 3aKOHONATENCTBO Ha Chb03a OTHOCHO HOTMQUMUMPAHNWTE OPraHM U TAXHOTO
PaBHO TpeTMpaHe.

(56)  3a ummnanTupyemute usgenusi ot kiac Il u aktusHuTe M3menus or knac IIb, mpenHasHaueHM 3a NMpWITOXeHMe Y[WIH
OTIEIIsAHE Ha JIEKAPCTBEH IPORYKT, HOTMMUMPAHNUTE OPTaHM CrlelBa 1a ObIAT 3allbIXeHH, OCBEH B OIPEHesIeHN CIyyau,
Jla IOMCKAT OT eKCMIEPTHUTE TPYIM [a YNPaXKHAT KOHTPON BbPXY TeXHMs HOKIIa[ OT OLEHSBAHETO Ha KIMHMYHATA OLEHKa.
Komnerentnute opranu cnensa ga GboaT mHGOPMMPAHN 33 M3LENNMATA, KOUTO Ca IOMYUMIM CepTUQUMKAT CrIel IpOoLenypa
1O OlEHsABAHE Ha CHOTBETCTBMETO, BKJIIOYBAWIA €KCNEPTHA rpyna. KoHcynraumsra ¢ eKCNepTHMTe TPYMM BbB BPbh3Ka C
KIIMHIYHATA OLIEHKA CIIe[Ba [a J0Bede N0 XapPMOHM3MPAHA OLEHKA 33 BICOKOPVMCKOBNMTE MEIMUMHCKY M3JEMs Upe3 0OMeH
HA eKCIepTeH OIMT OTHOCHO KIIMHIYHWUTE aclieKTy u paspabotsane Ha OC 3a KaTeropuurte M3IeNs, KOUTO Ca IIPEMIHAIIN
TIpe3 TO3M IPOLEC Ha KOHCYMTaLMN.

(57)  3a mspermsta or kiac Il u 3a Hiaxom msgenmst or kiac 1Ib mpomsBomMTensT CrlelBa a MOXe [a ce KOHCYNTHpa Ha
100pOBOJTHA OCHOBA C EKCIEPTHA IPyIia, Mpedy Na M3BbPUIM CBOSITA KIIMHMYHA OLEHKA M/WIIM M3MMUTBAHE, IO OTHOLICHNME
Ha CBOSTA CTpaTerys 3a KIIMHMYHO PasBUTIE M HA MPEVIOKEHNATA 3a KIMHUUHM M3IUTBAHMS.

(58)  HeobxommMo e, MO-KOHKPETHO 3a LIeNUTE HA IPOLENypUTe 32 OLEHSIBAHE HA ChOTBETCTBUETO, [Id CE 3aMa3y Pa3HeIIIHeTO Ha
VM3MeNNSTa HA YeTMPY Kiaca MPOAYKTM ChOOPA3HO MeXIyHapofHaTa MpaKTMKA. [IpaBuimara 3a Kiacuukauysi, KOUTO e
OCHOBABAT HA YSI3BMMOCTTA HAa UYOBEWIKOTO TSNIO, CNeMBa Ha Ca ChoOpaseHM C NOTEHIMANIHUTE PUCKOBE, CBbP3aHM C
TEXHUUECKOTO MPOEKTMPAHe M MPOM3BOICTBO HA M3IENMsTa. 3a MIa Ce 3amasy ChLUIOTO HUBO HA GE30MACHOCT KATO TOBA,
Koeto e ocurypero ¢ dupektusa 90/385/EMO, akTMBHUTE UMIUTAHTUPYEMI M3[IENNS CTENBa 1A Ca B Hali-BUCOKOPYCKOBIS
KJIac.

(59) Ipasumara B paMKuTe Ha CTapusi PEKUM, NPUIAraHM KbM MHBA3MBHUTE M3NENNSI, He Ca IOCTATBYHO J00pe cbobpaseHn Che
CTENeHTa Ha MHBA3MBHOCT ¥ NOTEHLMAIHATA TOKCHYHOCT Ha HSKOM MBMENNs, KOUTO Ce BbBEXKJAT B YOBELIKOTO TSANO. 3a a
ce MOMyuM MOOXOMsINA KIacuUKauys CIOped CTENeHTa HA PUCKA Ha M3HEMATA, CHCTOSIIM Ce OT BEIECTBA WM OT
KOMOVHALIMY OT BELIECTBA, KOUTO ce abCOPOMPAT OT YOBELIKOTO TSUIO MM CE Pa3NpPhCKBAT JIOKAITHO B HETO, € HEOOXOMMMO
fa GbIar BhBeNeHM CIICLMATHY TPaBUIa 3a KIacuMKALMsITa Ha TakuBa u3nenus. [IpaBusara 3a KiacuuKaiys cieisa 1a
OTYUTAT MSCTOTO, KBIETO M3IEMETO M3MBIIHSBA NCHCTBMETO CY BBB WM BbPXY YOBELIKOTO TSUIO, KbAE CE BBBEXKIA WM
mpuiara M NanM e Hamue CUCTeMHO abcopOmpaHe Ha ChCTaBAIMTE TO BEIIECTBA MIIM Ha MPOLYKTHTE, MOTYUeHU B
pesynTar Ha MeTa0omM3Ma Ha Te3M BELIECTBA B YOBELIKOTO TSIIO.

(60)  Karo o0uwio mpaBuio mpolefypaTa 3a oLeHsBaHe Ha ChOTBETCTBIETO HA MBIENATA OT Kiac | criefisa [1a ce M3BbPLIBA CAMO
Ha OTTOBOPHOCTTA Ha MPOV3BOHMTENNTE NPENBUIL HUCKOTO HMBO Ha YA3BMMOCT BbB BPB3Ka C Te3y M3LENMA. 32 M3NENmaTa
ot knacose Ila, IIb u III cremBa ma MMa 3aIbIKMTENHO OIXOMAIIO PABHILIE HA yUacTHe Ha HOTUQUIMPAH OPIaH.

(61) HpOIIC]IypI/ITC 3d OLEHABAHE Ha CHOTBETCTBMETO Ha MBHEIMATA CIIENBA TOIBIIHUTEIIHO HAa C€ YKPEIAT M pallOHaIm3upar,
KaTo €IHOBPEMEHHO C TOBA CII€MBA SCHO [1a CE€ IOCOYAT M3MCKBAHMATA KBM HOTI/I(l)I/IIII/IpaHI/ITC Oprany 1o OTHOLIEHME Ha
VI3BBPUIBAHUTE OT TAX OLEHABAHNS, 3a J1a C€ rapaHTVpa PaBHOIIOCTABEHOCT.

(62)  LenecsobpasHo e ceprudukarmte 3a cBOOOAHA Mpomax0a 1a ChIbPXKAT MHPOPMALIS, KOSTO [O3BONISIBA M3ION3BAHETO HA
Eudamed ¢ uen fma ce monmyun nudopManis 3a M3NENMETO, MO-CIELMATHO 3a TOBA Ayl TO € Ha [a3apa, Jay € U3TEINICHO
OT I1a3apa, W € M33eTO, KAKTO I 33 BCEKM CEPTUQPUKAT 3a HETOBOTO CHOTBETCTBIE.

(6 3) 3a ma ce rapanTpar BMCOKO HMBO Ha 6e30MacHOCT U HeiiCcTBME Ha M3OENNnATa, MTOKa3BaHETO Ha ChOTBETCTBMETO C O6HH/ITC
M3VUCKBaHUA 3a OE30MacHOCT U HeﬁCTBme, NpeaBuacHN B HACTOALIMA PEINIAMEHT, CJleliBa Oa €€ OCHOBaBd Ha KIIMHUYHUTE
JaHH!, KOUTO KaTo 0611IO MpaBMiIO 3a M3HOENNATa OT Kilac I n VIMIUTAHTUPYEMUTE U3LOENNSA CII€OBa Ha Ce€ IoITyyaBaT OT
KIIVTHNYHYM UBNUTBAHMS, KOUTO Ca IIPOBENCHM Ha OTTOBOPHOCTTAa Ha CIIOHCOP. CnemBa ma 6’1)]16 Bb3MOXKHO KaKTO ITPOMU3BO-
INTETIAT, TaKa M OpyTo (l)I/IBI/Il{CCKO Wi 1opuindecko mmue, na 6’1)]16 CIIOHCOD, KONMTO IoeMa OTTOBOPHOCTTA 33 KIIMHNYHOTO
M3INTBAHE.
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(64) TlpaBmiata 3a KIMHMYHUTE M3IMTBAHMS CNIelBA [a CHOTBETCTBAT Ha NOOpe YTBBHPLEHMTE MEXKIYHAPOOHM HACOKM B Ta3u
obracr, karo MexpyHaporHust craHgapr 1ISO 14155:2011 3a gobpara KIMHMYHA [PAKTMKA IPU KIIMHUYHN M3IUTBAHYS
Ha MEIMUMHCKM M3HENMA BHPXY XOpa, Taka ue J1a ce yJeCH)M NPUEMAHETO Ha pe3ynratute oT nposexpanmte B Chrosa
KIIMHWYHY W3IUTBaHMA KaTo MNOKyMeHTauust u3pbH Cbl03a M [1a ce ylecHM NpueMaHetro B paMkure Ha Cbiosa Ha
pesynTaTUTe OT KIMHMYHMTE M3MUTBAHMSA, M3BbPIIEHN M3BbH Cbl03a B CHOTBETCTBME C MEXIyHapOOHMTe HAcOKM. OcBeH
TOBa IIpaBMNIaTa CliedBa a CHOTBETCTBAT Ha Haif-HOBaTa pemakuyus Ha [lexmapaumsrta oT XensuHkM Ha CBeTOBHATa
MEIMIUMHCKA acoUMaLMs 3a eTMUHUTE IPUHUMIM IIPY NPOBEXIAHE HA KIIMHIUYHM U3IUTBAHMA IPU XOpa.

(6 5) Ha ObpKaBaTa YIEHKA, B KOATO IIE€ CE€ IPOBEXMNA KIIMHNYHOTO M3INTBAHE, CIIEBA HA CE€ MPENOCTaBM BB3MOKHOCTTA Ha
onpenem MNoIxXonAlys Oprax, KOHITO J1a y4JacTBa B OLCHSBAHETO Ha 3asBICHMETO 3a IPOBEXKNAHE Ha KIMHNYHO
VIBIINTBAHE, M [a OpraHM3Mpa ydacTMETO Ha KOMMCMMTE IO €TMKa B CPOKOBETE 3a pa3pellaBaHE€ Ha TOBAa KIIMHNYHO
VIBIINTBAHE, NMPEOBMUIOEHN B HACTOAWMA PEITIAMEHT. Tes3n pelmenHns ca BbIIPOC Ha BBTPEIIHA OpraHM3alys 3a BCSAKa IbpXKapa
yjieHKa. BbB BpB3Ka C TOBA OBbPKAaBUTE YIIEHKM CIIETIBA [1a rapaHTVpaT y4acTHETO Ha HECHENMANVCTY, ITO-CIEUMATHO Ha
MAIMEHTN UV OpraHm3anyyl Ha IMaIVEHTH. Te cpbuio Taka ciemsa ma rapaHnTmpar, 4e ca Halmuie HCO6XO]II/IMI/IT€ €KCIIEPTHN
3HAaHUA U OIIUT.

(66)  Korato B xoma Ha IafgeHO KJIMHNYHO M3IMTBAHE BPEHNTE, MPMUMHEHN HA YYACTHUK, BOMAT IO ThPCeHE Ha IPaXHaHCKa MM
HaKa3aTeJlHa OTTOBOPHOCT Ha M3CIEHOBATeNsd WM CIOHCOpPA, YCIIOBMATA BbB BPb3Ka C OTTOBOPHOCTTA B TaKuBa CITydaM,
BKJTIOYMTEITHO BBIPOCKTE 33 IPUUNHHO-CIIENCTBEHATA BPb3KaA 1 33 Pa3Mepa Ha OOE3IIETEHMETO 3a BPEmy M HA CAaHKLMNTE,
CIlefiBa fa MPOIBIIKABAT 13 OBIAT YPEeKIAHM OT HALMOHATIHOTO IPaBo.

(67)  CrmemBa fa ce ch3fane eeKTPOHHA CUCTeMa Ha paBHMIIETO Ha Cbr03a, 3a [a ce TapaHTHpa, Ye BCAKO KIIMHMYHO M3MUTBAHE
ce perucTpypa M JOKiIamsa B myOnmmuHO mOCThIHA 6aza maHHM. 3a chONMiomaBaHe Ha MPABOTO HA 3alMTA HA JIMYHUTE
IaHHM, 3a7I0KeHO B 4neH 8 or XapTaTa Ha OCHOBHMTE NpaBa Ha EBpomefickust cpio3 (,Xaprata“), B elIeKTPOHHATa CUCTeMa
He CJefBa [1a Ce 3alCBaT JIMYHWTE HAHHM HA YYaCTHMLMTE B KIMHMYHO m3muTBaHe. C OINen HA IIONE3HNUTE B3anMO-
IEHACTBUSA C KIMHIYHWMTE M3MMTBAHMS HA JIEKApPCTBEHM MPOIYKTH, €NEKTPOHHATA CHCTEMA 33 KIMHWYHMTE M3MMTBAHMS
crefBa fa Obie onepaTMBHO cbBMecTMa ¢ 6asata manuu Ha EC, KosiTo wie ce ch3mame 3a KIMHUYHMTE V3MUTBAHMS HA
JIeKapCTBEHM MPOIYKTH 33 XyMaHHa yrnorpeba.

(68)  Korato majmeHo KIMHMYHO M3MMTBAHE Ce IPOBEXKIA B IOBEYe OT €HA AbpXKaBa U/eHKA, CIIOHCOPDBT CrlefBa fa MOXe IIa
Tnofaie eNMHHO 3asBIICHME, 3a [Ia Ce HaMany aJMMHUCTPATMBHATA TeXKeCT. 3a JIa ce fajie Bb3MOXKHOCT 3a paslpefeNieHue Ha
pecypcuTe i I1a ce rapaHTMpa MOCIENOBATENHOCT Ha OLIEHSIBAHETO Ha acleKTUTe BbB BPB3KA ChC 3[PaBeTo U Ge30MacHOCTTa
Ha M3JENMATA 33 KIMHMYHO M3MMTBAHE M C HAYYHMS IUIAH 33 KOHKPETHOTO KIIMHMYHO M3MMTBAaHE, HpOLeNypaTa 3a
OlLICHSIBAHE Ha TOBA EIMHHO 3asBNEHMe CIefBa Ja Oble ChINACyBaHA MEXIy AbPXKABUTE UIICHKM ION PbKOBOICTBOTO Ha
elHa KOOPIMHMpAIIA HbpXKaBa dieHKa. [[0MOOHO KOOPIMHMPAHO OLCHsIBAHE CIieBa 1A He BKIIIOYBA OLCHSBAHE HA
acmeKTUTEe Ha KIVHMYHOTO U3IMTBAHE, KOMTO IO CBOS XapakTep ca HAUMOHAIHM, MECTHM M €TMYHM, BKITIOUMTEIIHO
uH$OPMIPAHOTO Chrmacue. [IbpXKaBUTe UNEHKM CIIe[Ba 1a MOTAaT [a y4acTBaT Ha JOOGPOBONHA OCHOBA B KOOPHAMHMPAHOTO
OLIEHsIBaHE 3a ITbPBOHAYaNieH CPOK OT cefeM TOAMHM OT HauyajiHaTa JaTa Ha IpuiaraHe Ha Hactosums pernament. Crepn
VM3TMYAHETO HA TO3U CPOK BCUYKM IbPKABM WIEHKM CIiefBa Na ObIAT 3abKEHM 1a Y4acTBAT B KOOPHMHMPAHOTO
oleHsIBaHe. Bb3 OCHOBA Ha TMOYYeHMs! ONMUT OT Tasu HOOPOBONHA KOOPHMHALMS MeXKIy IbpxKaBuTe urneHku, Komucusita
CllefBa Ja M3TOTBM MOKIIAI 33 IPWIATAHETO HA CHOTBETHMTE PAa3Nopendy OTHOCHO MpOLeNypaTa 3a KOOPIMHUPAHO
oueHsBaHe. B ciyuaii ue 3akiioueHMATa OT HOK/aja ca oTpuuatenHy, Kommcusara crensa fga IpencTaby NpeyloXeHue 3a
yIbIIKaBaHE HAa CPOKa 33 yyacTue Ha HOOPOBOITHA OCHOBA B NPOLIEIypaTa 32 KOOPIMHUPAHO OLICHSIBAHE.

(69) CHOHCOPMTC CriefBa fa TOKIIagBaT 3a OINpeHericHM HeEXernaHn CHOuUTUS U HETOCTaTblM Ha MBHEINATA, MPOSABABALLN CE IO
BpeéM€ Ha KIVMHWYHUTE MBIUATBAHNMA, Ha [IbpKaBUTE UIEHKM, B KOUTO C€ IIPOBEXKNAT TE3M KIIMHUYHM MNUTBAHNA.
H'l:-p)KaBI/ITC UIIEHKM CJieiBa Oa MMAaT BB3MOXKHOCTTA [a MPEKpaTAT WIM CIpaT TE3M MBINUTBAHMUA WM [1a OTHEMAT
M3OAJEHOTO 3a IPOBEXKIAHETO MM pa3pelIeHMe, aKO CUETaT TOBa 3a HCO6XO]II/IMO, 3a J1a OCUTYPAT BMCOKO HMBO Ha 3allliTa
Ha y4YaCTHMLIMTE, BKIIIOYEHM B KIIMHNYHO M3NUTBAHE. Takasa I/[H(l)OpMaHI/ISI cnensa ma ce C'LO6HIaBa Ha OCTaHAJIUTE
Ibp2KaBy YIEHKMN.

(70) CHOHCOp’bT Ha KIIMHNYHO M3IUTBAHE CIIE€dBa Ha IPEOCTaByM PE3IOME Ha PE3YNTATUTE OT KIIMHUYHOTO M3INUTBAHE, KOETO €
JIECHO pa36mpaeMo 3a LEJeBUs HOTpC6I/ITeH, 3a€MHO C [OKJIama 3a KIIMHUYHOTO M3IMTBAHE, KOraTo € IPUIIOXKUMO, B
paMKuTe Ha IMpeOBUACHUTE B HACTOAIIMA PEIIIAMCHT CPOKOBE. Korato He e BB3MOXHO Ja NPEncTaBy peE3IOMETO Ha
pesynrature B IIPEOBUIEHUTE CPOKOBE IOpann C'bO6pa)KCHI/I$I OT Hay4YHO €CTECTBO, CIIOHCOPDBT CJICHBA 11a CE 000cHOBE 1 na
IIocounM Kora 1ie 6’17]13.T NpENCTaBeHN PE3YIITATUTE.

(71) Hacrostumsr perIaMeHT CiienBa na 06XBaHIa KIVHUYHUTE M3NUTBAHNS, IIPETHA3HAYEHN 3a c1:61/1paHe Ha KJIIMHNYHU JOKa3a-
TEJICTBA 3a LEJINTE Ha NOKa3BaHE Ha CbOTBETCTBMETO Ha MBMENMATA, KAKTO CJIEOBA U [1a YCTAHOBY OCHOBHM M3UCKBaHMA 3a
€TUYHMA U HaYUHMS TIPETIIEN 3a OPyry TUIIOBE KIIMHWYHM M3NNTBAaHNSA Ha MEOVIMHCKY U3OETINS.
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(72)  HepeecriocobHuTe Nuua, MaONETHUTE VUM HEIBIHONETHUTE JIMLA, OpeMeHHWUTe XeHM M KbPMaukKuTe Ce HYXHasT OT
CIeNManHM MepKM 33 3ammTa. Bce mMak cremBa Ha AbpXKaBuTe WIEHKM [a Ce HPEJOCTAaBM Bb3MOXKHOCTTA [1a ONPENesIAT
3aKOHHO OMPeNesIeHNs PENCTaBIUTeNl Ha HEleeCloCOOHNUTE, MAJIOSIETHUTE U HEITbIIHOJIETHUTE YYACTHILI.

(73) Cnensa ;ma 6bmaT cra3saHy IPUMHIMINTE HA 3aMECTBAHe, HAaMassiBaHe M OONeKuaBaHe B OONIACTTa HA OIMTUTE C KMBOTHM,
onpenenenn B Iupextusa 2010/63/EC Ha EBponesickust maprmament u Ha CobBera ('). Ilo-crenmanHo cremsa fa ce 130sirsa
HEHy>KHOTO IyOrMpaHe Ha MBIUTBAHMS U U3CTICIBAHIISL.

(74)  TpoussomuTenure CremBa [a UIPasT aKTMBHA POIISL CIEM MyCKAHETO HA [A3apa, KaTO CUCTEMATHYHO M aKTUBHO CHOMpAT
uHPOPMALSL OT ONMTA CbC CBOMTE M3MNENMs CIIel IyCKAHeTO Ha Iasapa, ¢ el Ha aKTyaluM3ypar TeXHMYeckara cu
OKyMEHTALVs. 1 [1a CH CHTPYIHNYAT C HALMOHATIHUTE KOMIICTEHTHY OPTaHM, OTTOBAPSIIIM 3a IPOCIIeHsBaHeTo Ha bOe3omac-
HOCTTA 11 MIE/HOCTMTE 1O HAa[30p Ha Ia3apa. 3a Ta3u LN IPOM3BONMTENINTE CIIE[BA [a Ch3MANAT BCEOOXBATHA CHCTEMA 3a
Han3op CIIeNl ITyCKaHe Ha Iasapa, B PaMKWUTe Ha CBOATA CMUCTEMa 3a yIpaBIIeHMe HAa KAayeCTBOTO M Bb3 OCHOBA Ha IIaH 3a
HA30p CIlef MycKaHe Ha mMasapa. ChOTBETHMTE MaHHM M MHGOpMALMS, CHOPAHN B PaMKNMTE Ha Haj30pa CIed IyCKaHe Ha
Ta3apa, ¥ M3BOMMTE, U3BIEUECHN OT M3BBPUICHNTE NPEBAHTHBHM V[V KOPUTMPALIM JEHCTBIS, CrelBa [Ja Ce M3IOM3BAT 3a
aKTyanu3MpaHe Ha OTHOCMMMTE YacTU OT TeXHMUecKaTa HOKYMEHTalys, HallpyMep CBbp3aHMUTE C OLEHABAHETO HA PUCKA U
KIIMHIYHATA OLIEHKA, W CTIeNBa [Ia M 3a LIETINTe Ha IIPO3PauHOCTTa.

(75)  3ama ce ocurypu no-iobpa 3aKpuIia Ha 3PaBETO U (E30MACHOCTTA 10 OTHOUIEHME Ha U3TENMITA Ha Ta3apa, eNeKTPOHHATa
CUCTeMa 33 TIPOCIENABAHe HA 0e30IACHOCTTA HA M3IENMATA CIIeNBa [a CTaHe NO-eeKTUBHA, KATO Ce Ch3[alle LEHTpaieH
nopraj Ha pasHuiero Ha Chbio3a 3a [OKJIATBAHE 33 CEPUOHUTE MHLMIEHTM M KOPUTMPALUMTE [ECTBUS BbB BPb3KA C
0e30MacHOCTTa.

(76)  HOmbpxKasute wileHKM criefBa a MNpednpyeMar NMOIXOMAUM MepKM 3a MOBMIIABAHE HA OCBEIOMEHOCTTA Cpell MEeIMLMHCKNUTE
CHeLMANNCTH, MOTpeOUTENNTe U MALMEHTUTE OTHOCHO 3HAYCHMETO HA MOKIA[BAHETO 3a MHLMNEHTH. MemMIMHCKUTE
CHeLMANNCTH, NOTpeOUTENNTe U MALMEHTHTE CrenBa 1a ObIaT HAChPYaBAHM M 4 MMAT BB3MOXHOCTTA [a JOKIANBAT 3a
TMOJO3MPAHN CEPUO3HM MHLMICHTM HA HALMOHATHO HUBO, KATO Ce M3ION3BAT yemHakseHu Qopmaru. HamyoHarmxure
KOMIIETEHTH!) OpraHy CliefiBa 1a MHPOPMMUPAT NMPOM3BOIMTENNTE 33 MOTO3MPAH CEPMO3CH MHIMIEHT M KOTaTo MpOM3BO-
IIUTEIAT OTBLPAM, Ye € Bb3MOXHO [Ia € Bb3HMKHAII TAKLB MHUMIEHT, CbOTBETHUTE OPTaHy CTIENBA 1a OCUTYPAT Mpemnnpue-
MaHETO Ha MOAXOMSIINM MOCIENBALIM HEfCTBYS, 33 Ia Ce OrPaHMYM B MAaKCHMAlHA CTENeH MOBTOPEHMETO Ha MONOOHM
VIHLIEHT.

(7 7) OHCHHBaHeTO Ha NOKJIaIBaHUTE CEPUO3HN MHUMIOEHTU M KOpUrupamm ]IQIZCTBI/IH BBB BPb3Ka C 6e301macHOCTTa ClienBa ga ce
V3BbpLIBA HAa HAUVOHAIIHO HUBO, HO TpH6Ba Ha € Halmle KOOpaMHalys, KOraro ca Bb3HMKHAIIM CXOOHM MHUMOEHTU WU
KOrato c¢ Hajiara MnpenrnpueMaHeTo Ha KOpurmpamm Heﬁ[CTBM}I BbB BpPB3Ka C (e30MacHOCTTa B IOBEYE OT €0Ha IbpXKapa
UJIEHKQ, C LIENT CIOMOCITIIHE Ha PECYPCUTE M OCUTYPSABAHE Ha ITOCIIENOBATEIHOCT BB BPB3Ka C KOPUTMPAIINTE HCﬁCTBMH.

(7 8) le/l pa3ciieIBaHeTO Ha MHUMIACHTM KOMIIETCHTHUTE OpraHy CiiefBa fa B3EMaT MPEOBUM, aKO € IOOXOIAlIO0, IPEIoCTaBeHaTa
I/[H(l)OpMa[Il/[ﬂ OT CbOTBETHUTE 3aMHTEPECOBAHM CTpaHM M MHEHMATA MM, BKIIIOUMTEIIHO OpraHM3alMUTe Ha IaUMEHTUTE U
MEOMIMHCKUTE CICHMAIINCTU U COPY2KCHUATA Ha IIPOU3BOOUTEIINTE.

(79)  [oxramBaHeTo 3a CEPMO3HM HEXKENAHM ChOMTIS MM 32 HETOCTATBLM HA MBMENMSTA [I0 BPEME HA KIMHUYHY M3MUTBAHNS U
[OKITA[IBAHETO 3a CEpMO3HMTE MHIWICHTV, BH3HMKHAIM CJled IyCKAaHeTO Ha Ila3apa Ha M3[eNnue, CIelBa SICHO Ja ce
pasrpaHmyar, 3a fa ce u3berHe IByKpaTHO NOKIIAfBAHE.

(80) IlpaBumara 3a Hajm3opa Ha Iasapa ClefBa [a ce BKIIOYAaT B HACTOSIIMS pEINIAMEHT, 3a [d Ce 3acWIAT IpasaTa 1
3aI[b/IKEHMATA HA HALMOHAIIHUTE KOMIIETEHTHY OpraHM, [1a Ce OCUIYpH eeKTHBHA KOOPIMHALMS Ha NEHOCTUTE UM IO
HaJI30p Ha Ia3apa M [a ce KOHKPETU3MPAT NMPUIIOKUMUTE TIPOLETypU.

(81)  BcsikO CTAaTMCTHHYeCKHM 3HAYMMO YBeTMUYeHMe Ha Opost MM TeXeCTTa Ha MHUMIEHTUTE, KOMTO He Ca CEpMO3HM, WM Ha
O4aKBAHUTE CTPAHMYHM PeaKii, KOUTO OMxa MOITIM 14 MMAT 3HAYMTEITHO BB3MEIICTBIE BbPXY AHANN3a HA CHOTHOLICHUETO
MeXIy pMCKa M TMOM3UTE M KOMTO OMxXa MOIIM [a JOBENAT IO HEmpMeMIIMBM PUCKOBE, Crensa ha Oble HOKIANBAHO Ha
KOMIIETEHTHUTE OPIaHM, TaKa ue [a Ce MO3BOTM OLEHABAHETO MM ¥ NPUEMAHETO HA MOIXOMAIIM MEPKHU.

(82) Crmempa ma ce ch3mame eKCIepTeH KomuTeT — KoopomHamvoHHa Ipyma mo memmuuHckuTe y3nenmust (KTMU), cbcrasen ot
IMIA, ONpeTesieHy OT [IbPKABUTE WICHKNM Bb3 OCHOBA HAa POIATAa M ONMTAa MM B OONIACTTa Ha MENMLMHCKUTE V3OENNs,
BKJTIOUMTEITHO MEIVMUMHCKNUTE M3HENNs 33 VHBUTPO IMAarHOCTUKA, KOVTO [1a M3IIBIHABA 3a[launTe, BB3IOXKEHM C HACTOSALIMA
pernament u ¢ Permament (EC) 2017/746 na Esponesickust mapnmament m Ha CbBera (%), Ia [aBa CTaHOBMINA HA
Komucnara u pga nommomara mbpxKasuTe dneHKM M Kommcusara mpy ocurypssaHe Ha XapMOHM3MPAaHOTO NpWlaraHe Ha
Hacrosumst pernameHt. KTMM crieiBa ma moXKe ma Ch3aBa MONIPYNM, 3a A Ce OCHIYPH IOCTBII IO HEOOXOMMMKS

(") Ompekrusa 2010/63/EC Ha Esporeitckus napnameHt u Ha Cbsera ot 22 centemspu 2010 r. OTHOCHO 3alMTaTa Ha XKMBOTHHUTE, M3ION3BAHM 32
Hayuny e (OB L 276, 20.10.2010 1., cp. 33).

(*) Permamenr (EC) 2017746 na EBpomnesickus napramenrt 1 Ha CbBeta or 5 anput 2017 r. 3a MEQVIMHCKITE M3NENIAS 3 MHBUTPO MMATHOCTIKA J 34
orMsiHa Ha [upektusa 98/79/EO u Pemenne 2010/227[EC Ha Komucusra (BX. crpannua 176 ot Hacrosiumst Opoit Ha OduimaneH BeCTHUK).
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33]1'1)]'[60'-161'[ TEXHNYECKM €KCIEPTEH OIUT B obnacrra Ha MEIMLIMHCKUTE U3OEIINSA, BKITIOUMUTEIIHO MEOUUIMHCKUTE U3OEINA
3a MHBUTPO HMAarHOCTMKA. Hp]/[ Ch3[IaBaHETO Ha IIOATpynyM CIle€oBa [da c€ OTHENN HCO6XO]1]/IMOT0 BHIMMAaHINE Ha
Bb3MOZKHOCTTA 3a IPUBINYAHE HA CBUIECTBYBALIN I'PyIN Ha PaBHULIETO Ha Cplo3a B 001IacTTa Ha MEIVIUMHCKUTE M3OETINSI.

(83) Kommcusra cremsa fa ONpemenst eKCIEPTHY IPYNM M CHELMAM3MPAHN TTa00paTopyuy B3 OCHOBA HA TEXHMUTE aKTyaslHM
KIIMHWYHY, HAyYHM MIIM TEXHUUYECKM €KCIepPTHU 3HaHMsA, C LeT Te Ja NPEeloCTaBAT HAay4yHO, TEXHMUECKO M KIMHMYHO
comeiictBie Ha Kommcmsra, KMV, mpomssogurenute M HOTUQUUMpAHMTE OPraHM BbB BPb3KAa C NPWIAraHETO Ha
HacTosAmMs pernaMenT. OCBeH TOBA €KCIIEPTHUTE IPYIM CIIeNBa [a M3IBIHABAT 3alauyTe MO IPEeJOCTaBAHe Ha CTaHOBMILA
38 IOKJIa[y OT OLEHSIBAHETO HAa HOTU(MLMPAHMTE OPTaH) Ha KIMHMYHA OLICHKA B CIyuail Ha OMpEeNeH! BICOKOPICKOBH
/N (1708

(84)  Io-TsicHaTa KOOPHMHALMS MEXIy HALMOHATIHUTE KOMICTEHTHY OpraHy upe3 oOMeH Ha MH(OPMALVsi M KOOPIMHUPAHO
OLICHSIBAHE TION PHKOBOJCTBOTO HAa KOOPIMHMPAIL OPIaH € OT OCHOBHO 3HAueHye 3a rapaHTVMpPaHe Ha MOCTOSHHO BMCOKO
HMBO HA 3aKpUNa Ha 30paBeTO M O€30MaCHOCTTA B PaMKMTE HA BBTPEUIHMsS [Ma3ap, MO-KOHKPETHO B oOrmacTra Ha
KIMHUYHNTE M3IUTBAHNS M MPOCIIEMISIBAHETO Ha Oe30macHOCTT. [IPMHIMITBT 32 KOOPIMHMPAH OOMEH U OLICHSIBAHE CreBa
Ia ce mpuiara M 3a IpyruTe JEHOCTM HAa OpraHMUTe, OMMCAHM B HACTOSIMA peISIaMeHT, KaTo OIpeNesisHeTo Ha
HOTU(VLIMPAHN OPIaHM, M NPUIIATaHETO My CIIefBa [a ce HacbpuaBa B OONACTTa HA HAJ30pa HA Ma3apa Ha M3HETNSL
CnbBMecTHaTa paboTa, KOOPIMHALMATA M TPETOCTABSIHETO Ha MHQPOpPMALINS 33 [IEMHOCTHTE CIIefBa A TOBEde ChUIO TAKA 10
1n0-eMKaCHO M3MONI3BaHEe HA PeCypPCUTE M EKCIIEPTHIS OMMUT HA HALMOHATIHO PABHILIE.

(85) KommcusaTa criefpa Ha MpeloCTaBsi HayuHa, TeXHMYECKA M CHOTBETHATA JIOIMCTMYHA MOIKpena Ha KOOPAMHMpalIuTe
HALMOHAITHYM OPraHM ¥ [ TAPAHTUPA, Ye HOPMATUBHATA yperOa 3a M3JENMsITa ce NpUiara eGeKTUBHO U 0 eTHAKBE HAUMH
Ha papHyeTo Ha Cblo3a Ha 0a3aTa Ha CONMMIHM HAYYHM JOKA3aTerNICTBa.

(86)  Cbo3bT M — KOTATO € LEeNechoOPa3HO — IIbPKABUTE WIEHKM CIIEMBA 1a YYaCTBAT aKTMBHO B MEXKIYHAPOIHOTO ChTPYIHM-
YeCTBO 10 HOPMATUBHUTE BBIPOCK B OOJIACTTa HA MENMLMHCKNUTE M3, 3a [a yJleCHABAaT oOMeHa Ha MHQOpPMALs BbB
BpBb3Ka ¢ Ge30MaCHOCTTA Ha MENMLMHCKUTE M3OENs 1 3 [1a MOANOMArar pa3paboTBaHeTO Ha MeXIYHAPOIHU HOPMATHBHU
HACOKM, HAchpyaBally IpPMEMAHETO B APYTM IOPUCOMKLMM Ha IpaBuila, KOUTO Ja OCUIYpsBaT HMBO Ha 3aKpuila Ha
3[IpaBeTo 11 GE30I1ACHOCTTA, €KBUBATICHTHO HA YCTAHOBEHOTO C HACTOSIIINS PEITIAMEHT.

(87) IIbp:kaBMTe WIEHKM ClelBa f[a MpENIPMEMAT BCUUKM HEOOXOMMMM MEPKM, 3a @4 T[apaHTMpAaT MPWIAraHeTo Ha
pasmopen6uTe Ha HACTOSIIMS PEINAMEHT, BKIIIOUMTENHO YPe3 YCTAHOBSBAHETO Ha (EKTMBHM, PONOPLMOHATHU U
BB3MMPAIIM CAHKLMM 33 TAXHOTO HapyllaBaHe.

(88) Bobmpeky ue HACTOAWMAT PEINAMEHT He CIIelBa [a 3acsAra MPaBOTO HA JIbPXKABMTE WICHKM Ja HAUMCIIABAT TAaKCH 3a
IEIHOCTM HA HALMOHAIHO pAaBHMIIE, 33 [a Ce OCUIYPM MPO3PAvuHOCT, THPXKABMTE WIEHKM ClIe[Ba ga MHPOPMUpAT
Komucnara u ocrananmmre IbpxKaBy WIEHKM, IPEIM [a B3EMaT pelleHyne OTHOCHO pasMepa ¥ CTPYKTypaTa Ha Te3M TaKCHL.
3a {a ce ocurypu olle MO-TONsIMA TPO3PAYHOCT, CTPYKTYpaTa M pasMepsT Ha TAKCHTE CIIefBa [a ca MyOMMYHO JOCTBIHM
IIPY IIOMCKBAHE.

(89)  HacrostmsT pernaMeHt 3auMTa OCHOBHWTE IIpaBa M ChONIONABA MPVHIMIINATE, IPU3HATY IO-CIELMANHO OT XapTara, U IMo-
CMELMANHO YOBEUIKOTO TOCTOMHCTBO, HEMPMKOCHOBEHOCTTA HA JIMYHOCTTA, 3alMTaTa HA JIMYHUTE OaHHM, cBoOOmAaTa Ha
M3KYCTBaTA M Haykure, CBOOOJATA HA CTONAHCKATA MHMILMATYBA M MpABOTO Ha COOCTBEHOCT. HacTosummsr periaMeHT
ClieliBa jia ce Ipusiara oT IbpKaBUTe WIEHKM B ChOTBETCTBME C Te3M NPasa M HPUHIMIIN.

(90)  C men ;ma GbmaT M3MeHEHY HSKOM HECBLIECTBEHM pasropendy Ha HACTOSIMS periameHT Ha Kommcumsita cremsa ga Gboe
JIENErMpPaHo MPaBOMOLIMETO 1A TpUeMa [ieNernpanu aktose chriacHo uied 290 JQEC. Ot ocofeHa BaxkHOCT € 1o BpeMe
Ha TONTOTBUTENHATA cU paboTa KomycysTa ga nmpoBeme MOOXOMSIIM KOHCYNTALMY, BKITFOUNTEIHO HA eKCIIEPTHO PABHMLIE,
M Te3M KOHCYITaMM a ObIaT MpOBedeHM B CHOTBETCTBME C HPUHLMINTE, 3TOXEHM B MeXIyMHCTUTYLMOHATHOTO
criopasymenye ot 13 ampun 2016 1. 3a no-go6po 3akoHoTBOpuecTBO (). [lo-CleUMANHO, ¢ Lel OCUIypsiBaHe Ha PABHO
y4acTue Hpy M3TOTBSHETO Ha NENeETMpaHuTe akToBe, EBponeiickuar mapnameHT ¥ CbBETBT MONyYaBaT BCUUKM TOKYMEHTU
€[HOBPEMEHHO C €KCIepTUTe OT [IbpKABMUTE UIEHKM, KATO TeXHMUTe eKCIepTH MONyyaBaT CHCTEMATUYHO MHOCTBI MO
3acelaHMATa Ha eKCrepTHUTe Tpynu Ha KomucusTa, 3aHMMaBaly ce ¢ MONrOTOBKATa Ha JETIErMPaHuUTE aKTOBe.

(91) 3a ma ce rapaHTMpaT €IHAKBYM YCIOBMS 33 M3ITBIIHEHMETO HA HACTOSIIMS pernaMeHT, Ha Komucmsra cremsa ma Gbmat
IIPEMIOCTABEHN M3ITBITHUTEIIHN TIPAaBOMOLMS. Te3y MpPaBOMOLMS ClelBa [a OBOAT YOpaxXHSIBAHM B CHOTBETCTBME C
Pernament (EC) Ne 182/2011 Ha Eponeiickust napiamenT u Ha Cobeeta (2).

() OBL123,12.5.20167r., cTp. 1.

(¥) Pernament (EC) Ne 182/2011 Ha Esponelickus napnament u Ha CbBera or 16 ¢espyapu 2011 r. 3a ycraHOBsBaHE Ha OOwIMTE NpaBuiia u
TIPUHIMIN OTHOCHO Pefia ¥ yCTIOBMATA 33 KOHTPOIT OT CTPaHa Ha IbPKaBMTe YICHKN BbPXY YIPAKHABAHETO HA M3ITBITHUTEITHUTE IPAaBOMOIINS OT
crpana Ha Komucusita (OB L 55, 28.2.2011 1., ctp. 13).
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(92) 3a mpueMmaHeTO HA AKTOBETE 33 MBITBIIHEHME, C KOUTO Ce ONpelensT ¢opMaTa M HAUMHBT Ha TPENCTABSHE HA JAHHUTE OT
pesioMeTa Ha IPOM3BOIUTEIINTE OTHOCHO 0€30I1aCHOCTT M KIIMHUYHOTO [ENICTBIE M Ce YCTAHOBSIBAT MOMENNTE Ha CepTudu-
KatuTe 3a CBOOOmHA Ipopax0a, ClelBa [a ce M3MON3BA MPOLEAYpaTa IO KOHCYNTHPAHe, IOKOJIKOTO Te3U 4aKTOBE 3a
V3IIBIHEHVE MMAT TPOLENYPEH XapaKTep M HAMAT IPSKO BB3MEHCTBIME BHPXY 3MPaBeTo M (E30MacHOCTTa HAa HMBOTO Ha
Cpro3a.

(93) Komncusra crenBa na mpyema akToBe 33 M3ITBITHEHME C He3aDaBHO MPUIOKEHNME, KOraTo B HAIUIEKHO OOOCHOBAHM CITydan,
CBbP3aHM C Pa3LIMPSBAHETO 3a TepuTOpysATa Ha Cbi03a Ha MPUIIOKHOTO IOJIe HA HAILMOHANIHA JIEPOTallysl OT CHOTBETHUTE
TIPOLIENy P 3a OLiEHsIBAHE HA CHOTBETCTBIMETO, HAJIOKMUTEIIHM NMPUUMHY 3a CHIENIHOCT U3VCKBAT TOBA.

(94) Ha Komucusita crea na ObIaT IpenocTaBeHY M3ITBIHUTETHY PABOMOLNS, 32 [1a MOXe [1a OIpeeis M3NaBaliy CyOeKTH,
eKCIIEPTHY IPYIU U CHELMATM3UPAHNL TabOpaTOpui.

(95) 3a ma ce magme BB3MOXHOCT Ha MKOHOMMUeCKMTe oreparopy, u ocobeno Ha MCII, Ha HOTMMUMpaHMTE OpraHu, Ha
[IbpXKaBUTe WIEHKM M Ha Komucusra [a ce amanTupar KbM U3MEHEHMSTA, BbBENEHY C HACTOSIUMS PEITIAMEHT, M Ma ce
OCHTYPHU MPABUIIHOTO My IpUIIAraHe, € Lenecb00pasHo [a ce MpeIBUIM NOCTATHYEH [PEXOeH NMepUOM 3a Tasu aanTaius
M 3a NpednpreMaHe Ha HeOOXOIUMMTE OPraHM3ALMOHHM MepKU. BBIpeKM TOBAa OMNpeNeNeHy YacT OT HACTOSILLMAS
PeriaMeHT, KOUTO MPSIKO 3aCSraT IbpiKaBuTe WICHKM M KOMMCHSATA, CTlenBa 13 3aMOYHAT [a ce NPUIIaraT Bh3MOXKHO Hall-
0bp30. OcoleHO BaXXHO € CHIIO TaKa [0 HauyalHaTa [aTa Ha IpWJlaraHe Ha HACTOSILUMA perfiaMeHT fa Oboar onpeeneHy
mocTaTbueH Gpoil HOTMQUUMPAHM OPraHM CHIIACHO HOBMTE M3MCKBAHILS, Taka e [ ce M30erHe HENOCTUT Ha METMLMHCKY
v3fensi Ha masapa. [Ipu Bce TOBa € HEOOXOMMMO ONPENENSIHETO Ha HOTUQUUMPAH OPraH CHITIACHO M3MCKBAHMSTA HA
HACTOSILVSL PEINIAMEHT Npely HAYaHAaTa My [aTa Ha [PWIIaraHe [a He 3acsira BAJMIHOCTTA HA ONPENEISIHETO HA Te3u
HoTUMIMpaHu oprany cbracHo mupektysyu 90/385/EQ u 93[/42[EMO n KOMIETEHTHOCTTa MM [a NPONBIXKABAaT [1a
VM3[dBaT BAIMIHM CepTUQUMKATU 1O MOCOUEHNMTe [BE IMPEKTMBM [0 HAYANHATA [aTd HA [PWIATaHe HA HACTOSLINS
perTaMeHT.

(96)  3a ma ce ocurypy IUTaBeH NMPEXOI KbM HOBKTE IIPABIIIA 33 PETUCTPALMATA HA U3IENNS M Ha CePTUPURATUTE, 3aTbIIKEHIETO
3a IOIABaHE HA MMALATA OTHOLICHME MH(OPMALMS KbM €IIEKTPOHHNTE CHCTEMH, BbBENCHNM Ha paBHMueTo Ha Cbio3a C
HACTOSILMSL PEITIaMeHT CJIefiBa — B CIyYail 4e pa3pabOTBAHETO Ha CHOTBETHNTE MHPOPMALMOHHM CUCTEMM BHPBY IO IUIaH
— 7a MOpOM ITBIIHO AeiicTBUE efBa 18 Mecelia cllel HauaHaTa [aTa Ha MpuilaraHe Ha HacTosums pernamedT. ITpes Tosu
IPEXONeH IMepUO ompenerieHy pasnopen6u Ha mupektusu 90/385/EMO u 93[/42[EVMO crnemBa fa OCTaHaT B CHIA.
ChbleBpeMEHHO, 3a f1a Ce M30ErHaT MOBTAPSIIIUTE CE PETUCTPALIMY, CTIENBA 1A CE IpUEMe, Ye NKOHOMUUECKUTE OIePaTopy
HOTU(ULIMPAHUTE OPIaHH, KOUTO C€ PEIMCTPUPAT B CHOTBETHUTE €MIEKTPOHHI CUCTEMM, BhBEIEHN Ha paBHuueTo Ha Cbio3a
C HACTOAIUMS PEINIAMEHT, OTTOBAPAT HA M3UCKBAHMATA 33 PETMCTPALMSA, IIPUETU OT IbPXABUTE UIEHKM CBHINIACHO Te3M
pasmopen6u.

(97)  3a ma ce ocurypu Ge3npernsTCTBEHOTO BbBeXIaHe Ha cucTeMata 3a UDI, 3ambkeHuero 3a nocrassiie Ha Hocutenst Ha UDI
BbPXy €TUKETAa Ha M3METMETO CrefBa Ha 3alOyHe Ja ce Mpuiara MexHy eIHa M IeT TOIMHM CIel HayajHaTa haTa Ha
TIpUsiaraHe Ha HACTOAIUMA PerfiaMeHT B 3aBMCHMOCT OT KJlaca Ha ChOTBETHOTO M3MIETIe.

(98)  Hupekrusu 90/385/EMO un 93/42[ENO crnenBa a ce OTMEHST, 3a JIa Ce TAPAHTUPA, Ye CaMO elIHA CHBKYIHOCT OT TPABMITA
ce TpMIIara KbM IyCKAaHETO Ha Ma3apa Ha MEMMLMHCKM M3IENMst M KbM CBbP3AHMTE aCIeKTH B 0OXBATA Ha HACTOSIIVS
perinaMeHT. Bbhpeku ToBa crieBa Ia NMPOIOBIIKAT Oa ce NMPUIIATaT 3agb/KEHMATA Ha NPOM3BOOMTENNTE BbB Bpb3Ka C
IPEOCTaBSHETO HA ITOKYMEHTAlMsl OTHOCHO WM3HENNATA, KOMTO ca NYCHAM HA T1a3apa, KAKTO M 3aIb/DKeHMSATa Ha
IPOM3BOIMTEIINTE M Ha TbPKABMUTE WICHKM BbB BPb3KA C MEMHOCTUTE MO MPOCIEMsSBAHE Ha Ge30MACHOCTTA HA WMBNETNS,
IyCHaT! Ha I1a3apa CBIJIACHO IIOCOYEHMUTE OMPEKTUBY. BbIpeky ye IbpKapuTe UIIEHKU CIIEOBa [a 3alla3aT IIPaBoOTO CU Ja
pellaT Kak [a OpPraHM3MpaT MEHHOCTMTE IO MpOCTeNsdBaHe Ha Oe30MACHOCTTA, € XKeNaTesHO Te fa pasrofarar ¢
BB3MOXHOCTTA [1a MOKITANBAT 33 HEXENaHM CHOMTMS, CBHP3aHM C M3MENMs, MyCHATM HA Masapa ChINACHO MOCOUCHMTE
IVPEKTUBM, KATO M3MOI3BAT CHUIMTE MEXaHM3MM KAaTo Te3M 3a MOKIaBaHe BbB BPb3Ka C WM3[eNNs, MyCHATM Ha Masapa
CBITIACHO HacTosmys pernameHT. OCBeH TOBA, 3a Ha Ce TapaHTUpA IIaBeH IPEXON OT CTapys PeKMM KbM HOBUS PeXiuM, e
uertechobpasto ma ce npemsumm Permament (EC) Ne 207/2012 na Kommensra (Y) u Permament (EC) Ne 722/2012 Ha
Kommcusra () ma OcTaHat B Cuiia ¥ [ MPOIIBIIKABAT [a Ce TPUITAraT, OCBEH aKO M IOKATO He OBIAT OTMEHEHM C aKTOBE 33
M3ITBITHEHNUe, TIPYeTH OT KOMMUCHSATA CHITTACHO HACTOSIINS PerTIaMeHT.

(") Pernament (EC) Ne 207/2012 Ha Komucusra or 9 Mapr 2012 r. OTHOCHO €JIEKTPOHHUTE MHCTPYKLMM 33 YIOTpeba Ha MEIMUMHCKUTE U3HEIHs
(OBL72,10.3.2012r., ctp. 28).

(¥ Pernament (EC) Ne 722/2012 Ha Kommcusra or 8 asrycr 2012 r. OTHOCHO ClELMasHUTE M3MCKBAHMS 10 OTHOLICHME HA M3MCKBAHMUATA,
npensugeny B Iupextusa 90/385/EMO na Cobeera u [upekrusa 93/42[EVO Ha CbBeTa, CBbP3aHI C aKTUBHITE UMIUTAHTUPYEMI MEIVIIHCKI
V3IENVs U ¢ MEAMIMHCKNTE M3JeNHNs, POU3BENeHN Upe3 U3MON3BaHe Ha THKAHM OT XMBOTMHCKM mpomsxon (OB L 212, 9.8.2012 r., ctp. 3).
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Pewenne 2010/227/EC, mpueto B M3IbIIHEHNME HA TOCOUYEHUTE MMPeKTMBY M Ha Hupektusa 98/79[EO, chiio cremsa ma
OCTaHe B CMJIa U Jia TIPOIbIIKABA [ e Npwiara g0 garara, Ha kosiro Eudamed crane Hambnso gyHkiyonanHa. Obparto,
TAaKOBA 3alla3BaHe B Cula He ce u3uckea 3a mupektusu 2003/12/EO (') u 2005/50/EO (*) na Komucusra u Perament 3a
mambisenve (EC) Ne 920/2013 Ha Komucnsra (3).

(99)  CunmraHo OT HayalHaTa [aTa Ha IpUIIAraHe HA HACTOSLIVAS PEINIAMEHT, HETOBUTE M3MCKBAHMs CTelBa MIa ce Mpuarar 3a
BCUUKY M3IETNSI, KONTO Ca MyCHAT) Ha Ia3apa Wiy IyCHATH B MNEVICTBME. 3a 1a Ce OCUIYpPH IUIaBeH Ipexof obaue, cremsa
[ld ¢ Bb3MOXKHO 33 OTPAHMUEH CPOK, 3aIOUBALI OT Ta3y [aTa, M3ENMsTa Ia ObIAT MyCKAHM HA Ma3apa WM IyCKaHM B
[eIiCTBME Bb3 OCHOBA HA BalmiueH ceprudukar, msgageH cbriacHo Hupekrnsa 90/385/EMO mmm cbriacHo Hupektusa
93/42/EMO.

(100) EBporesickusT Ham30peH OpraH IO 3alIMTa HAa JAaHHMTe Jame cTaHosuue (*) chraacHO uneH 28, maparpad 2 ot PermameHt
(EO) Ne 45/2001.

(101) IoxonkoTo LemMTe HAa HACTOSIUMS PErNIaMeHT, a MMEHHO fHa Ce rapaHTupa Oe3lpersTcTBEHOTO (QYHKUMOHMpAHE Ha
BBTPEIIHMS T1a3ap 1O OTHOLIEHME Ha MEIMUMHCKMTE M3HeNus M [1a Ce TapaHTMpaT BUCOKM CTAaHJAPTU 3a KauecTBOTO U
0e30M1acHOCTTa HA MEIVMUMHCKITE M3OENs, KaTo ChIIEBPEMEHHO Ce TapaHTMPa BUCOKO HIUBO HA 3aKpUIIa HA 3IPABETO U
6e30MMacHOCTTa Ha MALVEHTHUTE, OTPeOUTENUTe M IPyIUTe JINIA, He MOTaT 1a OBOAT MOCTUTHATH B OCTATBYHA CTENEH OT
[IbpKaBUTE WIEHKM, a NOpamy oOXBaTa M IOCIEQMUMTE My MOrar ma Obmar mo-goOpe MOCTMTHATY HA PABHMILETO HA
Cnio3a, ChIO3BT MOXKeE [1a IpIEMe MEPKM B CHOTBETCTBME C NPMHLMIA Ha CyOCUIMAPHOCT, ypedeH B wieH 5 ot [loroBopa 3a
EBponeiickus cbio3. B CbOTBETCTBME C NPUHLMIIA Ha NMPONOPUMOHANIHOCT, YPEAeH B ChLIMA UIIEH, HACTOSIUMAT PerflaMeHT
He HaJXBBPIISl HEOOXOIMMMOTO 3a IIOCTUIAHETO Ha Te3U Lefl,

[TIPUEXA HACTOALIMA PETTIAMEHT:
[TIABA 1

OBXBAT U OIIPEJEJIEHUA
Ynen 1
Ipenmer u 00xBar

1. C HacroAmms pernameHT ce yCTaHOBABAT IIPaBMUIla [0 OTHOLIEHNE Ha IyCKAHETO Ha Ma3apa, MPeNoCTaBAHETO Ha Ilasapa MM
NMyCKaHeTO B JICICTBME HA MEMMLVMHCKYM WM3NENMsl 33 XyMaHHa ymoTpeba M NPMHAIIEXHOCTM 33 Takuea uamenus B Chrosa.
Hacrogmmar pernamenT ce Ipuiara u 0 OTHOLIEHME Ha IpoBexknannte B Chi03a KIVMHNYHM M3NUTBAHNMA Ha TaKMBa MEAMLMHCKM
V3HENNA ¥ NPUHAIIIEXHOCTH.

2. Hacrosmmsr pernmameHT ce Ipuiara ¥ 3a IpymuTe MPOOYKTH 0Oe3 MeOMUMHCKO NpedHAa3HaueHue, KOUTO ca M30pOeHM B
npuioxerne XVI, cuMTaHO OT HayanHata [aTa Ha NpWIaraHe Ha obumte creluQMKALMM, IPUETH CHITIACHO WieH 9, Karo ce
B3eMaT IpedBMd JOCTVIKEHMSTA Ha TEXHMUYECKMS MHPOTpeC M B YAacTHOCT CHLIECTBYBAlMTe XAapMOHM3MPAHM CTaHOApPTH 3a
AHAJIOTMYHM M3IENNs ¢ MEIMIMHCKO TPeNHa3HaYeHMe, OCHOBABALM Ce Ha NMOJoOHA TexHonmorys. ObumTe crenndykaLym 3a Besika
OT rpymmTe OT IPOIYKTH, 130poeHM B TpuioxeHye XV, BKIIOUBAT HAil-MaJIKOTO [IPUJIaraHe Ha YIIPaBIeHNe Ha PUCKA, IOCOUYEHO
B NpUIIOKeHMe [, 3a ChOTBETHATA IpyNa OT NPOLYKTH M, KO € HeoOXOMIMO, KIMHIYHA OLIEHKA 110 OTHOLIEHME Ha Ge30MacHOCTTA.

Heobxommmure o6 cretmduaumm ce mpueMar mo 26 mait 2020 1. Te 3amousat a ce MpuItarar LeCT Mecela Cref JaTaTta Ha
BIIM3aHETO MM B cyla W oT 26 Mait 2020 T., B 3aBMCUMOCT OT TOBa KO€ ChOMTIE HACTBIM IO-KbCHO.

Hesasycumo ot wien 122, Mepkute Ha IbpXKaBuTe UICHKHM IO OTHOLICHNME HAa KBATMQUIMPAHETO HA NPONYKTUTE, OOXBAHATH OT
npunoxerne XVI kato MeguumHCKM y3penus coracHo Oupektysa 93/42[EMO, ocraBat B ciia 10 [OCOUYEHATA B IbPBA alMHes!
HauaJlHa JaTa Ha IpHMIIaraHe Ha oOIIMTe crienuyKaImy, KOUTO Ce OTHACST 3a Ta3y IPYNa OT MPOLYKTH.

Hacrosmmsr pernaMenT ce npuiara 1 3a KJIMHUYHUTE USNUTBAHNS, U3BbPIUBAHU B Cpl03a 10 OTHOLIEHME HA MOCOYEHUTE B bpBa
allHes TIPOIYKTH.

3. M3nenust ¢ MeIMUMHCKO U C HEMEIMUMHCKO IpenTHasHa4Y€Hye OTroBapsAT CBBKYIIHO Ha M3VICKBaHMATA, IPUIIOXKVMM 3a
M3OenuATa CbOTBETHO ChC UITU Ges MEIMIMHCKO NpEeNHa3HauYEHME.

(") Hupekrusa 2003/12/EO Ha Komucusita ot 3 pespyapu 2003 r. OTHOCHO peKiacuuimpate Ha IPbIHNTE UMIUIAHTAHTHU B paMKuTe Ha [lypeKTyBa
93/42[ENO orHocHo MemmumHcKuTe n3mermst (OB L 28, 4.2.2003 1., cp. 43).

(*) HOupexrnsa 2005/50/EO Ha Komycysara or 11 asrycr 2005 I. 32 IpeKITaCUPUIMPAHETO HA XBIOOYHM, KOTICHH I PAMEHHI CTABHI 3aMeCTHTEIN B
pamkrre Ha [Inpextysa 9342 [EMO Ha CpBeta oTHOCHO MegyupHcKuTe mprcnocobnerys (OB L 210, 12.8.2005 ., ctp. 41).

(*) Pernamenr 3a usmbiHenve (EC) Ne 920/2013 na Komucusita or 24 cenremspu 2013 r. 3a onpeperisiHe 1 HaOMioneHne Ha HOTUGMLMPAHNTE
oprann cracHo Jupektusa 90/385/EMO Ha ChBeta OTHOCHO aKTMBHUTE MMILTAHTUPYEMM METMLMHCKM y3nenus u dupektusa 93/42[ENO Ha
CpBeta oTHOCHO MemyuyHckute m3gemust (OB L 253, 25.9.2013 1., ctp. 8).

(*) OBC358,7.12.2013 ., crp. 10.



L117/14 Oduumanen BecTHUK Ha EBporeiickus cbio3 5.5.2017 r.

4. 3a uenuTe Ha HACTOSIUMS PerfTaMeHT MEIMLMHCKUTE M3HENNs, NPUHAIIEXKHOCTUTE 33 MEIMUMHCKUTE U3IIeNNs, IPOIyKTUTe,
u3bpoery B mpwiokerne XVI, 32 KOMTO ce MpUIlara HACTOSALIMAT PEITIAMEHT CBINIACHO maparpad 2, ce HapuyaT MO-HATATHK
k31 (91784 I

5. Korato ToBa ¢ 06OCHOBAHO MOpajM CXOICTBO MEXIy IYCHATO HA a3apa M3[ENMe C MEIMIMHCKO NpelHA3HAaueHue U
nponykT 6e3 MEIMUMHCKO IpelHA3HAYeHMe BbB BPb3KA C TEXHMTE XapaKTePUCTUKM M pUcKoBe, Ha Kommcusita ce mpemoctasst
TIPaBOMOLIMETO [ NpueMa JeleTpaHy aKToBe B ChOTBETCTBME C wieH 115, 3a ;ma m3MeHs crmcbka B npwioxenue XVI, kato
00aBst HOBY TPYIIN OT MPOIYKTM C Liell 3aKPUNIa Ha 3[PaBeTo U Oe30MacHOCTTa Ha MOTpeOMTeNMTe MK APYTH JIMIA MM Ha OpyTH
aCIIeKTH Ha OOLIECTBEHOTO 3[paBe.

6.  Hacrosumr peraMeHT He ce IIpuiiara 3a:
) MEIMUMHCKUTE UIENVS 32 MHBUTPO IMArHOCTHKA B 0OxBata Ha Permament (EC) 2017/746;

0) reKapcTBeHNUTE MPOLYKTHU CHITIACHO ONpeNeNeHueTo B uneH 1, Touka 2 ot dupextusa 2001/83/EO. Ilpu B3emaHe Ha pelieHue
[y JajieH MPOAYKT nomana B obxsara Ha [upextusa 2001/83/EO miy Ha HACTOSLUMSA PEITIAMEHT, CIIELMAIHO BHUMAHME ce
06pblla HA OCHOBHVS HAauMH Ha MCVICTBIUE HA MPOMIYKTa;

B) JeKapCTBEHMTE MPOIYKTY 3a MOJEpHa Tepamus B 06xBata Ha Permament (EO) Ne 1394/2007;

I) YOBEWKaTa KPbB, KPbBHUTE IIPOLYKTH, IJTa3MaTa MM KPbBHNUTE KIIETKM OT HOBEUIKM IPOVM3XOH MM M3HENNATa, KOUTO MpH
IlyCKaHe Ha Ia3apa MM IyCKaHe B NEJCTBME BKIIIOYBAT TaKyuBa KPBHBHM IIPONYKTH, IUIa3Ma MIIM KJIETKM C M3KIIIOUEHME Ha
V3[IeNNsT 10 naparpad 8 oT HACTOSILMS UIIeH;

) KO3METMYHMTE NMPOLyKTH B oOxBata Ha Permament (EO) Ne 1223/2009;

e) TpaHCIUIAHTAHTUTE, TBKAHUTE WM KIIETKUTE OT 2XKMBOTMHCKM IPOU3XOHN WIM TEXHUTE INPOMU3BOOHM WM IIPOOYKTUTE,
ChIbpXaly WMIM CBCTOSLIM C€ OT TAX; HACTOALIMAT PErTIaMeHT obaue ce npuiara 3a U3HOENUATa, IPOUBBENEHM Upe3
V3IOJN3BaHE Ha THKAaHU WM KIIETKM OT KMBOTMHCKU ITPOM3XOM MIIM TEXHU IIPOM3BOIHM, KOUTO Ca HEXM3HECTIOCOOHM MM ca
HallpaBeHu HEXU3HECTIOCOOHM.

X) TPAHCIUIAHTAHTMTE, TbKAHMTE MM KIETKMTE OT YOBEWIKM IPOM3KOH MIM TEXHUTE MPOM3BOIHM, OOXBAaHATU OT
Hupextusa 2004/23/EO, wimm npomyKTUTe, CHIbPKALIA MM ChCTOSLIM CE OT TAX; HACTOSLMAT periiaMeHT obaue ce mpuiara
3a VM3NENMATA, POU3BEIEHY Upe3 MBMON3BAHE HAa ThKAHM MM KIIETKM OT YOBEUIKM IPOM3XOM, KOMTO Ca HEKM3HECIIOCOOHM
WITU Ca HAaMpaBeHM HeXM3HECTIOCOOHN;

3) MpPOLYKTUTE, PA3IMUHM OT NOCOUEHUTE B OYKBU T), €) ¥ XK), CHIBPKAIIN MM ChCTOSLIM CE OT XKU3HECOCOOEH GMomnornyeH
MaTepyal UM KHU3HECITOCOOHY OPTaHM3MH, BKITIOUMTEITHO XKUBM MUKPOOPTaHM3MHY, OakTepyu, rbOMUKY MM BUPYCH, C LieN [1a
ce MIOCTUTHE MIM MOIIIOMOTHE NpeJHA3HAYEHMETO Ha IPOMYKTa;

) xpanute B oOxpara Ha Permament (EO) Ne 178/2002.

7. VisgenmATa, KOWTO NIpM MycKaHe Ha Ma3apa WM IyCKaHe B NEVCTBUE BKIIOYBAT KaTO HepasleliHa 4acT MEAMLMHCKO M3Lenue
33 MHBUTPO AMATHOCTMKA IO CMUCHIA Ha wieH 2, Touka 2 ot Permament (EC) 2017746, ce ypeXmar oT HACTOSIIMSI PEITIaMeHT.
Vsucksanusita Ha Permament (EC) 2017/746 ce npumarar 3a 4acTTa OT M3HEIMETO, KOSITO NPEACTABIIIBA MEAMIMHCKO M3NENME 3a
VHBUTPO IMarHOCTMKA.

8. Bcsko m3nmenue, KOeTo Npy IycKaHe Ha Iasapa MM IyCKaHe B NIE/CTBUE BKIIIOYBA KATO HepasleNiHa YacT BEUIECTBO, KOETO
TPV CaMOCTOSITENIHA ymoTpeba MoXe Iia ce cuere 3a JIEKAPCTBEH MPOIYKT MO CMUChIA Ha uieH 1, Touka 2 oT Hupektusa
2001/83[EO, BKIIIOUMTEIIHO JIEKAPCTBEH IPOIYKT, MOJyYeH OT YOBEIIKAa KPbB MM YOBElIKA [UIa3Ma [0 CMIUCHIA Ha OIlperie-
nenuero B wieH 1, Touka 10 OT chllaTa OMPEKTMBA, KOWMTO MMa CIOMAraTefiHO MeJiCTBME IO OTHOIUEHME HA JEMCTBMETO Ha
U3ENMETO, Ce OLEHSABA 1M Pa3pellaBa B ChOTBETCTBME C HACTOSIINMS PEITIaMEHT.

Ako obaue [efiCTBMETO HA TOBA BELIECTBO € OCHOBHO M HE € CIIOMATAaTeNIHO IO OTHOLICHME Ha IENCTBMETO HA M3IEINETO,
LSUTOCTHUSAIT MPOAYKT ce ypexna ¢ Jupekrysa 2001/83/EO mnu ¢ Permament (EO) Ne 726/2004 Ha EBpormeiickust mapimaMeHT u
Ha CobBera ('), B 3aBMCIMOCT OT TOBA KO € IPWIOKMMUST aKT. B To3u cryuait choTBeTHNMTE OOLIM M3MCKBAHMS 33 0€30MACHOCT ¥
[eViCTBIE 1O NMPUIOXKEHNMe | KbM HACTOSILNS PErTAMEHT Ce NPUITAraT, TOKONKOTO ce Kacae 3a 6e30MacHOCTTa 1 [EHCTBMETO Ha
U3MIENMETO.

9.  Bcsko uspenme, KOETO € IpelHA3HAYeHO 3a MPMUIIOXKEHME Ha JIEKAapCTBEH MPONYKT MO CMUCHIA OT wieH 1, Touka 2 oOT
Hupekryea 2001/83/EO, ce pernaMeHTHpa OT HACTOSIIMS PETTIAMEHT, 6e3 [1a Ce 3aCAraT pasropenbuTe Ha BHIPOCHATA IMPEKTHUBA,
Huto Ha Pernament (EO) Ne 726/2004 1o oTHOwIEHME HA JIEKAPCTBEHMS! IPOIYKT.

Ako obaue M3[IeNMeTO, MPeIHA3HAYCHO 3a MPUITOXKEHNE Ha JIeKapCTBEH MPOMIYKT, U NEeKapCTBEHMST MPOMIYKT Ca MyCHaTH Ha Masapa
10 TaK'bB HAuMH, ye 0Opa3yBaT edMH HepasfieNieH MPOIYKT, M3KITIOUNTEITHO HpelHA3HAYeH 3a ynorpeba B IaneHaTa KOMOMHALMS U
KOITO He € 3a MHOTOKpaTHa ynotpeba, TO3M eUMHEH LSUIOCTeH IpPOHyKT ce pernamentupa ¢ Hupextusa 2001/83/EO mm ¢
Pernament (EO) Ne 7262004, B 3aBUCHMOCT OT TOBA KOI € NMPWIOKMMUAT aKT. B T03u ciyuail cboTBeTHMTE OOLIM M3MCKBAHIS
3a 0e30IaCHOCT 1 [IEIICTBME N0 NPUIIOKeHMe | KbM HACTOSIINMS PerlaMeHT ce MpUIIarar, HOKOJIKOTO e Kacae 3a 0e30IacHOCTTa U
IIE/CTBMETO HA M3NENMETO, KOETO € 4acT OT eIMHHMSA LSATIOCTeH TPOMIYKT.

() Pernament (EO) Ne 726/2004 Ha Esporneiickus napnameHt u Ha Cogera ot 31 Mapt 2004 r. 3a ycraHOBsiBaHe Ha npouerypy Ha OGuHOCTTa 32
paspelliaBaHe 1 KOHTPOJI Ha JIeKapCTBEHM HIPOIYKTH 33 XyMaHHa ¥ BeTepUHAPHA yNoTpeba 1 3a chb3laBaHe Ha EBporelicka areHIms 1o JiekapeTsara
(OBL 136, 30.4.2004 ., cTp. 1).
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10.  Bcsko umspennme, KOeTo mpyu IyCKaHe Ha Iasapa MM IyCKaHe B JEMCTBME BKIIIOYBA KATO Hepas{elHa 4acT HeXMU3HeC-
NOCOOHY YOBEUIKYM TbKAHM WIM KIETKM WIM TeXHM IPOM3BOIHM, KOUTO VMMAT CIIOMAraTefIHO Me/CTBUE II0 OTHOUIEHME Ha
IEJICTBMETO Ha M3[IENIMETO, CE OLEHSABA ¥ pa3pellaBa B CHOTBETCTBME C HACTOSIUMS PEINIaMeHT. B Tosu crydwait ce mpumarat
pasnopen6uTe 3a TapsIBAHETO, NOCTABSHETO M KOHTpona, npensymnern B Mupekrusa 2004/23[EO.

Ako 0baue [eIICTBIETO HA THKAHWUTE MM KIETKUTE WM Ha TeXHUTE POM3BOIHM € OCHOBHO ¥ HE € CIIOMAraTeiHO 10 OTHOLICHME
Ha JICIICTBMETO HA MBNENMETO M MPONyKThT He ce ypexkma or Permament (EO) Ne 1394/2007, mpomykrsr ce ypexma oT
Hupekryea 2004/23/EO. B to3u cryuait chOTBeTHMUTE OOLIM M3MCKBAHMS 3a G€30MACHOCT M MENCTBME MO HpUIOXeHne | KbM
HACTOSILMSL PEITIAMEHT e TPWIIArar, JOKOJIKOTO Ce Kacae 3a Ge30MacHOCTTa 1 [EfCTBUETO Ha M3IENNETO.

11.  HacTosumsr permameHT e CrenyaneH 3akoHomateneH akt Ha Cbr03a MO CMUCBHIA Ha uieH 2, maparpa 3 or [upektnsa
2014/30/EC.

12, VI3menusi, KOMTO ca ChIIO TaKa M MALIMHM II0 CMUCHIIA Ha 4iieH 2, Bropa anmmHesi, Oyksa a) ot dupekrnsa 2006/42/EO Ha
Eponeitckns mapiament u Ha CobBera ('), TpsiOBa, KOraTo ¢ HaMMIe CHOTBETEH PUCK IO CMICHIA HA Ta3y OMPEKTHBA, CHIIO Ha
OTIOBAPSIT HA CHLICCTBEHNTE M3MCKBAHMS IO OTHOLICHME Ha GE30MACHOCTTa M 3[PABETO, OMpEHeNieHN B NPUIIOKEHNE | KbM
[IMPEKTVBATA, TOKOJIKOTO TE3M M3UCKBAHMS Ca MO-KOHKPETHM OT OOLIMTE M3MCKBAHMS 32 GE30MACHOCT U AEHCTBME, M3NOXKEHN B
rnasa II or npunoxenye I KbM HacTOAIMSA persiaMenT.

13.  Hacrosummsit pernameHt He 3acsira mpuiaranero Ha [Jupekrusa 2013/59/Esparom.

14.  HacroAmmAr pernamMeHT He 3acsira IIPaBOTO Ha [IbpKaBa WieHKa a OrpaHMYaBa M3IMON3BAHETO HA KOWTO ¥ a € KOHKPETeH
TUIT U3MENNE [0 OTHOLIEHNE HA acleKTy, HeoOXBAHATY OT HACTOSIIIMSI PeraMeHT.

15.  HacrosmmsT perfiaMeHT He 3acsira HALMOHAIHOTO IPABO OTHOCHO OPIaHM3ALMSTA, TOCTABKATA WM (QMHAHCUPAHETO Ha
3[PABHM YCIIYTM M MEIMLMHCKO OOCITyXKBaHe, HAIPUMEp M3UCKBAHETO OMpeHeNeHy M3MeNus 1a MOTaT [Ia ce OCTABST eMHCTBCHO
10 JIeKapcKO NpeMICaHNe, M3NCKBAHETO CAMO OIpeleNieHN MEIMUMHCKY CIeLMAaCTH WM JedeOHN 3aBefeHMs a MOrarT fia
NPENOCTABST MM U3IION3BAT ONPEHENeHN M3NENVs MIM M3JCKBAHETO [a Ce MOJI3BaT KOHKPETHM CIELMANM3MPAHN CbBETU MpU
ynotpebara uM.

16.  Hukos pasnopen6a OT HACTOSWMS peINIAMEHT He OrpaHMuaBa CBOOONATA HA MeyaTa MIM CBOOONATA HA M3passiBaHe B
Me[MuTe, JOKONKOTO Te3y cBobomy ca rapaHtupanu B Cbio3a M B IbpXKaBUTe WIEHKM, NO-CMELMANIHO N0 culaTa Ha wieH 11 or
XapraTta Ha OCHOBHMTE IIpaBa Ha EBpOIeNcKus Chio3.

Ynen 2
Onpenenenus

3a uenmTe Ha HACTOSIINS PEriIaMeHT ce Nnpuiarat CJIEJHUTE ONPEHC/ICHNA:

1) ,MeOMUMHCKO M3[eNnye O3HAauyaBa VHCTPYMEHT, amapar, ypem, co{Tyep, MMIUTAHT, peareHT, MaTepyan WM OPYT apTUKYIL
npefHa3HaueH OT MPOM3BOMUTENIS 32 CAMOCTOSATENHA YrIoTpeba M B KOMOMHALVS TIPY XOpa C e[HA WM [0Bede OT CIeHNTE
KOHKPETHM MEIVILMHCKM LET:

— HOMArHoCTUKa, HpO(])l/IJ'[aKTI/IKa, Ha6J'IIOJIeHIA€, NpeaBMEKIaHe, MpOrno3npane, JeueHne uim olrekyaBade Ha 3360HHB€[HI/IH;
— JMArHocCTuka, H&6HIO]1€HI/IC, JIeUCHIeE, olnexyapade M KOMIIEHCMpPAHE Ha TPaBMM MM MHBAJIMOHOCT,

— M3CJIe[BaHE, 3aMsHa WM KOpPEKIMA Ha aHaTOMMYHA YacT MM Ha (])I/ISI/IOJ'IOFI/I‘-ICH WIN  TNIATOJIOTMYEH IpoLec M
CbCTOSAHUE,

— TIpENoOCTaBsgHE Ha I/IH(i)OpMaIH/IH upe3 MHBUTPO M3CIIEBAaHE Ha l'[p06l/l OT YOBELIKOTO TAJIO, BKIIIOUMUTEIIHO Ha TApEHU
Oprany, KpbB " TbKaHM,

M KOETO He MOCTUTa OCHOBHOTO CM JIEHCTBUE IO npeaHasHau€Hne BbB MIIM BbPXY UOBELIKOTO TAJIO IO ¢apmaKonoqueH,
VIMYHOIIOTMYEH WIIN MeTabonuTeH ITbT, HO KOETO MOXKeE [1a CE IOIoMara mpm cBOeTo HeCTBIE OT CpencTBa C TaKbB ed)eKT.

CnenHute NPpOOyKTY ChUIO CE€ NMPUEMAT 3a MEOMUMHCKU U3TENNs:
— U3OenMATa 3a KOHTPOII WIIM ITOAIIOMAraHe Ha Ipolieca Ha 3&6p6MCHHBaH€;

— TPOAYKTUTE, NMpEIHA3Ha4YCHM CIICHMAIIHO 3a MOYMCTBaHE, HCSI/IH(l)eKIlVlﬂ Wi CTepuimsalinsg Ha M3HENnATa, MOCOUYEHN B
el 1, naparpa(]) 4, KaKTO M Ha U3MENMsITa, MOCOYEHU B ITbpBa allHEsA OT HAaCTOAIIATa TOUYKa;

(") Oupexrnsa 2006/42[EO na Esponelickus maprmament u Ha CbBera or 17 Mait 2006 I. OTHOCHO MalMHNTE U 3a M3MeHeHue Ha [lypekTiBa
95/16/EO (OBL 157, 9.6.2006 ., ctp. 24).
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2) ,IpMHAIIEKHOCT 33 MENMUMHCKO M3[eNue”’ O3HauaBa apTUKYN, KOWTO BBIpPEKM Ye caM Mo cefe cu He € MeIMUMHCKO
U3IeNye, € NpelHA3Hau4eH OT IpPOM3BOLIMTENSL My 3a M3IOJ3BAHE 3a€HO C EIHO MM HSKOIKO KOHKPETHM MENMUMHCKU
M3MeNIsL, 32 1a M03BONIsIBA yrIoTpebaTa Ha MEIMIMHCKOTO(MTe) M3HEMe(s) MO MpelHA3HAUYeHMe MM KOHKPETHO M MpSIKO Ja
TOMIOMAara MEIMIMHCKATAa QYHKIMA Ha BHIIPOCHOTO(MTE) MEMMLMHCKO(M) M3MeNue(s) ¢ OINell Ha TpeIHA3HAYEHUETO(STa) My
(mm);

3) »N3OEIIneE, nspa60TeH0 no nopra“ O3HauaBa BCAKO M3JENNE, CIEUMATTHO IPOM3BENCHO IO MEOMUMHCKO IpedrnmcaHune,
M3IAaOEHOo OT JIMLE € TaKOBa IPABO ChINIACHO HALMOHAIIHOTO 3aKOHOHATEJICTBO IOpanm l'lpO(])eCI/IOHEU'IHaTa My KBaJ'IM(l)]/[KaL[]/[ﬂ,
KO€TO ompenersd, Ha OTTOBOPHOCTTa Ha TOBa JIMIIE, KOHKPETHUTE IPOCKTHM XapakKTEpUCTMKM Ha MU3[OCIIMETO, a IpelHa3Ha-
UEHMETO My € 3a M3IOJI3BaHE CaMO OT KOHKPETEH MalVEHT, M3KIIIOUMTEIIHO 3a Ha OTrOBOPYM Ha MHOMBULYAIIHOTO MY
3IPaBOCIIOBHO CbCTOSHUE U HOTp€6HOCTI/I.

ChbIeBPEMEHHO MAcoBO MPOM3BEXKIAHMTE M3IENNs, KOMTO TPsiOBa [a Ce amalTMpaT, 3a [a OTIOBAPST HA CreLM(UUHMTE
VM3ICKBAHVS Ha MPOQECHOHANeH NMOTPeOUTeN, 1 M3NENusl, KOUTO Ca MAcOBO MPOM3BEXKIAHM UPe3 NPOMUIIIEH IPOU3BOLCTBEH
IpolLieC M0 MeAMIMHCKUTE TPENMMUCAHNs Ha UL C TAKOBA TPABO, HE Ce CYMTAT 33 M3ENusl, M3pabOTeHN MO MOPBUKA;

4) ,aKTMBHO M3Menye” O3HAYaBa M3ENNe, YMeTO (YHKIMOHMPAHE 3aBUCY OT M3TOYHNK HA €HEPIVsl, Pa3NNYHA OT reHepupaHaTa
OT YOBEWIKOTO TSUIO 3a Ta3y LEN WM OT 3eMHOTO IPUTENISHE, ¥ KOETO (YHKIMOHMPA, KaTO MPOMEHS! IITHTHOCTTA HA Ta3u
eHepIyst WM KaTo st mpeoGpasysa. Vanenusra, mpegHa3HAueHN [a IPeNaBaT eHEPryisi, BEWECTBA MM APYTH eIIEMEHTH MEXIy
aKTMBHOTO MB3MENME U MalyeHTa 0e3 3HAYMTEITHO M3MEHEHNe, He Ce CUMTAT 3 aKTUBHI M3MICIINSL.

CodryepsT CHIIO Ce CUNTA 32 AKTUBHO U3METINE;

5) »IMIITIAHTUPYEMO u3nenue” 03HauaBa BCSAKO M3MeNMe, BKITFOUMTESTHO TAKOBA, KOETO YaCTMUHO MIIM U3LSIIO Ce a6c0p6v1pa, ne
npenHasHa4eHo:

— Ja 6’b]16 M3IATIO BEBEICHO B YOBCIIKOTO TAJIO; MUIIN
— J1a 3aME€HM €NNUTEITHA ITOBbPXHOCT MIIM IIOBBPXHOCTTA HA OKOTO
Upe3 KIMHNYHA MHTEPBEHUNA 1 KOETO € IIpeJHa3HaueHO Ja OCTaHE B TAJIOTO CIlE€ll MHTEPBCHLMATA.

Besiko m3nenue, NnpeaHa3HauYeHO J1a 6’])116 YaCTMYHO BBBEIEHO B UOBEHWIKOTO TAJIO YPE3 KIIMHMYHA MHTEPBEHIMA U J1a OCTAHE B
TANIOTO CIIET MHTEPBEHLMATA ITIOHE 3a 30 mHU, CbLIO Cce npueMa 3a UMIUIAHTUPYEMO UBICTINE;

6) LVHBA3MBHO M3MeMe” 03HayaBa M3HeNue, KOeTo ISTIOCTHO MITM YaCTUYHO MPOHMKBA B YOBEIIKOTO TAJIO IIPE3 TEJIECEH OTBOP
VN NIPE3 MOBbPXHOCTTA HA TAJIOTO;

7) »2TCHCPUUHA TIpyla u3nenmsa”“ o03Hauapa CBBKYIIHOCT OT MBHENUA C €IHAKBO WIIN IIO]IO6HO NpeqHa3HauYe€HNEe MM CXOOHa
TEXHOJIOI'MA, KOETO IT03BOJISABA KHaCI/I(l)I/IIH/IpaHCTO VM B 0611121 Ipymna mapenms, 0e3 1a ¢¢ OTYMTAT KOHKPETHUTEC VM XdpaKTe-
PUCTHKY;

8) ,u3menye 3a eIHOKpaTHA ymorpe0a“ o3HauaBa M3erye, NMPEOHA3HAYCHO 33 M3MON3BAHE NMPY €IHO JMUE B PAMKUTE Ha
efIMHIYHA MPOLENTyPa;

9) ,damumduumpano usgenue” o3HauaBa M3IeNMEe C HEBPHO NpENCTaBSIHE HA HErOBaTa MICHTMYHOCT V[MIM HA HEroBMs
VM3TOUHMK VM[WUIM Ha Herosute cepTu¢ukaTi 3a Mapkuposka ,CE“ mny IOKyMeHTH, CBbp3aHM C IPOLENyPUTE 33 MapKMPOBKA
»CE®. Hacrosuoro ompenenenue He BKIIOYBa HeNpegHAMEPEHOTO HECHOTBETCTBME M HE Ce OTHAaCA HO HapyuleHusTa Ha
IpaBaTa BbPXy MHTENEKTyalHaTa COOCTBEHOCT;

10) ,Habop“ o3HauaBa KOMOMHALMS OT IPOMYKTH, ONAKOBAHM 3a€[HO J MyCHATM HA Ma3apa, 3a Ia Ce M3ION3BaT C KOHKPETHA
MEAMLMHCKA LIETT;

11) LCUCTeMa“ O3HayaBa KOM6I/IH&III/IH OT IIPOOYKTY, OIAKOBAHM 3a€MHO MIIM HE, KOUTO Ca IPENHA3HAYEHU 3a CBbP3BAHE WIIN
KOM6I/IHI/IpaHe C orye IOCTUTAaHETO Ha KOHKPETHA MEMMUMHCKA LEIT;

12) ,,npenHa3HaquMe“ O3HayaBa yn0Tpe6aTa, 3a KOATO € IpEeNHa3HA4YE€HO HaleHO M3MENME ChITIACHO IIPENOCTABEHUTE OT IPOU3BO-
OUTENA OaHHM BbPXYy CTUKETA, B MHCTPYKLMUTE 3a yHOTp€6a Wi B peKJIaMHUTE WM TbPrOBCKUTE MaTepuanm Wuin
TBbPHOEHNS, U CBITIACHO MOCOYEHOTO OT IIPOM3BOIMTENIA B KIIMHMYHATA OLICHKA;

13) LETUKET" O3HaYyaBa MUCMeHATa, OTIevaTaHaTa uin rpanl)anaTa VlH(l)OpMaIII/lH Ha CaMOTO M3OENME UJTM Ha ONAKOBKATa Ha BCSAKaA
COVMHNYHA 6p0]7[K3. WJIN Ha OINAKOBKATa HAa HAKOJIKO M3IOCIINSA;

14) ,uHCTpyKUMHM 3a ymoTpeGa“ o3HauaBa MHGOPMALIATA, MPEIOCTABEHA OT MPOM3BOMMTENS, 3a 1a MHPOPMHMpa MOTpebuTeNs 3a
NpenHA3HAYeHMeTO ¥ TOYHATA yNoTpeba Ha NaneHo M3MeNue, KaKTo M 33 HeOOXOMMMMTE TPeMIIasHit MepKIL;

15) ,yHukamen upentu¢ukarop Ha mamemusita“ (UDI) osmauaBa cepust or um¢posu wm GyKBeHO-IM(POBY 3HALNL, KOSITO €
CH3MANEHA Ype3 MEXMIYHAPOIHO NpueTa MOCHTMUKALMS HAa W3NENMSTa M CTAHOApPTM 3a O3HAuaBaHe M KOSTO J1aBa
Bb3MOKHOCT 33 SICHA MIEHTUUKALMS HA CHOTBETHNUTE M3NENMSI HA M1a3apa;
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16) ,Hexu3HeCIoCOOeH" 03HauaBa ChCTOSIHME, B KOETO He NPOTHYAT MeTA0OINTHY M Pa3MHOXKUTEIHN TIPOLIECH;

17) ,,HpOI/ISBO[IHO“ O3HayaBa ,HEKIJICTBUHO BCH.[CCTBO“, M3BJICUCHO OT YOBCIIKM MM 2KMBOTMHCKM TBKAHU WMIIM KIJIETKU
MOCPENCTBOM ITPOM3BOACTBEH ITPOLIEC. Hp]/[ TOBa OKOHYATEIIHOTO BEILECTBO, M3IOJI3BAHO 3a IPOM3BOIOCTBOTO HAa M3MENMETO, HE
CbIbpkKa HUTO KIIETKM, HUTO TbKaHU;

18) ,HaHOMaTepuan“ O03HauaBa €CTECTBEH, CHIILTCTBAUL WIM TPOM3BENEH MATEPUANl, ChIBPKAUL YaCTUIM B HEOOBBP3BAHO
CHCTOSIHME WM 101 OPMATa Ha arperaT WM arjiOMepaT, IIPU KOETO BHHIIHMAT Pa3Mep B €IHO MIIM NOBeue M3MEPEHMs Ha
noHe 50 % ot o6umst Opoit yactuim e B o6xsata 1-100 nm;

(Dynepernre, rpadeHOBUTE NUCTOBE M ENHOCIIOMHNTE BBINEPONHM HAHOTPHOM C BHHLIEH pPasMep B EIHO WM IIOBEYe
u3MepeHust oAl 1 nm chIIo ce NpyemMar 3a HaHOMaTepuany;

19) ,uacTuia“, 3a LieNUTe HA ONpENeNeHMeTO 33 HaHOMAaTepuall B Touka 18, 03HauaBa MHOIO Majlka 4acT OT Matepuan ¢ noGpe
onpereneHy GUNUECKN TPAHNLN;

20) ,armomepar®, 3a LeUTe Ha ONpPENEIeHNeTO 3a HAHOMaTepyall B TOYKa 18, 03HayaBa CHBKYIHOCT OT C/1a00 CBBHP3aHM YacTMLH
WITM arperaTy, KaTo IMOJyYeHaTa BHHIIHA IUIONL HA MOBbPXHOCTTA MPUONM3UTEIHO CHOTBETCTBA HA CyMaTa OT MOBbPXHOCTHTE
Ha OTEITHUTE KOMIIOHEHTY;

21) ,,arperaT“, 3a LEIUTE Ha OIPEHNeNIeHMETO 3a HaHOMATepuall B TOUYKA 18, o3HauaBa yacTuia, KOSTO C€ ChCTOM OT CUIIHO
CBBp3aHM WIIN CIIETU YaCTULN;

22) ,meitcTBue” Ha M3IENMETO O3HAYaBa CIIOCOOHOCTTA HA M3MENMETO A U3IbIHM MPEeTHA3HAUCHMETO CH, 3asIBEHO OT IPOM3BO-
TIATerIs;

23) ,pucK" 03HaUYaBa ChYETAHVETO OT BEPOSTHOCTTA 3 BB3HMKBAHE HA Bpela M CEPMO3HOCTTA Ha Ta3y BpeNa;
24) ,ompenensHe Ha CHOTHOIICHMETO MEXKIy pUCKa 1 NMOI3MUTE" O3HA4aBa aHANN3 HA BCEKM CIydall Ha OLIGHSABaHE Ha MOIN3UTe U
pucka, Kouto Omxa Mormy ma GbIAT OTHOCKMU 3 M3MON3BAHETO HA M3HENMETO MO MpeNHA3HAueHMe, KOTaTo ce M3MON3Ba B

CBOTBETCTBME C NPENHA3HAUYEHNETO, ONPENCIIEHO OT MPON3BOIOUTEILS;

25) ,CbBMECTMMOCT" O3Ha4yaBa C110coOHOCTTa Ha M3OENne, BKITIOUUTEITHO CO(l)Tyep, KOraTto €€ M3IOJI3Ba 3a€MHO C €IHO MIIN IIOBEYE
Opyy M3Henms B CbOTBETCTBUE C MPETHA3SHAYEHMETO CU:

a) ma merictBa, 6e3 ma ce M3ryOu MM 1a HapyLM CIIOCOOHOCTTA [Ia MEfCTBA CHITIACHO MPEIBUICHOTO, MUK

0) ma ce uHTErpupa u/wim na paborn Ge3 HeOOXOMMMOCT OT MPOMSIHA WK AfaNTUpaHe Ha KOS [d € YacT OT KOMOMHMpAHNTe
V3LIeNSL, V[yiu

B) ma ce M3MoI3Ba ¢ Ipyro(u) mmenve(s) Ge3 KOHQIMKT/HAMeca WM HEXENaH! Peakuyy;

26) »OIlEpaTNBHA CBHBMECTMMOCT® O3HAYaBa CIIOCOOHOCTTA Ha OBE€ MIIM IOBEYE M3OENNS, BKITIOUMUTEITHO CO(l)Tyep, OT €0MH U CbIIN
MPOUBBOOUTENT UM OT PA3IIMYHU ITPOU3BOIAUTEIIN:

a) ma oOmeHsT MHGOPMALMSA ¥ M3MON3BAT OOMeHeHaTa MHGOPMALMS 3a HPABWIHOTO MBITBIHEHME HA ONpefencHa (yHKI,
0e3 a ce IPOMEHS CHIBPXKAHNMETO Ha TAHHMUTE, V[V

0) I1a KOMyHVKUpAT TOMEXMY CH, J1[MIn
B) [ QYHKUMOHMPAT 3a€[HO MO NMpeTHA3HAYCHME;

27) ,TpEMOCTaBsHE HA Ia3apa“ O3HAYABA BCSKA JIOCTABKA HA M3MENMe, PAasiMyHO OT M3MNEMe 33 KIMHUYHO W3NMTBAHE, 34
mCTpuOyLysL, oTpebNeHne WM M3MOI3BaHe Ha Masapa Ha Cbro3a B IpOLieca Ha THPIOBCKA [EIMHOCT, CPellly 3alUlaliaHe i
6e3I1aTHO;

28) ,IyckaHe Ha Masapa“ O3HauYaBa NPENOCTABSHETO 3a ITBPBM ITBT HA M3MENME, PasiM4HO OT M3MENMe 33 KIMHUYHO M3MMTBAHE,
Ha nazapa Ha Cblo3a;

29) »IIyCKaHE B I[e]?[CTBI/lC“ O3HauaBa €TaIeT, pu KOMTO VI3IENMeE, pasiiMuHO OT M3MENNE 3a KIIMHNYHO U3IUTBAHE, CE NIPENOCTABS
Ha Iasapa Ha Cpro3a 3a ITbPBY ITBT Ha KpaeH HOTpC6I/ITeH KaTo roToBO 3a yHOTpe6a 110 NpeNHa3HAUYECHNE;

30) ,npom3BOmMTEN O3HAYABA PMBMUECKO WM IOPUAMUECKO JIMLE, KOETO NMPOM3BEXIA MM HAMBIIHO IpepabOTBa M3HENMe I
KOETO Bb3JIara MPOEKTHPAHETO, MPOM3BOICTBOTO MM IbIHATA NMpepaboTKa Ha M3Herye U MpeMiara TOBa M3MeNMe Ha nasapa
CBC CBOETO VMME MIIM ThPIOBCKA MApKa;

31) »II'bJIHA npepa60TKa“, 3a LEINTE Ha OIPENETIEHNETO 3a IIPOUSBOOUTEI, O3HAYABA LISTIOCTHO HPCYCTPOﬁBaHC Ha usgenme, KOeTo
€ IyCHAaTO Ha Ia3apa W B ]]eﬁCTBI/IC, VIIM Ch3IABAHETO HA HOBO M3METINE OT M3IION3BAHM UBHENMA C LEN IIPUBEXKIAHETO MY B
CbOTBETCTBME C HACTOSAIIMA PEIIIaMEHT, CbUCTAHO C OIPEHEIAHCTO Ha HOB CKCIUIOATAUMOHEH CPOK Ha Hpepa6OT€HOTO
usnenme;
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32) ,yITbIIHOMOLICH MPENCTABUTEN" 03HAYABA BCSAKO PMBMUECKO MIIM IOPUIMUYECKO JILie, YCTaHOBeHO B CbI033, KOETO € MONIydIIIo
¥ IPUENO MICMEHO IThJIHOMOIIME OT IIPOM3BONMTEN C MeCTOHaXoxfeHue u3pbH Cbr03a Ia JeCTBA OT MMETO HA IIPOU3BO-
IIMTENIS BbB BPb3KA C ONpEMeNieHN 3aflauyl, CBbP3aHy CbC 3abIKEHNMATA Ha TOCTIEOHNMS 10 HACTOSIIMS PerfIaMeHT;

33) ,BHOCKTEN" O3HAYaBa BCAKO QM3NMUECKO WM FOPUIMUECKO NI, ycTaHOBeHO B Cbr03a, KOETO Mycka Ha masapa Ha Cbroza
U3JIENNe OT TpeTa AbPXKapa;

34) ,ucTpubyTOp” O3HAYaBA BCAKO (M3MUECKO VI IOPYIMUECKO JIMLE BbB BEPUTaTa Ha JOCTABKA, PA3UYHO OT HPOVM3BONUTEIIS
WY BHOCUTETIS], KOETO MpPeoCTaBs ONpeNeNieHo M3NeNue Ha Ma3apa, 10 MOMEHTa Ha MyCKaHeTo B JIe/CTBUE;

35) ,MKOHOMMUECKN OIepaTop” O3HauaBa MPOM3BOMMTEI], YIIBIHOMOLICH MPENCTABUTEN, BHOCHTEN, MUCTPUOYTOp WM JIMLE,
0COYeHO B wiieH 22, maparpagu 1 u 3;

36) ,JeueOHO 3aBefeHME” O3HAUABA OPIAHM3ALIAS, UMSTO OCHOBHA LEN € TPUKATA 3a MALMEHTY WM JICYCHNETO MM WK TOoo0psi-
BaHETO Ha OGLIECTBEHOTO 31PaBe;

37) ,morpebuten” 03HauaBa MENMUMHCKM CIELMATIMCT MY HECHIEUMANICT, KOITO M3ION3BA M3MIEINe;

38) ,HecrenMamACT® O3HayaBa JIMLE, KOETO HAMA HeoOXOMMMOTO 00pasoBaHye B 00JacTTa Ha CHOTBETHUTE 3[PABHU IPUKU WK
N0 MEAMLMHCKA AMCUMILINHE;

39) ,moBTopHa 00pabOTKa“ O3HAauYaBa NPOLEC, HAa KOMTO ce MOMUIAra M3MON3BAHO M3feNe C OITel Ha Heropara OesomacHa
TMOBTOpHA yNOTpe6a, BKIIOUNTENTHO MOUNMCTBAHE, Ne3MH(EKINS, CTEPUIM3ALIS U CBbP3aHNUTE HPOLENyPH, KAKTO U M3IUTBAHE
¥ Bb3CTAHOBSIBAHE HA TEXHIMUYECKAaTa M PYHKIMOHAIHATA OE30M1aCHOCT HA M3IIOI3BAHOTO M3TETIE;

40) ,oleHsBaHE HA CBHOTBETCTBMETO" O3HAYyaBa IIPOLEC, KOWMTO MOKA3Ba Ol Ca M3IBIHEHM M3MCKBAHMATA IO HACTOSIINS
PETIaMeHT, CBbP3aHM C NalieHO M3MENNe;

41) ,opraH 3a olEHSBAaHE HAa CHOTBETCTBMETO" O3HAYaBa OpIaH, OCBUIECTBABALL NEHOCTU IO OLEHSBAHE HAa CHOTBETCTBMETO KATO
TpeTa CTpaHa, BKIIOYMTENHO KanuGpupaHe, M3NUTBAHE, CePTUQULIMPAHE U TIPOBEPKA;

42) ,HOTMUUMPAH OpraH” O3HAYABA OPTaH 3a OLEHSBAHE HA CHOTBETCTBUETO, OTIPENENIEH CITIACHO HACTOSIIMS PEINIAMEHT;

43) ,mapkmposka 3a cwotsercrsue,CE“ umm ,Mapkuposka ,CE“ o3HauaBa MapKupoOBKa, upe3 KOSTO IPOM3BOIMTENAT yKa3pa, ue

Hag€HO u3penne € B CbOTBETCTBME C TIPUIIOKMMMTE M3NUCKBaHMS, YCTAHOBEHM B HACTOSALIMSA PErIaMEHT UM [IPYroro
NPUITI0KMMO 3aKOHOAATEIICTBO Ha Cpro3a 3a XapMoHM3anus, IpeaBnXKaamio HETHOTO HaHaCsHe;

44) LKIIMHMYHA OlleHKAa“ 03HauaBa CUCTEeMaTUUeH U IUTaHVPaH IIpoLeC Ha HENPEKBbCHATO I€HEPUPAHE, c1,61/1paHe, aHaJIM3 N OLICHKaA
Ha KIIMHMYHUTE OAHHM 3a MAaOE€HO M3MOENMeE C OITIEN Ha IIPOBEpPKAaTa Ha HErosata Ge3omacHOCT 1 HCﬁICTBI/IC, BKJTFOUUTEITHO
KIIMHUYHUTE ITI0JI3Y, KOraToO C€ M3IIOJI3BA, KAKTO € NMPENBUNEHO OT IPOV3BOIMUTEILS;

45) HKIIMHIYHO M3MMTBaHE" O3HauaBa BCSKO OpraHM3MpaHo M3NUTBaHE, BKIIIOUBALIO €OVH MM IOBEUE MHOMBUOU, KOETO C€
npoBexna ¢ OIJIeT OLEHsABaHE Ha 6e30MmacHOCTTa Uin HeICTBMETO HA MANIEHO M3MENTNeE;
46) L3Iernue 3a KIMHUYHO U3MUTBaHe 03HAUaBa M3Merue, KOeTo ce OLeHsBa B paMKUTE Ha KIIMHUYHO U3IUTBAHE;

47) ,MaH Ha KIMHUYHOTO M3MMTBaHE O3HAYaBa [OKYMEHT, KOWMTO OmMcBa OOOCHOBKATA, LETIMTE, 3aMUCHIA, METOAMKATA,
HAOJIIOMIEHIETO, CTATUCTMYECKUTE CHOOPaKEHIsI, OPTaHM3aLMATa U POBEXKIAHETO HA KIMHIYHOTO M3IIMTBAHE;

48

=~

LKIMHUYHY JaHHM® O3HauaBa MH(OPMALMs OTHOCHO Ge30MAacCHOCTTa WM MHEHCTBYMETO Ha HaeHo u3fesve, chOpaHa Ipu
ynorpebara My 1 TONyYeHa OT:

— KIMHMYHO(M) U3MKUTBaHe(Vsl) Ha BBIIPOCHOTO M3MENie,

— KIMHNMYHO(M) M3NUTBAHe(Ms) WM LPYTM NPOYYBAHMS, MyONMKYBAHM B HAyYHATA JIMTEPAaTypa, 3a M3OENME, 33 KOETO
eKBUBAJIEHTHOCTTA C BBIPOCHOTO M3MIETMe MOXe [Ia ce OKaxe,

— mokrmamy, myONMMKyBaHM B eKCMEPTHO MPOBEPEHATA HAyyHa JIMTEPATypa, OTHOCHO IPYT KIIMHMYEH OIUT HA BBIPOCHOTO
U3IENNE WM Ha CXOIHO M3MENNE, 33 KOETO eKBVMBATIEHTHOCTTA C BBIIPOCHOTO M3MENNe MOXe a Ce IOKaXe,

— I/IH(l)OpMaHI/IS[ C KIIMHNYHO 3HAauY€HME, IIOIYUYEHM IIpM HAO3opa CIed IyCKaHE Ha Ia3apa, IO-CIENMaIHO KIIMHUYHOTO
IpocrensBate CIen MyCKaHe Ha Ia3apa;

49) ,crioHcOp“ O3HAauaBa (M3MYECKO IMIE, IPYXKECTBO, MHCTUTYUMS MM OpraHM3alMsi, KOUTO OTTOBAPST 3a 3alOYBAHETO U
YIpPaBNEHNETO HA KIMHUYHOTO M3MUTBAHE U OCUTYpsBAT (MHAHCUPAHETO MY;

50) ,y4acTHMK" O3HayaBa JILe, KOETO Y4acTBa B KIMHNYHO M3IUTBAHE;
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51) ,KIMHMYHM JIOKa3aTeNICTBa“ 03HAYaBa KIIMHMYHUTE JAaHHU VM PE3yNTaTUTE OT KIVHWYHATA OLEHKA, B IOCTATHYHO KOJIMYECTBO
¥ KauecTBO, OTHACALIM Ce 3a [IANEHO U3MIeNue, KOUTO MO3BOISBAT [Ia C¢ HAIPABM KBATMQUUMPAHO OLEHSBAHE HA TOBA MIAIN
U3IENMETO € 0Oe30MacHO ¥ MOCTUra KefmaHaTa(uTe) KIIMHMYHA(M) MOJ3a(M), KOTaTO Ce MBION3BA, KAKTO € IPEIBMIEHO OT
TPOM3BONINTELS;

52) ,KIMHNYHA eQeKTMBHOCT® O3HAauaBa CIOCOOHOCTTA HA [ANEHO W3MeNMe, B PE3YNTAT HA BCHUKM MPEKM WM HEIpeKu
MEIMLVMHCKY  BB3[ENCTBIS, IPOM3TMYALM OT HEIOBUTE TEXHMUECKM MM (YHKUMOHAIHM, BKIIOUMTEIHO [MArHOCTHYHM,
XapaKTEPUCTVKMY, J1a V3ITBIIHY TBHPISHOTO OT IIPOV3BONMTENIS IIpeIHa3HAUYeHVe 1 110 TO3) HAUMH Ja JOHece KIIMHMYHA 110713a
3a MAUMEHTHUTE, KOTaTO Ce M3MONI3Ba, KAKTO € MPEABMIEHO OT IIPOM3BOIMTENLS;

53) ,KIMHMYHA NOJI3a“ O3HAYaBa MOJIOKMTEITHOTO Bb3[IE/CTBIE Ha U3ENMe BbPXY 3[IPaBeTO HA JaleHO JIMLe, KOETO Ce U3passia B
3HauMM (M), M3MepuM(u), MONXOMsUI(M) 3a MALMEHTA KIIMHUYEH(HY) pe3ynTaT(u), BKIIIOUMTENIHO Pe3yNTaT(M), CBbP3aH(y) €
[IMArHO3a MK TOTMIOXKMTETHO B3NEHCTBIE BHPXY IPHKATA 3a MALMEHTUTE UM OOLIECTBEHOTO 3MPaBe;

54) ,m3crenopaten O3Hauapa JIMIE, OTTOBAPSIIO 3a MPOBEKNAHETO HA KIMHMYHO M3MMTBAHE B LEHTHP 33 MpPOBEXKIAHE HA
KIIVHUYHI U3TNTBAHNS;

55) ,MHGOPMUPAHO CbIMacue” O3HAaYaBa CBOOOTHO ¥ HOOPOBONHO M3pa3sBaHe OT CTPAHA HA JANeH YYaCTHMK Ha HETOBOTO
KeTIaHMe [a y4acTBa B KOHKPETHO KIIMHIYHO M3MMTBAHE, CTel Kato ¢ Oy MHQOPMMPAH 3a BCUUKM HETOBM aCIEKTH, KOUTO
Ca OT 3HAaUEHME 33 PEIICHMETO HA YYACTHMKA [1d yYacCTBA, MM 33 MATIOTIETHI WM HEITBIHOMCTHM JIMLA WM HeNeecrocoOHN
YYAaCTHMUM — pa3pellieHne WM ChIJIaCMe OT TeXHVs 3aKOHHO OMpeNIerieH IIPEACTaBUTEN 3a BKITIOUBAHETO VM B KIIMHNYHOTO
V3IUTBAHE;

56) ,KOMUCHS IO €TMKA" O3HA4aBa HE3aBMCUM OPIaH, Ch3HalieH B [IbPXKaBa YIEHKA B ChOTBETCTBME C IPABOTO HA Ta3) IbpxKapa
uJleHKa ¥ ONpaBOMOILIEH Ja JaBa CTAHOBMUIA 33 LENNUTe Ha HACTOAUIMSA PEITIaMEHT, KaTo ce B3eMaT MpeNBUIl MHEHMATAa Ha
HeCIeUanycTy, Mo-CHelManHo HaUMeHTH MIIM OpTaHM3alMy Ha TalyeHTy;

57) ,HeXelaHO chOMTHE" 03HAUABA BCSKO HEONArONpHMATHO MEMIMHCKO SBIICHME, HEOUaKBAHO 3a0OIsBaHe MIIM YBPEXIaHe MUIN
HEXENaHV KIIMHMYHY CYMIITOMY, BKITIOUMTETIHO OTKJIOHEHMs B Ja0OpaTOpHMTE M3CIIEABAHNS, IPU YUaCTHULM, NOTpeOuTenu
WM [IPYTY NIULA, B PaMKUTe Ha KIMHUYHO U3MUTBaHe, HE3aBUCUMO JaNy Ca CBBbP3aHU C M3NENMETO 3a KIMHUYHO U3MUTBaHE;

58) ,,CepMO3HO HEXENaHo CHOMTME" 03HAUABA BCAKO HEXKENMaHO ChOMTHE, KOETO BOAM [IO:

a) CMBT,

0) Ccepyo3HO BIIOLIABAHE HA 3IPABETO HA YUACTHMKA, B PE3YNTAT HAa KOETO HACTDIIBA:
i) KuBOTO3ACTpalIABAIIO 3a00NLsIBAHE WM YBpEKIaHe,
il) mOCTOSIHHO yBpeXmHaHe Ha TeNecHaTa CTPYKTypa WM Ha TenecHa QyHKLMS,

iii) xocmMTanM3aLMA UM YIBIKABaHE HA XOCIMTATM3AINATA HA MAIMEHT,

iv) MemMUMHCKAa WIM XMpPYpIMYHA VHTEPBEHUMs 33 I[PETOTBPATSBAHE HA JKMBOTO3ACTPALIABAIO 3a0ONISBAHE WM
YBpEKIaHe WK OCTOSIHHO YBPEXIAHe Ha TelleCHaTa CTPYKTYpa W Ha TeNleCHa QyHKIS,

V) XpoHMYHO 3a60IsiBaHe,
B) {erareH micTpec, eTanHa CMbPT WM BpOieHa PU3MUECKa MIM YMCTBEHA HETOCTATBYUHOCT MM BPOTIEH e(eKT;

59) ,HemOCTaTbK Ha WM3JeNMeTO” O3HayaBa BCAKO HECHOTBETCTBME N0 OTHOLIEHME HAa MIEHTMYHOCTTA, KauecTBOTO, TPAitHOCTTA,
HAJIEXIHOCTTA, 0e30IIACHOCTTA MM MEHICTBMETO HA [ANeHO M3OeNye 3a KIMHMYHO M3MMUTBAHE, BKITIOUMTETHO HEMPAaBMITHO
{yHKLMOHMpaHe, rpelKky Ipy ynotpebata iy HeChOTBETCTBYE B NPENOCTABEHATA OT IIPOM3BOIMTEIS MHPOpPMALILSE;

60) ,Ham3op crlef MycKaHe Ha Ma3apa“ 03HauaBa BCUYKY HEMHOCTY, M3BBPLUIBAHM OT IIPOM3BOIMTEIINTE B CHTPYIHNUECTBO C HPYTH
MIKOHOMUHYECKM OMEPAaTOPH 33 YCTAHOBSBAHETO ¥ AKTYanM3MPaHETO Ha CUCTEMHA MPOLEAypa 33 aKTMBHO ChOMPAaHe M Mperrieq
Ha HATPyNaHMsS ONUT OT M3MENMs, KOUTO Te NMyCKaT Ha Ia3apa, NPEeJOCTaBAT Ha Iasapa MM ITyCKaT B AENCTBME C Liesl Aa ce
YCTaHOBM Hay € Hy’KHO He3a0aBHO NMpUIIaraHe Ha eBEHTYAIHNM HeOOXOMMMIM KOPUIVMPALIM MITV NPEBAHTUBHY IEHCTBILS;

61) ,Ham3op Ha ma3apa“ O3Ha4aBa M3BBPLIEHUTE HEIHOCTM M MpedlpueTiTe MEPKM OT KOMIIETeHTHUTE OpPraHM ¢ ILiel Ha ce
TIpOBEPM U 1A Ce rApaHTypa, Ue M3NENMsTa ChOTBETCTBAT HA M3MCKBAHMATA, OMpEIENIeHN OT ChOTBETHOTO 3aKOHOMATENICTBO Ha
Cbi03a 32 XapMOHM3ALMSL, 1 Y€ He IPEICTAB/IsBaT ONACHOCT 33 3IpABETO, Oe30MACHOCTTA M 3a IPYTH aCIEKTH, CBBP3AHU ChbC
3aIIKMTATa HA OOLIECTBEHNS MHTEPEC;

62) ,M33eMBaHe“ O3HAuaBa BCAKA MAPKA, LENSIiA BPbIIAHETO HA M3ENME, KOETO Beye € OMIIO IPETOCTaBEHO Ha KpailHus
norpeburer;
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63) LMBTEITIsIHE 03HauaBa BCsKa MspKa, LeNsdllia MpeJoTBpaTsBaHe Ha I10-HATATHIIHOTO IPENOCTABAHE Ha Iladapa Ha M3LeENne,
KO€TO € BbB BepuUrata Ha 1OCTaBKa;

64) ,MHIMIEHT" O3HAauaBa BCSKO HENPAaBUIHO (YHKLMOHMPAHE WM BIIONIABAHE HA XapaKTEPUCTMKUTE WM MHEHCTBUETO Ha
M3LeNMe, KOETO € IPEJOCTABEHO HA Ma3apa, BKIIIOYMTENHO IpellHa ymorpea, IbXAlia Ce HA EpPrOHOMMYHNTE XapakKTe-
PUCTVKY, KaKTO M BCSKO HECHOTBETCTBME B IIPENOCTABEHATA OT IIPOM3BOMMTENST MH(OPMALMs, a CBINO M BCEKM HEXKeNlaH
CTpaHnueH edeKT;

65

~

»CEPUO3EH VMHLIMOEHT O3HauaBa BCEKV MHIMMEHT, KOWTO NpSAKO MM HENPSAKO € [OBE, MOXKE J1a € JOBENl MM MOXKE Ha
TOBENE N0 HAKOE OT CIICMHUTE CBbCTOSHUA:

a) CMBPT Ha MAlMeHT, TOTPeOUTEN MM APYTO LI,
0) BpeMeHHO MIIM TPAHO CEPMO3HO BIIOLIABAHE HA 3IPABOCIIOBHOTO ChCTOSIHNME HA NALMEHT, OTPEOUTEN WK APYTO JIMLE,
B) CepMO3HA 3aIUiaxa 3a OOLIECTBEHOTO 3MIpaBe;

66

~

,CEPUO3HA 3aIIaxa 3a OOLIECTBEHOTO 3[IpaBe”‘ O3HAYaBa CbOWTME, KOETO Gy MOITO Ha MOBEle O HEMOCPEICTBEH PUCK OT
HACTBIIBAHE HA CMBPT, CEPUO3HO BIIOLIABAHE HA 3[PABOCTIOBHOTO CHCTOSIHME HA JMILETO MIM TeXKO 3a00IsiBaHe, 3a KOETO
MOXKe [Id Ce HANOXM MpeAnpreMaHe Ha He3abaBHO O3[PABUTEITHO NEICTBUE, 1 KOETO MOXKe Ja JIOBele IO 3HauMTelHa 3adore-
BAEMOCT MITM CMBPTHOCT 33 YOBEKA, MM KOETO ¢ HeOOMUYAIIHO MM HEeOUaKBAHO 3a CHOTBETHOTO MSICTO U BPEMe;

67

~

»KOpUTUPALIo HeicTeMe” 03HauaBa JEMCTBUE 3a OTCTpaHABAHE Ha IpUUYMHATA Ha MOTCHUMAIIHO UJIN HeNCTBUTEITHO HEeChOT-
BETCTBMEC C M3NCKBAHMATA MM Opyra HEXEJlaHa CUTyalus;

68

=~

»KOpUTMpamo Ie/iCTBME BbHB BpB3Ka C (e30macHOCTTa“ 03HauaBa Kopurmnpamo HCﬁCTBMC, NPEennpyueTo OT IMPOUSBOOUTEN IO
TEXHMYECKM MM MEOUIMHCKN C'I)O6pa}KeHI/I}I 3a IIpEHOTBpATABAHE WM HAaMaIIBAHE Ha pUCKa OT CEPUO3EH MHUMOEHT,
CBBp3aH C IIPENOCTABEHO Ha I1adapa MU3MIENNE;

69

~—

LIpEIyNpexKIeHye BbB BPb3Ka ¢ 0e30MacHOCTTA" O3HaYaBa CHOOLICHMETO, M3IPATEHO OT MPOM3BOMMTEN O MOTpebuTenmTe
WM KIMEHTUTE OTHOCHO KOPUIVIPALIO MeJiCTBUE BbB BPb3Ka C Ge30MacHOCTTa;

70

=

,XapMOHM3MPAH CTAHOAPT* O3HAuaBa eBPOIENCKM CTAHNAPT CBINACHO uneH 2, Touka 1, Oyksa B) or Permament (EC)
Ne 1025/2012;

71

N

,00um ceunuramm” (OC) o3HauaBa HABOP OT TEXHNUUECKM V[WIM KIMHMYHYM VM3UCKBAHMS, PA3fIMYHM OT CTAHLAPT, KOUTO
[1aBaT Bb3MOXHOCT 3a M3ITbITHEHNME Ha NIPAaBHMUTE 3aIb/IKEHMs! BbB BPb3Ka C U3LIETINe, IIPOLEC MM CUCTeMa.

Ynen 3
W3MmeHeHMe Ha HAKOU ONpenereHust

Ha Kommcusta ce mpegocrtass NMpaBoMOLIMETO Na NpyeMa HeNerMpaHy akToBe B ChOTBETCTBME C wieH 115 3a m3MeHeHMe Ha
OIIpeNENIeHMETO 33 HaHOMATepual, ChIbpXKalIo ce B 4ileH 2, Touka 18 m CBbp3aHMTe C HETo OmpenenieHus B 4ieH 2, Touku 19,
20 u 21 c ornen Ha TeXHWYECKVs M HaydeH MPOTPec M KaTo OTUMTA ONpeHeNeHMsTa, TOTOBOPeHN Ha paBHMIIeTo Ha Chbro3a 1 Ha
MEKIIyHapOIHO HYBO.

Unen 4
Hopmartugen craryc Ha npogyKTUTe

1. Be3 ma ce 3acsra unen 2, naparpad 2 ot Jupextusa 2001/83/EO, no HamwIexxHO 000CHOBAHO MCKaHe Ha IbpKaBa UICHKa,
Komucusra, cnen KoHcyntaumst ¢ KoopamMHauyvoHHaTa Ipyna o MeIMUMHCKUTe u3nenmus no wieH 103 oT HacTosAwWMs pernameHT
(KTMM), upe3 akToBe 3a M3IbIIHEHYE OMpPeNeslsl Jamy KOHKPeTeH MPOMYKT WM KaTeropys WM Ipyla IPOIYKTM Nomafa B 00XBaTa
Ha OIpenesieHNATa 3a ,MeIMUMHCKO M3Henue” vy ,JIPUHAMIeKHOCT 3a MeOMIMHCKO u3nenue”. Te3n aKTOBe 3a M3ITBIIHEHME Ce
TpyeMaT B COTBETCTBUE C MPOLENypaTa Mo PasIiexnaHe, NocoueHa B wieH 114, maparpad 3 OT HacTOSIIMS PeIaMeHT.

2. Komucmata MoxXe CbIIO TaKa, MO COOCTBEHa WHWLMATUBA U CIIEI koHcynrauua ¢ KTMU, pa B3ema upe3 akrose 3a
VM3IbIHEHVE PELIeHNs 10 BBIPOCKTE, MOCoueHn B maparpad 1 or Hacrosuuust wieH. Te3u akToBe 3a M3IBIHEHME Ce TPUEMAT B
CHOTBETCTBIE C IIPOLIENYPaTa MO pa3riekiaHe, MocoueHa B ureH 114, maparpad 3.

3. Komucusra rapantipa oOMeHa Ha eKCIIEPTHM 3HAHMSI MeXIy IbpXKABMTE WIEHKM B OONACTTa Ha MEIMIVMHCKMUTE V3NN,
MEIMLMHCKMATE UBMENNA 3a MHBUTPO [MATHOCTMKA, JIEKAPCTBEHUTE IIPOHYKTH, YOBEIIKUTE THKAHM M KIETKM, KO3METMUHMTE
nponyktH, GMOLMAKTE, XpaHUTE M aKO € HeoOXOmMMO, NPYTM MPOLYKTH, 3a [Ia ONpefesst IPUIOKMMUS HOPMATUBEH CTAaTyC Ha
IIPOIYKT MIIA KATETOPMs WIM IPyIa HPOIyKTH.

4. Tlpu pasucKBaHMATAa Ha BH3MOXKHMSA HOPMATMBEH CTAaTyC Ha IIPONYKTUTE, BKIIIOUBAUIM JIEKAPCTBEHM MPOIYKTH, UOBEIUKM
TBKAHM U KJICTKM, OMOLVIY MM XPAHUTEIHN MPOAYKTH, KaTo m3nenve Komucusra rapaHTypa MOIXOMSMIO HIBO HA KOHCYITALMN
¢ Esponefickara arenuust mo nekapcrsata (EMA), Esponefickara arenumst mo xumukamm (ECHA) u EBpomeiickus opran 3a
6esomacHoct Ha xparure (EOBX), criopen cryuast.
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ITIABA I

MPEMOCTABSIHE HA TA3APA U IIYCKAHE B JIEMCTBUE HA WM3HENMA, 3AOB/DKEHMA HA MKOHOMU-
YECKUTE OIEPATOPH, IIOBTOPHA OBPABOTKA, MAPKVPOBKA ,,CE“ I CBOBOTHO TBMKEHUE

Ynen 5
Ilyckane Ha ma3apa u mycKaHe B [ielicTBUe

1. Uspenusita Morat fa ce MMyCKaT Ha Ila3apa Win Ja ce IIyckaT B HeiCTBME CaMO aKO OTTOBapAT Ha M3MUCKBaHUATA IO
HacTOAWMA PETIaMEHT, KOraTo €a HOCTaBEHM I10 HaJIEXKHMSA peld M Ca IPaBUIIHO MOHTMPaHM, INMOOAbPXKAHM U M3IOI3BaHUA
CbITIACHO IpeJHa3HaYEHNETO CU.

2. Vpenmsara OTroBapAT Ha NpPWIOKMMUTE KbM TAX OO M3MCKBAaHMS 33 Oe30IACHOCT M MEMCTBUE, YCTAHOBCHU B
IIPUIIOXKEHME I, KaTo ce oTuMTa NPETHA3HAUYCHUETO UM.

3. Jloka3BaHETO HAa CBOTBETCTBMETO C OOIIMTE V3UCKBAHMA 3a 0E30MACHOCT UM [ENCTBME BKJIIOYBA KIIMHMYHA OLEHKA B
CBOTBETCTBUE C WleH 61.

4. W3nenusra, kouto ce NpoM3BeEXKAAT M U3IMOJI3BAT B neueOHN 3aBeNICHNA, CE CUMTAT 3a ITyCHATU B HeicTBIE.

5. C M3KIIIOYEHME HA CHOTBETHUTE 061111/1 UBUCKBAHMS 33 0O€30acHOCT U HeiicTBME 1O NpUII0KEHNE I, u3uckpaHmsTa Ha
HacTOAWMA PErIIaMEHT HE C€ Ipujlarat 3a M3JEs, NMpOoM3BEXIaHM U MU3IOJI3BaHM CaMO B neueOHm 3aBecHNsd, YCTAaHOBEHU B
Cpro3a, B cnyqaﬁ ue Ca M3IIBJIIHEHNM BCMYKM YCIIOBMS MO-HOITY:

a) U3NeNMATA He ca MPeXBbPIIEHN Ha IpYT MpaBeH CyOeKT,
6) mpoM3BONCTBOTO N yroTpebaTa Ha M3IEMMTA Ce M3BbPIIBAT B PAMKMTE HA MOIXOMSILN CUCTEMI 33 YIPAaBIIeHME HA Ka4eCTBOTO,

B) IeueGHOTO 3aBereHyne 0OOCHOBABA B IOKYMEHTALMSTA C, Y€ OCOOCHMTE MOTPeOHOCTY HA LieeBaTa rpyma MALVEHTH He MOrar
ma ObOaT 3a70BOMICHN MM He MOTaT fa ObIAT 3amOBOTIEHM IPY MOMXOISIIA CTEMEH Ha MEIICTBUE OT eKBUBANICHTHO M3MIEINe,
KOETO € IPeoCTaBeHo Ha Iasapa,

1) ne4eGHOTO 3aBeleHNe MPENOCTaBst IPY MOVMCKBAHE HA CBOSI KOMIIETEHTEH OPraH MH(OPMALMsS OTHOCHO M3IOI3BAHETO HA TE3M
V3[IENIsL, KOSITO BKITIOUBA OOOCHOBKA 33 IIPOM3BOLICTBOTO, IPOMSIHATA 1 yrOTpebaTa mM;

) 7eueGHOTO 3aBElEHME M3TOTBS IEKIAPALIS, KOSTO MPaBy MyONMYHO JOCTOSIHME M KOSITO BKITFOUBA:
i) HaMMeHOBAHMETO M afpeca Ha JIeYeOHOTO 3aBeleHNME POM3BOIMTETT;
ii) HeoGXOmMMMTE TAHHM 33 MIEHTUPUUMPAHETO HA UBIENMSITA;

111) JIeKIapanys, 4e M3OeinaTa OTToBapAT Ha O6HH/IT€ M3UCKBAHMA 3a 0E30MacHOCT U HeicTBue, YCTaHOBEHM B IPUITIOKCHME I
KbM HACTOSALLIMSA PEIIIAMEHT, U, KOTraTo € IIPUIIOKNMO— V[H(l)OpMaIII/IH 3a M3UCKBAHMATA, KOUTO HE Ca CIIa3eHU MU0, C
MOTMBMpPaHa 000CHOBKa 3a TOBa,

e) 11e4e0GHOTO 3aBeleHE M3rOTBA TOKYMEHTAalMs, IIO3BOJIABAlLIa 3all03HABAHETO C IIPOV3BOINCTBEHUTE CHOPDBKEHNA, NPOU3BOI-
CTBEHMS IIpOLEC, MPOEKTMPAHETO M [TaHHUTE 3a HeiCTBMETO HAa M3MENMATa, BKITIOUUTEITHO NpeoHa3HauYeHNETO, U KOSATO €
IOCTaTbYHO nonp06Ha, Taka 4€ Ha c€ Hane Bb3MOXKHOCT Ha KOMIIETEHTHMS OpraH Jia c€ yBEpM, Y€ Ca M3IBIIHCHU 06IHMT€
U3VUCKBaHMS 3a OE30MaCHOCT U HeNcTBUe 110 NpuIoKEHne I ot HacTosIILIMS periIaMenT;

}K) 11e4e0GHOTO 3aBCIICHNE B3€Ma BCUUYKU H€06XOHI/IMI/I MEpKH, 3a Ha rapaHTupa, Ue€ BCUUKM M3OENMA C€ IPpOM3BEXIAT B
CbOTBETCTBUE C NOKYMEHTALMATA, ITOCOUEHA B 6yKBa e), n

3) rne4eGHOTO 3aBefleHME NPaBM MpEryel Ha ONNTA, MPUIOOUT OT KIMHMYHATA ynoTpeba HA M3IENMMSITA, M MPENNpUEMa BCHUKM
HEOOXOMMMM KOPUTUPALIN [EHCTBUS.

H’bp}KaBI/ITe YJICHKM MOraTt Ja M3UCKBAT OT TE3U neueOHn 3aBeIEHMs [Ha IPENCTaBAT Ha KOMIIETEHTHMSA OpraH BCAKaKBa
JOII'BJTHUTEITHA BazKHA I/[H(l)OpMaI_[I/IH 3a M3penms, MpOU3BENEHN M MBIOJI3BAHN Ha TAXHA TEPUTOPUSA. HBP}K&BI/ITG YJICHKM 3ara3BaT
NIpaBOTO €M [a OrpaHMvaBaTr IPOM3BOOCTBOTO U yHOTp€6aTa Ha BCEKM KOHKPETEH THUII TaKMBa M3OECTINMSA M MMAT HOCTBII 3a
VIHCIIEKTMPAHE Ha HeHOCTTa Ha neueOHUTE 3aBCICHMA.

Hacrostuyst naparpad He ce nmpumara 3a u3fenusi, KOUTO ce MPOU3BEXKMIAT B MPOMUIIITICHI MalIaOu.

6. C menm ;a rapaHTMpa eIHAKBOTO HpunaraHe Ha npunoxexue I, Kommcmsara Moxe ma npueMa akToBe 3a M3IbIIHEHME,
IIOKOJIKOTO TOBA € HeOOXOMMMO 3a pa3pelliaBaHe Ha NPOONeMY, CBHP3aHM € Pa3NMUHOTO THIIKYBAHE M IIPUIIATAHETO HA NPAKTUKA.
Te3u akTOBE 3a M3ITBIIHEHME CE IPYEMAT B CHOTBETCTBUE C IPOLEMypaTa 10 pasexyaHe, ocodeHa B wiex 114, naparpad 3.
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Ynen 6
Iponax0u oT pascrosiHue

1. Vspemusita, mpefularaHyu upe3 yCIyru Ha MHGOPMALMOHHOTO OOLIECTBO IO CMUCBHNA HA uieH 1, maparpad 1, Oyksa 0) or
Hupexrusa (EC) 2015/1535 Ha ¢usuuecko mint IOPUAMUECKO JIHLE, ycTaHoBeHO B Cbo3a, TpsiOBa [a OTTOBApSIT HA M3VMCKBAHMSTA
110 HACTOSIUMS PEINIaMeHT.

2. be3 ma ce 3acsira HAlMOHATHOTO NPABO, CBBP3aHO C YNPAXKHSBAHETO HA JIEKApCKaTa NMpoQecyis, MBNEMsITa, KOUTO He ce
NMycKaT Ha Ma3apa, a ce M3MON3BAT CpElly 3alalliaHe My Oe3[IaTHO B PaMKMTEe HAa THPTOBCKA MNEHHOCT 3a MpeoCTaBsiHe Ha
[IMArHOCTMYHA MM TepaleBTHYHA YCIIyra IOCPENCTBOM YCIyIM Ha MHQOPMALMOHHOTO OOLIECTBO IO CMMCHIA HA ileH 1,
naparpa 1, 6yksa 6) or Hupekrmsa (EC) 2015/1535 wi upes Ipyro KOMYHMKALMOHHO CPEICTBO, NPSAKO WIM upe3
TNOCPEIHNIM, Ha QU3NUECKO MY IOPUINYECKO JILe, yeTaHoBeHO B Cbio3a, TpsiGBa a OTrOBApSIT Ha M3MCKBAHMATA HA HACTOSILLMS
pernaMeHT.

3. Ilpy movcKBaHe OT KOMIICTEHTEH OPIaH BCAKO (M3MUECKO MM IOPMIMUECKO JIMIE, KOETO HpeMara M3NeNnus B CbOTBETCTBME
¢ maparpad 1 Miu IpemocTasst yCIyru B ChOTBETCTBME C maparpad 2, mpemoctass kKomye oT EC mexmapaumsra 3a ChOTBETCTBUE Ha
BBIIPOCHOTO M3LIENNeE.

4. Or chobpaxeHus 3a ONasBaHe Ha OOIIECTBEHOTO 31paBe [bpPXaBa WIEHKAa MOXe 1a M3UCKA OT JOCTABUMK HA YCIIyIM Ha
MHPOPMALMOHHOTO OOLIECTBO 10 CMUCHIIA Ha uieH 1, maparpad 1, Oykea 6) or Oupektusa (EC) 2015/1535 ma mpeycraHou
CBOSITA JIEJHOCT.

Unen 7
Tebpnenus

[Ipn eTMKETMPAHETO, MIOTBSIHETO HA MHCTPYKLUMUTE 3a YIOTpeba, MPeloCTaBsHETO, IyCKAHETO B HEHCTBME 1 PEKITAMMPAHETO Ha
u3genust e 3abpaHeHO M3MON3BAHETO HA TEKCTOBE, HAMMEHOBAHMS, THPIOBCKM MapKi, M300paxeHysl, GUIypaTUBHN WIM OPyTH
3HALY, KOUTO MOTAT [a BbBENAT B 3a0Iy2KIeHMe IOTpeONTeNs WK MALMEHTa 10 OTHOLIEHNE Ha [peIHA3HAYeHNeTo, be30macHoCTTa
U IEVICTBMETO HA U3HENNETO, KaTo:

a) NpuUImICBaT Ha U3NEINETO Cl)yHK[II/II/I "n CBOIZCTB&, KaKBUTO TO HsMa;

6) Ch3ABAT HEBAPHO BIIEUATIICHVE II0 OTHOLIEHVE HA JIEUEHVMETO MM OMArHOCTMIMPAHETO U 3a q)yHKIII/II/I nim CBOIZCTBa, KaKBUTO
M3IOEIINETO HAMA,

B) He MPEOCTaBAT MHQYOPMALMS HA MOTPEOUTENS MM MALMEHTA 33 BH3MOXKHMS PUCK, CBBP3aH C M3MON3BAHETO HA M3IIENMETO B
CHOTBETCTBYE C NPEAHA3HAYCHUETO MY;

I‘) npenyarat IpUIIoXKEHNs Ha VBHENMETO, KOUTO C€ pa3innuaBaT OT IIOCOUYEHUTE KAaTO YacT OT IPENHA3HAYE€HMETO, 3a KOETO €
VI3BBPUIEHO OLCHABAHE Ha CHOTBETCTBUETO.

Ynen 8
U3non3pane Ha XapMOHM3MPaHU CTAHIAPTH

1. MBHCHI/IHT&, KOUTO OTroBapAT Ha CBOTBETHUTE XAPMOHMBVIPAHM CTAHOAPTU VIIM IPUIIOKMUMUTE YaCTM OT TE3W CTaHOApPTH,
JaHHUTE 3a KOUTO Ca Ourm Hy6HI/IKyBaHI/I B Od)uqucmeu 6ECMHUR HA Eeponeﬂcnug CBhIO3, C€ CumMTa, 4Ye¢ CHhOTBETCTBAT Ha
VIBVICKBAHMATA 110 HACTOAIIMSA PETTIAMEHT, 00XBaHATU OT Te3n CTAaHIAPTN WIIN YacCTU OT TAX.

[TbpBa anuHes ce mpurara 1 3a M3UCKBAHMSTA 3a CUCTEMUTE MIIM IPOLECUTE, KOUTO MKOHOMUYECKNTE OLepPaTopy Ui CIOHCOPUTE
Tpsi0Ba [a Ca3BaT B CHOTBETCTBME C HACTOSILMS pEIVIAMEHT, BKITIOUMTENTHO CBBP3AHMTE CHC CUCTEMMTE 3a YIpaBeHMe Ha
KauecTBOTO, YTPaB/IeHMETO Ha PUCKA, CHCTEMMTE 3a Ham3op Crief MycKaHe Ha Tasapa, KIMHMUHMTE M3MUTBAHMSA, KIMHMYHATA
OLIEHKA ¥ KIIMHMYHOTO NpOCIeNsBaHe Cilefl MyckaHe Ha nasapa (KIIIIII).

To30BaBaHMATA B HACTOSILMS PEIIAMEHT HA XapMOHM3MPAHM CTAHIAPTM Ce THIKYBAT KATO IO30BaBAHMSA HA XapMOHM3MPAHU
CTaHJApTH, TAHHNUTE 3a KOUTO ca mybrmkysanu B Oduyuanet secmuur Ha Eeponeiicrusg ceio3.

2. Tlo3oBaBaHusTa B HACTOSIMS PErVIAMEHT HA XAapPMOHM3MPAHM CTAHNAPTH BKIIOYBAT M MoHOrpa¢uure Ha EBpomeiickara
dapmaxortest, IpueTyt B choTBETCTBIE ¢ KOHBeHIMsTa 3a paspaborBanero Ha EBpormeiicka papmakomnesi, MO-CIIELMAIHO 32 XUPYPIHi-
YecKUTe KOHLM M B3aMMOMENCTBMETO MEXIy JIEKAPCTBEHWUTE IPONYKTYM M MAaTepyainTe, VM3MON3BAaHM B M3ICINATA, ChIbpXKAlIN
TaKMBa JICKAPCTBEHN INPOMIYKTH, NP YCIOBUE ue NAHHMTE 3a Te3u MoHorpaduu ca mybrnukysauu B Oduyudied 8eCHUR Ha
Esponeiicrus cet03.
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Ynen 9
061w cnennuranym

1. bes ;ma ce 3acsra wied 1, maparpad 2 u wien 17, maparpad 5, KaKTO M NPEABMIACHUAT B IIOCOUECHUTE Pasnopendu Cpoxk,
KOIaTo He ChLIECTBYBAT XapMOHM3MUPAHM CTAHNAPTU WM CHOTBETHUTE XaPMOHM3MPAHM CTaHOAPTM He Ca HOCTAaThUHM, UIIM KOTaTo
¢ HeoOXOMMMO [a Ce pellaBaT BBIPOCH, CBbP3aHM € OOLiecTBeHOTO 3apase, Kommcmsra, cren xoHcynrammst ¢ KIMU, moxe
TOCPEICTBOM aKTOBE 3a M3ITbIIHEHMe fa mpueMa oOmy cnepdukaryy (OC) BbB Bpb3Ka ¢ OOLIMTE M3MCKBAHMS 3a OE30MACHOCT ¥
IeiicTBUE 1O IpwloxeHMe I, TexHuyeckaTa mokymeHTaumst mo npwnoxenms II m III, ximMHMYHATAa oLeHKa M KIMHUYHOTO
IpOCTeNABaHe Cilell MyCKaHe Ha Ma3apa nmo npuinoxenue XIV MM ¢ M3MCKBAHMATA OTHOCHO KIMHMYHMTE M3IUTBAHUS IO
npuwioxenue XV. Tesu akToBe 3a U3IbIHEHME Ce IIPMEMAT B CHOTBETCTBME C IIPOLIEAypaTa IO pasrieXx[aHe, [OCOYEHA B
wren 114, naparpad 3.

2. Cuura ce, ue u3menmmsra, kouto orropapsar Ha OC mo maparpad 1, CbOTBETCTBAT Ha MBMCKBAHMATA [0 HACTOSIIMS PEITIAMEHT,
o0xBanaTy ot Te3su OC MM OT CHOTBETHUTE YACTH OT THX.

3. Ipomssonurenure crazar OC mo maparpa 1, OCBeH KOTaToO HAMJIEKHO MOTaT [ NOKAXarT, Ye Ca BB3IPUENN PELICHI,
OCHIYpSBAILLM HMBO Ha GE30MACHOCT U MIEVCTBME, KOETO € Hail-MaJIKOTO PaBHOCTOIHO Ha Toa ot OC.

4. Hesasucumo or naparpad 3, mpom3BomMUTeNUTe Ha MPOIYKTHUTE, M30poeHN B mpwioxkerne XVI, crassar cvorsersnre OC 3a
Te3u NPOHYKTH.

Ynen 10
OO0uM 3abIKEHNs HA NPOU3BOTUTETNTE

1. Koraro IyCKaT Ha Ia3apa MM IIyCKaT B HeJICTBME UBHENUATA CH, TIPOM3BOOMUTETINTE TapaHTUPAT, Y€ TE€ Ca IPOECKTUPAHU U
NpousBeNeHN B CbOTBETCTBUE C M3MCKBAHMATA 10 HACTOSAIIMS PEITIAMEHT.

2. IlpousBomuTenure Ch3[ABAT, NIOKYMEHTMPAT, BbBEKMIAT ¥ MOIbPKAT CUCTEMA 3a YIPABIIEHME HA PUCKA, KAKTO € OIMMCAHO B
pasuen 3 or npuioxenue .

3. Ilpomssomurenure M3BHPIIBAT KIIMHMYHA OLEHKA B CHOTBETCTBME C M3UCKBaHMATAa 1O uwieH 61 u mpwioxenue XIV,
sximountentHo KIIIIIT.

4.  Tlpoussommrenure Ha W3NENMSI, PasIMUHM OT M3OENUs, M3pabOTEHM IO NOPbUKA, M3TOTBST M IMOMIBPKAT AaKTyasIHa
TeXHMUECKA TOKYMEHTALs 33 Te3y yi3germst. TeXHuueckara OKyMeHTauys TpsibBa [a [03BOJIsIBA OLECHSBAHETO HAa CHOTBETCTBUETO
Ha M3NENNETO C UBUCKBAHMATA HA HACTOAIUMSA perniaMeHT. Tasy TeXHMuecKa HOKYMEHTAlus BKIIOYBA €TIEMEHTUTE, IPENBUIEHN B
npunoxenns I n 1L

Ha Kommcusta ce mpegocrasst IpaBOMOIUMETO Ha IpMEMa HeEIETMpaHM aKTOBEe B CHOTBETCTBME C ulleH 115 3a m3MeHeHue Ha
npunoxenus Il n Il ¢ ornen Ha TexHMUECKNA MPOrpec.

5. Ilpoussomurenure Ha M3pabOTeHM MO MOPbUKA M3HEMSI MBTOTBAT, AKTYalM3MPaT M NPETOCTABAT HA PA3MONOXKCHME Ha
KOMIIETEHTHUTE OpPraHM JOKyMEHTalusTa ChIJIacCHO pasgen 2 ot npunoxenue XIII

6.  Korato chOTBETCTBMETO C NMPUIIOXKMMUTE M3MCKBAHMS € TOKA3aHO upe3 IPUIIOKMMATA MPOLEypa 3a OLEHsABaHe Ha ChOTBET-
CTBUMETO, MPOM3BONMTENINTE HA M3IENMS, PASTIMUHM OT M3IeNusTa, M3pabOTeHM MO MOPbUKA, MMM MBIENMATA 33 KIMHUYHO
usnuTBane, urotear EC meknmapanmsa 3a CHOTBETCTBME CBHINIACHO uneH 19 u HaHacat mapkuposkara ,CE® 3a choTBeTcTBME IO
ugien 20.

7. Ilpomspomutenute Cnas3paT 3aIbiKEHMATa, CBbp3aHM Che cucremara 3a UDI, mocouenn B uneH 27, M 3ambIDKeHMATa 3a
perucTpaums, nocoueHu B uiexose 29 n 31.

8. HPOI/ISBO]II/ITCJ'[I/ITC CbXpaHABaT Ha paslojIoOkKEHME Ha KOMIIETCHTHUTE OpraHM TEXHUUYECKaTa HOKYMEHTalusd, EC
JeKilapauysATa 3a CbOTBETCTBME U, aKO € IPUIIOKUMO, KOMME OT BCMUKM CHOTBETHM CepTVl(l)I/IKaTVI, U3JIageHn ChITIACHO uJieH 56,
BKITIOUMUTEITHO BCUMYKM TEXHU M3MEHEHMS M HONBIHEHMA, B IPOOBIIKEHUE Hait-Manko Ha 10 romuHM criel Kato MOCHeIHOTO
n3nenne B obxsara Ha EC HeKIapauuaTa 3a CbOTBETCTBME € ITYCHATO Ha Ia3apa. 3a UMIUTAHTUPYEMUTE U3IECTNS CPOKBT € Haii-
Manko 15 romuHu crem IyCKaHETO Ha Ia3apa Ha MOCIIEIHOTO U3IOCTINE.

le/l TMOMCKBAHE OT KOMIIETEHTEH OpraH IIPOM3BOOMUTEIIAT IIPENCTABS, CBITIACHO IOCOYEHOTO B MCKAHETO, IThIIHATA TEXHMYECKA
JOKYMEHTALVs WM pE3toMe OT Hesl.

3a pma mame Bb3MOXHOCT Ha YIBITHOMOIIEHMS €U MPENCTABUTENT HNa MBIBIIHABA 3adauMTe, IOCOYEHM B YIEH 11, naparpa(l) 3,
MIpOM3BOONTEIl € PEIUCTPUPAHO MACTO Ha CTOINAHCKaA neiHocT u3BbH Chio3a B3eMa H€O6XOHI/IMI/ITC MEPKM  YITBIIHOMOILICHUAT
MPENCTaBUTEI 1a IMa Ha MOCTOSIHHO Pa3IONIOXKeHNe HCO6XO]II/IMaTa TOKyMEHTaLNA.
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9. HpOI/IBBO]II/ITe]'[I/ITC rapaHTMpaT, Y€ Ca BbBEHEHU IPOLENypU, UpE3 KOUTO CepI/Ii[HOTO MTpOM3BOLCTBO [1a OCTAHE B CbOTBETCTBME
C V3MCKBAHMATA Ha HACTOALUMA PETIIAMEHT. HpOMCHI/ITC B IIPOEKTa WIIM XapaKTEPUCTUKUTE Ha WM3OETIMETO U M3MEHEHMATA B
XapMOHM3MPAHUTE CTaHOApPTU WIIN OC, Upe3 II030BaBaHE Ha KOUTO € MNEKIIApMpPAaHO CHOTBETCTBMETO Ha M3HEIMNETO, C€ B3EMAT
MpeaBui CBOEBpEMCHHO U 110 MOOXOIAIIL HAYMH. HpOI/lSBO]II/ITeJ'II/ITC Ha M3OEnys, pasiinyay OT U3MENNATA 3a KIIMHNYHO MUBIUTBAHE,
Cbh30aBaT, HNOKYMEHTMpPAT, BBBEXNAT, IOOOBPXKAT, aKTyalM3MpaT M HENPEKbCHATO HO]]O6pHBaT CI/ICTEMa 3a YIIpaBJIEHME Ha
Ka4yeCTBOTO, KOATO OCUIypsiBa CBOTBETCTBMC C HACTOSIIMSA PEITIAMECHT IO Haﬁ-e(l)eKT]/[BeH HauMH, CBOTBETCTBAIL, Ha THUIIA Ha
VIBIETIMETO U KJlaca Ha M3OETVETO B 3aBMCUMOCT OT pMCKa.

Cucremara 3a ynpasieHMe Ha KauecTBOTO OOXBAlld BCUUKM YaCTH M ENIEMEHTYM HA OPIaHM3ALMOHHATA CTPYKTypa Ha HajeH
TIPOM3BONIMTEN, OTTOBApAIIA 33 KAYeCTBOTO Ha NPOLECUTE, NPOLEIYPUTe U M3NIeNMATa. TS ypexXna CTpyKTypara, OTTOBOPHOCTUTE,
TpOLIEAypyTe, POLIECUTE ¥ YIPABICHCKNUTE PeCypcy, HeOOXOMUMIL 3a IpUIAraHe Ha NMPUHLMINTE U JEHCTBISITA 32 MOCTUTAHE HA
CHOTBETCTBIE C Pa3nopendbuTe HA HACTOSILNSI PErTIAMEHT.

Cucremara 3a yIpaBiI€HME Ha Kau€CTBOTO O6XB3.].I.[3. HAii-MaJIKO CTIeIHUTE aCTeKTH:

a) CTpaTerus 3a CbOTBETCTBMEC C HOPMATUMBHUTE M3MCKBAHMSA, BKIIIOUMTEIIHO CIIa3BaHE Ha NPOLECOYPUTE 3a OLEHABAHE Ha CbOTBET-
CTBMETO UM IIPOLENYPUTE 3a YIIpABJIEHNE Ha IIPOMEHUTE Ha U3IEINATA, 06XBaHaTI/I OT CUCTEMATA;

6) ompemensiHe Ha MPWIIOXNMMTE OOLIV M3VMCKBAHNMS 33 OGE30MACHOCT I MENICTBHE ¥ MPOYYBAHE HA BH3MOXKHOCTHTE 33 BbBEXKIAHE
Ha Te3) V3MCKBAHNS;

B) OTTOBOPHOCT Ha PbKOBONICTBOTO;

I) YIpaBreHue Ha Pecypcute, BKIIOUNTETIHO TOIO0PA 1 KOHTPONA Ha JOCTABUMINTE ¥ OM3ILIHUTEIINTE;

Il) yIpaslieHMe Ha PUCKa CBITIACHO NOCOYEHOTO B pasmen 3 oT mpuioxeHue I;

€) KIMHMYHA OLIEHKA B CbOTBETCTBMUE C ueH 61 u npunoxenne XIV, skmrountenso KIIIIIT;

X) peanusauys Ha IPOIYKTUTE, BKIIOUMTEIHO IUIAHMPAHE, IPOEKTUPAHE, pa3pabOTBaHe, IPOM3BONCTBO 1 OOCITYKBaHE;

3) nposepka Ha UDI, ompeneneHu B CbOTBETCTBME ¢ wiieH 27, maparpad 3, 3a CbOTBETHMTe M3HENMs, TaKa ye [a Ce rapaHTupa
CBINIACYBAHOCT Ha MH(OPMALIMATA, [IPENOCTABsIHA B CHOTBETCTBHE C WieH 29;

I/I) Ch3ABaHE, BbBEXKMIAHE M NTONIbPXKAHE Ha CUCTEMA 3a HAI30p CII€M IIyCKaHE Ha I1as3apa B CbOTBETCTBME C UIIEH 83;

11) KOMyHMKALMSI C KOMIICTEHTHUTE OPraHM, HOTUQUIUMPAHNUTE OPraHM, APYTM MKOHOMMUECKM ONEPATOpH, KIMEHTH W[ Opyru
3aMHTEPECOBAHM CTPaHM;

K) npouecy 3a HOKIIaJBaHE 3a CEPUMO3HNM MHUMIOEHTN M KOpUrMpamm ]16]7[CTBI/IH BbB BpB3Ka C 0e30MacHOCTTa B KOHTEKCTa Ha
NPOCIENABAHETO HA 6630HaCHOCTTa;

JI) yhpaBieHMe Ha KOPUTMPALINTE M NPEBAHTUBHNUTE HEIICTBUS M MPOBEPKA HA TAXHATA e)eKTUBHOCT;
M) mpowecuTe 3a HaOMIONEHNe M OLIEHKA Ha Pe3yJITaTuTe, 32 aHaIN3 Ha IAHHUTE U 33 YChBbPLICHCTBAHE HA [IPOIYKTHUTE.

10.  Ilpowssommrenure Ha M3METMS BbBEKIAT M aKTyalM3MpaT CUCTeMaTa 3a Hafi30p Cnef MycKaHe Ha Ta3apa B ChOTBETCTBHUE C
yjieH 83.

11.  TpoM3BOMMTENAT TapaHTMPa, Ye MBLEIMETO € MPUIPYXREHO OT MHPOPMALMSATA, IOCOUEHA B pasmen 23 oT mpunoxenye I,
Ha opuumareH(un) e3vk(uy) Ha Cbro3a, OMpemesieH (M) OT IbpKaBaTa WICHKA, B KOATO M3NETMETO Ce NPEIOCTaBsi Ha MOTpebuTens
WM Ha TalpmeHTa. EmemeHTmre Ha eTukeTa TpsiOBa ma ObHAT HE3amyMummi, JIECHO YETMMM M SICHM 3a pasOmpaHe 3a LieNeBus
nOTpeGUTeN MM MALMEHT.

12. HPOMSBOJ]MTCHM, KOUTO CUUTAT MIIM MMAT OCHOBaHME J1a CUMTAT, Y€ Made€HO M3HEINeE, KOETO Ca IyCHallM Ha ITla3apa Mim ca
ImyCHalm B Ie/iCTBME, HEe ChOTBETCTBA HA HACTOSIINS peIiIaMenT, He3abaBHO npennpuemar HeO6XO]1MMI/ITe Kopurnpamm HeCTBus,
3a [1a IpuBeOaT M3OENMETO B CbOTBETCTBUE, 1a TO MBTEITIAT WIIM Od IO U33E€MAT, B 3aBMCUMOCT OT Cllydasd. Te ]/[H(l)OpMI/lpaT IncTpn-
6YTOpI/[TC Ha BBIIPOCHOTO M3EINE U, aKO € IIPUIIOKMMO, YITBITHOMOWCHUS MPEOCTaBUTEIT M BHOCUTENINTE 110 CbOTBETHUA HaUMH.

Korato wusmenyero MpeNCTaBisBa CePUO3EH PUCK, NPOM3BONUTENMTE MHPOPMUPAT He3a0ABHO KOMIIETEHTHMTE OPTaHM Ha
IIbPXABUTE WIEHKM, B KOUTO Ca IIPENOCTABMIIY U3LEIVMETO U, aKO € HPUIIOKMMO, HOTI/I(])I/IIII/IpaHI/[ﬂ OpraH, M3HaN cepTUPUKAT 3a
U3MIENIVETO B COTBETCTBUE C WIEH 506, MO-CIIELMAHO 3a HECHOTBETCTBMETO C M3MCKBAHMATA U 3 BCUUKY NPEANPUETH KOPUTMPALIN
HECTBUS.

13.  IIpoussomurenure U3MON3BAT CUCTEMA 3a PETVCTPALIMS M [OKIA[BAHE 33 MHUMIEHTU ¥ KOPUTMpALIM JeHCTBYS BbB BPb3Ka C
0e30MacHOCTTa B CHOTBETCTBME € ulleHOBe 87 1 88.
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14. l'[pomasonmenme, Npn NMOUCKBaHE OT KOMIIETEHTEH OpraH, My IpeHoCTaBsAT IisliiaTa I/[H(I)OpMaL[I/IH 1 OOKyMEHTauus,
H€O6XOJII/IMa 3a MOKa3BaHE Ha CbOTBETCTBMETO HA M3OEIIMETO, Ha OCl)I/IIlI/IaJ'IeH e3uk Ha Cbio3a, OIPEnENIeH OT ChOTBETHATA TbpKaBa
yjieHKa. KomnereHTHUAT OpraH Ha JIbpXKaBaTa YICHKA, KbIETO IPOM3BOOUTEIIAT VIMA PEIVICTPYPAHO MACTO Ha CTOMAHCKa ]IQIZHOCT,
MOXKeE Ha IIOMCKa IMPOUSBOOUTENAT HA OCUTYPU Ge3naTHo 061:)3311]/[ OT M3OCIIMETO MM, aKO TOoBa HE € OCBIIECTBMMO, MOa
NpenoCcTaBy OOCTHII IO MBHETMETO. HpOI/ISBO]II/ITCHI/ITC OKa3BaT ChHIIEICTBUE HA KOMIIETEHTHIS OpraH, I10 HEroBO MCKdaHE, PN BCSAKO
Kopurnpaiio HCIZCTBI/IQ, NPEennpueTo 3a OTCTpaHsABaHE WMIIM — aKO TOBA HE € Bb3MOXHO — 3a OIpaHMYaBaHE Ha PUCKOBETE,
CBbp3aHM C U3OEINATA, KOUTO TE Ca ITyCHAIM Ha Iasapa Win B HejcTBIe.

Ako NpON3BOOUTEIIAT HE OKa3Ba CBHOENCTBME MU npenocTaBeHaTa I/[H(l)OpMaIII/IH M JIOKyMEHTaLUys € HEMblIHa MM HETOYHa,
KOMIIETEHTHUAT OpraH MOXKeE, C LEIT OCUTYypsIBaHE Ha ONa3BaHETO Ha 061].[8CTBCHOTO 3[pase n 6e30MacHOCTTa Ha NAaUIMECHTUTE, Na
npennpuemMe H€O6XOJII/IMI/IT€ MEpKH, 3a Oa 3a6paHIA MM OTrpaHNuM NMPEJoCTaBAHETO Ha M3ACTIMETO Ha CBOS HAlIMOHAJICH I1a3ap, Oa
VI3TETIIN MIBHOENMETO OT TO3U Ia3ap WIIM Ha ro U33eMe, MOKATO MPOU3BOOUTEIAT HE OKaxe CHIENCTBUE MU HE MIpegocTaBy IbJIHA U
TOYHa I/IH(l)OpMaIII/IH.

AKO KOMIIETEHTEH OpIaH CuMTa MM MMa OCHOBaHMS N CMATA, 4e ONpedeNieHO M3HeNMe € IPUUMHIIO BPedu, TOM yrecHssa
NMpETOCTaBSIHETO HA IOCOYCHAaTa B IbpBa alyHes MHQOPMauys M HOKYMEHTALMSl TPYM IOMCKBAHE OT MAlMEHTa MM OT
TNOTpPeOUTENS, Ha KOTOTO EBEHTYaNHO € OuiTa NPUYMHEHa BpPeda, M aKO € MPUIIOXKMMO, OT HErOBUs NPABOIPUEMHIIK, 31PABHOOCUTY-
PUTETHOTO My IPYXKECTBO WM IPYTM TPETH JMIA, 3aCerHaT OT BpeduTe, MPMUMHEHM HA MALMEHTa WK OT moTpeburernst, 6e3 ma
ce 3acsiraT MpaBiITaTa 3a 3allUTa Ha JaHHUTE M, OCBEH aKO ITbPBOCTEIICHEH OOLIECTBEH MHTEpeC He Hajlara ONOBecTsBaHe, Ge3 ToBa
[l 3aCsira 3alIMTATA HA [paBaTa BbPXy MHTEEKTyallHaTa COOCTBEHOCT.

KOMIeTeHTHIST OpraH He € [ThXeH Ma ce CboOpasy CbC 3aIbIIKEHNETO, IPENBINEHO B TPETA alMHes, B CIIyuail ue PasKpMBAHETO
Ha MHQOPMALIMSATA Y TOKYMEHTALMSATA 11O ITbPBA alliHest OOMUAHO Ce pasIiexna B PAMKUTE Ha ChIeOHM [POM3BONCTBA.

15.  Koraro mpousBOAMTENMTE Ca BB3IOKMIN MPOCKTUPAHETO MM IIPOM3BOICTBOTO HA M3NENMATA Ha NPYTO HOPUIMYECKO MIIA
dusnuecko nuie, MHGOpPMALMITA 33 CAMOIMYHOCTTA HA TOBA JIMILE € 4acT OT MHOPMALMATA, KOSTO TPsiOBA Ha Ce MPEICTaBy
cortacHo wied 30, naparpad 1.

16. q)I/ISI/NeCKMTe N IOpUANYECKUTE JIMLa MOraT Ja IpedsBABaT MCKOBE 3a 06631HCT€HI/IC 3a Bpela, HaHeCeHa OT He(l)eKTHO
n3perme, B CbOTBETCTBUE C NMPWIOKMMOTO ITpaBoO Ha Cbi03a U HALMIOHAJTHOTO NpaBo.

Ilo HaumH, cho0paseH ¢ Kilaca B 3aBUCMMOCT OT PUCKA, TUIA HA M3HEIMETO M Malaba Ha MpEednpusTHeTo, [IPOVM3BOIMTENNTE
TPENBUKIIAT MEPKY 33 OCUIYPSIBAHE Ha JOCTATHYHO (MHAHCOBO MOKPUTHE IIO OTHOLICHNE HA MOTECHIMATHA OTTOBOPHOCT CHITIACHO
Hupexrusa 85/374/EMO, Ge3 na ce 3acsiraT MO-CTPOIMTe MEPK 3a 3aLIMTA CHITIACHO HALMOHAIIHOTO MPABO.

Unen 11
YIbTHOMOIIEH NpeIcTaBUTeN

1. Koraro MPON3BOOUTENAT Ha TAad€HO M3MOETINE HE € YCTAHOBEH B IbpXkKaba YIICHKA, M3HEIMETO MOXKE [a 6’b]1€ IyCHaTO Ha
nasapa Ha Cbr03a CaMo aKo MPOVIBBOOUTENIAT ONIPENE €NMH-ENVHCTBEH YI'BITHOMOLIEH IPENCTaBUTEIL.

2. OHPCHCHHHCTO MPEOCTaBidgBa IIBJIHOMOLIMETO HA YITBIHOMOLIEHMS IIPENCTABUTEI; TO € BalMIHO CaMO IIpN NMCMEHO
ChIyacye OT CTpaHa Ha YI'BITHOMOLIEHMSA IPENCTABUTEN M € B CUTIA Haf-MaJKo 3a BCUUKMU M3MENNS OT eIHa U Chlla TeHEpNYHa
Ipyna magenus.

3. YITbIIHOMOLIEHUST NpENCTaBUTEN MU3ITHIIHABA 3ala4NTe, OINPEHENIEHN B IIBIIHOMOUIMETO MEXKIY HET0 U IPOM3BOOMTEILS. HpI/I
NMONCKBaHE YITBJIHOMOIICHMAT IIPEICTaBUTEN MPEOOCTaBsl KOMME OT IMBIHOMOIIMETO Ha KOMIICTCHTHMS OpraH.

[TpriHOMONIMETO U3UCKBA OT YI'BIIHOMOLICHNMS NPEOCTaBUTEI, a NMPOU3BOOUTENAT MY HaBa Bb3MOXKHOCT J1a M3BbPIIBA Hail-MaJiko
CIIEHUTE 3allauil BbB Bpb3Ka C U3MCINATA, NMONagalin B o0xBaTa Ha IT'BJIHOMOIIMETO:

a) J1a 1mposepy, ue EC HOeKIapauuaTa 3a CbOTBETCTBME M TEXHMNYECKATa TOKYMEHTaLM: ca OunM U3roTBeHM U, aKO € NPUII0KNMO,
CBOTBETHATA IIPOLIENYpa 3a OLIEHABAHE HA CPOTBETCTBMETO € IIPOBENEHA OT IPOV3BOOMTEILS;

0) ma chXpaHsBa Ha pa3lONOXKCHNME HA KOMIICTGHTHMTE OpPraHM 3a cpoka mo uneH 10, maparpad 8 komme OT TeXHMYecKaTa
nokymenTauust, EC mekrapaumsra 3a CbOTBETCTBHUE 1, aKO € MPUIOKMMO — KOIIME OT ChOTBETHMS CePTU(MKAT, BKITIOUMTEITHO
BCUUKM M3MEHEHUS ¥ OIBIIHEHMS, U3NAfeH! CBIIACHO WieH 56;

B) Ma Cra3a 3aIb/XEHMATA 33 PerucTpaums 1o wieH 31 u [a mpoBepsiBa Majy NMPOU3BOMMUTENAT € CIA3WIT 3aIbIIKEHUATA 33
perucrpauus 1o ujieHose 27 u 29;
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I‘) npn NMOMCKBAHE OT KOMIIETEHTEH OpraH fa My IpeHocCTaBs LsiaTa ]/IH(l)OpMaIII/ISI 1 DOKyMEHTalus, H€O6XOHIAMa 3a JJOKa3BaHE
Ha CbOTBETCTBMETO Ha M3OEIINETO, HA OC])I/I[II/IaJ'ICH e3uk Ha Cbio3a, OIPENENIEH OT ChOTBETHATA IbpXkKaBa UIICHKa;

]1) T1a IpefiaBa Ha IPOV3BOIMTENS BCAKO MCKAaHE OT KOMIIETEHTEH OpraH Ha ObpXKaBaTa WICHKA, B KOATO YI'BJIHOMOLUCHUAT
MpEACTaBUTEIl UMa PErUCTPUPAHO MACTO Ha CTOIIAHCKa ]ICI‘/JIHOCT, 3a 06})33111/1 WM OOCTBII IO M3OENME M Ha NMpoBEpsABa Ham
KOMIIETCHTHMAT OpraH € IOJIyunil 06pa3ume I My € NPEnoCTaBeH NOCTBII N0 MBIETINETO;

e) J1a CbTPYOHNYM Ha KOMIICTCHTHUTE OpraHy Ipy BCAKO IIPEBAHTUBHO MIIM KOPUTMPALIO neicTeue, NpenrnpueTo 3a OTCTpaHABAHE
I — aKO TOBA HE € Bb3MOXKHO — 3a OrpaHMYaBaHE Ha PUCKOBETE, CBbP3aHM C MBIETINATA;

)K) He3a0aBHO na I/IH(])OpMI/Ipa NpoN3BOOUTEIS 3a CUTHAIIM M TOKIIagM OT MEOMUMHCKM CIEUMAINCTH, MalMEeHTU U l'IOTp€6I/1T€J'II/1
OTHOCHO MPEArnonaraéMy MHOMOEHTA BbB Bpb3Ka C U3MCIINE, 34 KOETO TOI € YI'BITHOMOILIEH TTPENICTABUTEIT;

3) J1a MpEeKpaTy MMbIIHOMOIINETO, aKO ITPOMU3BOIUTEIIAT HeicTsa B NPOTUBOPEUNE CbC 3aOBIIZKEHMATA CU 110 HACTOALLMS PErTIaMEHT.

4. IIbnHOMoWMeTo Mo maparpa¢ 3 OT HACTOSIINMS YiIeH He BKIIOUBA JENErMPAHETO HA 3aIbIIKEHMATA HA MPOM3BOMUTENS IO
yrer 10, maparpam 1, 2, 3, 4,6, 7,9, 10, 11 n 12.

5. bes ma ce 3acsra maparpa 4 OT HACTOSIUVS UNIeH, B CITyYauTe KOIaTo IPOM3BOMMTENST HE € YCTAHOBEH B IbPKABA UICHKA U
HE € V3IBIHMI 3afbIKEeHVATa, NpempuueHu B wieH 10, yIbIHOMOWIEHMAT MpPENCTaBUTENl HOCM TNPaBHAa OTTOBOPHOCT 3a
nedeKTHUTE M3MENNs Ha ChIIOTO OCHOBAHME KATO IIPOM3BOIUTEIIS 1 COMMIAPHO C HETO.

6.  YIBITHOMOLIEH MpENCTaBUTEN, KOHTO MPEKpaTsiBa IbITHOMOLIMETO CM Ha OCHOBaHme maparpad 3, Oyksa 3), He3abaBHO
MHPOPMIpA KOMICTEHTHNSI OPIaH Ha IbPXKABATA WICHKA, B KOSITO € YCTAHOBEH, M 4KO € MPWIIOXKNMO, HOTUQUIMPAHNS OPraH,
KOJTO € yyacTBajl B OLEHABAHETO Ha CHOTBETCTBMETO Ha M3MIENIMETO, 33 MPEKPATABAHETO Ha ITHIIHOMOIIMETO U 33 NPUYMHUTE 32
TOBA.

7. Beska mpempaTka B HACTOSILMS PEITIAMEHT KbM KOMIIETEHTHMSI OpIaH Ha IbpXapaTa WIeHKa, B KOSTO IIPOM3BOOMTENLT MMa
PETYCTPUPAHO MSICTO Ha CTOIAHCKA HEMHOCT, ce pasdmpa KaTo MperpaTka KbM KOMIETCHTHNMS OpraH Ha IbpXKaBaTa WIEHKa, B
KOSITO OTPEHENIeHIST OT TPOM3BOLMTENS YITBITHOMOLIEH MPENCTaBUTeN MO maparpa¢ 1 mma permcTpupaHo MsCTO Ha CTOMAHCKa
HEHOCT.

Ynen 12
CMsHa Ha yITHITHOMOIEHMUS TIPECTaBUTENT

Tonpo6HuTe mMpaBuia 33 CMsIHA HA YITbIHOMOILIEHMS MPEICTABUTEN SICHO CE OIpENeNAT B CIIOpayMeHne MeXIIy [TpOM3BOIMTENS,
KOraTo € Bb3MOXKHO — [eJCTBAIMs YI'bJIHOMOIUEH MpEICTaBuTeNl, M ClefBallis YITbIHOMOIIEH IpencTaputen. Topa
CropasyMeHue ChIbpKa KITays) Haii-Majko 3a:

a) J1laTata Ha IPEKpaTsABaHE Ha IIBJIHOMOLIMETO Ha HeCTBAINS YIOBIIHOMOIIEH MPEOCTAaBUTE]l M [HAaTaTa Ha HAvajlo Ha
ITHITHOMOIIIMETO Ha CIEOBALMs YI'BJIHOMOLIEH MPENCTaBUTET;

0) marata, 1O KOSITO HEHCTBALLVMSAT YITbIHOMOLIEH MPENCTABMTENI MOXe Ia Oble MocouBaH B MH(OPMALMATA, NMPEIOCTABSHA OT
IIPOM3BONIMTENS, BKIIOUMTENIHO PEKIaMHITE MaTepyanys;

B) NPEXBHPILSHETO HA TOKYMEHTITE, BKITIOUMTEITHO aCIeKTHTEe BbB BPb3KA C MOBEPUTEITHOCTTA U [IPaBaTa Ha COOCTBEHOCT;

I‘) 3aIbIIKEHNMETO Ha MIe/CTBAIMs YI'BITHOMOILIEH TIIPENCTABUTETL CIIEM Kpas Ha I'BJIHOMOILUMETO [a Ipefane Ha IIPOM3BOIUTEIA MU
crenBanms  YI'bJIHOMOIIEH MPENCTAaBUTEIl BCUYKM CUTHAIIM WM TOKIIAOM OT MEMMUMHCKM CHEUMANNCTH, MaUMEHTN W
HOTp€6I/IT€HI/I OTHOCHO IpenIoaraéMy MHOMOEHTV BbB BPB3Ka C M3HENNE, 38 KOETO € Oun OIPENETIEH KaTO YITBIIHOMOIIEH
NpENCTaBUTEIL.

Ynen 13
OO6mM 3aTb/KeHUs Ha BHOCUTENTE
1. Buocutenure myckar Ha nasapa Ha Cbro3a CaMo M3MeNKs, CbOTBETCTBAIIY HA M3MCKBAHMSATA HAa HACTOSIINS PEINIaMeHT.

2. 3a Ja mycHAaT Ha masapa M3[iesine, BHOCUTESIITE IIPOBepsIBaT Iasli:
a) Ha u3genMeTo e HaHeceHa MapkupoBkara ,,CE“ 1 e msrorsena EC mekmapammsita My 3a ChOTBETCTBHE;
0) IPOM3BOMMTENST € MIEHTH(ULMPAH U CHITIACHO wWieH 11 MPOM3BOMMTEIIAT € O/l YIbITHOMOLICH PEICTABUTEN;

B) MBHEIMETO € eTUKETMPAHO B CHOTBETCTBME C HACTOSIIMS PEINAMEHT UM € HPUIPYXREHO OT HEeOOXOMMMUTE MHCTPYKLMM 3a
yrorpe6a;

I) aKo e NpWIOXMMO, npoussogutersT e onperenun UDI cbrmacHo ureH 27.
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Korato BHOCMTENT cumMTa MM MMa OCHOBaHME JIa CUMTA, ue HAHeHO M3MeNMe He ChOTBETCTBA HAa MBMCKBAHMATA HA HACTOSILMS
PCIIIaMeHT, TON He ITyCKa M3HENMETO Ha I1as3apa, 10KaTo TO HE 6’])]16 NPUBEOCHO B CbOTBETCTBUE, U I/IH(l)OpM]/Ipa MPOUBBOOUTENA U
YI'BIIHOMOILEHUS NPENCTAaBUTEII Ha ITPOM3BOOMUTETIA. Korato BHOCMTENST cuMTa MM MMa OCHOBaHME fla CUMTA, 4e U3BHEIMUETO
NpEnCTaBsABa CEPUO3EH PUCK MM € (])anmm(])mumpaﬂo, TON I/IH(l)OpMI/Ipa VI KOMIIETEHTHUS OpraH Ha ObpXKaBaTa YJIE€HKA, B KOATO €
YCTaHOBEH BHOCUTEIIAT.

3. BHocurenute mnocousat BbpXYy M3OCTIMETO UM BbpPXY HEroBaTa OIldKOBKA, MIIM B HOKYMCHT, IpUIApYy2KaBall W3HEINETO,
CBOETO MME, PETUCTPUPAHO THPIrOBCKO HAaVIMEHOBAHME WMIIM PETUCTPUpPAHA ThProBCKa MapKa, agpeca Ha PErMCTpUPAaHOTO UM MSACTO
Ha CTOIAHCKA JIEHOCT U afpeca, Ha KOJITO MOXe JIa C€ OChILECTBU Bpb3Ka C TAX, Taka Y€ 1a € BbAMOXKHO a €€ YCTaHOBM MECTOHA-
XOXJeHnero uM. Te rapaHnTMpar, e OOIIBITHUTEITHUTE €TUKET HE 3aKpUBaT MH(])OPM&IIMHT& Ha €TUKETA, IIPEJOCTaBeHa OT ITPOMU3BO-
JUTETIA.

4, Brocutenunte NpoBepsABaT HallM M3OCIMETO € PEIUCTpMpaHO B €JIEKTPOHHATa CUCTEMa B CBOTBETCTBME C UJIEH 29.
BHocurenute ]1068B$IT CBOMTE NaHHM KbM pEruUcCTpaumATa B CbOTBETCTBME C YJICH 31.

5. BHocurtenute rapaHTMpar, ye IOKAaTO OTTOBAPAT 3a HalleHO M3[eNMe YCIOBMATA Ha CbXpaHeHNe WM TPAaHCIOPTMpaHe He
3aCTpallaBaT HErOBOTO CHOTBETCTBME C OOLINTE MBMCKBAHMS 33 OE30MACHOCT ¥ MeiiCTBUE MO MPUIIOXKEHME I, 1 cra3Bar ycnosusra,
ompefiesieHy OT IPOVM3BOIMTENIS, aKO MMa TaKMBa.

6. BHocurenute MOIOBP2KAT PETMCTHP Ha CUTHATINTE, HA HECPOTBETCTBALUMTE HA M3MCKBAHMATA MBOCTIVSA M Ha M33EMBaHMATA U
VIBTETIIAHMATA Ha M3OCTINSA M NPEIOCTaBAT Ha ITPOM3BOIMTENIA, YIIBIIHOMOLICHMS NPEOCTABUTENT U I[I/ICTp]/I6yTOpI/ITC BCAKAKBa
I/IH(l)OpMaI_[]/IH, MOMCKaHa OT TAX, 3a Oa MM HaHaT Bb3MOZKHOCT [1a pa3CiieiBaT CUTHAIIATE.

7. Koraro BHOCHMTEN CuMTa MIIM MMa OCHOBAHME Jia CUMTA, Ue MAJICHO M3JIENNeE, KOETO € MyCHall Ha Nlasapa, He ChOTBETCTBA Ha
VM3UCKBAHVSTA HA HACTOSIIMSL PETIAMEHT, TOM He3a6aBHO MHQOpPMMpA MPOM3BOIMTENSI U HETOBHUS YITBTHOMOLICH IPEICTABUTEIL.
BHocuTenuTe cu CHTPYIHMYAT C MPOM3BOIMTENS, YITBIIHOMOIIEHUSA TIPENCTABUTEN Ha IIPOM3BOIMTENS M KOMIIETEHTHNUTE OpraHH, 3a
[d TApaHTMPAT, 4ye € MPEQIpUeTo HeoOXOMMMOTO KOPUIMPALIO MENICTBME 3a MPMBEXIAHE HA M3IENMETO B CHOTBETCTBHE, 3a
HETOBOTO M3TEITISIHE WM M33eMBaHe. KOraTo M3MeNMeTo MpelCTaBisiBa CEPUO3CH PUCK, BHOCUTEIMTE MHQOPMMPAT He3abaBHO
KOMIIETEHTHNUTE OPraHy Ha IbPXKABUTE WICHKM, B KOUTO Ca MPENOCTABIIN M3OENMETO M aKO € MPIIOXKIMO — HOTUQUIMPAHYS
OpraH, M3[an CepTUQUKAT B COTBETCTBHE C WIEH 56 3a NafeHOTO M3MeNNe, KaTo IPETOCTaBsT MOIPOOHN IAaHHN, [0-CIELATHO 33
HECBOTBETCTBMETO C M3MCKBAHMATA M 33 BCAKAKBY MPENNPUETH KOPUTMPAIIM JIEHCTBHUL.

8. BHOCI/ITCHI/ITC, KOMTO Ca IIONy4YW I CUTHaIM WIM OOKJagyM OT MEOMUMHCKM CHEHMANIMCTH, MaUMEHTN WIN HOTpC6I/IT€HI/I
OTHOCHO TIIpE€NIoiaraéMn WHUNMAEHTM BBB BpB3Ka C M3HENNE, KOETO Ca IIyCHallM Ha Iasapa, He3a0aBHO Npenpamar  Ta3u
I/IH(l)OpMaIH/IS[ Ha TIPOM3BOONTETIA M YI'BIIHOMOILUEHNS MYy IIPEICTaBUTEIL.

9. 3a cpoka no unen 10, maparpa¢ 8 BHOcurenure cbxpamsBar komue or EC meknapauusra 3a CHOTBETCTBUE M, aKO €
NPUIIOXKUMO, KOMME OT BCUUKM CHOTBETHM CEPTMQMKATH, M3NATEHM CBINIACHO WieH 56, BKIIOUMTESHO BCUUKM M3MEHEHMS ¥
IIOITBITHEHNSL.

10. BHocurenure cu ChTPpyIHMYAT C KOMIIETEHTHUTE OpraHy, IO JMCKaHE Ha TE3U OpraHy, BbB BPB3Ka C BCAKO HeicTBIE,
NpenpueTo 3a OTCTpaHsABaHE WIIM, aKO HE € BBb3MOXKHO, OrpaHM4YaBaHE Ha PUCKOBETE, CBbP3aHM C M3[OCTINATA, KOUTO TE Ca
IyCHalIy Ha nasapa. le/[ IIOMICKBAHE OT KOMIIETCHTEH OpraH Ha Ibp2KaBaTa YJICHKd, B KOATO BHOCUTEIIAT MIMa PETUCTPUPAHO MACTO
Ha CTOMAHCKa IIeHOCT, TOM ocurypssa Oe3maTHu 06pa3HI/I OT M3MOENMNETO WIIM, aKO TOBAa € HEOCBLIECTBMMO, IPENOCTaBA ITOCTBII
0 U3OEINETO.

Ynen 14
OO0uM 3arbIKeHns Ha qucTpubyTopure

1. Koraro MPENOCTaBAT USHENNME Ha Iasapa, III/ICTpI/I6yTOpI/IT€ IICIZCTBaT, B KOHTEKCTAa Ha CBOMTE HeﬁHOCTI/I, C OBIIKMMATa Ipymxa
110 OTHOILIEHNE Ha IIPUTIOKNMUTE U3VICKBAHNA.

2. Tlpenu ma MpemoCTaBAT HajieHO M3[eNe HA Ma3apa, AMCTPUOYTOpUTE NPOBEPSBAT I CA MBIBIHEHM BCUUKM M3UCKBAHMS
T0-J01y:

a) Ha M3[eNeTo e HaHeceHa Mapkuposkata ,CE“ 1 e m3rotsena EC meknapaimsTa My 3a CbOTBETCTBHE;

0) M3HETMeTO Ce MPUIpYXaBa OT MHPOPMALMATA, KOATO IPOU3BOMMTENSAT TPsOBA [1a NMPENOCTaBM B CHOTBETCTBME C uileH 10,
naparpa 11;

B) 3a BHOCHMTE M3IENNsI — BHOCUTEIIAT € CIIA3MIT M3MCKBAHMATA 1O wieH 13, maparpad 3;
I) aKO e IIPUIIOKMMO, Ipou3BoIUTeNT e onpenenun UDIL

C men na ce MBITBITHAT UBMCKBAHUATA TI0 I’bpBa aJinHesd, 6yKBI/I a), 6) un I‘) ]II/ICTpI/I6yT0p']>T MOXKe€ [1a IIpujiara METOI Ha B3€EMaHE Ha
l'lpO6I/I, KOJTO € MPEOCTAaBUTENIEH 3a U3MENATA, JOCTABAHMN OT TO3M HV[CTpl/l6yTOp.
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KoraTo muctpubyTopsT CMsITa MM MMa OCHOBAHME [a CMSITA, Ye NAfeHO M3IeNMe He ChOTBETCTBA HA M3VUCKBAHMATA HA HACTOSILIMS
PerfiaMeHT, TOi He TPENOCTaBs M3MENMETO Ha Masapa, OKATO TO He Oblie MPUBENEHO B CHOTBETCTBME, U MH(POPMUPA MPOU3BO-
[ATESISL M, aKO € IPUIIOXKUMO, YITHIHOMOLICHVs TPEICTABUTEN HAa NMPOM3BOJMTENSI, KAKTO M BHOCHTeNs. Korato mucrpubyropbr
CMATA WM MMa OCHOBAHME [a CMSITA, Ye M3IENMETO MPEICTABIABA CEPMO3eH PUCK Wiy ¢ amumduumpaHo, Toit MHGOpPMUpa 1
KOMIIETEHTHMSI OpraH Ha IbpXKaBaTa WIEHKA, B KOSITO € YCTaHOBEH.

3. HI/ICTpI/I6yTOpI/lTC TrapaHTMpatT, Y€ [OKAaTO OTroBapAT 3a W3HENMETO, YCIOBMATA HAa CBXpPaHEHME WM TPaHCIOPTUpAHE
OTIOBApAT Ha YCIIOBMATA, OINPENENIEH OT IIPOM3BOIMUTETIA.

4. [uctpubyTopute, KOUTO CYMTAT IV MMAT OCHOBAHME 1A CYMTAT, Ue JafIeHO M3eNNe, KOETO Ca MPETOCTaBIIIM Ha 1a3apa, He
CHOTBETCTBA Ha M3MCKBAHISITA HA HACTOSILNSI PEITIAMEHT, He3a6aBHO MHQOPMUPAT IPOM3BOIUTEIIS U, KO € MPUIIOXKIMO, YITBITHO-
MOLICHVSI MIPEIICTABUTEN HA TPOM3BOIMTENS, KAKTO M BHOCHTeNs. HucTpubyTOpMTE CM CHTPYNHMYAT C TPOM3BOIMTENS U, AKO €
IIPUIIOKMMO, C YITHITHOMOUIEHNS NPENCTABUTEN Ha IPOM3BOIMTEIS, C BHOCUTENA M C KOMIIETEHTHUTE OPTaHM, 3a Ja TapaHTMpaT, ue
€ MpEIIPUeTo HeOOXOMMMOTO KOPUIMPAILO MeIICTBIE 3a MPUBEKIAHE HA MBMENMETO B CHOTBETCTBME, 3 HETOBOTO MBTEINISHE MITNA
M33eMBaHe, B 3aBUCHMOCT OT CiIydas. Koraro mucrpuGyTophT cumra MM MMa OCHOBAHME A CUMTA, Y€ MMENMETO MPEICTABIsBa
CepMO3eH PUCK, TOil MHPOPMMPA He3a0ABHO KOMIETEHTHNUTE OPTaHM HA IbPXKABMTE WIICHKM, B KOMTO € MPETOCTABUN M3HEINETO,
KaTO MPEIOCTaBst MOAPOOHM JAHHM, MO-CIELMAITHO 33 HECHOTBETCTBMETO C M3MCKBAHMATA M 3a BCUMKM TPEHNPUETH KOPUTUpALLM
TIEJACTBUAL.

5. HucrpubyTopute, KOMTO €a MONYYMIIM CUTHAIM MM TOKIAM OT MEIMIUMHCKM CIELMANMCTH, NAlMeHTH UIM NoTpeOuTenm
OTHOCHO MONO3MPAHM VHUMIEHTH BbB BPb3Ka C M3IENME, KOETO Ca MPEIOCTABMIM, He3a0aBHO Ipemnpamar MHopMauusTa Ha
TIIPOM3BOIMTENIS ¥, aKO € NPWIOXKNMMO, HA YITHITHOMOUIEHMsS MNpEICTABUTeNl Ha IMPOM3BONMTENS, KAaKTO M Ha BHocuTens. Te
NONIIbPXKAT PEIUCTbP HA CUTHANINTE, HA HECHOTBETCTBALLMTE HA M3MCKBAHMATA M3IENNMS M HA M33eMBAHMATA U M3TEITLIHMATA HA
u3fenisi, VHGOPMMUPAT NMPOM3BOIMTENSI M, KO MMa TAKMBA, YITBIHOMOLUEHNS! PELCTABUTEN M BHOCUTENIS, 3 TOBA HaONIONeHMe,
KAaTO TpY MOMCKBAHE UM TPEIOCTABAT BCSKAKBA MHGOPMALIHSL.

6. HI/ICTp]/I6yTOpI/ITC, 10 MCKaHE OT KOMIICTCHTCH OpraH, My IIpEIOCTaBAT ILisiliaTa I/IH(l)OpMaIH/ISI 1 OOKyMEHTalus, € KOATO
pasmonarat 1 KoATo € HCO6XOIII/IM3. 3a JOKa3BaHE€ Ha CBHOTBETCTBMETO HA JACHO M3IECIIUE.

HucrpuGyTopuTte Ce CYMTAT 3a M3ITBIHIUIN 3aIb/IKEHIETO, [I0COUEHO B IIbPBA AJIMHESI, KOrATO YITBIHOMOLICHVST TPEICTABUTEI 33
CHOTBETHOTO M3[IENME, AKO € NPWIOXKMMO, IPENoCTaBM HeoOxomumara nuopmaiyst. [ucTpubyropure cu CbTPyOHMYAT C
KOMIIETEHTHUTE OpTraHy, MO TAXHO MCKaHe, NPU BCAKO [EHCTBME, NPENNpPMETO 3a OTCTPaHABAHE HA PUCKOBETE, CBBP3aHMU C
VM3[IENNST, KOUTO Te Ca MPEOCTaBIIM Ha nasapa. [Ipy [OMCKBaHe OT KOMIIETEHTEH OpraH MUCTPUOYTOpUTE OCUIypsBaT Oe3uiaTHu
06pa3siy OT MBNENMETO MM, aKO TOBA € HEOCIIECTBIMO, PENOCTABST JOCTBII 10 HETO.

Ynen 15
JIuue, oTroBapsmio 3a CbOTBETCTBMETO C HOPMATUBHMTE M3MCKBAHNSA

1. B paMKUTE Ha OpraHM3allOHHATa CU CTPYKTypa ITPOV3BOIMUTEIINTE pa3IIOjIarat Haii-Majko ¢ €IHO Jimue, OTTOBOPHO 3a
CBOTBETCTBMETO C HOPMATMBHUTE M3UCKBAHMSA, KOETO IPUTEXKABA H€O6XOHI/IMI/ITC E€KCIIEPTHN 3HaHUA B obnacrra Ha MEOMLIMHCKUTE
n3gems. HCO6X0]II/IMI/ITC €KCIIEPTHU 3HAHMA CE€ MOKa3BaT Upe3 €Ha OT CIIEMHUTE KBaJ'II/I(l)I/[KaHI/II/IZ

a) [MIUIOMA, CBMCTENICTBO WIM IPYr YOOCTOBEPSBALL NOKYMEHT 33 OMIMAnHa 00Opa3oBaTeNHO-KBAMU(MKALMOHHA CTEICH,
npugobuTa crief 3apbplBaHe Ha ByCue 0Opa3oBaHNME WM Kypc Ha OOydeHye, MPU3HAT KATO EKBUBANICHTEH OT ChOTBETHATA
IbpKaBa UIIEHKA, MO MpaBO, MENMLMHA, (apMals, MHXKEHEPCTBO MMM [pyra ChOTBETHA HAyYHA AMCLMINIMHA M IIOHE
€HOTOIMIIEH NPOJeCHOHAlleH OMMT N0 HOPMATMBHMTE BBIPOCH MM 1O CUCTEMUTE 3a YIIpaBleHHe HA KAuecTBOTO IO
OTHOLIEHME Ha MEIMUMHCKUTE V3HENs;

6) UECTVPUTOONILICH HpO(l)eC]/IOHaIIeH OIUT II0 HOPMATMBHUTE BBIPOCK WIN MO CUCTEMUTE 3a YIPABIIEHME Ha Kau€CTBOTO IIO
OTHOIIEHME Ha MEIVMUIMHCKUTE U3IOEIINA.

Be3 fa ce 3acsirat pasnopen6ute OT HALMOHAIIHOTO 3aKOHONATENICTBO BbB BPb3Ka C MPO(eCHOHATHNUTE KBANMMUKALIMAM, TPOU3BOIH-
TenuTe Ha M3IeNust, M3paboTeHN MO MOPBYKA, MOTAT [la JOKAXKAT HeOOXOMMMILSI eKCIIEPTeH OINT 1O ITbPBA alMHEes Ype3 Haymuue
Ha Hall-MaInKo [BETOMMIIEH IPOQEeCHOHANEH OMUT B CHOTBETHA C(epa Ha MPOU3BOICTBO.

2. Or Mankure OPEmnpuATHsS M OT MUKPONPENIpUITHATA O cMuchia Ha [Ipenopska 2003/361/EO Ha Komucnsra (') He ce
M3MCKBA [Ia UMaT B OPraHM3ALMOHHATA CU CTPYKTypa JMIe, OTTOBApsIIO 3a MNEHOCTUTE IO CHOTBETCTBMETO C HOPMATMBHUTE
VM3VUCKBAHMSI, HO Te TPs0OBa MOCTOSIHHO M HENMPEKbCHATO 1a MMAT Ha CBOE Pa3IoNIOKeHMe TaKOBa JIMIIE.

() Mpemoprka 2003/361/EO Ha Komucusra or 6 Mait 2003 I. OTHOCHO OMpENeNeHNUeTo 33 MIKPO-, Malky i cpentn npemnpustist (OB L 124,
20.5.2003 ., c1p. 36)
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3. JInuero, OTroBapsAlIO 32 ChOTBETCTBMETO C HOPMATMBHUTE M3MCKBAHNS, OTIOBApS Haii-MaJiko 3a CIIEeTHOTO:

a) T1a € NPOBEPEHO CHOTBETCTBMETO Ha MBHENNATA IO NMOOXOMNALINS HAaUMH CIOPEN M3MCKBAHMATA HA CUCTEMATa 3a YIpaBIICHME Ha
KaueCTBOTO, I10 KOATO M3IENMATA Ca IIPOU3BENEHN, TPEON 0CBO60)K]]aBaHCTO Ha CbOTBETHOTO U3IEIINE;

6) TexHuueckara gokymeHTawust M EC mekmapauusra 3a CbOTBETCTBME [Id C4 M3TOTBEHM U MOMTbPKAHY aKTyallHN;

B) JIa Ca M3IThIIHEHM 3aIBIIKEHMSITA 10 HAl30pa CIIell TyCKaHe Ha Ma3apa B CbOTBeTcTBME ¢ wieH 10, maparpad 10;
I) 1a ca M3IBITHEHM 3aIbIIKEHMSATA 3a HOKIIafIBaHe, IOCOUeHN B uieHose 87—91;

I) 3a M3HENMATA 3a KIMHNYHO M3MNUTBAHE 1A € M3MafieHa HeKnapanysra no riasa I, pasmen 4.1 or npunoxenne XV.

4. KoraTo HAKONKO NMIA CU TOMNENAT OTTOBOPHOCTTA 33 CBHOTBETCTBUMETO C HOPMATUBHMTE W3VCKBAHMA B CHOTBETCTBUE C
naparpadu 1, 2 u 3, cboTBeTHNTE MM 00IACTH HA OTTOBOPHOCT CE ONPEMENST IACMEHO.

5. Iluuero, oTroBapsio 3a CHOTBETCTBMETO C HOPMATMBHMTE M3UCKBAHNS, HE TPsOBa [a Cpella 3aTpyIHEHMs B PaMKHUTE Ha
OPraHM3aLMOHHATA CTPYKTYpa Ha NMPOM3BOIMTENS BbB BPb3Ka C NOOPOTO M3IBIHEHNME HA 3aIBIIKEHMSTA CM, HE3aBUCHMO OT TOBA
[Iany € CITY>KUTEN Ha OpraHM3aLMsATa MM He.

6.  YIbJIHOMOLIEHNTE [IPEICTABUTENN PA3IONAraT OCTOSIHHO ¥ HEMPEKbCHATO HAli-MAIKO C e[HO JINIIE, OTTOBAPSILIO 33 ChOTBET-
CTBUETO C HOPMATMBHUTE M3MCKBAHMS, KOETO [IPUTEXaBa HeoOXOIMMNTE eKCIePTHY 3HaHMs B 00nacTTa Ha meiicTsaumre B Chro3a
HOPMATHMBHM M3MCKBAHNS 33 MEIMUMHCKMTE M3menust. HeoOXommMure eKCIepTHY 3HAHMS ce JOKA3BaT Ce [OKA3Ba upe3 edHa OT
CTIeTHNUTe KBAIUGUKALWIN:

a) [MITIOMa, CBMJCTENICTBO WM IPYT YHOCTOBEPSBALL NOKYMEHT 3a OMIManHa 00pa3oBaTenHO-KBANMM(MKAUMOHHA CTeleH,
npugobuTa cre 3apbpluBaHe Ha BuCuIe 00pa3oBaHMe MM Kypc Ha obydeHue, MPU3HAT KaTO eKBUBANICHTEH OT CbOTBETHATA
IIbpKaBa UIeHKA, MO MpaBO, MENMUMHA, (apMalys, MHXKEHePCTBO MM Jpyra ChOTBETHA HAyYHA HMCLMINIMHA M TIOHE
eHOTOMMIIEH NPO(ECHOHANeH ONMT [0 HOPMATMBHMTE BBIIPOCH MM [0 CUCTEMUTE 3d YIPAB/IEHME HA KAYeCTBOTO IO
OTHOLIEHME Ha MEIMUMHCKUTE U3HeNus;

6) ueTpurOmMIIEH MPOPECHOHANIEH OMUT MO HOPMATMBHMTE BBIPOCH WIM TO CUCTEMMTE 33 YIpaBleHHe HAa KauecTBOTO IO
OTHOLIEHME Ha MEIVMUMHCKNUTE V3HENs.

Ynen 16

CIIy‘la]/l, IpU KOUTO 3aObJIZKEHUsATa Ha NMPOU3BOOUTEIIUTE C€ MpUIaraT U KbM BHOCUTEIIUTE, ]Il/lCTpI/I6y-
TOpUTE WM OPYyTru Jinna

1. HucrpubyTop, BHOCHTEN MM HPYro (QU3NUECKO MM FOPUIMYECKO JIMIe MOeMa 3aBIIKEHMSTa Ha NPOM3BOIMTENNTE, AKO
U3BDLPILIBA HAKOE OT CTIENHNTE:

a) TMPeoCTaBsl Ha Ma3apa M3MeNue ChC CBOETO JMIMe, PErMCTPUPAHO THPIOBCKO HAaMMEHOBAHNE MM PETMCTPMPAaHa ThPrOBCKA MApKa,
OCBEH B CITyYanuTe, KOraTo IMUCTPUOYTOPBT MM BHOCUTEIIAT CKIFOWBAT CHOPa3yMEHME C IPOM3BOMUTENS, IIPY KOETO IPOU3BO-
IUTEIIT ¢ 0003HaUeH KATO TAKbB BHPXY €TUKETA I € OTTOBOPEH 32 M3IIBIIHEHMETO HA M3MCKBAHISATA, HATIATAHM HA IPOM3BOIM-
TeJIUTE 110 HACTOSIUMA PEITIaMEeHT;

6) VIBMEHA NPENHA3HAUYECHNETO Ha M3IENNE, KOETO BEUE € ITyCHATO Ha I1a3apa WM IIyCHATO B HeﬁCTBMC;

B) IIPOMEHS U3HEINE, KOETO BEYE € ITyCHATO Ha I1asdapa WM ITyCHATO B ]16]7[CTBI/I€ 110 TaKbB Ha4MH, Y€ TOBa MOXKE Ia C€ OTpa3y Ha
CBOTBETCTBMETO C IIPUIIOKNMUTE U3UICKBAHMNA.

H'pra alIHEes He Ce Ipuiiara 3a Jimiara, KOuTo, 0e3 f1a ce cumuTaT 3a IMPOU3BOOMUTEIL CHITIACHO ONPENENICHUETO B UIIEH 2, Touka 30,
cIno0sBar umm amanTypar 3a OTHEJIEH MalMEHT M3MIENNeE, KOETO BEUe € Ha Iasapa, 0e3 fa IIPOMEHAT NPENHA3HAYCHUETO MY.

2. 3a uenure Ha naparpad 1, Oyksa B) ClIeIHMTE IEIICTBUS He CE CYMTAT 3a NMPOMSIHA HA U3ETNE, KOETO MOXE [a Ce OTpa3u Ha
CBOTBETCTBMETO My C IPWIIOXKMMUTE M3UCKBAHMA:

a) MIpeIoCTaBAHCTO, BKIIIOUNUTEIIHO IIPEBOM, Ha I/IH(l)OpMaLU/IHTa OT ITPOM3BOOMTEIISA CBITIACHO pa3menn 23 or MIpUIIOKCHNE I BBB
BpBb3Ka C M3IOENNE, KOETO BEUE € IyCHATO Ha I1asapa, Y1 Ha OOIIBIIHUTEIIHATA I/lH(l)OpMaLU/IH, KOATO € H€O6XO]II/IM3 3a IpenjiaraHe
Ha M3IOENMETO Ha Masapa B CbOTBETHATA IbpKaBa YJIEHKA,

6) NMpOMEHNUTE BbB BBHIIIHATA OITAKOBKA Ha M3MEINME, KOETO BEUE € ITyCHATO Ha Ila3apd, BKIIIOUUTEIIHO IPOMAHA Ha pa3Mepa Ha
OIIaKOBKaTa, dKO € H€O6XOIII/IMO MPEOIaKOBaHe, 3a fa Ce Mpemara N3NENMNETO Ha Iasapa B CbOTBETHATA IbpXKaBa YJIEHKA, ¥ aKO
TO C€ M3BBpIIBa IIPM TaKMBa YCIIOBMSA, Y€ TOBAa HE MOXKE Ha C€ OTpa3y Ha ITbPBOHAYAIIHOTO CBCTOSIHME Ha WBHEIMETO. 3a
V3Oerms, KOUTO Ca IyCHaTV Ha Iasapa CTEPWIIHM, C€ IpyeMa, Y€ ITbPBOHAYAIIHOTO CBCTOSHME Ha M3OEIMETO CE IOBIINABA
He6J'IaI‘Ol'lpI/I$[THO, dKO OIIaKOBKadTa, KOATO € HCO6X0]II/IM8 3a nopgabpKaHe Ha CTEPMWIHOCTTA, € OTBOPEHA, YBpPENEHa WIN
He6HaI‘Ol’[pI/[$[THO 3acerHaTa 1o Opyr HauMH BCIIEOCTBME Ha IIPEONAKOBAHETO.
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3. HucrpubyTop WM BHOCKTEINl, KOHTO M3BBPIIBA HSKOSI OT [eiiHOcTMTe 1O naparpa 2, 6yksu a) u 6) mocousa BbpXy
U3AENNETO MIM, aKO TOBA € HEOCBUIECTBMMO, BbPXY ONAKOBKATa My, MIIM B [OKYMEHT, IIpUAPYXKaBall M3JENNETO, U3BbpIIBAaHATA
IIEHOCT, CBOETO MME, PErMCTPUPAHO THPTOBCKO HaMMEHOBaHME WIIM PETVICTPMpPaHAa ThPrOBCKA MapKa, PErMCTPUPaHO MSCTO Ha
CTOMAHCKA JIEIHOCT U afpeca, Ha KOWTO MOXKe Ha Ce OCBIIECTBU BPb3KA C HETo, Taka 4e Jia € BB3MOXKHO Jla Cé YCTAaHOBM MECTOHa-
XOXIEHUETO MY.

HucrpuGyTopyte M BHOCUTENINTE OCUIYPSIBAT HAJIMUMETO HA CUCTEMA 3a yIpAaBIIEHME HA KAuecTBOTO, KOSITO BKIIIOYBA IPOLEHypH,
TapaHTVpALY, Ye IPEBONBT Ha MHQOPMALISITA € TOUCH U aKTyasleH, ue HeitHocTuTe mo maparpad 2, 6yksu a) u 6) ce u3BbpLIBaT
IO HAuMH M NPV YCJIOBMSA, KOUTO 3aNa3BaT ITbPBOHAYAIIHOTO CBCTOSAHME HA M3MIETIMETO, M e ONAKOBKATA Ha IPEONaKOBaHOTO
u3lenye He € fepeKTHA, HMCKOKAuecTBeHa miiy 3ambpceHa. CucTeMara 3a yOpaBlieHue Ha KauecTBoTo oOxsama, inter alia,
TpOLEAypH, C KOMTO Ce FAPAaHTMPA, 4Ye MUCTPUOYTOPHT MIIM BHOCUTENAT € MHQOPMUPAH 33 BCSKO KOPUIMPALIO MEVCTBHE,
TIPEANpHUETO OT IPOM3BONMTEIIS BbB BPb3KA CbC CHOTBETHOTO M3JIENUE B OTIOBOP Ha IPoOMIeMI, CBbP3aHN C 0€30MacHOCTTa, WM 33
Ila ce IpMBENE U3NENTMETO B ChOTBETCTBME C HACTOSIIMA PEITIAMEHT.

4.  Hait-manko 28 mHM Ipemy IHycKaHe HA HPEETMKETMPAHOTO JIM MPEONAKOBAHO M3IENMe Ha Masapa MUCTPUOYTOpHT i
BHOCHTEJIAT, M3BPLIBALL [e/HOCTM 1O maparpa¢ 2, Oykeum a) u 0), MHPOpMMpPA MPOM3BOOMTENS. M KOMIETEHTHMS OpraH Ha
ITbp2KaBaTa YNIeHKA, B KOATO Bb3HAMeEPsiBa 1A MPENOCTaBs MMIENMETO, 33 HAMEPEHMETO CY [a IPENOCTaBs MPEeETUKETUPAHOTO MIN
TPEONaKOBaHO M3JENNe, KaTO NMPY MOMCKBAHE MPENCTaBss HA IPOM3BONMTENISE M KOMIETEHTHMsl OpraH oOpasell MM MaKeT Ha
TPECTUKETVPAHOTO MM MPEONAaKOBAHO M3MENNe, BKIIOUNTEIHO MPEBOMM Ha €TMKETa ¥ Ha MHCTPyKumMmTe 3a ymotpeba. B chuims
CPOK OT 28 mHM MUCTPUGYTOPBT MM BHOCHTENST MPEICTABsi HA KOMIICTEHTHMSI OPraH CepTMMKAT, M3[afleH OT HOTUQUIMpAH
OpraH, ONpefeNcH 3a THUNA M3HEMMSA, KOMTO ca O0eKT Ha MeiHOCTMTe, MocoueHy B maparpa¢ 2, Oyksum a) u 0), Koitro
YHOCTOBEpsIBA, Ue CHUCTEMaTa 3a yNpaBlieHMe Ha KAuecTBOTO HA [MCTPUOYTOpa MM BHOCUTENSL OTIOBApsl HA M3UCKBAHMATA IO

naparpad 3.

Ynen 17
W3zpenus 3a eqHoKpaTHa ynorpeGa 1 noBTopHa 00paGoTKa Ha TAKMBa M3MIEMsI

1. TloBropHara oGpaGoTKa M MOCIEBaIIaTa yoTpeda Ha M3IENHs 3a eMHOKPATHA yIoTpeOa MOXKe [1a Ce M3BBPIIBA CAMO KOTATO
TOBA € Pa3pelicHO OT HALMOHAHOTO IIPABO ¥ CIMHCTBEHO B CHOTBETCTBME C HACTOSLIMS WIIEH.

2. Bcko QuaMueckO MM IOPUAMUECKO JMue, KOeTo 0OpaboTBa MOBTOPHO M3merye 3a eOHOKpaTHa ymorpeba ¢ ormed Ha
nocnensama ynorpe6a B Cbio3a, ce cumra 3a MPOM3BOIMTEN HA MOBTOPHO 0OpabOTEHOTO M3HeNMe M MOeMa 3aIBIKEHMAITa Ha
NPOM3BONUTENNTE [0 HACTOSILIMS PEIIAMEHT, KOMTO BKIIIOUBAT 3aIBJKCHMS, CBHP3aHM C IPOCIENMMOCTTA HA [OBTOPHO
06paboTeHOTO M3MmeNMe, B ChOTBETCTBME ¢ MaBa Il oT Hactoswms pernmameHt. JIniero, M3BBPIIBALIO MOBTOpHATA 00pabOTKa Ha
M3IENMETO, Ce CUMTA 3a MPOM3BOMMTEN 3 LienKTe Ha uieH 3, maparpad 1 or [Iupektusa 85/374/ENO.

3. ‘{pes neporauysd Ot naparpac]) 2, MO OTHOIIEHNE Ha M3MeNus 3a €IHOKpAaTHa yHOTpe6a, KOUTO C€ O6pa60TBaT IIOBTOPHO 1
U3IIONI3BAT B MAICHO 1e4e0HO 3aBeeHMe, ObpPKAaBUTE YIECHKM MOraT Ha pellaT Oa He INpuiaraT IpaBuiiaTa, OTHacAUM Ce 1O
3aIBJIKEHMATA Ha IIPOM3BOOUTEIIUTE I10 HACTOSALINSA PEIrNIAMEHT, IIPY YCIIOBME Y€ rapaHTUpaT CIIEOHOTO:

a) 0e30MaCHOCTTA U [IENCTBUETO HA NOBTOPHO 0OpabOTEHOTO M3MENNe ca PABHOCTONMHM Ha Te3M HA bPBOHAYAIHOTO M3LeNNe U Ca
CIa3eHM M3MCKBAHMATA 10 WieH 5, maparpad 5, Oyksu a), 0), 1), 1) €), X) u 3);

6) mosropHata 06paGoTka ce u3BbpuIBa B choTBeTCTBIE ¢ OC, B KOUTO MOIPOOHO €4 OMUCAHN MBMCKBAHMSATA OTHOCHO:

— YIpaBleHMETO HA PUCKA, BKIIOUMTENIHO AHAIM3a Ha KOHCTPYKLMATA M MATepuaia, ChOTBETHUTE CBOVICTBA Ha MB3LENMETO
(oGpateH MHXKeHEPUHI) M MPOLEypUTe 32 OTKPUBAHE HA NPOMEHM B IPOEKTA Ha ITbPBOHAYATIHOTO MBINME, KAKTO U 3a
HETOBOTO IITAHMPAHO MPUIIOXKEHNeE CIIef OBTOpHaTa 00paboTKa,

— BAJMIMPAHETO Ha MPOLEMypuTe 33 LEMNs IIPOLieC, BKITFOUUTEITHO ETAIUTe [0 MOUNCTBAHE,

— 0cBOGOXKMIABAHETO Ha TPOIYKTA ¥ M3MMTBAHETO Ha [EHCTBHETO,

— CICTeMara 3a yIIpaBlieHMe Ha KauecTBOTO,

— MOKJIA[[BAHETO HA MHLMIEHTH, BKIIOYBALIN M3NENISI, KOUTO ca Gy MOBTOpHO 0GpaboTeH, 1

— TMPOCTIEAMMOCTTa Ha [IOBTOPHO 00paboTeHNTe M3Ienms.

IIbp>KaBuTe YIEHKM HACHPUABAT M MOTAT J1a M3UCKAT JieueOHMTe 3aBeleHIs 1 MPENOCTABAT MHPOPMALIMS Ha NALMEHTUTE OTHOCHO

V3IIONI3BAaHETO Ha IMOBTOPHO O6pa60TCHI/I usnenMa B paMKUTE Ha 11e4eOHOTO 3aBEOCHNE UM, KOraTto € IICJ'ICC'L06pa3HO, BCsAKaKBa
Ipyra I/IH(l)OpMaIII/[H OT 3HAYE€HME 3a TIOBTOPHO 06pa6OTCHI/ITe n3nenus, NpUIIoKeHN BbpXY MalMEeHTUTE.
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H’bp)KaBI/ITC UJIEHKM YBCOOMSABAT Komucusra n ocraHanure Obp2KaBy YJIIEHKU 3a HalMOHAJIHUTE pa3n0pe]161/1, BBBEICHM CBITIACHO
HacToAus naparpacl), U 32 OCHOBaHMSATA 3a BbBEXMaHeTo UM. KoMucusra IpaBy Ta3n I/lH(l)OpMaL[I/I}I l'[y6J'[I/I‘{HO JTOCTOSTHUE.

4.  JIvpxaBure WICHKY MOTAT [a pellaT [a IPWIaraT pasnopendure, NocoueHy B naparpad 3, u 1o OTHOLICHME HA M3HETMS 33
eIHOKpaTHa ynotpeba, Kouto ce 06pabOTBAT IOBTOPHO OT BBHIUHM JIMLA, M3BbPLIBALIM IOBTOPHA 00pabOTKA IO MCKaHe Ha
neveGHO 3aBelieHye, P YCIOBKE Ye MOBTOPHO 0OpabOTEHOTO M3[eNue B CBOSATA LIUIOCT Ce BPbIUA Ha TOBA JleueOHO 3aBeleHue
e TOBA BBHILHO JIMLE ClIa3Ba M3MCKBAHMSTA, IOCOUeHU B riaparpad 3, Oykeu a) u 6).

5. Komucusita mpuema B chotBercTBue ¢ uieH 9, maparpad 1 neobxommmure OC, mocouenm B maparpad 3, Oyksa 6), 1o
26 mait 2020 r. Tesu OC ca B CbOTBETCTBME C Hall-HOBMTE HAayuH) MOKA3aTENICTBA M BKIIIOUBAT IPWIIAraHETO Ha oOmTe
VI3UCKBAHMS 33 GE30MIACHOCT M [ICIICTBME, MpPeIBMUICHM B HACTOSIIMS perlaMeHT. B cryuait ue tesu OC He ca mpuetu o 26 mait
2020 r., nosropHara 00paboTKa ce M3BBPIIBA CHITIACHO CHOTBETHUTE XapMOHM3MPAHM CTAHNAPTY M HALMOHATHU pasnopentu, c
KOMTO Ce FApaHTIpa CIa3BaHETO Ha M3MCKBAHMATA, 10COUEHN B naparpad 3, byksa 6). Cnassanero Ha OC wmm, npu nmrca Ha OC,
Ha CHOTBETHMTE XapMOHM3MPAHN CTAHOAPTH M Ha HALMOHATIHUTE pasnopentu, ce yIOCTOBEpsBA OT HOTUGULMPAH OpraH.

6. Morar ma ce 06pa0OTBaT IOBTOPHO EOMHCTBEHO M3HEIMS 34 €IHOKpaTHA yrotpeGa, KOMTO ca IyCHATM HA [a3apa B
CHOTBETCTBIE C HACTOSILIMS PeraMeHT i npean 26 mait 2020 r. cbriacHo dupekrusa 93/42[EUO.

7. M3nenus 3a CIIHOKpaTHa yHOTp€6a MOrat fa ce nomiarat ¢IMHCTBEHO Ha IIOBTOPHA 06pa60TKa, KOATO ce CuMTa 3a Oe30macHa
B CHOTBETCTBME C Hall-HOBUTE Hay4HM DOKa3aTerICTBa.

8. VIMeTo M ampechT Ha (PU3MUECKOTO WIM IOPUIMUYECKOTO JIMUE N0 naparpad 2 u Opyrata MMaia OTHOLIEHME MHOpMALs,
nocoyeHa B pasien 23 or mpuiioxkeHue I, ce MOCOYBAT BbPXY €TMKETA M, aKO € NMPUIOKMMO, B MHCTPYKLMUTE 3a yroTpeba Ha
TIOBTOPHO 00PaGOTEHOTO M3IENHE.

Nmero n aIpeChT Ha IPOM3BOOMTETIA HAa ITbPBOHAYAIHOTO MBHENME 3a €OHOKpAaTHA yHOTpe6a HsAMa J1a Ce I0COYBa IIOBEYE BHPXY
€TUKETA, a C€ yKa3Ba B MHCTPYKLUMUTE 3a yHOTp€6a Ha IMOBTOPHO O6pa60TCHOT0 uspenme.

9. H’])p)KaBa UJIEHK4, KOATO I103BOJISIBA IIOBTOPHATA 06pa60TKa Ha U3MOenus 3a €JHOKpaTHa yHOTpC6a, MOXKe [1a NMPOMBIIKM [1a
npuiiara MM ga BbBeNe HalMOHAITHU p33H0p€H6I/I, KOMTO Ca IIO-CTpOrn OT IpeABMOCHUTE B HACTOSIINMA PEIIIAMCHT U C KOUTO Ha
HelHa TepuTOpMsA €€ OrpaHN4aBa MM 336paHﬂBa CIIEIHOTO:

a) MOBTOpHaTa 00paboTKa Ha MBNETMS 32 eTHOKpATHA ymorpeba M MPEeXBbPISIHETO HA M3MNENMS 32 eIHOKpATHA ymorpeba B Ipyra
[IbPXKaBa YlleHKa WM TPeTa [IbpKaBa C LieJl TAXHATA OBTOPHA 06paboTKa;

0) MpemoCTaBSIHETO VMM MOCTIEABAIIATA yoTpeOa Ha OBTOPHO 00pabOTeHN M3NETNst 33 eIHOKPaTHa yroTpeba.

IbpxaBuTe WIHKM yBeTOMsBaT KoMmucusaTa 1 ocTaHauTe IbpKABM WIEHKM 33 Te3M HALMOHANHM pasnopendu. Kommcusra npasu
Tasu MHGOpMALMst MyOIMUHO JOCTOSHME.

10. Do 27 wmait 2024 r. Kommcusita M3roTBs IOKNA[ OTHOCHO MEVCTBMETO HA HACTOSLIMS WIeH M IO IIPEACTaBsl Ha
Esponeiickus naprmameHT un Ha CobBera. Bp3 ocHoBa Ha To3u mokianm Kommcusita BHAcsl, ako € HeOOXOIMMO, MpEmyioXKeHMs 3a
V3MEHEHNE Ha HACTOSIIUMSA PErNIaMeHT.

Ynen 18
Kapra 3a umnnanra u madpopmauus, koaTo TpsaOBa ga ce Jajge Ha MAUMEHT ¢ UMIUIAHTUPAHO U3HETINe

1. HPOI/ISBO]II/ITCJ'IHT Ha MMIUIaHTUPYEMO U3TEINE NPENoCTaBs CIIEAHOTO 3a€IHO € U3IEINETO:

a) I/[H(l)OpMaLII/ISI, TO3BOJIsIBallIA I/IIIGHTI/[CI)I/IK&HI/IS{T& Ha M3OCIIMETO, BKIIIOUUTEIIHO HAMMEHOBAHMETO Ha M3IOCIIMETO, CepV[ﬁHI/Iﬂ
HOMED, NapTUaHNA KOO WM HOMEpA Ha MapTuiara, UDL MOI€Na Ha M3MOEINETO, KaKTO ¥ HAaMMEHOBAHUETO, aJpeca u ye6ca17[Ta
Ha TIPOM3BOINTETLA,

0) BCSIKAKBI IpPeyNpeKIeHNs, IPeNa3Hu MepPKI MIM MEpKH, KOUTO TPsiOBa [l ce MPENNMpUeMaT OT MALMEHTa VM MeMIMHCKILS
CIIEUMAIMCT M0 OTHOWIEHVME Ha PELMNPOYHO B3aMMOMNENCTBME C Pa3yMHO MNPENBUIMMM BBHHIIHM BIMAHMA, MEIMLMHCKM
TIPETTIEAN MM YCTIOBYA Ha OKOJIHATA CPENa;

B) BCAKa I/lHq)OpMaIlI/[ﬂ 3a OYakBaHMS EKCIUI0aTaUMOHEH CPOK Ha M3IEIMETO U BCAKAKBU H€06XOI[I/[MVI TOCTIeBALIM TeACTBUS;

I) BCsIKAKBa [Ipyra MHQOPMALIMS, TAKa Ye [ Ce TApaHTMpa GE30IaCHOTO M3MON3BAHE HA MBNENMETO OT MALIMEHTA, BKIIOYMTEIHO
uHpopMaLysiTa B pasnen 23.4, byksa ¢) or npunoxeHue 1.
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TlocoueHata B IbpBa ajMHess MHQPOPMALMS Ce IPENOCTABS C LEN OCUIYPSIBAHETO 11 HAa KOHKPETHMS [ALMEHT, Ha KOHTO e
VIMIUTAHTMPAHO M3NEMETO, [0 HAUMH, KOMTO [aBa BB3MOXHOCT 3a Obp3 MOCTBI 1O Tasu uHQOpMAuMs, M Ha e3uK(um),
OIIpelieNieH(1) OT CHOTBETHATA IbPKABA WIeHKa. VHQopMamysITa e HamycaHa Taka, 4e 1a e JIECHO pasdupaeMa 3a HECHELMAIIACT, 1
Ce aKTyaqM3upa, KOTATO € IPWIOXKMMO. AKTyanusupaHata MHQOPMALMsI Ce NPENOCTaBs HA pa3lONOKEHME Ha IALMEHTa
TOCPENCTBOM yeOcaiiTa, mocoueH B OyKBa a) Ha ITbpBa aJIMHESL.

OcBeH TOBa MPOM3BOIMTENST MPENOCTABsi [IOCOUEHATA IbPBA anuHesi, GyKBa a) MHQOpMALMs HA KapTaTa 3a MMIUTAHTA, KOSTO Ce
JIOCTaBSl C M3IETINETO.

2. H'])p)KaBI/ITC ujIeHKM VIBUCKBAT OT JieyeOHuTe 3aBeleHnA Ha IIpeHoCTaBdAT IOCOYEHATa B naparpaci) 1 I/IH(])OpMaIII/IH — 1o
Ha4ylH, KOMTO HaBa BH3MOXKHOCT 3a 6’1)1:)3 TIOCTBII MO HEA — Ha MalMEHTUTE, Ha KOUTO € VIMIUIAHTMPAHO U3HEIMETO, 3a€OHO C
KapraTa 3a MMIUIAHTa, Ha KOATO € HaHECEHA TAXHAaTa CaMOJIMYHOCT.

3. CrnegHuTe MMIUIAHTM Ca M3KIIOYEHM OT 3aBIKEHMSTA, NMOCOYEHM B HACTOSIMIMS UNIEH: XMPYPIMUYeCKM KOHIUM, CKoOM,
CTOMATONIOTMYHN 3aITBIIBAIIN MATEpUally, CTOMATONIOIMYHM CKOOM, 350HI KOPOHKM, BMHTOBE, KIIMHOBE, IITACTMHM, MPOBOIHMIIN,
umrose, Kiumcose 1 koHekropy. Ha Komucisita ce mpegoctasst IpaBOMOIIMETO [a MpyeMa JeNernpaHy akToBe B CHOTBETCTBHE C
urieH 115 3a u3MeHeHMe Ha TO3M CIMCHK, KaTo JOOABSI KbM HETO IPYT TUII MMIUIAHTU MM KaTO 3a/IM4aBa OT HEro MMIUTAHTH.

Ynen 19
EC mexnapauus 3a CbOTBETCTBME

1. B EC peknapaumsrta 3a ChOTBETCTBME CE NOCOUBA, Y€ M3UCKBAHMATA 10 HACTOSILMS PEITIAMEHT €A M3IBIIHEH! MO OTHOLICHME
Ha O00XBAHATOTO OT MeKyapaiysra yagenve. [Iponsomurenar nocrosHHO aktyammsupa EC mekmapauusra 3a cpotsercrsue. EC
[eKITapaLysITa 32 ChOTBETCTBIE ChIbPXKA HAM-MaNKO MHPOPMALIMSTA, TIOCOUEHa B mpuioxenue [V, 1 ce mpepexkna Ha oduumarneH
(um) esuk(uu) Ha Cbro3a, M3MCKBAH(M) OT IbpXKaBaTa(uTe) WieHKa(1), B KOSTO(KOUTO) Ce TIPETOCTaBs U3MENMETO.

2. Korato mo oTHolleHMe Ha acreKTH, KOUTO He IMOoMamaT B obxBara Ha HacToAMA PErllaMeHT, KbM M3[CNNATa C€ Mpuiarat
JIpyru 3aKOHOHATEIIHN aKTOBE Ha Cpto3a, xouto cbiio maucksatr EC TeKrapauys 3a CbOTBETCTBME OT IIPOM3BOOMTENIA 3a MOKa3BaHE
Ha UBIThITHEHMETO Ha M3UCKBAHMSTA MO MameHusl 3aKOHOMATeNIeH aKT, ce u3rotBs camo emHa EC TIeKyapanys 3a CbOTBETCTBJE BBHB
BpBb3Ka C BCMYKM aKTOBE Ha Cplo3a, NPUIIOKUMU KBM UBHENUETO. ]IeKnapauMﬂTa ChIbpXKa LidiaTa H€O6XOHI/IM3 I/IH(I)OpMéU.U/IH 3a
YCTaHOBSBAaHE Ha 3aKOHOHATEIIHMA aKT Ha Cbto3a, € KOITO € CBbp3aHa CbOTBETHATA HEKIIapalys.

3. Karto m3rores EC JeKapanyATa 3a CbOTBETCTBIME, NIPOMU3BOOUTEIIAT IMIOEMAa OTTOBOPHOCTTA 3a CbOTBETCTBMETO C M3MCKBAHMATA
Ha HaCTOALLMSA PErTIAMEHT M BCMUKM OCTaHAIM 3aKOHOHATEITHM aKTOBE Ha Cmosa, NPWIOKVMHA KbM MBOETINETO.

4, Ha Komucusita ce NpenocTaBs IMPaBOMOLIMETO a IpueMa OeNermpaHn akToBe B CbOTBETCTBUE C YJICH 115 3a u3MeHeHue Ha
MMHMMAJIHOTO ChIbpKaHNe Ha EC HOexyapaumndTa 3a CbOTBETCTBUE 110 MPUTIOKEHNE IV ¢ ornen Ha TexHUYECKUS nporpec.

Ynen 20
Mapkuposka 3a corBercTBuUe ,,CE“

1. Cuwura ce, ye MBNENMSITA, PA3TUYHM OT MBNEMSATA, M3PAbOTEHM MO MOPBUKA, UM OT M3IENMSITA 33 KIMHMYHO M3MNUTBAHE, Ca
B CHOTBETCTBME C M3MCKBAHMATA HA HACTOSIIMA PerfaMeHT, KOTaTo BhPXY TSX € HaHeceHa MapKupoBKara 3a cporserctsue ,CE,
OICaHa B MpUIoXeHue V.

2. KoM mapkuposkara ,CE“ ce npunarar obumre npurumnu, onpenenetn B wier 30 or Permament (EO) Ne 765/2008.

3. Mapkuposkara ,CE“ ce HaHacsi BbpXy CaMOTO M3MeNMe MM HETOBaTa CTEPMITHA OIAKOBKA IO TAKbB HAuMH, ye Ha Obge
BMIMMA, YeTTMBA M He3amuuyuMa. Korato ToBa He e Bb3MOXHO MM He MOXe Ia Gblie rapaHTMPaHO IMOPATy ECTECTBOTO Ha
unenyero, Mapkuposkara ,CE“ ce HaHacst BbpXy omakoskarta. Mapkuposkara ,CE“ e HamuuHa M B MHCTPYKUMMTE 33 yHOTpeba 1
BbPXY ThPIOBCKATa ONAKOBKA.

4. Mapkuposkara ,CE* ce HaHacst mpenyt u3menuero ga Gboe mycHaTo Ha masapa. Tst Moxe ma Obe ClelBaHa OT IMKTOrpama
VJIM HSIKAKbB [PYT 3HAK, YKA3BAL CIIELMANEH PUCK Wl yoTpeba.

5.  Korato e npumoxumo, Mapkmposkara ,CE“ e cremBaHa OT WMOEHTMQUKALMOHHMS HOMEP Ha HOTMQUUIMpPAHMS OpIaH,
OTTOBApsILlL 33 MPOLEMypUTE 3a OLEHSBAHE HA CHOTBETCTBMETO MO WieH 52. VIeHTM(QUKALMOHHMAT HOMEp Ce [OCOYBA U BBHPXY
BCEKV PEKJIaMeH MaTepuall, KOMTO yKasBa, ye U3MEIMETO OTroBapsl Ha M3MCKBAaHMATA 3a Mapkuposkata , CE®.

6.  KoraTo KpM M3fenuaTa ce INpuUiarat ApyrM 3aKOHONATeNHM akToe Ha Cbl03a, KOMTO CBUIO NpPEABUKIAT HAaHACAHE Ha
mapkuposkarta ,,CE“, mapkuposkara ,,CE“ ykasa, ue mslienmaTa OTroBapAT Ha M3MCKBAHMUATA U HA [IPYTUTE 3aKOHOHATEIHY aKTOBE.
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Ynen 21
Mspenus cbc cnenyanHo NpegHa3HaueHue

1.  IbpxXaBure ulleHKM He Cb3[IABAT IPEUYKN 3a:

a) maMenys 3a KIMHMYHO M3MMTBaHe, JOCTAaBSIHM Ha M3CIEHOBATeN 3a LieNMTe Ha KIIMHMYHO M3MMTBAHE, aKO Te OTroBapsAT Ha
YCIIOBMATA, YCTaHOBeHM B usieHoBe 62—80 1 unmeH 82, B aKTOBETEe 3a M3NBIHEHME, HPUETM ChbIAcHO uneH 81, u B
npwioxenue XV;

6) u3paboOTEHM 110 MOPbUKA MBMNENMSL, KOUTO Ce MPENOCTABST Ha [a3apa, aKO Ca CIIa3eHM M3VMCKBAHMATA HA WieH 52, maparpad 8 u
npunoxenue XIIIL

B'])pr n3nenmATa, IoCOUEHN B IIbpBa aJIMHEs, HE C€ HaHACA MapKMpOBKaTa ,,CE“, OCBEH BBpXY MBHENNATA, IOCOUEHN B YJIEH 74.

2. Vspenmsrta, m3paOoOTeHM IO NOpPBYKA, Ce NPUOpYKaBaT OT Hekiapaiysra mo pasgen 1 or npunmoxenne XIII, kosto ce
NPENOCTaBsl Ha OTHENHNS MALMEHT IV TOTPeOUTel], OCOUeH 10 MMe, ChKpALeH e WK LidpPOB KOLL.

H’bp)KaBI/ITe YIEHKM MOraT fa M3MUCKBAT OT MPOU3BOOMUTEIIS Ha UBIEIINE, l/[3pa60TeH0 1o MOpbUKa, Ha MpeacTaByM Ha KOMIIETCHTHNA
OpraH CIIMCHK Ha TakKMBa M3MCINA, KOUTO Ca Ounm NIpeNoCTaBeHN Ha TEPUTOPUSATA UM.

3. Ha TbPTrOBCKU IaHaNpy, ]/ISJ'IO)K6I/I, JEMOHCTpaUuM UM CXOOHM MEpPONPUATHSA Tbp2KaBUTE WIEHKM HE Cb3JaBaT IIPEUKM 3a
JEMOHCTpalMATa Ha M3OCNNA, KOUTO HE OTrOBApAT Ha HACTOALINA PEITIAMEHT, IIpU YCIIOBME Y€ BUOMM 3HAK SICHO yKa3Ba, u€ Te3M
n3penmsd ca IpelHasHaYeHM caMmMo 3a MpEOCTaBsAHE MM C LT OEMOHCTpauus M HE MOraT fa Cce€ NMPEOoCTaBAT, JOKATO HE 6’1)]13T
NIpUBEOCHN B CHOTBETCTBME C HACTOSLINA PEITIaMEHT.

Ynen 22
Cucremu 1 HaGopu

1. (Qusnueckute MM IOPWIMUECKUTE NINIA U3TOTBAT [EKIAPALNs, aKO KOMIUIEKTYBAT MB3[IEIs C HaHeceHa Mapkuposka ,CE*
CbC CIEAHMTE [IPYTY M3OENMUs MM NPOIYKTH, IO HAUMH, KOWTO € ChBMECTMM C NpedHA3HAUEHMETO Ha M3HENMSTa WM [IpyTuTe
NPONYKTH M € B PaMKUTe Ha ymorpebara, MOCOYEHa OT NMPOM3BOMMTEIUTE MM, 3a Ja M IyCKAaT HA Ma3apa KATO CUCTeMa MIN
Habop:

a) OpyTy M3MenMs C HaHeceHa Mapkuposka ,CE*
0) MEMMUMHCKY M3MENNs 38 MVHBUTPO ITUATHOCTHKA C HaHeceHa Mapkupoeka ,CE“ B chotBercTBue ¢ Pernament (EC) 2017/746;

B) OpyrM HPOHYKTH, KOMTO Ca B CBOTBETCTBME ChC 3aKOHONATENICTBOTO, NPMIOXMMO KbM Te3M HPOHYKTH, CAMO KOraro Te ce
M3MON3BAT B PAMKUTE Ha MEIMIMHCKA MPOLEypa WM HANMYMETO UM B CHCTeMaTa i Habopa e 060CHOBAH IO JIPYT HauMH.

2. B mexmnapaumsra 1o maparpa¢ 1 CbOTBETHOTO (M3MUECKO MITVM FOPUIMUECKO JIMIE AeKIapupa, e:

a) € ITPOBCPMIIO CbBMECTMMOCTTA Ha M3OCTINMATA U, aKO € MPMIOKMMO, Ha OPYTUTE NPOOYKTU B CHOTBETCTBME C MHCTPYKUMMUTE Ha
MPON3BOOUTEIINTE U € U3BBPIINIIO TE3U ]16]7[HOCTI/I CBITIACHO NMOCOYEHUTE MHCTPYKLNI;

0) e OmakoBalIO CNCTeMaTa wiM Ha0opa ¥ € MpeNoCTaBWIO Ha moTpeOmrenmte HeoOXommmara MHGOPMALNS, BKITHOYBALIA
MHQOPMALINATA, IPEIOCTABSHA OT [IPOM3BOIMTENINTE Ha M3IETMSTA I PyTUTe TPOLYKTH, KOUTO € OMIIM KOMIUICKTYBaHM;

B) KbM KOMIUIEKTYBAHETO Ha M3[ENMATA U, aKO € MPUIIOXMMO, Ha IPYIUTe MPOIYKTY KATO CUCTeMa Jli Habop ca ce mpuiaraiu
TOJIXOUSLITE METOIM 38 BBTPELIHO HAaOIMIONeH e, IPOBEPKA M BAIMIMPAHE.

3. Besko M3MueCcKO WIIM FOPUIMHYECKO JIALE, KOETO CTEPUIMBMPA CUCTeMM Wiy Habopu, mocoueHu B maparpad 1, ¢ wen
IyCKaHeTO MM Ha Ia3apa, NpWIIara IO CBOJl M300p emHa OT Ipouenypute B npuioxeHue IX wmm mpouemypata B 4acT A OT
npwioxerne XI. [IpuaraHero Ha Te3u MPOLENYPM M YUacTMETO Ha HOTUQUIMPAHMS OPIaH Ce OrpaHMYaBa [O ACIEKTUTE Ha
TpolLeNypara, CBbp3aHyU C MOCTUIaHE HAa MBUCKBAHMATA 3a CTEPMIIHOCT IO MOMEHTA Ha OTBApsIHE HAa CTepMIIHATA ONAKOBKA MM
nospexxmanero . QU3nUecKOTO MIM IOPUIMYECKOTO JIMLE MBTOTBS JIEKNApalys, B KOSTO [EKIapupa, e CTepUIM3aumsira e
U3BDPILEHA B ChOTBETCTBME C MHCTPYKIMUTE HA TIPOU3BOIMTENIS.

4. Korato cuctemute miny HabOpUTE BKITFOUBAT M3IENMs, KOUTO He Ca C HaHeceHa Mapkuposka ,CE“, mim Korato msbpanata
KOMOMHALVSL OT M3IENNS He € ChbBMECTMMA C TAXHOTO IThPBOHAYATIHO MpeTHA3HAYCHME, MM KOTaTO CTEpPUIM3AUMATA He e Ouna
M3BbPIIEHA B CHOTBETCTBYE C MHCTPYKUMUTE HA TPOM3BOIMTENIS, CHCTEMATa MIM HAOOPBT ce pasIiexkia KaTo OTHENTHO M3IeNue 1
KbM HEro ce NpWiara ChbOTBETHAaTa MpOLEAYpa 3a OLEHSBAHE HA CHOTBETCTBMETO ChrmacHo wieH 52. (usuueckoro mmm
IOpPUIMYECKOTO JIMLE TOeMa 3a[bIKEHNATA Ha IPOU3BOIUTENINTE.
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5. Cucremure mmyt Habopure 1o naparpa¢ 1 oT HacToSILMS WIEH HAMAT HaHeCeHa NOIbIHUTENHA MapkupoBka ,CE®, a Bbpxy
TAX ce I0COYBaT VIMETO, PErMCTPUPAHOTO THPrOBCKO HAMMEHOBAHME WIM PETMCTpMpaHaTa ThProbCKa MapKa Ha JIMLETO IO
naparpau 1 1 3 OT HacrosIMs WieH, KAKTO M afjpechT, Ha KOWTO MOXKE [la Ce OCHIIECTBY BPb3Ka C JIMIETO, TAKa 4e [a Obae
BB3MOXKHO [Ia C€ YCTAHOBM MECTOHaxXOXueHunero My. CucreMute 1 Habopute ce IpUIpyKaBar OT MHPOPMALMSITA 1O pasmer 23 or
npmnoxenve L. [eknapaiysra no naparpad 2 OT HACTOALUMS WIIeH ce ChXpaHsBA Ha PA3IONIOXKEHME Ha KOMIIETEHTHNTE OPraHu
CrIell KOMIUIEKTYBAHETO Ha CUCTeMaTa Wi Habopa 3a CPOKa, NMPWIIOKUM ChIacHO wieH 10, maparpad 8 KbM KOMIUIEKTYBaHUTE
n3mermst. Korato Te3u cpoKose ca pasiudHy, ce MpuIiara Haji-IbIIusT OT THX.

Ynen 23
YacTi 1 KOMIIOHEHTH

1. Bcsko Quanuecko MM IOPUIMHYECKO Nulie, KOETO MPENOCTaBsi HA Ia3apa apTUKYI, CIIELMANHO IpelHA3HAuYeH 1A 3aMeHN
MICHTMYHA WIM CXONHA Hepa3lelHa YacT MM KOMIOHEHT Ha M3Jeniue, KOiTO e fmedekTeH Miu u3xabeH, 3a [a 3amasu Mim
BB3CTAHOBM (YHKUMATA HA M3NeNMero, Ge3 Na MPOMeHs! HErOBUTE XapaKTePUCTUKM BbB BPb3KA C NEHCTBMETO My 6e30MacHOCTTa
VI HETOBOTO Npe[HA3HAYeHMe, [APAHTMPA, Ye APTUKYIIBT He OKa3Ba OTPULATENIHO BB3NEHCTBME BbPXy Oe30macHOCTTa U
nejiicTBueTo Ha u3penuero. Ha pasmonoxeHue Ha KOMIIETGHTHMTe OpraHM Ha JbpXKaBUTe WIEHKM Ce ChbXPaHABAT IOKA3aTeNCTBa B
TOIKpeNa Ha FOpernocoYeHoTo.

2. ApTI/le]'l, KONTO € CIelMaTHO NIpeIHa3HayeH Na 3aMCHM 4YacCT MJIM KOMIIOHEHT Ha M3Henmne n KONTO CbLIECTBEHO IIpOMEHA
XapaKTEPUCTUKNUTE BHB BPb3Ka C HEICTBUETO MU 0e301acHOCTTa MIIN NpeqHa3HAYEHMETO Ha MBHEIMETO, C€ CUMUTA 3a M3MOENNE U
Tpﬁ6Ba T1a OTroBaps Ha M3MUCKBAHMATA, ONPENEIICHN B HACTOALLMS PEITIAMEHT.

Ynen 24
CB006OIHO IBMKEHME

OcBeH KOTaTo € MPeNBUNEHO IPYro B HACTOSLIMS PErTaMeHT, bpPXKABUTE WIEHKM He OTKa3BaT, He 3a0paHsBaT M He OrpaHMvaBar
IIPEAOCTABAHETO Ha I1a3apa MM ITYCKaHETO B NE/CTBME HA TEPUTOPUATA CU Ha M3HENNA, KOMTO OTTOBAPAT HA M3VCKBAHMATA IO
HACTOSILMS PEITIaMeHT.

ITIABA III
WIEHTUPUKALIMSA U MPOCIIEIMMOCT HA W3JENMATA, PETUCTPALMS HA M3OEIUATA M UKOHOMU-

YECKUTE OIIEPATOPH, PE3IOME OTHOCHO BE3OIIACHOCTITA W KJIMHMYHATA EQEKTUBHOCT,
EBPOIIEVICKA BA3A TAHHU 3A METUMUVHCKHUTE U3OETINA

Ynen 25
VipenTnduKauys mo BepuraTa Ha JOCTaBKa

1. HI/ICTp]/I6yTOpI/ITe VI BHOCUTENNTE CY CBTPYIHNYAT C NIPOM3BOOUTENNTE MIIN YI'BIITHOMOILIEHUTE MPENCTaBUTENN C LIETT OCUTYPSI-
BaHETO Ha IOOXOOAIIO HMBO Ha MPOCIIENVMMOCT Ha M3IENMATA.

2. VIkoHOMmuecKuTe Omepatopy TpsOBa 1a MOTaT [a [OCOYAT Ha KOMIIETEHTHIS OpraH 3a mepuofa mo uneH 10, maparpad 8
CIIETHOTO:

a) BCEKM MKOHOMMYECKM OIIEpaTop, Ha KOTOTO IPSIKO Ca INOCTABMIIM M3IEINe;
0) BCEKM MKOHOMMYECKI OMEPAaTop, KONTO MPSIKO MM € HOCTABIIT M3TENe;

B) BCAKO JIeueOHO 3aBeieHNe MM MEIVMUMHCKYM CIIENMAIINCT, Ha KOTOTO MPSKO €a JOCTaBUIIN M3[ETINE.

Ynen 26
Homenknarypa Ha MeIUMIIMHCKUTE M3 enns

C omen ma ce ynecHu (QyHKuMOHMpaHeto Ha EBpomeiickara 6asa mamHu 3a Memmimuckute usgernms (Eudamed), nocouena B
uned 33, Kommucusita rapantupa, ye MeXIYHAPONHO IpPM3HATA HOMEHKIIATYpa HAa MENMLMHCKMTE U3HENMS Ce IpelocTaBst
0€3IUIATHO Ha TPOM3BOLMTEINTE M MIPYTM (UBMUECKM WM FOPUMIMYECKM JIUIA, OT KOMTO ChIJIACHO HACTOSILMS PEINIaMEHT ce
M3NCKBA 14 U3MON3BAT Ta3y HOMEHKNATypa. Kommcusta ce cTpeMu CbUIO [a TapaHTMpa, 4e Ta3y HOMEHKIIATYpa € Ha
PasIoNoXKeHye M Ha IPYTY 3aMHTEPECOBAHY CTPAHU OE3IUIATHO, KOrATO TOBA € Pa3yMHO OCBIIECTBUMO.
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Ynen 27
Cucrema 3a yHUMKa/THa MAeHTMUKALMS HA U3ETTNATA

1. Cucremara 3a yHMKanHa MueHTMUKAyMs Ha uanenusra (,cucrema 3a UDIY), onmcana B yact B or npunoxenue VI, nasa
BB3MOKHOCT 33 MAEHTUQUKALS 1 YIECHsBA MPOCIENMMOCTTA Ha MBNENUATA, PA3NUdHI OT U3ENNAT, U3pabOTeHN 10 NOPBUKa, U
OT U3HENusATA 38 KIIMHUYHO U3MUTBAHE, U Ce CbCTOM OT CIIE[HOTO:

a) cw3maBane Ha UDI, K0eTo BKITIOUBA:

i) KOHKpeTeH 3a CHOTBETHMSI IIPOM3BOMMTEN U M3Menue uueHTuurarop Ha mspemuero (UDI-DI), KoiiTo mpegocTaBst HOCTBII
o uaopmatwsira o yact b or npunoxenne VI;

ii) mmentndurarop Ha mpomzeouctsoro (UDI-PI), Koitto uueHTMMIUMPA TPOM3BENEHAT EMMHMIA OT HafleHO MBMETNe U, aKO €
NPWIOXMMO, ONTAKOBAaHUTE M3MENNSA, CBIJIACHO NOCOYEHOTO B YacT B o npunoxenue VI;

6) nocrassiHe Ha UDI BbpXy eTMKeTa Ha M3HEIMETO WM BBPXY HErOBaTa OIAKOBKA;

B) cobxpaHenue Ha UDI OT MKOHOMMYECKM OIEpAaTopy, JiedeOHM 3aBelCHMS M METMUMHCKM CIELMAACTY B CHOTBETCTBUE C
YCIOBISITA, IPEIBUNEHN CBOTBETHO B maparpa¢y 8 u 9 OT HACTOSIIVS WieH;

I) Ch3MaBaHE Ha CIEKTPOHHA CMCTEMA 33 YHUMKAIHA MIEHTMQUKALMS Ha m3genmsra (,0asa manem 3a UDIY) B cboTBeTCTBME C
uieH 28.

2. TlocpemcTBoM aKTOBE 3a M3MbIHeHNMe Komycnsra ompenens emyH win HSKONKO CyOeKTa, KOMTO [ia YIIPABIsBAT CHCTEMA 3a
onpenernsiie Ha UDI chIMacHO HacToAWMs pernameHT (,u3masaiy cybext”). Tosu(tesn) cyGekr(n) TpssOBa ma OTroBapsi(t) Ha BCUYKM
TIOCOYEHM MO-I0JTy KpPUTEPUIL:

a) cyGeKTBT € OpraHM3awys C OPMIMYECKa PABOCYOEKTHOCT;

6) cucremara My 3a ompenersiHe Ha UDI e mogxofisia ¢ Orfeq Ha MICHTUQUKALMATA HA M3NENMITA [0 BpeMe Ha AuCTpuOyLmsita
¥ ynorpebaTa UM B CHOTBETCTBME C M3MCKBAHUSATA HA HACTOSILINSI PEITIAMEHT;

B) cucTeMara My 3a ompefiensHe Ha UDI oTroBapsi Ha ChOTBETHUTE MEXIyHApPOIHN CTAHIAPTH;

1) CyOekTBT IpemocTaBst HOCTBI [0 cucreMara cu 3a onpemensse Ha UDI Ha BCMYKM 3aMHTEPeCOBAHM MOTpebuTeny B
CBOTBETCTBYE C IPENBAPUTENHO YCTAHOBEHU IIPO3PAUHM YCTIOBUS;

I) CyOeKTHT Ce 3aTbIKaBa [a M3BbPILUBA CIIEHHOTO:
i) ynmpasmsBa cuctemara cu 3a ompenenstse Ha UDI 3a cpox oT Hajt-Manko 10 rommHu cre Kato e Gy onpemenes;

ii) mpu momcksaHe mpenocTaBst Ha Komycysta  Ha IbpKaBuTe WICHKYM MHPOPMALVS OTHOCHO CHCTEMAaTa CM 3a ONpemesisHe
Ha UDI;

iii) mpombKaBa Ja OTroBapsl Ha KPUTEPUMTE M YCIIOBUATA 33 OpeNesIHe.

Ipn omnpenensHe Ha u3masammte cybextn Kommcnsra ce crpemu ma rapantupa, ye Hocurenmure Ha UDI mo cMuchbia Ha gact B or
npunoxerne VI, ca yHUBEpCATTHO YeTUMM HE3aBUCHMO OT CUCTeMara, M3IMON3BAHA OT M3NaBauiys CyOeKT, Taka ue Jja ce CBelle 10
MUHMMYM (MHAHCOBATA U aIMMHMUCTPATMBHATA TEKECT 32 MKOHOMMYCCKUTE ONEPATOpM M JeueOHMUTE 3aBeleHNMs.

3. Ilpemy ma mycHe Ha Masapa M3HeNNe, PA3IMUHO OT W3HeNnue, M3pabOTEHO MO MOPBHUKA, MPOMBBONMUTENAT OIpeHers 3a
M3IENMETO U, aKO € MPUIIOKMMO, 3a BCHUKM ClefBally HyBa Ha onakosade, UDI, KoSITO e ch3[aleHa Mpy Cra3BaHe Ha IpaBuiaTa
Ha M3aBaly cyOekt, ompenerieH oT Komucusita B ChOTBETCTBIE € maparpad 2.

Ipeny Ha maszapa ma Oboe NyCHATO M3HENME, PA3IMYHO OT M3IENMe, M3PabOTEHO MO NOPBYKA, WM OT M3MeNue 3a KIMHUYHO
VM3IIMTBAHE, TIPOMU3BOIMUTENAT TAPAHTUPA, Ye MOcoueHata B yactT b or mpusioxerne VI mHPOpMaums 3a ChOTBETHOTO M3MIENME €
IIpaBUJTHO MOafieHa 1 MpexBbpiieHa B 6azara manuu 3a UDI, mocouena B ureH 28.

4. Hocuremmre na UDI ce HaHacAT BbpXy €TMKETa Ha M3HENMETO M HA BCUUKM CIIE[BAlM HYBA Ha omnakosaHe. Cumta ce, ue
CIIeABAIIMTE HIMBA Ha ONAKOBaHE He BKIIOYBAT TOBAPHMUTE KOHTENHEPH.

5. UDI ce m3monssa mpy MOKITa[BaHe 33 CEPUO3HM WHIMIEHTH M KOPUTMPALIM MEHCTBUS BbB BPh3KA C 0O€30MACHOCTTA B
CHOTBETCTBME C uJleH 87.

6.  basosuar UDI-DI no cmucbna Ha onpemenenmero B yacT B or npunoxenme VI ce nocousa B EC peknapammara 3a
ChOTBETCTBUE, OCOUEHA B usieH 19.

7. Karo uacr or TexHMuecKaTa JOKyMEHTaLus, OCOYeHa B Ipwioxenue II, mpousBoomrenar nomabp:Ka akTyaraeH CIMUCHK Ha
sciuky UDI, kouto e ompenenmi.
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8. VikoHOMMueckuTe OnepaTopu CbXpaHsABaT U MOOIBPXKAT, 3a NMPEONOUNTAHE UPE3 €TIEKTPOHHM CPENCTBa, UDI Ha u3nenwmsira,
KOUTO Ca JOCTaBUIIN UJIM KOUTO Ca UM Ourm JOCTaBE€HM, aKO TE€3M M3IEIU Ca:

— uMIuaHTUpyemu uspemus ot knac III;
— M3HeNNsITa, KATETOpUMTe WK TPYIIUTE M3NENIs, ONpenerneHn ¢ Msipka ro maparpa 11, Oyksa a).

9. Tleue6bHuTe 3aBEIEHMS ChXPaHABAT VM IOOIBPKAT, 3a MPEOIIOUNTAHE UPE3 EIIEKTPOHHM CPENCTBa, UDI Ha u3apenusta, KOUTO
Ca HOCTaBUIIM UM KOUTO Ca UM Gy TOCTaBEHM, aKO TE3N UBHOENNA Ca MMIUIAaHTUPYEMI MBOENNA OT Kilac 1.

3a u3Menus, pasuMUHM OT MMILTAHTMpYeMuTe u3menust or Kiac 1Il, Ibp:KaBuTe UIEHKM HACHPYABAT M MOTAT [d M3MCKBAT OT
siedeGHNTE 3aBeeHNs. 1a CbXPAHABAT M MOLIBPXKAT, 3a NPENIOUMUTAHE Upe3 eNleKTpoHHM cperctsa, UDI Ha uanenusra, Kouto ca
UM OMIIM JIOCTaBEeHM.

HbpKapute 4iIeHKM HACbhpyaBaT M MOTAaT Ha M3MCKBAT OT MEOMIMHCKMTE CHEUMaIMCTM [a CbXpaHsABaT M IONIbPXKAT, 3a
TIpeMnoynTane upe3 eekKTpoHHN cpencrsa, UDI Ha m3menmsta, KOMTO ca MM Ouiy OCTaBeHM.

10.  Ha KommcusTa ce npenocTass npaBoMOLIMETO [ IIpyeMa JIeNIeTMpaHy aKToBe B CHOTBETCTBME C uileH 115:
a) 3a M3MEHEHME Ha CIMCHhKA ¢ MHPOpMaLsiTa 110 vacT b ot npunoxenne VI ¢ oren Ha TEXHUYECKMs IPOTPec; 1

6) 3a MIBMEHEHNE Ha MPUIIOKEHNE VI B 3aBucumocr or Ppa3BUTHUETO B MEXKNYHAPOOEH IUIAH M TEXHNUYECKNS MPOIpec B o0rnacTTa Ha
YHMKaJIHaTa I/[]IeHTI/I(l)I/IKaLU/IH Ha u3penuAra.

11. HOCpeJICTBOM aKkTOBe 3a M3MbiiHeHue, Komucusara Moxe na omnpenerss HOHpO6HI/ITe npasuiia U NpoUECOypHUTE aCIEKTN Ha
cucremara 3a UDI, 3a ma ce rapanTMpa XapMOHU3NPaHOTO u npuiiaraie, KakTto 1 BbB Bpb3Ka CbC CIIEIHOTO:

a) OIpENeNsHETO HA MBMNENMSITA, KaTeropMiuTe MIM TPYINTE MBMIENHs, 32 KOMTO [a Ce MPUIara 3agbiXeHNeTo 1o naparpad 8;
0) MocouBaHeTO Ha MaHHMTE, KouTo a 6bmar BkiroueHr B UDI-PI Ha KOHKpPETHM MBLENMst WM TPYIIN U3MIENNS;

AKTOBeTE 3a U3IbIIHEHME, NOCOUEHN B IIbPBA AJIMHEs, ce NMPUEMAT B CHOTBETCTBHE C IPOLEHypaTa MO pasriiexiaHe, MOCOYeHa B
wted 114, naparpad 3.

12.  Tlpu npuemaHeTo Ha MepkurTe, MocoueHy B maparpad 11, Komucusita B3eMa IpeBui ClegHOTO:
a) TMOBEPUTEITHOCTTA ¥ 3ALUMTATA HA IaHHWUTE, KaKTO € M0COYEHO ChOTBETHO B witeHose 109 u 110;

6) nomxoma, OCHOBAH Ha PUCKa;

B) MKOHOMMHYECKATa eEKTHBHOCT HA MEPKUTE;

1) cbmoekasarero Ha cuctemute 3a UDI, paspaGoTeHn Ha MeXIyHapOIHO HIUBO;

I) HeoOXOmMMOCTTA OT u3bsTBaHe Ha MyOmmpaHeTo B cucTemata 3a UDL;

e) HYXKOUTE Ha CUCTEMUTE 3a 3[paBeolla3BaHe Ha Ibp2KaBUTE YJIICHKU, ¥ KOTaTO € Bb3MOKHO, CbBMECTUMOCTTA € OPYIN CUCTEMU 3a
I/[I[CHTV[(l)I/[KallI/[H Ha MEIMUMHCKN M3OENNs, KOUTO €€ MU3IOJI3BAT OT 3aMHTEPECOBAHM CTPaHMU.

Ynen 28
baza manum 3a UDI

1. Komucusra, cren koucymramms ¢ KIMM, cp3masa m ynpasnssa Gasa mamem 3a UDI ¢ menm Bammmmpase, cnOupae,
06paboTBaHe ¥ MPENOCTaBsHE Ha OOLIECTBEHOCTTa Ha MHPOPMALIMSITA, TOCOUeHa B yacT b ot mpumoxenne VI.

2. Ilpu paspaborsanero Ha 6a3ata manHy 3a UDI Komucusra B3eMa nmpemsup oOLiuTe NPMHIMIN, YCTAHOBEHU B YacT B, pasmen
5 or npunoxenue VI. bazata mannu 3a UDI e cneumanso npoexTupaHa Taka, ue B Hest Ja He Moxe Ha ce skmousar UDI-PI u
TOBepUTEITHA THPIOBCKA MHGOPMALINS 3 TPOLLYKTA.

3. OCHOBHHMTE eleMeHT! Ha [IaHHWUTE, KOMTO Ce BbBeXNar B Oasara maHHM 3a UDI, mocouena B uact b or npunoxenue VI, ca
IOCTBIIHY OE3IUIATHO 32 OOLICCTBEHOCTTA.

4.  Texuuueckata paspaborka Ha Gasara mamau 3a UDI ocurypssBa MakCUMaiHa [OCTBIHOCT HA CbXPaHABAHATA B Hes
MHQOpPMAIVs, BKIIOUMTENHO ETHOBPEMEHHNS NIOCTHI HA MHOTO MOTPeOMTENN, KAKTO M aBTOMATMUHOTO KauBaHE M M3TEITISHE HA
a3y nudopmauyst. KoMucusta ocurypsisa TexHuUecka 1 aIMUHUCTPATUBHA TIONKpeNa Ha POM3BOIUTENUTE U [IPYTUTE TOTI3BATENM
Ha 0Gazata ganuu 3a UDL



5.5.2017 r. Oduumanen BecTHUK Ha EBporeiickus cbio3 L 117/37

Ynen 29
Perucrpanus Ha uspenusra

1. Ilpemy myckaHeTo Ha Ia3apa Ha WU3NENNME, PAa3NMUHO OT M3FeMe, M3pabOTEHO MO MOPBUKA, MPOU3BOLMTEIST — B
CHOTBETCTBIE C MpaBMIATa HA M3MABalMs CyOeKT, mocodeHy B wieH 27, maparpad 2, ompenertst 6azoB UDI-DI Ha m3penmero
CBINIACHO TpuIToxeHue vacT B or VI u ro npemocrast Ha Gasara nany 3a UDI 3aeHO ¢ OCTaHA/MTe CBBP3AHM C TOBA M3EME
OCHOBHM [JaHHM, IIOCOYEHM B IIPUIIOKeHMe yacT b or VI

2. Tlpenu myckaHeTO Ha Ma3zapa Ha CHCTeMa WM HAOOp B CHOTBETCTBME C wieH 22, maparpa¢y 1 u 3, KOUTO He ca M3Menye,
13paboOTEHO 10 MIOPBYUKA, OTTOBOPHOTO (GM3MUECKO MM FOPUINUECKO JINIe Opeeis 3a CUCTeMaTa miy Habopa — B ChOTBETCTBHE
¢ mpaBwiata Ha u3masaumst cyGekt, n Gasop UDI-DI u ro mpenocras Ha 6azara mauxu 3a UDI 3aelHO ¢ OCTaHAIMTe CBHP3aHM
CBC cHCTeMata Wi Habopa OCHOBHM [aHHM, ITOCOUYEHM B yacT b ot npunoxenne VI,

3. Tlo oTHOlIEHNE HA M3ENIS, KOUTO MOMJIEXKAT Ha OLEHSBAHE HA CHOTBETCTBMETO, KAKTO € [IOCOYEHO B WieH 52, maparpad 3
v wieH 52, maparpad 4, BTopa ¥ Tpera anuHes, onpemensHero Ha 6azos UDI-DI, nocoueH B maparpad 1 oT HacTosums diieH, ce
TIpaBy, TPeNy MPOM3BOIMTENST 1A MOIaMle 3asBIIeHNE 38 OLIEHsIBAHE O HOTU(MIMPAHMUS OpraH.

3a msmenusTa MO MbpBA AlMHesT HOTUGUUMPAHMAT OpraH mocousa 6azosust UDI-DI B ceprudmrara, msmameH ChITAcHO rmasa I,
pasmen 4, Oyksa a) or npunoxenne XII, n motBbpxmasa B Gasata manum Eudamed, ye muopmaumsra, mocoyeHa B yact A,
pasgen 2.2 or npunoxenne V, e Touna. CIiell M3[ABAHETO HA CHOTBETHMS CePTMQMKAT UM IpPEmM IyCKAHETO HA M3IENMETO Ha
1asapa MPOM3BOMMTENAT MpenocTaBst B Gasara mamey 3a UDI 6asoBus UDI-DI 3aemHO ¢ OCTaHATMTE CBHP3aHM C TOBA MB3METINeE
OCHOBHM [JaHHM, 1IOCOYEHM B yacT b ot npunoxenne VI.

4.  Tlpenu mycKaHeTO Ha Ma3zapa Ha M3NENNE, PAsIMUHO OT M3MeNye, M3pabOTEHO IO NOPBUKA, MPOM3BONMUTENAT BbBEXKIA B
Eudamed mmm — korato Beue e BhBemeHa — IpOBepsiBa MHPOPMALMSATA, MOCOUEHA B YacT A, pasgen 2 or mpunoxenne VI, ¢
M3KITIOUEHME Ha pasfern 2.2 OT Hero, a CIe TOBA PEOBHO s aKTyalm3ypa.

Ynen 30
EneKkTpoHHa cucTeMa 3a perucTpanms Ha MKOHOMUYECKUTe OIepaTopu

1.  Kommucusra, cnen koHcynraums ¢ KTMU, cb3pgaBa u ynpasisisa efIeKTPOHHA CUCTEMa 3a Cb3[aBaHe Ha €OMHHUS PErucTpa-
LIMOHEH HOMep, MOCOueH B wieH 31, maparpa 2, m 3a cpOupaHe u oOpaboTka Ha MHQOpPMALMATA, KOATO € HEOOXOmMMa 1
OCTATBYHA 34 MOEHTU(MKALMS HA NMPOMBBOIMTENS U, aKO € NMPUIOKMMO, Ha YITBITHOMOLUCHNS IHPEICTABUTEN M BHOCHTEIIS.
TMonpo6HocTiTe 32 MHPOPMALUATA, KOSITO MKOHOMIYECKHUTE OIepaTopy TpsibBa Mla MPEIOCTABAT HA Ta3M eNIEKTPOHHA CUCTEMA, Ca
II0COYEHM B YacT A, pasmen 1 or npunoxenue VI.

2. [IbpxaBuTe UIEHKM MOTAaT Na MPOIBIIKAT Na MPWUIAraT MM N3 BbBENAT COOCTBEHM HALMOHAIHM PA3nopendu OTHOCHO
perucTpaLusTa Ha TUCTPUGYTOPUTE HA M3IEINSL, KOUTO Ca OUIM MPEOCTABEHM Ha TEPUTOPUSATA UM.

3. B cpok [0 IBe CeIMMLM Crel MyCKAHeTO HA [a3apa Ha W3[eNe, pasinyHO OT M3Menue, u3pabOTeHO MO IOPBUKA,
BHOCHTENNTE IIPOBEPSBAT HAlM [POM3BOIMTENIST MM YITbIHOMOLICHVST NPENCTABUTEN € MPENOCTaBIl Ha eNeKTPOHHATA CHCTEMaA
uHdOpMaLyATa, ocoyeHa B naparpad 1.

Korarto e NPUII02KMMO, BHOCUTEIINTE I/IH(l)OpMI/IpaT CbOTBETHMS YITBIIHOMOLLUEH IIPENCTaBUTENl MIIM IIPOM3BOIMTENL, B cnytlaﬁ e
I/[H(l)OpMaIll/IﬂTa, 0COY€Ha B naparpac]) 1, He e BKJIIOUEHa WM € HeTOYHa. BHocuTenure ]106&BHT CBOUTEC NaHHU B C'!)OTBCTH&T&(I/ITC)

rpada(u).

Ynen 31
Perucrpupane Ha npoM3BOTUTENINTE, YITBIIHOMOLIEHNTE NPEICTaBMTENIN M BHOCUTEIINTE

1. l'lpem/l IIyCKaHETO Ha Ila3apa Ha M3MEINE, pasiNuHO OT M3HEINNE, I/I3pa6OTCHO [0 IOpbUKaA, IMPOU3BOOUTENNTE, YITBIIHOMO-
LIEHUTE IIPENCTaBUTEIIN M BHOCUTEIIATE, 3a [a CE€ PErUCTpUpar, IOHaBaT B €JIIEKTPOHHATAa CHUCTEMA, IIOCOYEHA B UJIEH 30,
I/IH(I)OPM&[I]/IF[T&, MOCOUEHA B 4acT A, pasnen 1 or NIpUIIOKECHNE VI, ako Beue He ca ce peructpupany B CbOTBETCTBME € HACTOALINSA
yrieH. Koraro nponenypara 3a OLEHSBAHE Ha CbOTBETCTBMETO Hallara y4acTUETO Ha HOTI/I(l)I/IL[I/IpaH OpraH CbITIaCHO 4JIEH 52,
I/IH(l)OpMaII]/IS[Ta, NIOCOYEHA B UacT A, pasnen 1 or NIpUIIOKCHNE VI, ce npefaBa Ha €JICKTpOHHATa CUCTEMa IIpEeON IIOOaBaHETO Ha
3asBJICHNE 10 HOTI/I(])]/IHI/IpaHI/lH OpraH.

2. Cren mpoBepka Ha BbBEAEHNTC NAHHM 10 maparpa 1 KOMIETGHTHMST OpIaH IOJy4YaBa €MHEH PErUCTPALMOHEH HOMEp
(EPH) or emekTpoHHata cucteMa mo uieH 30 ¥ ro M3maBa Ha IPOM3BOOMTEIS, HA YITBITHOMOLUEHMS HpPECTaBUTEN MM HA
BHOCHTEJISL.
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3. HpOVIBBOJII/ITe]'[HT nsnomns3sa EPH Npyu nopaBaHe Ha 3asBIICHNE NIO HOTM(])MHMpaH OpraH 3a OLIEHsIBAHE Ha CHOTBETCTBMETO U
1Ipy ODOCTHII 10 Eudamed, 3a 1a U3ITHIIHU 3aIbIIKEHUsATa CU 1O uJieH 29.

4. B cpok OT elHa CeMMIA CIIef BCSIKA eBEHTYallHa IIPOMSIHA BbB BPb3Ka ¢ MHPOpMALWsTa 110 naparpad 1 or HacTosumst 4iieH
VIKOHOMUYECKMAT OIIEPAaTOp aKTyaNusupa NaHHUTE B eNIEKTPOHHATA CUCTeMa, IocodeHa B uieH 30.

5. He mo-xbcHO OT efiHa romMHa cief MnofaBaHe Ha I/lHd)OpMaHI/[ﬂTa CbITIACHO naparpad> 1, a cren TOBa Ha BCEKM JIBE TOMMHM,
VKOHOMUYECKHUAT ONEPAaTOp MOTBbpKIaBa TOUYHOCTTA HA JaHHUTE. AKO TOBa He 6’]:]16 HalpaBeHO B paMKUTE Ha LIECT Mecela Cien
M3TNYAHETO Ha TE3M CPOKOBE, BCAKA IbpxkKaBa YIEHKa MOXKE Ha B3€ME IOOXONAIIM KOpUTrMpaliy MEpPKM Ha CBOSL TEPUTOPU,
TIOKaTO MKOHOMMYECKUAT ONEPATOP HE MUBITBIIHN TOBA 3abIIXKEHMUE.

6.  be3 ;a ce 3acsira OTTOBOPHOCTTA Ha MKOHOMMYECKVSI ONEPATOp 3a JaHHUTe, KOMIIETEHTHUAT OpraH MpoBepsiBa NOTBbPIEHNUTE
IIaHHY, TTOCOYEHM B YacT A, paspen 1 ot npunoxenne VI

7. IaHHute, BbBETEHN B NOCOYEHAT B 4iieH 30 eNeKTPOHHA CHCTeMa ChITIACHO Maparpad 1 oT HACTOSWIMS YNIeH, ca IOCTBIIHM
32 OOLIECTBEHOCTTA.

8.  KoMmeTeHTHMAT OpraH MOXe f[a M3MOM3BA MAHHMTE, 33 [Id HAIOXM TaKca HA IPOM3BOIMTENS, YITBIIHOMOUIEHMS
TIPeNCTaBUTEN MIIM BHOCUTENLSI ChITIACHO uileH 111.

Ynen 32
Pe3roMe OTHOCHO Ge30MacHOCTTa U KIIMHUYHOTO [eiicTBUe

1. 3a VMIUTAHTUPYEMUTE WM3OCTINS W U3HENNATa OT Kilac 1L, padiiMuHn OT MBHEINATA, I/13pa6OTeHI/[ [0 IopbyKa, Win OT
n3penmATa 3a KIMHUYHO M3IMUTBAHE, ITPOU3BOIMUTEIIAT U3roTBS pe3toME€ OTHOCHO 6e30MacHOCTTa U KIMHUYHOTO HeicTBme.

Pe3ioMeTO OTHOCHO 0e30MaCHOCTTa ¥ KITMHUYHOTO HeIiCTBME Ce ChCTaBsl Taka, 4e 1a € SICHO 3a IeleBus HOTpe6I/ITe]'[ n aKo €
H€H€C£06p33HO — 3a NNAIMECHTA, U € NOCTBIIHO 3a O6IHCCTB€HOCTI‘3 upes Eudamed.

[IpOeKTHT Ha PE3IOMETO OTHOCHO 030MacHOCTTA M KIMHMYHOTO MEIICTBME € YacT OT IOKYMEHTAauusTa, Kosto TpsiOBa ma ce
TPECTaBY Ha HOTUQUUMPAHNS OPIaH, y4acTBALl B OLCHSBAHE HA CHOTBETCTBMETO CBINIACHO WieH 52, M ce BaIMaMpa OT ChUIMS
oprat. CIiell BamMIMpPaHeTO My HOTUQUUMPAHMAT OpraH BbBexna pestoMero B Eudamed. ITpoussonuTensr nocousa BbpXy eTHKeTa
I B MHCTPYKUMMTE 32 YIOTpeOa Kble Moxe M1 Oble HAMEPEHO Pe3IOMETO.

2. Pe3oOMETO OTHOCHO 0€30MACHOCTTA M KIIMHMYHATA eeKTHBHOCT CHIbPXKA Hali-MaJIKO CIIEIHUTE eNIeMEHTI:
a) MueHTM(])MKaumTa Ha M3MIEIMETO Y Ha NPOM3BONMUTEILS, BKIIOUMTEITHO 6azosusa UDI-DI 1, ako Beue e nsnaneH, EPH;
0) NpenHA3HAUCHMETO HA M3IETMETO, IOKA3aHMs, IPOTUBOMOKA3AHMS M LENEBU MOTpeOuTEN;

B) OIMCaHME Ha M3HENIMUETO, BKIIFOUUTEIIHO ITOCOYBAHE Ha Hpe]lXO]IHOTO(I/ITC) HOKOHGHI/IC(H) W BapuaHTH, aKO MMa TakuBa, U
OIVICAaHME Ha pa3nNuyATa, KaKTO M, KOraTo € OTHOCMMO, OIVICaHM€ Ha IPVHANJIEKHOCTUTE 33 VMBHENMETO, OPYIN M3OENA U
MPOIOYKTH, KOUTO Ca NMPEIHA3HAYEHN 3a V3IIOJI3BAaHE B KOM6I/IH€1HI/IH C UBIENINETO;

I‘) BB3MOXKHM OMAarHOCTUYHN VTN TE€PANIEBTUUHM alITEPHATUBY;
]1) II0OCOYBAHE Ha BCUYKM NPWIIOKEHN XapMOHM3MPAHN CTAHOAPTU U OC,

e) pe3roMeTO Ha KIIMHMYHATa OLIEHKAa II0 IIPUIIOXKEHNE XIV u cpoTBeTHaTa I/[H(l)OpMaHI/ISI 3a KIIMHUYHOTO IIpOCIICHsIBaHE CIIEM
IyCKaHe Ha I1asapa,

X) TpeIToXeHus mpoduil 1 odydeHue 3a noTpeduTenMTE;
3) MHQOPMALS 32 OCTATHYHUTE PUCKOBE I BCSKAKBY HEXKeTaHM eeKTy, MPEnypekaeHns U IpeasHi MepKiL.

3. Ypes akroBe 3a u3mbnHeHne Kommcnsara Moxe ma onpenesis ¢opMara i NpPeNCTABSHETO Ha NaHHMUTE, KOMTO [ia Ce BKIIIOYAT B
Pe3IOMETO OTHOCHO 0e30IacHOCTTa ¥ KIMHMYHATA epeKTMBHOCT. Te3y akTOBe 3a M3IbIHEHME Ce HPMEMaT B CHOTBETCTBHE C
IPOLiefypaTa 10 KOHCYIITHpaHe, npeasuieHa B wied 114, naparpad 2.

Ynen 33

EBPOI’ICﬁCKa 6a3a TaHHU 33 MEOUIMHCKUTE U3OEITNA

1. Kommcusira, cnen koHcynmramust ¢ KIMY, cb3nasa, mommbspxa u ynpasisisa EBpormeiicka 0asa HaHHM 3a MeIMIMHCKUTE
msnenms (Eudamed) cbe cnemmute nenu:

a) Ia II03BOJIsIBA HCO6XO]1]/[MOTO I/[H(l)OpMI/IpaHC Ha 06IHCCTBCHOCTT3. 3a u3penyAra, IyCHaT¥ Ha Iiasapa, 3a CbOTBETHUTE
CepTI/IC])I/IKaTI/[, usganeHn ot HOTI/I(l)I/IHI/IpaHI/[Te Oprany, " 3a CbOTBETHUTE MKOHOMUYECKI OIEPATOPH;
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6) T1a II03BOJIsIBA YHMKAJIHATa I/l]IeHTI/I(l)I/[KaIII/[H Ha u3pgenuaTa B paMKUTE Ha BBTPEIIHMA Iasap ¥ [1a YIJeCcHABA TAXHATa
MIpOCIIeNNMOCT;

B) [1a MO3BONISBA HEOOXOMMMOTO MHGOPMMpAHE Ha OOIIECTBEHOCTTA 33 KIMHMUHMTE M3MUTBAHMS M [a MO3BOJISABA HA CIIOHCOpUTE
Ha KJIMHMYHM M3IMTBAHMS HA CIa3BaT 3albJKeHMATa nmo uieHoe 62—80, wieH 82 M aKToBeTe, IPUETU B CHOTBETCTBUE C
yrieH 81;

I‘) T1a TO3BOJIsABA Ha NPOV3BOOUTEIINTE NA MIITBIIHABAT 3aIBIIKEHMATA 3a I/IH(l)OpMI/IpaHe, MpeaBuIcHN B UJICHOBE 87—90 umn B
aKTOBE, IIPMETU B CBOTBETCTBUE C WIEH 91,

Il) Ia INO3BONSBA HA KOMIIETEHTHMTE OPTaHM HA AbpXKaBMTe UlleHKM M KommcuaTa Na M3IBIHABAT 3afauuTte CH IO HACTOSIINSA
pernameHT Bb3 OCHOBA Ha JIOCTAThYHA MHGpOPMALMS 1 1 MOTOOpsIBA CbTPYIHIUECTBOTO MEXKIIY TSX.

2. Eudamed BxirouBa CIIEIHUTE €IEKTPOHHI CUCTEMI:

a) eNeKTPOHHATA CUCTEMA 33 PETMCTPALMS Ha M3IeNusTa o wied 29, naparpad 4;

0) Gasara mannu 3a UDI mo uien 28;

B) €JIEKTPOHHATA CUCTEMa 3a PETVCTpalMsl HA MKOHOMMYECKUTE oneparopy 1o uieH 30;

I) eIeKTPOHHATA CUCTEMA 33 HOTUQUIMPAHUTE OPraHM 1 3a CepTUUKATHTE 1O WieH 57;

I) eneKTPOHHATA CUCTEMA 3a KIIMHMYHMTE M3IMTBAHMS 10 ulleH 73;

€) eNeKTPOHHATA CUCTEMA 33 MPOCIIeMsBaHe Ha GE30MACHOCTTA M HAJ30p CIIel IyCKaHe Ha fa3apa Mo wieH 92;
K) eNeKTPOHHATa CMCTeMa 3a Haldopa Ha masapa 1o uneH 100.

3. Tlpm paspaGorsanero Ha Eudamed Kommcusra HammexHO B3eMa IO BHMMAaHME CHBMECTMMOCTTA C HALMOHANHMTE (asu
[IaHHJ U HALVMOHaTHKTe yeO uHTepdeiicy, 3a 1a MMa BH3MOKHOCT 32 MMIIOPTUPAHE I eKCIIOPTUPaHe Ha JaHHM.

4. HaHHI/ITe C€ BBBEXKIAT B Eudamed OT IbPXKAaBUTE UJIEHKM, HOTI/[C])I/III]/IpaHI/ITe OpraHy, MKOHOMMYECKUTE OIlepaTopn u
CIIOHCOPUTE, KAKTO € II0OCOUYECHO B pasnopen6me OTHOCHO €JICKTPOHHUTE CUCTEMU, ITIOCOUCHN B naparpa(l) 2. Komucusra ocnrypssa
TEXHNYECKA U aIMVHNCTPATVIBHA ITIOMOIL 3a HOTp€6I/ITeHI/IT€ Ha Eudamed.

5. Umwara uadopmaums, cwvbupana u obpaGotsana or Eudamed, e mocrbnHa 3a mTbpKasute wieHKM U Komucusra.
MudopMaumsra € MOCTHIHA 32 HOTUGUUMPAHUTE OPraHM, MKOHOMMUYECKUTE OINEPATOPH, CIOHCOPUTE M OOLIECTBEHOCTTA B
CTEIleHTa, ONpeNelieHa B PasnopenduTe OTHOCHO eJIEKTPOHHUTE CMCTEMM 110 naparpad 2.

Komucusita rapanTipa, ue HOCThIHMTE 32 oOmecTBeHoctta uacty ot Eudamed ca mpencraBenn B ymobeH 3a momspaTenute 1
T03BOTISIBALLL JIECHO ThpceHe popMar.

6. Eudamed cpboppxa NMYHM JaHHM CaMO MOTONKOBA, JOKOIKOTO TOBA ¢ HEOOXOMMMO 3a ENIEKTPOHMTE CHCTEMH IO
naparpad 2 OT HACTOSIIMS WIEH 32 LefMTe Ha ChOMpaHeTo M o0paboTkata Ha MHPOPMALMS B CHOTBETCTBME C HACTOSILIMS
pernameHt. JIMYHUTE TaHHM Ce CbXPAHsBAT BbB (OPMaA, KOSTO MO3BOJSIBA MICHTUQUIMPAHETO HA CyOeKTMTE Ha [AHHWUTE, U 3a
CPOKOBE, He MO-IBX OT NocoueHnte B weH 10, maparpad 8.

7. Komucusita u mbp:KaBUTe WIEHKM [APAaHTUPAT, 4e CyOeKTMTe Ha AHHMTE MOIAT [a YIPAaXHSBAT eeKTMBHO MpaBaTa CH Ha
MH)OPMIPAHOCT, TOCTHII, MIOMPABSHE 1 Bb3paxeHne ChrmacHo cbotBetHO Pernament (EO) Ne 45/2001 u dupekrusa 95/46/EO.
Te rapaHTMpaT ChLIO TaKa, e CyOeKTHTe HA NAHHMTE MOTAT eQEKTHBHO 1a YIPAXKHSBAT IPABOTO HA IOCTHII O JAHHUTE, KOUTO It
KacasT, KakKTO M MPAaBOTO HA KOPUIMPAHE M 3alMYaBaHe HA HETOYHM WIIM HEITBIHM JAHHU. B paMKuTe Ha CHOTBETHMTE CU
OTIOBOPHOCTY KOMMCHSITA 1 [IbpIKaABUTE UIIEHKY TAPAHTUPAT, Ye HETOUHMTE Y HENPABOMEPHO 0OpabOTEHNMTE TAHHM Ce 3aT1yaBar B
CHOTBETCTBUE € MPWIOKMUMOTO 3aKOHORATENICTBO. KOpeKimuTe ¥ 3anMyaBaHusTa ce M3BbPLIBAT BH3MOXKHO Hail-Gbp30, HO He MO-
KBCHO OT 60 [IHM CIIell OTIPaBeHO MCKAHE OT CTPaHa Ha CyOeKkTa Ha JaHHMTE.

8.  Upes akroe 3a M3mbiHeHne Komycnsra ompenerst mogpoOHuTe npasiia, HeoOXONMMIL 3a Ch3IABAHETO M MOIBPXKAHETO HA
Eudamed. Tesu axkroBe 3a M3MbIHEHMe Ce IpUEMaT B CHOTBETCTBME C IPOLENypara IO pasmiexkiaHe, OCOYeHa B wieH 114,
naparpad 3. IIpyu mpuemaHeTo Ha Te3y aKTOBE 3a M3MbiHeHye Komucusita rapaHtupa, e HOKOJNKOTO € Bb3MOXKHO CHUCTEMATa €
paspaboTeHa Taka, ye [1a ce 130erHe HEOOXOMMMOCTTA OT IBOIHO BbBEXIIAHE Ha €IHA M ChId MHYOPMALWS B PAMKUTE HA COVMH U
CHLY MOMLYIT MM B Pa3iINUHM MOLYIIM Ha CHCTEMATa.

9. [To otHOWeHME Ha OTTOBOPHOCTUTE CM CBITIACHO HACTOALIMA YIIEH M Ha 06pa60TKaTa Ha JIMYHM TTaHHY, CBBp3aHa C TE3U
OTTOBOPHOCTH, Komumcusra ce cumra 3a KOHTpOJMpaul oprad 3a Eudamed u nejinnre CJICKTPOHHU CUCTEMMU.
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Ynen 34
(Dynximmonannocr na Eudamed

1. Komucusra, B corpynamdectBo ¢ KIMU, msrotes dyHkumoHanuute cremmukamm 3a Eudamed. Komucusra msrotsst miau
3a M3MBIHEHNMETO Ha Te3y creuyukamyy go 26 mait 2018 r. Tosn miaH uma 3a wen ma rapantupa, ye Eudamed e HambiHo
¢yHKUMOHANHA KbM [aTa, KOATO HaBa Ha Komucmsra Bb3MOXHOCT fa myOnmkyBa OOSIBIEHMETO, MOCOYEHO B maparpag 3 or
Hacrosums uieH go 25 mapr 2020 r., KakTo 1 4Ye ca ClaseHy BCUYKY IPYTM CPOKOBe, onpeneneHy b wieH 123 oT HacTosmms
pernament u B uneH 113 or Permament (EC) 2017/746.

2. Bb3 ocHOBa Ha He3aBucuM ommreH nokian Komucnsra uadopmupa KITMU, cren kato ce e ysepwia, ue Eudamed e Hanbiiso
dyHKUMOHANHA M OTrOBapsi Ha (YHKLMOHAIHUTE CIIELMQUKALINY, U3TOTBEHM ChITIAcHO maparpad 1.

3. Komucusira, ciien Koucyraumst ¢ KTMJ u korato ce e yBepuia, de ca M3ITBIIHEHY YCIOBMSITA IO maparpad 2, my6nukysa
choOuenne 3a Tosa B Ouyuasen secmuur na Eponeiicrug cs103.

[TIABA IV

HOTUPULVPAHU OPTAHU
Ynen 35
Opranu, oTroBapsuM 3a HOTHPUIMPAHNTE OPTAHU

1. Bcsika JIbp2KaBa YJI€HKd, KOATO Bb3HAMEpsBa J1a OIPEHEIM OpraH 3a OLEHSBaHE Ha CbOTBETCTBMETO KaTO HOTI/I(l)IAIII/IpaH
OpraH MM KOATO € olpenenmnia HOT]/I(I)I/IIII/IP&H OpraH, 3a [a M3BbpIIBa HEHOCTUTE 10 OLEHSIBAHE HAa CbOTBETCTBUETO ChITIACHO
HacToAlMsA periiaMeHT, I10couBa OpraH (,,opraH, OTTOBApALL 3a HOTI/I(l)I/IIII/IpaHIATe OpFaHI/I“), KOITO MOKe JIa C€ ChCTOM OT OTHEITHU
CY6€KTI/I CbITIACHO HALIMOHAJTHOTO IIpaBoO M KOITO OTroBaps 3a yCTaHOBSIBAHE M M3BbPIIBAHE Ha HCO6XOJII/IMI/IT€ npouenypm 3a
OLICHABaHE, OIIpENerIsAHe U HOTI/I(l)MIII/IpaHe Ha OpraHUTE 3a OLEHSABAHE Ha CbOTBETCTBUETO U 3a Ha6n}0ueﬂme Ha HOTI/I(I)I/ILU/IpaHMTe
OpraHy, BKIIIOUUTEITHO MOOM3IIBIIHUTEIIATE U MONEIIEHNATA Ha TE3N OpraHu.

2. Opram,T, OTropapsul 3a HOTI/[(])]/IHI/IpaHI/lTC Oprany, ce Cb3naBa, opranmsupa u CI)yHKIII/[OHI/[pa 110 TaKbB Ha4yJyH, 4ye Ja 3amasBa
O6CKTI/IBHOCTT3 "n 663Hp]/lCTpaCTHOCTTa npn HeﬁHOCTI/ITC n u noa n305rBa KaKbBTO U oa € KOH(I)J'II/IKT Ha MHTEPECU C OpraHuTe 3a
OLICHsIBaHE Ha ChOTBETCTBUETO.

3. Oprabr, OTIOBAapsLl 33 HOTMQUIMPAHWTE OPraHM, € OPraHM3MPAH O TaKbB HAUMH, Ye BCSIKO PELICHNME BbB BPB3Ka C
OIIPEMENSIHETO WM HOTUUIMPAHETO [ Ce B3eMa OT JIMIA, Pa3fIMUHM OT Te3M, KOMTO Ca M3BbPLIVITI OLEHSBAHETO.

4, Opram)T, OoTropapsul 3a HOTI/IC])I/IL[]/IpaHI/ITC Opranu, HE M3BbPILIBA HEHOCTH, OCBIIECTBABAHU OT HOTI/I(])I/IL[]/IpaHI/ITC oprann ¢
TbpProBCKa LT UM Ha KOHKYPEHTHa OCHOBA.

5. OpI‘aH‘LT, OTroBapsml 3a HOTI/I(l)I/[III/IpaHI/ITe Opranu, c1)6n1011aBa IMOBEPUTEITHUTE ACIICKTU Ha I/IH(])OpMaLlI/IHTa, KOATO IIOJTy4aBa.
Toit 0661‘{6 O6M€HH I/lH(])OpMaIH/I}I 3a HOTI/I(])I/IHI/lpaHI/ITe opraHM C HOpyruTe ObpXKaBu YICHKY, Komucusita m korato e
H€O6XOIII/IMO — C Ipyru perynaTopHu OpraHu.

6.  OpraHbr, OTrOBapsill 33 HOTMQUIMpAHWTE OPIaHM, Pa3oNara C HOCTaThueH Ha OpOil KOMIETEHTEH IEpCOHAN, KOMTO e
BUHAIY Ha PasIoJIOKeHMe 3a M3ITbIIHEHME Ha 3aJlaunTe CIL.

Korato oprausT, OTroBapsiil 3a HOTUQUUMPAHUTE OPIaHM, € Pa3MMyeH OT HALVMOHAIIHMS KOMIETEHTEH OpPraH 3a MEIMLMHCKUTE
W3HENNUs, TOW TapaHTMpa, 4Ye C HAUMOHAIHMA KOMIIETEHTEH OpraH, OTIOBapALl 3a MEOMLMHCKMTE M3HENNs, Ce M3BBLPLIBAT
KOHCYIITallMy 1O CHOTBETHUTE BBIPOCH.

7. IbpXauTe YIeHKM OMOBeCTSBAT 00IIA MHPOPMALIMS 32 TEXHUTE MEPKM, YPeXKNalIM OLEHSBAHETO, OIPEMNeISTHETO M HOTUU-
LIMPAHETO Ha OPraHNTe 3a OLCHSBAHE HA CHOTBETCTBMETO U 3a HaOMIONeHMe Ha HOTH(UIMPAHUTE OPIaHM, KAKTO U 3a [POMEHHTE,
KOWTO OKAa3BaT CHIIECTBEHO BB3NEHCTBME BHPXY M3ITHIIHEHMETO HA Te3M 3afauM.

8. OpraHbr, OTrOBapsll 33 HOTMQUIMpAHWTE OPIaHM, y4acTBa B MNEHHOCTHMTE IO IAPTHBOPCKMTE IPOBEPKM, IpEIBUIEHH B
ysieH 48.
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Ynen 36
V3ucKBaHMsI, CBBP3aHU ¢ HOTUPMIMPAHUTE OPraHu

1. Hotu¢uumpaxute opraHy M3MBIHSBAT 3aJaunTe, 32 KOUTO Ca OMNpEHENCHN B CHOTBETCTBUE C HACTOSULMS pernmameHT. Te
OTTOBAPSIT HA OPraHM3ALMOHHMTE M OOUIMTE M3MCKBAHMS M HA M3MCKBAHMATA 33 YNpaBIeHMe HA KAYeCTBOTO, 3a pecypcute u
npolecute, HeOOXOIMMM 33 M3IBIHEHNETO HA Te3y 3amauit. [10-CrenyanHo, HOTUQUUMPAHNUTE OPTaHM CIA3BaT M3MCKBAHMATA HA
npunoxenne VI

3a ma GBOAT MBITBIHEHN M3UCKBAHMSTA, IOCOYCHI B ITbPBA AJIMHESI, HOTUQUIMPAHITE OPIAHY PA3IONATaT C MOCTOSIHHA HATIMYHOCT
Ha [OCTaTbYeH aIMVHMUCTPATMBEH, TEXHMUYECKM M HayyeH IIEPCOHANl B CbOTBeTCTBME C pasmen 3.1.1 or npunoxenme VII n
TIePCOHAN CbC CHOTBETHMS KIIMHMYEH ONMUT B CBHOTBETCTBME C pasfen 3.2.4 or mpwioxeHue VII, korato e Bb3MOXHO, HaeT OT
camist HOTUGMLMpPAH OpraH.

Tepconanst, mocoue B pasmemyt 3.2.3 u 3.2.7 or npuoxerue VII, e ChCTaBEH OT CIIyXMTENM Ha HOTUQUIMPAHNUS OpIaH ¥ He
MOKe J1a BKIII0YBA BHHUIHM €KCIEPTY WITY MOIM3ITBIHUTEIMN.

2. HOTI/I(])I/IL[I/IP&H]/ITC OpraHn CbXpaHABAT Ha Pa3IIOJIOKEHME Ha OpraHa, OTropapsil 3a HOTI/I(l)I/IIII/IpaHI/[Te opranu, n 1mpu
IONCKBaHE My MPEOOCTaBAT UAIIaTa HCO6XO]II/IM3 TOKYMEHTalMs, BKITIOUMTEIIHO [OKYMEHTaLMATA Ha IPOM3BOOMUTENIA, 3a Ha
OCUTYPAT Ha TO3M OpraH Bb3MOZKHOCTTA J1a M3BbPIIBA HEHOCTUTE CU 1O OlEHSIBaHe, OIpeHeIste, HOTI/I(l)I/ILII/IpaHC, Ha6J'IlO]1€HI/Ie n
Haf3op U [1a ylIeCHM OLECHSABAHETO, OIMCAHO B HACTOsLLIATA ITIaBa.

3. C mem pa ce rapaHTMpa €IHAKBOTO IIpWilaraHe Ha M3UCKBAaHMATA, ycTaHoseHM B mpunoxenme VII, Kommemsara moxe na
TpyeMa aKToBe 3a M3IBIIHEHNE, TOKONKOTO TOBA € HeOOXOIMMO 3a pa3pelliaBaHe Ha BBHIPOCH, CBbP3aHM C PA3IMUHOTO THIKyBaHe
1 NIpUIIaTaHeTo Ha NpaKTuKa. Tesy aKTOBe 3a M3MbIHEHME Ce MPUEMAT B CHOTBETCTBME C NpOLEAypaTa Mo pasIieknaHe, I0CoUYeHa
B wied 114, maparpad 3.

Ynen 37
IMomenenust U NOTU3IMBITHUTETN

1. Korato HOTuMUMPaH OpraH Bb3Iara KOHKPETHM 3alaui, CBbP3aHM C OLECHSBAHETO HA ChOTBETCTBUETO, HA MONM3ITBITHUTEIN
WIM M3MIONI3BA TOJENEHME 33 KOHKPETHM 3alaul, CBbP3aHM C OLEHSABAaHETO Ha ChOTBETCTBMETO, TOV IpOBepsiBa Hany IONM3IIbII-
HUTEIIST MM TOJENIeHUETO OTrOBApsl HA NPUIIOXMUMMTE M3MCKBAHMS, IMocoueHu B mpunoxerne VII, u mHpopMmpa ChOTBETHO
OpraHa, OTTOBapsilll 32 HOTUPUIMPAHKUTE OPIaHHU.

2. Homd)nunpaﬂme OpraHy MmoemMar ITbJIHATa OTTOBOPHOCT 3a 3aHaumuTe, MIIBJIHABAHN OT TAXHO MME OT IOOMBITBITHUTENN VTN
TNOIEIICHNS.

3. Hotu¢uumpanute OpraHy onoecTsiBaT MyOIMYHO CIMCHK HA CBOUTE MONEICHNMS.

4.  [eilHOCTUTE 10 OLCHSBAHE HA CHOTBETCTBMETO MOTAaT [a ObHAT Bb3NAraHM HA MOMV3ILIHUTEIM WIM M3IbIHSBAHU OT
TofIerieHue, TPy yCIoBye ye (U3MUECKOTO MM IOPUIMUECKOTO JINIlE, KOETO € IOMANO 3asiBIIeHIe 3d OLEHSIBAHE HA ChOTBETCTBHETO,
¢ GMII0 CHOTBETHO MH(POPMUPAHO.

5. HOTI/IC])I/IL[]/IP&HVITC OpraHM CbXpaHsABAaT Ha PA3MNOJIOKEHNE Ha OpraHa, OTroBapsul 3a Homd)uumpaﬂme Opranm, BCUYKU
CbOTBETHM JTOKYMEHTM OTHOCHO INPOBEpPKATa Ha KB&J'II/I(I)I/IK&LU/IHT& Ha TNOOMBIIBJIIHUTEIIS WUIIU ITOHOEJICHMETO M OTHOCHO pa60TaTa,
M3BbpHICHA OT TAX CBITIACHO HACTOSALIMS PEITIaMEeHT.

Ynen 38
3asiBlIeHMe OT OpPraHUTe 3a OLiEHsABAHe HA ChOTBETCTBUETO 3a ONpeferisHe

1.  OpraHuTe 3a OLeHsIBAHE HA CHOTBETCTBMETO [ONABAT 3asBIICHME 3a OMpeMeNIsiHe O OpraHa, OTIOBApSIL 33 HOTMQULMpAHNTE
OpraHu.

2. B 3asBneHmero ce mocousar HEfHOCTUTE IO OLEHSBAHE HA CHOTBETCTBMETO, KAKTO Ca ONpENETIeHM B HACTOSILNS PErNIaMeHT,
M TUIOBETE W3NEMMS, 32 KOMTO OPraHbT MCKa [a ObOe OINpemeNneH, 3aeHO C JOKYMEHTAlMs, HOKa3Ballld CIa3BaHETO Ha
npwioxenue VII.

Tlo OTHOMLICHNE HA OPraHM3ALMOHHNTE 1 OOLINTE M3MCKBAHMS Y HA M3VCKBAHISATA 32 YIPABICHIETO HA KAYECTBOTO, OMpEENICHI B
pasgenu 1 m 2 or mpunoxenue VII, MOXe [a ce MPENCTAaBST BaTMICH CepTUQMKAT 33 AKPENUTALMS M CHOTBETHMST JOKIAM 3a
OLIEHKa, M3NANEH OT HALMOHAJICH OPIaH 10 akpenuTamysTa B chorsercrue ¢ Pernament (EO) Ne 765/2008, u ce B3emar npemsum
Tpy OLeHsBaHeTo 1o wieH 39. IIpy momckaHe ofaue 3asBUTENST MPENOCTABs LsUIaTa OCOYEHA B ITbPBA aJlMHEs TOKYMEHTALIs,
3a JJa HOKaXe CIa3BaHETO Ha Te3W M3NCKBaHMSL.

3. Opl"aH'bT 3a OLEHABAHE Ha CBOTBETCTBMETO aKTyanu3upa IIOCOYEHATa B naparpa(l) 2 TOKyMEHTaLUMsA IIpM HACThIIBAHE Ha
CBOTBETHUTE IIPOMEHM, 3a N1a C€ Hafme BH3MOXKHOCT Ha OpraHa, OTroBapfll 3a HOTI/IC])]/IIII/IpaHI/ITe opranu, na H36HIO]IaBa n Ja
NpoBepsABa OalIN C€ UBIMBIIHABAT HENPEKBCHATO BCUUKN M3MCKBAHNA 1O NMPUIIOKEHME VIL
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Ynen 39
OueHsiBaHe Ha 3asBIIEHUETO

1. Opransr, OTroBapsiiL 32 HOTUGUUMPAHNUTE OPraHy, IPoBepsiBa B CPOK 10 30 MHY Hary 3asBIEHNMETO 10 WieH 38 e MBIIHO U
VM3UCKBA OT 3asIBUTENs Na MpEICTaBM EBEHTyallHaTa IMICBama uHQopMaums. KoraTo 3asiBeHMETO € ITBIIHO, TO3M OpraH ro
usnpauma Ha Komucusra.

OpransT, OTIOBapsIll 33 HOTMQMUMPAHUTE OPTaHM, NPErTeXMa 3asBIEHNETO M MPUIPYXaBaliaTa JOKYMEHTAlUVs B ChOTBETCTBHUE
CBC COOCTBEHMTE CM MIPOLIEIYPH M M3IOTBSI IpeIBAPMTENeH JOKIIAM OT OLEHSBAHETO.

2. OpraHbr, OTIOBAapsLl 32 HOTM(UUMPAHUTE OPraHM, NMPENCTaBs NPEIBAPUTENIHUS MNOKIAL OT OleHsBaHeTo Ha Komucwmsra,
KOATO He3abaHo ro mpenasa Ha KTMU.

3. B cpok oT 14 gHUM OT IpENCTaBsSHETO, OCOYEHO B maparpad 2 or Hacrosumst wied, Komucusita, 3aenHo ¢ KTMMU, onpeners
IPyIla 3a CbBMECTHO OLICHSIBAHE, ChCTABEHA OT TPVMMA EKCIEPTH, OCBEH aKO KOHKPETHWUTE OOCTOSITENICTBA HE M3MCKBAT PasiMueH
Opoit excreprn, u3bpanu or cmucbka mo wieH 40, maparpad 2. EmmH or Tesu excmepru e mpencraButen Ha Kommcmsra u
KOOpIMHMpA NEMHOCTUTE Ha IPyNaTa 3a ChBMECTHO OlEHsABaHe. [Ipyrure Bama eKCIepTv ca OT IbpKaBM WIEHKM, Pa3IMUHM OT
ITbp>KaBaTa WIeHKa, B KOATO € YCTaHOBEH OPIaHbT 3a OLEHABAHE Ha ChOTBETCTBMETO, KOMTO € MOMAIl 3asBIIEHMETO.

Ipynmata 3a CHBMECTHO OLIEHSABAHE C€ CBCTOM OT EKCIIEpPT, KOMIIETEHTHM N1a OLEHSBAT [EHOCTUTE IO OlEHABAHE HA CHOTBET-
CTBMETO M TUIIOBETC MU3HENMS, KOMTO Ca IPEIMeT Ha 3asBICHMETO, WIM — OCOOCHO KOraTo IMpoOLEeMypaTa IO OLEHSBaHe e
npednpueTa B ChOTBETCTBME C WieH 47, maparpad 3 — ocurypsiBa BB3MOXHOCT [a Ce HAIPaBM NPaBWIHA MpEUeHKa Ha
KOHKPETHISI IIPOOIEM.

4. B CpOK OT 90 mHM cren ONPENEIIAHETO Ha rpyraTa 3a CbBMECTHO OLIEHSIBAHE TS pasriieXkna NOKYMEHTalMATa, MPENCTaBEHA
CbC 3asBJIEHMETO CBHITIACHO ujieH 38. prnaTa 3a CbBMECTHA OLIEHKAa MOXKE [1a NMPEnoCTaBu 06paTHa I/IH(])OpMaHI/IS[ MM fa Ioucka
passacHEHNE OT OpraHa, OTroBapsul 3a HOTI/[CI)I/IH]/IpaHI/lTe Oprany, OTHOCHO 3asBJIEHMETO Y IUTAHMPAHOTO OLIEHSBAHE HA MACTO.

OpI‘aH‘LT, OoTropapsul 3a Homcl)mumpaﬂme OpraHy, 3a€HO C Irpymnara 3a CbBMECTHO OLICHSBaHE, INIaHMpa U MU3BbpLIBA OLCHSABAHE
Ha MACTO Ha OpraHa 3a OLEHsBaHE Ha CbOTBETCTBUETO, KOIITO € TOoHa 3asiBJIeHMeTo, U ako e uenec1>06pasﬂo, Ha IOOEIICHUE UIN
MOOMBITBIIHUTETI, PA3IOJIOKEH B Cblo3a UM U3BBH HEro, KOMTO Il ydactsa B IIpolieca Ha OLIEHABAaHE Ha CbOTBETCTBUETO.

OlieHsIBaHETO Ha MSICTO Ha MOJasusl 3asBiieHue Oprat ce pbpKOBOOM OT OpraHa, OTroBapsiul 3a HOTI/I(I)I/IL[I/IpaHI/ITC OpraHm.

5. KoHcraTaumm OTHOCHO Hecla3BaHe OT CTPaHA HA OpIaH 3a OLIEHsBAHe HA CBOTBETCTBUETO, KONTO € NMOHan 3asiBJIEHMETO, Ha
VM3UCKBaHMATA MO mpunoxerue VII ce u3narar no BpeMe Ha mpolieca Ha OLEHsIBAHE ¥ ce 0OCHKIAT MeXIy OpraHa, OTTOBapsill 3a
HOTU(UIIMPAHUTE OPTaHM, M IPyIaTa 33 CbBMECTHO OLIEHsIBAHe, 33 J]a ce MOCTMTHE KOHCEHCYC M 1a Ce HAMEpW pellleHue B CIIyvaii
Ha Pa3NMYaBAIM Ce CTAHOBMILA IO OTHOIIEHME HA OLIEHSBAHETO Ha 3asIBIIEHUETO.

B Kpast Ha OLIEHSBAHETO HA MSICTO OPTaHbT, OTTOBAPSIL 32 HOTU(UUMPAHNUTE OPraHM, M3IOTBSI 32 OPTaHa 3a OLEHsBAHE HA CHOTBET-
CTBMETO, KOWTO € IIOfal 3asABIIEHMETO, CIMCBK HAa HECHOTBETCTBMATA, YCTAHOBEHM IPU OLEHABAHETO, M PE3IOMMpPA pe3yNTaTa OT
OLIHABAHETO Ha IPYyIIaTa 33 ChbBMECTHO OLIEHABAHE.

Opramﬂ 3a OLICHsABAaHE Ha CHOTBETCTBUETO, KOJTO € Mofan 3asBJIEHNE, NIPENCTaBA B ONPENEIICH CPOK HAa HAUVOHAIIHMA OpraH IUIaH
3a Kopurmpammy 1 npeBaHTVBHA HeCTBUSA C LeN OTCTpaHABaHE HA HECPOTBETCTBUATA.

6. B cpok or 30 mHM cref NPUKIIOYBAHE Ha OLEHKATa Ha MACTO IpyIiaTa 3a ChbBMECTHO OLIEHABAHE IOKYMEHTMpA BCUUKM
OCTAaHaNM Pa3nMyaBallyl Ce CTAHOBMILA [0 OTHOUICHNE HA OLEHSBAHETO M I M3NpAlld Ha OpraHa, OTTOBAPSILI 3d HOTHQUIVPAHNTE
OpraHiL.

7. Cnem Kato TOJyuM IUIaH 33 KOPUTMpPALIM ¥ IIPEBAHTMBHM NEVCTBYA OT IOJANMsA 3asBleHye OpraH, OpTaHbT, OTTOBAPSII 3a
HOTU(ULMPAHNTE OPraHY, MpELEHsBA A/l € HAMEPEHO MONXOMSIIO PELICHNE 33 HEChOTBETCTBUSTA, YCTAHOBEHM IO BpeMe Ha
OLIEHSIBAHETO. B IJTaHa ce MOCOUBA OCHOBHATA NMPMUMHA 33 YCTAHOBEHMTE HECHOTBETCTBIS M CE [aBa rpadyK 3a M3IIBIHEHMETO HA
BKJIIOUEHMTE B HETO NIEJCTBUA.

Cren xaro npueMeE IjiaHa 3a KOpUrMpammy u IMpeBaHTVBHU IICI?[CTBI/ISI, Opra"pT, OTTOBapsIl 3a HOTI/I(I)I/[HI/IpaHI/ITC Oprany, usmnpamia
TO3M IUIaH M CBOETO CTAHOBMIIE II0 HETO Ha IpyIara 3a CbBMECTHO OLCHSBAHE. prnaTa 3a CbBMECTHO OLCHSABAHE MOZKE Ja M3MCKa
OT OpraHa, OTroBapsumi 3a HOTI/I(l)I/[HI/[paHI/ITe Oprany, JOIIBJIHATEITHY MOSACHEHNSA U USMEHEHU .
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OpI‘aH‘LT, OoTropapsul 3a HOTI/I(])I/I]_[I/IpaHI/ITC Oprany, M3roTBs OKOHUYATEITHUS CU TTOKJIall OT OLEHSABAHETO, KONTO CbIbpxKa:
— PpesynrTaTuTe OT OLEHABAHETO,

— TOTBbPXIEHME, Ye KOPUTHPALINTE I MPEBAHTHBHUTE IEHCTBHS Ca PasrielaHi MO MOIXOMSNI HAYMH M, IPU HEOOXOMMMOCT, ca
U3ITBITHEHN,

— BCUYKM OCTAHAIM PA3/MYABALIM Ce CTAHOBMILA C TPYNATa 32 ChbBMECTHO OLIEHSIBAHE M, KOTATO € MPUIIOKIMO,
— MpenopbyaHus oOXBar Ha HeitHOCTHTe.

8. OpraHbr, OTroBapsul 3a HOTM(MIMPAHMTE OPraHM, IpeNaBa OKOHYATENHMSL CM JOKIAN OT OLEHSBAHETO M, aKO €
IPWIOKMMO, IIPOEKTa Ha aKTa 3a onpenernsHe Ha Komucusara, KTMV u rpynara 3a cbBMECTHO OLICHSIBaHE.

9. Tpynara 3a CbBMECTHO OlEHSABaHE IIPENCTaBs Ha KomucuaATa OKOHUATENIHO CTaHOBMIIE OTHOCHO HOKIIANAa OT OLEHABAHETO,
M3TOTBEH OT OpraHa, OTTOBAPAII 32 HOTHQUUMPAHUTE OPraHM, M aKO € MPUIIOKIMO — OTHOCHO NPOEKTa HA aKTa 3a ONpeTIeNsHe,
10 21 gHy OT MOJyYaBaHETO Ha Te3u HOKYMeHTH, a Kommcusara He3a0aBHO TpefiaBa OKOHYaTenHoTo cTanosuie Ha KITMU. B cpok
oT 42 [HY OT IIOJIyYaBaHe Ha CTAHOBMLIETO Ha IPyIaTa 3a CbBMeCTHO oueHspaHe KITM usnmsa ¢ npenopbka 10 IpoeKTa Ha akTa
3a OIpeIeTIsIHe, KOSATO OPraHbT, OTTOBAPSII 32 HOTHQUIMpPAHNTE OPTaHM, HAIUIEXHO B3eMa IPEIBUI C OTVIEN Ha PEILIEHMETO CH 33
onpereNisiHe Ha HOTUGUUMPAHUS OpraH.

10.  Ypes akrose 3a u3mbiHEHMe KoMmucusra Moxe [ mpreMa MEpPKM ¢ OTPOOHM MPaBMIIa 3a ONpENeNsHe Ha MPOLEIypute u
IOKJTAIMTe OTHOCHO 3asBIICHNMETO 3a OMpeferIssHe MO WieH 38 ¥ OlLeHSIBAaHETO Ha 3asBIICHMETO MO HACTOAWIMS wieH. Te3n akTOBe
3a M3IbIIHEHNE Ce MPMEMAT B CHOTBETCTBHME C TPOLIENypaTa 0 pasriexiane, MocoueHa B uieH 114, maparpad 3.

Ynen 40

IMocousaHe Ha ErRcnepmu 3a Co6/MeCmMHO oueHaeane Ha 3asABJICHUS 3a HOTM(l)MIIMpaHe

1. H’bp)KaBI/ITC yiieHkn u Kommcmsita mocousat CKCIIEPTH, KBaJ'[I/I(l)I/[LII/[paHI/I 3a OLEHsABAaHE Ha OpraHUTE 3a OLEHABAHE Ha
CHOTBETCTBMETO B 00NIacTTa Ha MEOVIMHCKUTE U3HENNA, KOUTO 1a Y4acTBaT B HeﬁHOCTI/ITC, MocoueHn B usieHoBe 39 u 48.

2. Kowmmcusita nomubpka CIMCbK Ha eKCIEPTUTE, IOCOYCHM CHINIACHO maparpad 1 OT HACTOSILMS WIIeH, 3aeHO ¢ MHQOpPMALIS
3a TSXHATA KOHKPETHA OONIACT HA KOMIICTEHTHOCT UM €KCIepTHNM 3HaHus. TO3M CIMCHK Ce MPENOCTaBsi Ha Pa3oONOXKEHMe Ha
KOMIIETEHTHUTE OPTaHM HA IbPKABUTE YIEHKM Upe3 eNeKTPOHHATA CMCTEMA, IIOCOYEHA B UJleH 57.

Ynen 41

E3ukoBu M3MCKBaHUSA

Bcyuky TOKYMeHTH, M3MCKBAHY CHITIACHO WieHOBe 38 1 39, ce ChCTaBAT Ha e3UK(IM), KOMTO(KOUTO) ce OMpPEHeNsT OT ChOTBETHATA
IIbpXaBa YiIeHKA.

[Ipu mpunaraHeto Ha MbpBA AlMHEs IbPXKABMTE UIICHKM PAa3IeKIAT Bb3IPHEMAHETO ¥ M3IOI3BAHETO Ha 00IIOpasdmpaeM e3uk B
oracTTa Ha MeIMIMHATA 34 LSU1aTa ChOTBETHA OKYMEHTALVs TN 33 YaCT OT Hesl.

KoMucusTa mpenocTasst NpeBony Ha IOKyMEHTAlMsATA ChIIACHO WeHoBe 38 1 39 Wi Ha YacTM OT Hesl HAa OQUIMAIIEH €3UK Ha
Cbio3a, KOUTO ca HeoOXOmMMM, 3a Ja MOXKe HOKYMEHTALMSITA Ja € JIeCHO pasbupaeMa 3a IpyIaTa 3a CbBMECTHO OlCHSBaHe,
OIIpelieNieHa B CHOTBETCTBYE € WieH 39, maparpad 3.

UYnen 42
Ilpouenypa 3a onpenensine u HOTM(l)MKauml

1. [IbpxXapute UIeHKM MOTaT JIa OMpPEIENAT eIVHCTBEHO OPraHy 3a OLEHSBaHE Ha CHOTBETCTBMETO, 3a KOMTO € MPMKITIOUMIIO
OLIEHABAHETO MO 4fleH 39 1 KOUTO OTroBapsAT Ha M3MCKBaHMATa 1o npunoxenye VIL

2. TIbpXaBute WIeHKM yBemoMmsABaT KoMucusaTa ¥ ocTaHanuTe TbpKapyl YIEHKM 3a OpraHMTe 33 OLEHsABaHE Ha ChOTBETCTBMETO,
KOMTO Ca OIpeleNyli, KaTo M3MON3BAT eIeKTPOHHATA CUCTeMa 33 HOTMQUMUMPAHE B paMKMTe Ha (asarta NaHHM Ha HOTUQUIM-
panute oprauu, paspaboteHa u ynpasnssasa ot Komucusara (NANDO).

3. B HOTI/I(])I/IK&IH/IHT& SICHO C€ II0OCOYBa, KAaTO C€ MBIION3BAT KOOOBETE, IIOCOYECHU B naparpa(]) 13 ot Hacrosms YJIeH, O6XB3'I'I)T
Ha IICI?[HOCTI/ITC, KaTo c€ yKaspatr ]ICIZHOCTI/ITC 110 OLI€HSABAaHE Ha CHOTBETCTBMETO, ONPENETIEHN B HACTOALLMSA PEITIAMEHT, M TUIIOBETE
usgenus, KOuTo HOTI/I(l)I/[III/IpaHI/IHT OpraH ¥Ma IIpaBo Ha OLEHsBA, KAKTO U, 663 a ce 3acsra 4jieH 44, BCUYKM YCIIOBMS, CBbP3aHU
C OIpefeIIAHETO.
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4. Homudukauusra ce Ipuipyxasa OT OKOHUATEHUS IOKJIA[ OT OLEHSBAHETO, M3TOTBEH OT OpraHa, OTTOBAPSIL 32 HOTUQUIN-
paHUTE OpraHM, OKOHYATESHOTO CTAHOBMILE HA [PyIaTa 3a CHBMECTHO OLEHsIBAHe, IOCOYEHa B wieH 39, maparpad 9, u
npenopbkata Ha KTMU. Korato HOTMuumpaniata mppxasa uieHKa He ce chobpasu ¢ mpernopbkata Ha KITMU, T mpemocrass
HaUIeKHa 0OOCHOBKA.

5. bes ma ce 3acsra uneH 44, HotuuIMpalaTa ghpxasa wieHKa nHopMupa KoMucusra 1 OCTaHaIMTe AbpXKABU UIEHKM 33
BCUMUKM YCIIOBYSA, CBbP3aHM C ONPENENIAHETO, M IPENOCTaBs JOKYMEHTHM [OKA3aTelICTBa OTHOCHO BLBEAEHMTE IIPAaBUIIA, KOMTO
TapaHTVPAT, Ye HOTUULMPAHNUST OpraH MOIEKN Ha PEJOBHO HAONIONeHNe 1 Ye TOM e MPOIB/IKY [1a U3IBIIHSBA M3VCKBAHMSTA
10 npunoxenue VII.

6. B cpok go 28 mHu OT HOTMQUKALLITA, MOCOYEHA B maparpad 2, mbpkasute wieHKM mimy Kommcusita Morar na OTIpaBsT
IVCMEHN BB3PaXeHNMs, KaTO M3TBKHAT apIyMeHTHUTE CU MO OTHOLICHME HAa HOTM(MUMPAHMS OPraH WM HaONIONEHMETO My OT
CTpaHa Ha OpraHa, OTIOBApSII 3a HOTMMIMpPAHMTE OpraHuM. AKO He OBOAT OTIIpaBeHM Bb3paxeHus, Komucusra myGmmkysa B
NANDO HoTn¢ukamusita B paMKuTe Ha 42 [JHN OT [JaTaTa Ha yBEIOMSIBAHETO I CHIIACHO maparpad 2.

7. Koraro mppexaBa uieHKka wiv Komucusra OBIUIHE Bb3paxXeHUs B ChOTBETCTBHE ¢ maparpa 6, Komucusra otHacs BbIpoca
mo KITMU B cpok ot 10 mHu cien uatiyaHe Ha cpoka 1o maparpad 6. Criem KOHCYNTALms Che 3aMHTepecoBannte crpann KIMU
[1aBa CTAHOBMILETO CH Hall-KbCHO B CPOK OT 40 MHM CIIel OTHACSHETO Ha Bbhpoca mo Hest. Koraro KTMU cmsra, we HOTHOU-
KamusTa Moxe fa Obae npyera, Kommcnsra s myémukysa 8 NANDO B cpok ot 14 gHm.

8. Koraro KIMW, crent kato e Omia KOHCYNITHpaHa B ChOTBETCTBHE C aparpady 7, MOTBBPHM ChIIECTBYBALO Bb3PaXeHNME MIN
TOBIVTHE JIPYTO Bh3PAXeHMe, HOTUQUIMPAIIATA IbPKaBA UIICHKA MPEICTABs MICMEH OTIOBOp Ha craHomitero Ha KTMU B cpok
oT 40 mHM OT MoNyYaBaHeTo My. B 0TroBopa ce pasrexpar NOBIMIHATUTE B CTAHOBMILETO Bb3PaKEHMA M Ce U3JIaraT MOTMBUTE 3a
pelleHNeTo Ha HOTUQUUMpAIATA IbPKABA WIEHKA [a OpEeNy UK 1 He ONpeMeNy OpraHa 3a OLCHsIBAHE HA ChOTBETCTBUETO.

9.  Koraro HOTmuuupamata gbpxaBa WICHKA pely [ MOTBHPOM PELICHMETO CY [a ONpeNely OpraHa 3a OLEHsBaHe Ha
CHOTBETCTBIETO, KAaTO WM3NOXM CBOMTE OCHOBAHMsI B ChOTBETCTBMEe C maparpad 8, Kommcusita mybmykysa HOTmQUKaimsTa B
NANDO B cpok or 14 1HM OT YBEOOMSIBAHETO CH.

10.  Tpu nybmukysanero Ha Hotuukaumsta B NANDO Kommcmsita mo0aBst B eNeKTPOHHAaTa CHUCTEMA 10 WieH 57 U
uHpOpMALMATA 30 HOTMUKALMATA HA HOTMQUMUMPAHUS OPIaH 3aeOHO C IOKYMEHTMTE, IOCOYEHNM B maparpa 4 OT HacTosIMs
IieH, M CTAHOBMILETO Y OTTOBOPA, MOCOYEHY B maparpady 7 1 8 OT HACTOSILMS HIIeH.

11.  OnpemensHero cTaBa BAa/lMEHO B HeHs cjen mHyOnukysaHeto Ha Hotudukammara B NANDO. B mybnukysanara
HOTU(MKALMS Ce MOCOUBA 0OXBATHT HA 3aKOHHATA MEHHOCT 3a OLIEHSIBAHE HA CHOTBETCTBMETO HA HOTM(MUMPAHMS OpraH.

12.  CbOTBETHMST OpraH 3a OLEHSBAHE HA ChOTBETCTBUETO MOXKE Ja M3IBIIHSIBA GYHKLMUTE HA HOTUQULMPAH OpPraH CaMo Cref
KAaTO OINPENENISIHETO € CTAHANO BAlIMIHO B ChOTBETCTBME C maparpad 11.

13. Mo 26 noemspu 2017 1. Kommcuara, upes akToBe 3a M3NBIHEHME, ChCTaBs CNMCHK HA KOHOBETE M CHOTBETCTBALIMTE
TUIOBE M3NENMS C LeN [a ce ONpefeny oOXBaThT Ha JEMHOCTUTE HAa HOTUQUUMPAHMTE OpraHM. Te3u akToBe 3a MBIBIHEHNUE Cce
TpyeMar B ChOTBETCTBIE C MPOLEAYpaTa 0 pasrexiaHe, MocoueHa B wiieH 114, naparpad 3. Komucusta, crien KOHCynmTauust ¢
KIMMW, moxe 51a aKTyanusupa TO3M CIMCHK Bb3 OCHOBA, HAaped C [PYroTo, Ha MHPOPMALUMATA, OJyYeHa OT KOOpHMHALMOHHUTE
IeMHOCTH 10 ujieH 48.

Ynen 43
VineHTHUKAILMOHEH HOMEP M CIMCHK HAa HOTMPHMIMPAHUTE OPraHU

1. Komucusra onpeniens MieHTMGUKAUMOHEH HOMEP Ha BCEKM HOTMQUIMPAH OpPTaH, 3a KOMTO HOTM(MKAUMATA CTaBa BASIMIIHA
cbriacHo wied 42, maparpad 11. T ompenens camo eIH MIEHTUGUKAUMOHEH HOMEP, [IOPU KOTaTO OPIaHbT € HOTU(GUIMpAH
ChIJIACHO HAKOJKO akTa Ha Cbro3a. Korato ca ompemesnieHn B ChOTBETCTBUE C HACTOAIIMS PEIJIAMEHT, OPraHUTE, HOTUQUUMPAHM
chracHo mmpektusu 90/385/EMO u 93[42[EMO, 3amassaT MIeHTMPUKAUMOHHUTE HOMEPA, KOUTO Ca OMpeMeNieHn 3a TAX B
CHOTBETCTBYE C Te3U TMPEKTUBH.

2. Komucusra 1paBn HY6HI/I‘{HO TOCTBIIEH B NANDO cnucpka Ha OopraHmure, HOTI/[(])I/IHI/IpaHI/l CBITIACHO HACTOSALINSA PEITIaMEHT,
BKITIOUMUTEIIHO ONPENCIICHUTE UM I/IIICHTI/I(i)I/IKaHI/IOHHI/I HOMEpa, ]ICIZHOCTI/ITC 110 OLIEHsIBAaHE Ha CHPOTBETCTBMETO, KAKTO € OIPENENIEHO
B HACTOAUIMA PEITIAMEHT, UM TUIIOBETE WM3MENSA, 3a KOUTO Ca HOTI/I(l)I/IL[I/IpaH]/I. OcBeH TOBa TS ONOBECTSIBA TO3U CIIMCHK U B
CJIEKTPOHHATA CUCTEMA, II0OCOUCHA B YJICH 57. KoMmucusita noaobpxa TO3U CIMCBHK aKTyaJIe€H.
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UYnen 44
Ha0nronenue u MocienBaio oneHsBaHe Ha HOTUPUIMPAHUTE OPTaHM

1. Hotmdmumpanurte opranm ysemomssar Oe3 3a0aBsHe M Hal-KbCHO B CPOK OT 15 [IHM OpraHa, OTIoBapsil 3a HOTUQMUIN-
paHUTe OpraHM, 3a CbOTBETHMTE IPOMEHM, KOMTO MOTaT [d OKAXKAaT OTPaXEHME BbPXY CHOTBETCTBUETO C MBMCKBAHMSTA IO
npunoxerne VII wiM BbPXy CHOCOOHOCTTA MM [1d M3BBpIIBAT MEMHOCTHTE O OLHSBAHE HA CHOTBETCTBUETO BbB BPB3KA C
V3IETIVSATA, 3 KOUTO Ca OMIIM OIIpeneneHN.

2. Opranure, OTIOBApSLM 33 HOTH(ULMPAHNTE OPTaHM, M3BBPIIBAT HAOMIONEHNE HA HOTUMUMPAHUTE OPTaHM, YCTAHOBEHU Ha
TAXHA TEPUTOPUsA, M Ha TeXHWTE NOJENeHMA M NOOM3IBIHUTENM, 3a Ja CE TapaHTMpa, Ye Te NPONBIKABAaT [a CraspaT
MBMCKBAHMATA U 74 M3MBIHABAT 3aIbIKEHMATA CU MO HAcToAumMA pernmaMeHt. Ilpu moucksaHe OT CBOA OpraH, OTTOBApsi 3a
HOTU(ULMPAHNTE OPraHM, HOTUQUIMPAHWTE OPIaHM MPENOCTABAT LisJlaTa ChOTBETHA MHOPMALMS M JOKYMEHTH, KOMTO Ca
HeoOXo[mMM Ha opraHa, Komucusra 1 OCTaHauTe TbpKaBy WIEHKM C LeT IPOBEpKa Ha ChOTBETCTBUETO.

3. Koraro Kommcusta mny OpraHsT Ha AbpxKaBa WieHKa MONAfAT O HOTUQUIMPAH OPraH, YCTAHOBEH Ha TEPUTOPMSTA Ha
[pyra Ibp>KaBa UIeHKA, MCKaHE, CBbP3aHO C OLEHSBAHETO Ha CHOTBETCTBUETO, M3BBPIICHO OT TO3M HOTUQUIMPAH OpraH, OpraHbT
Ha OTIPaBMIIATa MCKAHETO IbpXKaBa WIEHKA M3IpAIId KOMMe M [0 OpraHa, OTIOBAPSALI 33 HOTMQUMUMpAHMTE OPIaHM, Ha Apyrara
IbpkaBa wieHKa. CHOTBETHMST HOTMQUMUMpPAH OpraH OTroBaps Ha McKaHero Oe3 3a0aBsiHe ¥ HAil-KbCHO B CPOK OT 15 mHu.
Oprasbr, OTTOBapsl 3a HOTH(MUMPAHMTE OpraHM, Ha [bPXKaBaTa WIEHKA, B KOATO € YCTAHOBEH HOTMQUIMPAHMAT OpraH,
OCHTYpsiBa Pa3INIEKIAHETO OT CTPaHAa Ha HOTMGMUMPAHMS OpIaH Ha VICKAHMATA, NMPEICTaBeHM OT OpraHMTe Ha Opyra ObpxXasa
urleHKa MM oT KomucusTa, ocBeH KOTaTo ChLIECTBYBAa 3aKOHHO OCHOBAaHME TOBA Ha He Ce HAMpaBy, B KOMTO CITy4yali BBIPOCHT
Moxke fa ce otHece no KIMMU.

4. [ToHe BemHBXK TOOUIIHO OpraHure, OTroBapsumy 3a HOTI/I(l)I/lHI/IpaHI/[Te OpraHy, ouUeHsABaT OTHOBO HaJIN HOTI/I(I)I/IL[I/IpaHI/ITC
OpraHy, yCTaHOBEH)M Ha CbOTBETHATa UM TEPUTOPMUA, M KOraTo TOBa € uenec1306p33H0 — TNOHENIEHMITa U TOOU3ITBIIHUTEIIUTE, 3a
KOUTO TE3N HOTI/I(I)I/IHI/[paHI/I Oprany OTroBapsAT, MNPOOBIIKaBaT [a W3INBIHABAT WM3UCKBaHMATA WM 3aObIIKEHUATA CU IO
NIpUIIOKECHNE VII. To3n nperen BKIIIoYBa OOUT Ha MSCTO Ha BCEKU HOTI/I(I)I/III]/IpaH OpraH u 1mnpu H€O6X0]I[I/IMOCT — Ha HEroBUTe
NOHIENEHN U ITOON3IThIIHUTEIIN.

OprassT, OTrOBapsilll 32 HOTUQULVPAHNTE OPIaHM, M3BBPLIBA CBOUTE NEIHOCTH 110 HAONIONEHNE M OLEHSBAHE CHIIACHO TONMIICH
IUTAH 3 OLCHSIBAHE, 3 [1a TAPAHTUPA, Ye MOXKE eeKTMBHO [1a M3BBPLIBA HAOMIONCHNE HA HEMPEKbCHATOTO CIa3BaHe OT CTPaHa Ha
HOTU(UIMPAHUS OPTaH HA M3MCKBAHMATA 1O HACTOSWMS pernameHT. TO3M IIaH ChIbpPXa MOTMBMPAH IpaQuK 3a 4eCTOTaTa Ha
OLICHSIBAHETO HA HOTMMLMPAHMSI OPIaH M IO-CHELMAIHO HAa CBbP3AHMTE C HErO MOMENCHNMs Y NOmM3IbaHuTeny. OpraHsr
npencraBst Ha KTMU u Ha Kommcmsita rommumHmst i IiaH 3a HaOIMIONEHMe WM OLEHsBAHE 33 BCEKVM HOTMQMIMpPAH OpraH, 3a
KOJATO OTroBapsl.

5. Habmopennero Ha HOTMMILMpaHUTE OpPraHM OT CTpaHA HA OpraHa, OTTOBAPSII 33 HOTMQUUMpPAHWTE OpraHN, BKITIOYBA
OIMTY upe3 MpeKy HAOIOeHNs Ha NepCOHANA Ha HOTMQMUMPAHMUS OPIaH, BKIIOUMTEITHO NMPY HeOOXOMMMOCT HA IepcOHaNa Ha
ToNIeSIeHMATa M NONM3IBIHUTENNTe, N0 BpeMe Ha INpolleca Ha OLeHsABaHe OT CTpaHa Ha TO3M IIEPCOHAN Ha CMUCTeMaTa 3a
yIpaBlieHNe Ha KaueCTBOTO B 00EKT Ha IPOM3BOIMTEILS.

6.  Ipu HaOmogeHyeTo Ha HOTM(MUMPAHUTE OPraHM, OCBIIECTBSIBAHO OT OPraHa, OTIOBAPSII 33 HOTMQUMUMPAHUTE OPraHM, CE
B3eMaT IPENBUI JAHHI, [IOJyYeHN OT Haf30pa Ha a3apa, IpOCiesBaHeTo Ha Oe30I1aCHOCTTa 1 HAf30pa CIlell MycKaHe Ha Iasapa,
3a J]a ce CIIOMOTHE 33 JaBAHETO Ha HACOKM IO JEMHOCTTA.

OpransT, OTrOBapsill 3a HOTMUIMPAHMTE OPIaHM, OCUIYpsBA CUCTEMATHYHO MpOCIeHsBaHe Ha Xanbu 1 mpyra MHpOpMALs,
BKJIIOUMTENIHO OT [IPYTM IbpKaBM YIIEHKM, B KOMTO MOXe Ha € NMOCOYEHO HeClasBaHe Ha 3a[(b/KeHMATa OT CTpaHa Ha IajieH
HOTU(UILIMPAH OpraH MM OTKJIOHEHNE OT yTBbPIeHA WM H00pa MPaKTHKA.

7. OpI‘aH'LT, OTropapsll 3a HOTI/I(l)I/[III/[paHI/ITC Oprany, MOXe€ B THOIBIIHEHVE KBM PEHOBHOTO Ha6]'II-OHCHI/[€ M OLEHsBAHE Ha
MACTO [1a MpaBy IpErenyn ¢ KpaTko IPEnN3BeCcTe, BHE3AITHN VIIM HAPOUYHM NPEITIENH, ako TOBa € H€06XOHI/IMO 3a paspeulaBaHe Ha
KOHKpETEH npo6neM M 3a MMpoBepka Ha CbOTBETCTBUETO.

8. Opraubr, OTIOBApsI 33 HOTUGUUMPAHUTE OPTaHM, IPABHU MpPETIIeN HA HAPABEHOTO OT HOTUGUIMPAHUTE OPIaHM OLEHSBAHE
Ha TEXHMYECKATa IOKYMEHTALMsl Ha IPOM3BOOMTENIMTE, M IO CHELMaNHO — Ha JOKYMEHTALMSTa BbB BPb3KAa € KIMHUYHUTE
OIIEHK!, KaKTO € TI0COUeHO no-noup06Ho B unieH 45.

9. OpraHbr, OTroBapsll 3a HOTUQMUMPAHUTE OpraHM, HTOKYMEHTMpPA M PErMCTPMpPA BCUUKM KOHCTATHPAHM CIydau Ha
HECMa3BaHe OT CTPaHa Ha HOTUQMUMPAHMS OPTaH HA MBMCKBaHMSTA Mo mputoxerne VII v criem 3a HaBPeMEHHOTO M3ITbIIHEHME
Ha KOPUIMPAILM U IIPEBAHTUBHI HEVICTBUS.

10. Tpl/l roouHN CIien HOTI/I(l)I/IKaIH/IHTa Ha HOTI/I(l)I/IIII/[paH Oprad M CJIeD TOBa Ha BCEKM UYETVUPU TOOMHM OpraHa, OTTOBapsll 3a
HOTI/I(l)I/IHI/IpaHI/ITC Oprany, Ha [ObpXapaTa YII€HKA, B KOATO € YCTAaHOBEH HOTI/I(i)I/IHI/IpaHI/[HT oprad, u rpymnara 3a CbBMECTHO
OLEHABAHE, OIPEHENIEHa 3a LEIUTE Ha IpOLEdypaTa 0 4JIEHOBE 38 n 39, V3BBpUIBAT LUAJIOCTHO IIOCIIENBAILIO OLIEHSABAHE, 3a Ha
YCTaHOBAT OalIN HOTI/I(l)I/IIH/IpaH]/IﬂT OpraH IpogbiiKapa fa M3IIbJIHABA M3NCKBAHMATA 110 MPUIIOKEHNE VIL
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11. Ha Kommcusra ce mpenocrass npaBOMOLIMETO [ia MpueMa MeNervpaHy akToBe B ChOTBETCTBYME € wieH 115 3a u3MeHeHMe
Ha maparpa¢p 10 ¢ 1en MpOMsSHA HA YeCTOTATd HA M3BBpIIBAHE HA LSUIOCTHOTO MOCIENBALIO OLEHSBAHE, MOCOUEHO B ChIIMS

naparpad.

12. ToHe BeIHDBK TOMMIIHO JbpXKaBUTE WICHKM HoKiamsatT Ha Komucusira 1 Ha KTMU 3a peitHocTuTe cu o HaOmoneHue u
OLICHsBAHE HA MSACTO HA HOTMQUIMpPAHUTE OPTAHM UM AKO € MPUIIOKMMO, HA TEXHUTE TONENIEHUS M TOMMBIIBIHUTENN. [IOKIaIbT
ChITbPKA MHPOPMALS 32 pesynTaTUTe OT Te3M NEHOCTH, BKIIOYMTEITHO OT JEHOCTUTE IO naparpad 7, u ce Tperupa or KTMU n
KoMmucusira Kato moBeputeliHa MHPOPMALIUS; TOI 00aue BKITFOUBA PE3IOME, O KOETO Ce MPEIOCTaBst MyOmMueH TOCTbIL.

Pestome Ha MokJiaza ce BbBeXKsa B CJICKTPOHHATA CUCTEM4, II0COUYCHA B YJICH 57.

UYnen 45

l'lpernen Ha U3BbPUIIEHOTO OT HOTM(l)I/IIIMpaHM}I OpraH ouLeHsABaHE Ha TEXHUYECKAaTa TOKYMEHTallUs U Ha
TOKYMEHTalMsATa BbB Bpb3Ka € KIIMHUYHATA OLICHKa

1. Oprausr, OTroBapsill 3a HOTM(UUMPAHUTE OPIaHM, IIPABM IpEINIel, KATO YacT OT TeKYWIOTO HaGNOeHMe Ha HOTUGMLM-
paHMTe OpraHM, Ha MOIXOMSUI Opoil OLEHKM, M3BbPUICHM OT HOTUQUUMPAHUS OPraH MO OTHOUIEHME HA TEeXHMYeCKATa
IIOKYMEHTAlVsl Ha NPOM3BOIMTENNTE, MO-CIELMANHO HAa NOKYMEHTALMSTa BbB BPB3KA C KIIMHMYHATA OLEHKA 1O pasgen 6.1,
OykBi B) u I) OT mpunoxeHnye I, ¢ I mpoBepka Ha 3aKIIOYEHMSITA, HAIPABEHM OT HOTUGMUMpPAHMSI OpIaH Bb3 OCHOBA Ha
uHdopMaImATa OT MpousBomutenis. OpraHbT, OTTOBAPANI 3a HOTUGUUMPAHMTE OPTraHM, M3BHPLIBA Te3M MPETNENM KAaKTO OT
Pa3cTosIHME, TaKa M Ha MSICTO.

2. MV3Bajkara OT mocyera, KOMTO IMOANIEXAT HA Mperjled B ChOTBETCTBME ¢ maparpad 1 ce IUIAHMpa M € MpPENCTaBUTENHA 3a
BCUUKM TUIIOBE M3ENNS, U MO-CIEUMATTHO BUCOKOPUCKOBUTE M3TENNS, U PUCKOBETE, CBbP3AHN C TSX, CEPTUGPUUMPAHN OT HOTUGU-
LMPAHMS OpTaH, M € HAIEXHO OOOCHOBaHAa M JOKYMEHTMPaHA B IUIAH 3a OLEHKA 10 WM3BAIKM, KOMTO IMPM TOUCKBAHE ce
ocurypsisa Ha KTMU ot oprana, oTroBapsiy 3a HOTUQUIMPAHNUTE OPIaHHU.

3. OpransT, OTTOBAapsIUI 32 HOTUGUUMPAHUTE OPTaHM, IPABH TIPEITIET HA TOBA AN OUEHSBAHETO ¢ OMII0 M3BHPUIEHO MPABUITHO
OT HOTUQUUMPAHMSI OpPraH M MpPOBEPsIBA IPWIOKEHUTE NPOLEOYpH, CBbP3AHATA C TOBA MOKYMEHTALMSI U 3aKIIOUEHMSTA,
HATIPABEHY OT HOTMQUUMpaHUs opraH. [IpoBepkara OOXBAIIA TEXHMYECKATA TOKYMEHTAUMs M IOKYMEHTAUMATa BHB BPB3KA C
KJIMHIYHUTE OLEHKNM Ha TPOM3BOLMTENS, BbPXY KOMTO Ce OCHOBABa OLEHSABAHETO Ha HOTMQuMIMpaHus opraH. [Ipu mpermemure ce
uznomn3pat OC.

4. Tlpermemmre ca yacT ¥ OT MOCIENBALIOTO OLEHSBAHE Ha HOTM(ULMPAHWTE OPraHM CBINIACHO wieH 44, maparpad 10 u
[eIHOCTMTE 3a ChBMECTHO OLIEHsIBAHe, IOCOYEHM B wieH 47, maparpad 3. Ilpernenure ce IpaBsT, KAaTo Ce M3MONI3BAT MOIXOMSIIN
eKCTIEPTHM 3HaHMA.

5. Bb3 ocHOBa Ha HOKJIaUTe OTHOCHO MPErTIEnNTe Y OLEHKNUTE Ha OpraHa, OTTOBapsll 3a HOTI/I(])I/IIH/IpaHI/ITC opraHm, Wi Ha
Irpynute 3a CbBMECTHO OLIEHABAHE, Ha HNAHHUTE OT ONVCAHUTE B ITIaBa VII peitHocTn 110 HaJ30p Ha Iasapa, NMpociensBaHe Ha
0e30MacHOCTTa 1 Ham3op cJied IyCKaHE Ha Ia3apa, B KOHTEKCTa Ha IIOCTOSHHOTO CIIENEHE Ha TEXHUYECKMS IPOrpec MM Ha
HabeNnA3BaHeTO Ha ONACEHMs U HOBOBB3HMKBAUIM BBIIPOCK OTHOCHO Ge3omacHOCTTa U HEICTBMETO HAa MEIMIMHCKUTE nspenusd,
KITMU moxe na npenopbya M3BAOKUTE, M3BbPILIBAHM CBITIACHO HACTOALINMSA YIIEH, T1a O6XBaIIIaT IIO-TOJIIM MJIM I10-MAaJIBK IOAJ1 OT
TEXHNYECKATa JOKYMEHTAMA M HOKYMEHTAlMATa BbB BPb3Ka C KIIMHUYHNTE OLEHKY, OLIEHSABAHU OT HOTI/I(l)I/IIH/IpaHI/UI Opras.

6.  TocpencrBoM akToBe 3a M3mbiHeHne Komucusita MOXKe [1a IpueMe MepKM 3a OMpefelissHe Ha MONpOGHM Ipasuia 3a
TIperniea Ha OLEHABAHETO Ha TeXHMUeCKaTa JOKYMEHTauys ¥ Ha JOKyMEHTaLMsATa BbB BPb3Ka C KIMHMYHNUTE OLEHKM, IOCOUEHO B
HACTOAIIMA YIeH, KAKTO M CBbP3aHMTE C TOBA JOKYMEHTM M KOOpOMHauus. Te3u akTOBe 3a M3NBIHEHME Ce IIpueMar B
CHOTBETCTBHE C IIPOLIENypaTa [0 pasriekiaHe, MocoueHa B ueH 114, maparpad 3.

Ynen 46

HpOMeHM B OIpeneisiHeETO U HOTM(l)MKal.IMﬂTa

1. OpI‘aH‘LT, OTrosapsul 3a HOTI/I(l)I/IIH/IpaHI/ITC OopraHmu, I/IH(l)OpMI/Ipa Komucusra n IpyruTe ObpXKaBy YICHKN 3a BCAKA IPOMSAHA,
CBbp3aHa C ONPENEIIAHETO Ha HOTI/I(l)I/[III/[paH OpraH.

Tpouemypure 1o wieH 39 u weH 42 ce NpUIIAraT [0 OTHOIICHME Ha Pa3LIMPSIBAHETO HAa 0OXBAaTa Ha NEIHOCTMTE Ha HOTUQUIN-
paHuTe OpraHm.

3a NPOMeHM, PasTMUHM OT PAsLIMPSBAHETO HAa OOXBaTa Ha JEMHOCTUTE, Ce NPUIIATAT MPOLEAYpUTE, [OCOYEHN B CIIENBALIATE
naparpadu.
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2. Kommenmsita HesabaHO nyOnukyBa uaMeHeHata Hotudukaums B uHpopmaumonHara cucrema NANDO. Kommcusita
He3a0aBHO BBbBEXIA MHPOPMALMATA 32 IIPOMEHMTE, CBBP3AHM C ONPERESHETO Ha HOTUGUMUMPAHMS OpIaH, B eIeKTPOHHATA
CucTeMa, TI0COYEHa B WileH 57.

3. Axo HOTMQMLMpAH OpraH pelnt Ja IPEeKpaTy HEHHOCTMTE CU IO OLEHABAHE HA ChOTBETCTBMETO, TOIl YBEOOMSBA OpraHa,
OTIOBAPSIN 33 HOTM(MIUMPAHMTE OPTaHM, M 3ACETHATUTE NPOMBOIMTENM BB3MOXKHO Haii-0bp3o, a B Clyuyail Ha NIAHMPAHO
NpeKpaTsBaHe — e[Ha TOMMHA IPe[y IPEKPaTsABAHETO Ha HeitHocTTa. CepTUuKATHTe MOraT 1a OCTAHAT BANMIHM BPEMEHHO 33
CPOK OT JIeBeT Mecela Clied NpeKpaTsBaHe Ha NeMHOCTTa Ha HOTU(MIMPAHUS OpraH, IIPU YCIOBME Ye NPYT HOTUPUUMPAH OpraH
IICMEHO € MOTBBPIAI, Ye Iile [I0eMe OTTOBOPHOCTTA 33 M3LeNsITa, O0OXBaHATH OT Te3u cepru¢ukary. Hosust HoTuduUuUMpaH oprax
TpsbBa 1a M3BBPIIM ITHIIHO OLCHSBAHE HA MB3MENMATA, 3aCETHATH OT M3TMUYAHETO HAa TO3M CPOK, NPEdyM M3IABAHETO HA HOBU
cepruuKaTy 3a Te3n ycrporicrsa. Korato HOTUQUUMPAHMSAT OPraH e MPeKPaTIl NeIHOCTTA CH, OPIAHbT, OTIOBAPSILL 3d HOTUQPULIM-
paHMTe OpraHM, OTMeHs! aKTa 3a OTpeleNsHe.

4. Koraro opraHsT, OTTOBApsIlll 32 HOTU(MLMPAHUTE OPTaHM, € KOHCTATMPAI, Ye NaleH HOTMUINMPAH OPraH Bede He OTIoBaps
Ha M3MCKBAHMATA, YCTAHOBeHM B mpuroxeHue VII, My He M3ITbIHSIBA 3aIBIKEHMSTAa CU, WIM He € M3ITBIHMI HeoOXommmure
KOPUIMpALIY MEPKM, OPraHbT CIIMpa JENCTBUETO HA aKTa 3a ONpEMENAHe, OrpaHNYaBa IO MM M3LAIO WM YaCTUYHO TO OTMEHs, B
3aBMCMMOCT OT CEPMOBHOCTTa HAa HAPYLIEHMETO Ha M3MUCKBAHMATA MM Ha HEM3IBIHEHMETO Ha 3agbixeHyuara. CpoKbT Ha
CIIMPAHETO Ha JE/CTBUETO He HaIXBBPIIA eHa FOIMHA, KaTo TOi MOXe Ja Ce YIBIKM eIHOKPATHO C OLIE €IHA TOfMHA.

OpransT, OTrOBapsiill 33 HOTUQMIMpAHUTE OpraHy, He3abaBHO mudopmmpa Kommcusrta u mpyrute ObpKaBM WIEHKM 32 BCSKO
CIMpaHe Ha NEVICTBUETO, OTpaHMYaBaHe MM OTMSAHA Ha aKTa 33 OIpeNeIIsHe.

5. Koraro meiicTBiero Ha aKTa 3a ONPEHEISHETO ¢ OMIO CIPSIHO JWIM OTPAHMUEHO WM aKTHT € OMIT OTMEHeH M3ILISIIO WM
YaCTMYHO, HOTUQUUMPAHNST OPraH YBEJOMSIBA 3aCETHATHTE IIPOV3BOMMTENN HA-KBCHO B paMKuTe Ha 10 mHm.

6. B ciyuail Ha orpaHMuaBaHe, CMpaHe Ha [EIICTBUETO MM OTMSIHA HA aKTa 3a ONpeJIeSIsIHe OPTaHbT, OTIOBAPSALY 34 HOTUQULIM-
paHuTe OpraHy, MpenmpyueMa TOIXOMSLM MEPKIL, 3a 1a OCUIYPU CbXPAaHEHNETO Ha JOCMeTaTa Ha ChOTBETHMS HOTUQUIMpAH OpraH,
Vi TV TPEOCTaBsl HA OpTaHWTE HA JPYTUTE [IbPKABY WIIEHKHM, OTIOBAPSLM 33 HOTUQULMPAHMTE OPraHM, KAaKTO M Ha OpraHuTe,
OTTOBapsAIIM 33 Hall30pa Ha I1a3apa, IIpU MOVCKBAHE OT TAXHA CTpaHa.

7. B cnytlaﬁ Ha orpanmvapaHe, ClipaHe Ha HeCTBMETO MIIM OTMSIHA HA aKTa 3a OINpPEHEIAHE OPraHbT, OTrOBapALl 3a HOT]/I(l)I/lIII/I-
paHuTEe OpraHu:

a) OLICHsBA MOCIICOVLINTE 3a CepTI/I(])I/IKaTI/ITC, n3naneHn ot HOTI/[(i)I/IHI/IpaHI/I}I OpraH;

6) NpeacTaBsd Ha Komucusra un Ipyrute ObpxkKabBy 4JICHKM HOKJIad ¢ KOHCTATaAUMUTE CM B CPOK OO TpU Mecena OT HOTIA(l)I/lIlMpaHCTO
3a IIPOMEHUTE, CBBP3aHN C ONPEHEIIHETO;

B) M3MCKBA HOTM(MLMPAHMAT OPraH Ma CIpe NEHCTBUETO MM [a OTHEME B PAMKNUTE HA pasyMeH CPOK, ONpEeNieH OT OpraHa,
BCMUKY CEPTUQUKATH, KOUTO Ca M3NATEHN HEOCHOBATENHO, C LieNl 1 e OCUIypy Ge30MacHOCTTa Ha M3MNENMsTa Ha I1a3apa;

F) BbBEXJA B CJIICKTPOHHATa CUCTEMA, IIOCOYEHA B WICH 57, VlH(l)OpMaIII/lH BbB BpPB3Ka CbC CepTI/[(iDI/IKaTI/ITe, 32 KOMUTO € Ouio
M3UCKaHO CIIMpaHE Ha MeICTBUETO UITM OTHEMAaHE;

) MHGOPMUPA KOMIETEHTHMS OpraH 3a MEMUMHCKMTE WM3NENMs HA [bpKaBaTa WICHKA, B KOATO NPOM3BOMMTENIST MM
PETMCTPUPAHO MSICTO HA CTONAHCKA HEHHOCT, Upe3 eIeKTPOHHATA CUCTEMA, IOCOUCHA B WIEH 57, 32 CepTUQUKATHTE, 32 KOUTO €
OMII0 M3MCKAHO CIMpaHe Ha JEHCTBMETO WIM OTHeMaHe. KOMIICTEHTHMAT OpraH B3eMa ChOTBETHMTE MEpKM, KOTaro e
HeoOXOIMMO [1a ce M30erHe MOTeHIMANeH PUCK 3a 3IPaBeTo i Oe30MacHOCTTa Ha MALVeHTH, TOTpeOUTeNH 1 mIp.

8. C uM3KIIIOYEHME HAa HEOCHOBATEJIHO W3MaIeHUTe CCpTI/I(l)IAKaTI/I n B Clly4aute, Korato € 6uno CIIPAHO MIINM OIpaHNYEHO
HeCTBMETO Ha aKTa 3a OINpeHesaHe, CepTI/IC])I/IKaTI/ITe OCTaBaT BaJIMOHM IIpU CIIEOHUTE olcTosTeNnCTRA:

a) KOTaTo OpPraHbT, OTIOBAPSILI 33 HOTUMUMPAHUTE OPIaHM, MOTBLPHM, B PAMKMTE HA €MH MECE OT CIMPAHETO Ha MEICTBUETO
VIIM OTPAHMYABAHETO, Ue He CHLIECTBYBA MPOOIeM ¢ Ge30MacHOCTTa MO OTHOLIEHNME Ha CepTU(MKATHTE, 3aCErHATI OT CIMPAHETO
Ha [CICTBMETO WIIM OrPAHMYABAHETO, M KOTATO OPraHDLT, OTIOBAPSLI 3a HOTUQUIMpAHMTE OpraHM, Habemexu rpaduk u
IEJCTBIS, OT KOMTO Ce OYaKBa [1a JOBETAT 10 OTMSIHA Ha CIMPAHETO HA MIEHCTBMETO MM OrpaHNYaBAHETO; I

6) KOrato OpraHbT, OTTOBAPSIL 3a HOTMMLMPAHMTE OPraHM, NOTBBPIM, ue HSIMA A Ce M3[ABAT, M3MEHAT WM IIpen3aBar
CepTUQUKATH, KOMTO MMAT OTHOLICHNME KbM CIIMPAHETO WM OrPAHMUABAHETO HA HENCTBMETO, [IOKATO Tpae TOBA CIMpaHEe WM
OrpaHNYaBaHe Ha [EICTBUETO, M OOSIBY NI HOTU(MLMPAHUAT OPraH € CIocoOeH [a MPONBIKM [1a HAOII0NaBa 1 [a OTrOBAps
3a CBUIECTBYBALINTE CePTUGUKATY, M3TANEHM 3a CPOKA HA CIMPAHETO MM OrPAHMUABAHETO. B Cryuail ye OpraHbT, OTTOBAPSL
3a HOTUQUMUMPAHNTE OPTaHM, KOHCTATHPA, Ye HOTUQULMPAHMAT OpraH He e CocoOeH fa NOMIbpKa M3NAfeHNTe HeiCTBAIM
CepTUQUKATH, B CPOK [O TPY Mecelld OT CIMPAHETO JUIM OPAHMYABAHETO MPOMBBONMTENAT MPENOCTABSI HA KOMIIETEHTHYS
OpraH 3a MEIMLMHCKUTE U3MIETNS Ha ObpXKaBaTa uleHKa, B KOATO € PErMCTPUPAHOTO MSACTO Ha CTONAHCKA AEMHOCT Ha NMPOU3BO-
muTesi Ha OOXBAHATOTO OT CepTuUKATa M3HENNe, MMCMEHO NMOTBbPXKIEHME, Ye NPYr KBAIMQUUMPAH HOTUQUUMPAH OpraH
BPEMEHHO NoeMa (YHKLyuTe Ha HOTUQMIMPAHUS OpraH Na HabyiomaBa M OTToBapsi 3a cepTudUKaTHTE IO BpEMe HA CPOKA Ha
CIMpaHe Ha NEVCTBUETO UIIM OTpaHMUaBaHETo.
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9. C U3KITIOUeHNEe Ha HEOCHOBATEITHO M3HaJIeHUTe CCpTI/l(l)I/IKaTI/l n B CIIy4auTe, KOraTO akThT 3a ONPCHEIIsIHE € Oun OTMEHEH,
CCpTI/I(l)I/lKaTI/ITe OCTaBaT BaJIMIHM 32 CPOK OT HIEBET MecCela IIpy CIIETHUTE obcTosTeNCTBA:

a) KOTaTO KOMIICTEHTHUST OpraH 3a MEIMIUMHCKUTE M3LENMs Ha HbpXKaBaTa WIEHKd, B KOATO € PErMCTPUPAHO MSACTOTO Ha
CTONAHCKA JEIHOCT Ha MPOM3BOTMTENS HA M3MENNMETO, 0OXBAaHATO OT CepTMMKATa, MOTBBPIM, Uye HsMa mpobrem ¢ Gesomac-
HOCTTA 110 OTHOILICHNME Ha BHIIPOCHOTO M3JIENNE; U

6) mpyr HOTUQMUMPAH OPraH MICMEHO MOTBBPIM, Ue Lie [OeMe HEeoCPECTBeHATa OTTOBOPHOCT 3a Te3M M3IeNNs M 1ie MPUKITIOUN
OLIEHSBAHETO MM B PAMKNTE Ha [BaHAJECET Mecelld, CYMTAHO OT OTMSAHATA HA aKTa 3 ONpeEMIEIIIHETO.

HpI/I ycroBusTa, IIOCOUEHM B ITbpBa alIMHESA, KOMIIETEHTHMAT OpPraH 3a MEOMIMHCKNUTE M3OETNS Ha ObpXKaBaTa UIEHKA, B KOATO €
PETUCTPUPAaHO MSCTOTO HAa CTONAHCKa HEHOCT Ha MIPOVBBOOMUTENIS Ha M3HEIMNETO, 00XBaHaTO OT CCpTI/I(i)I/IKaTa, MOXK€ [a YIBIIXU
CpOKa Ha BpEMEHHATa BaIIVITHOCT Ha CCpTI/I(l)I/IKaTI/ITC 3a HOITBIIHUTETIHM CPOKOBE OT TP MeECELad, KOUTO 06IIIO HE Morat Ja
HaOXBBPIIAT OBaHANECET Mecela.

HauyoHanmHusT OpraH, OTTOBapsll 3a HOTUQUUMPAHUTE OPTaHM, MM HOTUPMUMPAHMST OpraH, KONTO e moen (yHKLMHUTE Ha
HOTU(ULIMPAHNUS OPTaH, 3aCeTHAT OT IPOMSIHATA, CBbP3aHA C ONpENIEIIHETO, He3a0aBHO yBemoMsia KoMucusiTa, TbpaKaBuTe UeHKM
¥ IpyTuTe HOTM(MLMPAHU OPraHM 3a POMSHATA.

Ynen 47
Ocnopsane Ha KOMIIETEHTHOCTTAa Ha HOTUQUIMPAHUTE OPraHU

1. Kommcusara saemno ¢ KTMM npoyusa BCuuKyM ciiyuau, B KOMTO IpE Hes Ca M3Pa3eHM ONACEHMSA OTHOCHO HENPEKhCHATOTO
V3ITbIIHEHNE, OT CTPaHA HA HOTMQUUMPAHMS OPraH MM HA e[HO MM IIOBEYE OT HETOBMTE HIONENEHMS I NOIM3ITBIIHUTENN, Ha
VM3MCKBAaHMATA 10 npunoxenue VII wam Ha Bb3IOXKEHWTE MM 3abXeHys. T IpaBu HeOOXOIMMOTO CBOTBETHMAT OpIaH,
OTTOBAPSII 33 HOTU(GUIMPAHKTE Opray, Ma 6bIe MHGOPMUPAH ¥ [1a MOTYUM BH3MOKHOCT Ia MIPOYUM Te3H ONACCHMS.

2. Tlpu nomckBaHe HOTM(MINpAIIATA IbPXKaBa WIEHKA IpencraBsi Ha Kommcmsita usiata meQGOpMAIMs 1O OTHOIIEHME HA
OIIPENEISIHETO Ha ChOTBETHMSI HOTUQUIMPAH OPIaH.

3. Kowmmucusara saemHo ¢ KIMM Moxe pa sanmouse cropen ciydas NpoLedypaTa Ha OLEHABAaHe, OmMcaHa B uieH 39,
naparpadu 3 u 4, KOraTo MMa OCHOBATENIHM OINACEHMS 33 NPONBIIKABALIOTO ChOTBETCTBYME Ha [AleH HOTUQUUMPAH OpraH Wim
TONIeTIeHe WM TIOMBIIBITHUTENl HA HOTUGUUMPAHMS OpPraH C M3UCKBAaHMATA 1O mpunoxenme VI[ m Korato cumra, ue B
IPOyYBAHETO HA OpraHa, OTIOBAPSIL 3a HOTUQUUMPAHWTE OPTaHM, Te3M ONACEHMs He Ca pasliedaHy LSUIOCTHO, WM IpH
IOVCKBAHE OT OPraHa, OTTOBApSII 33 HOTUQUUMPAHMTE OpraHyu. [IOKIABaHETO M pe3ylITaTUTe OT TOBA OLEHSBAHE CIIeMBaT
NIPMHIMINTE, U3I0XKeHU B uieH 39. KaTo mpyra Bb3MOXKHOCT, B 3aBMCMMOCT OT CEpPMO3HOCTTa Ha Bblipoca, Komucusra 3aenHo ¢
KIMM Mmoxke na MOVCKa OT OpraHa, OTTOBApslll 33 HOTMQMLMPAHNTE OPraHM, A HOIYCHE YYacTMe B OLEHSBAHETO HAa MSCTO Ha
Hali-MHOTO JIBAMa €KCIIEpPTH OT CINChKA, ChCTaBeH ChriacHO wieH 40, KaTo 4acT OT IUTaHMpaHMTe JeHOCTM Mo HalmoneHue 1
OLICHsBAHE B CHOTBETCTBME C WiieH 44 U ChITIACHO MOCOYEHOTO B TOMMUIHMSA IUTAH 33 OLIEHsBaHe, ONMMCaH B maparpa 44,
naparpa 4.

4. Koraro Komucusira KOHCTaTHpa, e [aieH HOTUQUMIMPAH OPraH Bede He OTIOBApPS HAa M3MCKBAHMSITA 33 ONMPENENSHETO My, Ts
vHpOpMIpa HOTM(UMUMpALIATA [TBPKABA UIEHKA 33 TOBA M OTIPABsl MCKaHe IbPXKABaTa WIeHKA MIa MPeAnpueMe HeoOXommmure
KOPUIMpAIIM MEPKM, BKIIOUMTENHO, aKO € HeOOXOIMMO, CIMpaHe Ha [E/CTBMETO, OTpaHMYaBaHe MM OTMSHA Ha aKra 3a
OIIpeIeNsHe.

Korato mbpxaBata uieHKa He NMpeNmpyemMe HeOOXOMMMUTE KOPUIMpAIIN MePKIL, Ype3 aKTOBe 3a M3MbIHeHNe Komucusra Moxe na
CIIpe JIEMCTBUETO HA aKTa 3a ONpeHeIIsiHe, J1a TO OTPaHMUM WM OTMEHN. Te3n aKToBe 3a M3ITbIIHEHME Ce NPUEMAT B ChOTBETCTBHUE C
TpoLenypaTa o pasriexnaHe, mocodeHa B wied 114, maparpa 3. Kommcumsra mHGOpMMpa ChOTBETHATa [IbpXKaBa UICHKA 3a
pewennero cu u aktyammsupa NANDO u enekTpoHHaTa cUCTeMa, TOCOYEHa B UlleH 57.

5. Komucusirta creny 3a ToBa LiAfIaTa NOBEPUTENHA MHPOPMALS, NIOJlyYeHa 110 BpeMe Ha IPOy4BaHeTo, Aa Gble TpeTMpaHa Io
MOIXOMAIL HAUMH.
Ynen 48
ITapTHLOPCKM NMPOBEPKM U 0OMSIHA Ha ONUT MEXKILY OPTAHMUTE, OTTOBAPSILM 32 HOTUPUIMPAHUTE OPraHU

1. Kommcuara ocurypsisa HeoOXommMara OpraHu3auys 3a oOMEH Ha OIMT M KOOPHMHALNS HA aIMMHMCTPATHBHMTE IPAKTUKM
MEZKITy OpraHuTe, OTFOBapsIM 33 HOTUMIMPaHNuTe opraHu. Tosu oOMeH 0OXBAIIA CIETHUTE eIIEMEHTIL:

a) paspaboTBaHe Ha JOKYMEHTM 3a Haii-MoOpWTE NPAKTMKM, CBbP3aHM C MNEHHOCTTa HAa OPraHWTe, OTIOBAPSLMA 33 HOTUQUIN-
paHuTe OpraHy;
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6) pa3pa60TBaHe Ha TOKYMEHT! C HaCOKM 3a HOTIA(l)I/I[II/IpaHI/ITC Opranu BbB BpBb3Ka C IPUJIATAHETO HAa HACTOALIMSA PETTIAMEHT,
B) 06}7‘{61{1/16 un KBaJ'I]/I(l)I/IKaL[I/IH Ha €KCIIEPTUTE, NIOCOUCHN B YJIEH 40;

F) Ha6J'IIO]1€HI/Ie Ha TEHOECHLMUTE, CBbpP3aHM C IIPOMEHU B ONPEHEIIAHETO U HOTI/I(l)I/IKaIII/II/ITe Ha HOTVI(])VIIII/IP&HI/ITC opranmu, un
TEHOCHIMNTE B OTHEMAHETO M IIPEXBBPIIAHETO Ha CepTI/l(])I/IKaTI/I MEXIY TAX;

I) HaOmIOfeHMe Ha NMPUIATAHETO U MPUIOKMMOCTTA Ha KOTIOBeTe 32 00XBaTa Ha ME/HOCTMTE, IOCOUeHN B uileH 42, maparpad 13;
€) paspaboTBaHe Ha MEXaHNM3bM 33 MAPTHHOPCKM MPOBEPKM MeXKIy opraHuTe 1 Kommcusra;

X) Metony 3a MHPOPMUpaHE Ha OOIIECTBEHOCTTA OTHOCHO [IEIHOCTUTE N0 HAOIIIONeHNe M HA30p HA HOTUQUIMPAHUTE OPraHy OT
CcTpaHa Ha oprauute u Komucnsra.

2. Oprasute, OTTOBapsuM 33 HOTM(MUMPAHUTE OPIAHM, YYacTBAT B MAPTHbOPCKM MPOBEPKM HA BCEKM TPM TOMMHM Upe3
MexaHu3Ma, pa3paboTeH B CbOTBETCTBME C Maparpad 1 oT HacTosiumst wieH. Te3u MpoBepKM OOMKHOBEHO Ce M3BbPLIBAT YCIOPEIHO
ChC CHBMECTHOTO OLCHSIBAHE HA MSCTO, OMMCaHO B wieH 39. Kato mpyra Bh3MOXKHOCT HafieH OpraH Moxe fa usbepe Te ma ce
TPOBEXNAT KATO YacT OT NEIHOCTUTE My IO HaOIIOfeH e, IOCOUeHNU B wieH 44.

3. KoMucusaTa yyacTsa B OPTaHM3MPAHETO M OKAa3Ba TOMKpENa 3a MpUITaraHeTo Ha MEXaHM3Ma 3a TTAPTHLOPCKM IIPOBEPKM.

4. KoMmmcusita m3roTss roguiieH o0o0wwiaBai DOKIAM 33 NEHHOCTUTE 0 MAPTHHOPCKUTE MPOBEPKM, IO KOHTO Ce MPeToCTaBs
TyOsMueH TOCTHIL.

5. Ypes akroBe 3a u3mbiHeHMe Kommcmsara moxe [ga TpueMe MepKM C TOIPOOHM MpaBiia ¥ MPUITOXKMMM IOKYMEHTH 3a
MeXaHM3Ma Ha MAPTHBOPCKM IPOBEPKM, OOYUCHMETO M KBanmudukaiysra, mocoyeHyu B maparpad 1 or Hacrosumst wieH. Tesu
aKTOBE 3a VM3ITBITHEHME CE TPUEMAT B ChOTBETCTBME C MPOLEAYPaTa Mo pasIiexkiaHe, mocodeHa B wied 114, maparpad 3.

Ynen 49

Koopnuuauus Ha HOTMdUUMPAHUTE OPraHu

Komucusra ocurypsiBa Cb3IdaBaHETO M OCBUICCTBABAHETO Ha HCO6X0]1]/[MaTa KoopoMHanys M CbTPYOIHUUECTBO MEXIY HOTI/I(I)I/IIII/I-
paHuTe Opranyu Iom (1)opMaTa Ha KOOpOMHalMOHHA TIpylla Ha HOTI/I(l)I/IIII/[paHI/ITC oprann B 06HaCTTa Ha MEIMUMHCKUTE U3OENns,
BKITFOUMUTEITHO Y MEOVIMHCKUTE U3HENNA 3a VHBUTPO OMAarHOCTMKA. Tazu Ipymna 3acefiaBa peioBHO U Hajif-MajKko BE€OHDBXK TOOMIIHO.

HOTI/I(])I/IL[I/IP&H]/ITC Oprany CbIIIaCHO HAaCTOSAIINMSA PEITIAMEHT y4acTBaT B pa60TaTa Ha Ta3u rpymna.

Komumcusra moxe na omnpenerm CreuayHUTe MpaBuia 3a pa60TaTa Ha KOOpOMHALUMOHHATA Ipylia Ha HOTM(])MHMP&HMTC Opranm.

Ynen 50
CnuceK Ha CTAHIAPTHUTE TaKCU

HOTI/I(l)I/IL[I/IpaH]/ITC Oprany CbCTAaBAT CIMCPUM HA CTAHOAPTHUTE TAKCM 3a M3BBPIIBAHUTE OT TAX HEHOCTM MO OICHSIBAHE Ha
CBOTBETCTBMETO U MPENOCTABAT Hy6HI/I‘{CH HOCTBII IO TE€3U CIUCBHLN.

[TTIABA V

KITACMQUKAINSA U OUEHSAABAHE HA CbOTBETCTBMETO

PA3[IEJT 1

Kaacudurayua
Ynen 51
Knacudukauus Ha usgenmsta

1. Vspenmsra ce pasmensr Ha kiacose I, Ila, IIb u III, kato ce B3eMar IpenBu IpeHAa3HAYCHUETO Ha MBNENMSTA U IPUCHIINTE
uM puckose. Kiacuurammsra ce u3BbpIIBa B COTBETCTBME C npustoxkene VIIL
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2. Beeky crop Mexiy NpOM3BORMTEN M ChOTBETHMSI HOTUMUMpPAH OpIaH, MPOM3TUYALL OT IpuUiIaraHeto Ha npwioxenne VIII,
ce OTHAcA 3a pellaBaHe Ipel KOMIETEHTHUS OpraH Ha JbpXKapaTa 4IeHKa, B KOSTO HPOM3BONMTENAT MMa PETMCTPUPAHO MSACTO Ha
CTOMNAHCKa JEMHOCT. AKO IPOM3BOIUTENAT HAMA PETMCTPUPAHO MACTO Ha CTONAHCKa HeiiHocT B Chlo3a M BCe OlIE He € ONpemern
YIT'BIIHOMOLIEH IIPEACTaBUTENl, BHIIPOCHT C& OTHACA NPeNl KOMIIETEHTHMSA OpraH 3a MEMMUMHCKNUTE M3HeNNs Ha IbpXKapaTa uleHKa, B
KOSITO YITHIHOMOLICHVST IMPEICTABUTENl 1O pasmen 2.2, Bropa amuHes, Oyka 0), MOCIeNnHO TMpe OT mpwioxeHne IX mma
PErMCTPUPAHO MSCTO HA CTOMAHCKA MeifHocT. Korato HOTMQMUUMPAHMST OpraH e YCTAaHOBEH B AbpXKaBa WICHKA, PasiyyHa OT Ta3u
Ha TPOV3BOIMTEINS, KOMIIETEHTHMAT OpraH MNpyeMa pPEWeHMeTo CM, CIef, KaTo ce KOHCYNTMpa C KOMIETEHTHMS OpraH Ha
[IbpKaBaTa YICHKA, KOSATO € ONpeeiia ChOTBETHNS HOTUQUIMPAH OPIaH.

KoMneTeHTHUST OpraH Ha ObpxKaBaTa U/IeHKA, B KOSTO € PErMCTPUPAHOTO MSCTO HAa CTONAHCKA MEMHOCT Ha IIPOM3BOIMTENLS,
cpobuaBa Ha KTMU 1 Ha KoMucusTa B3eTOTO OT Hero pelueHye. PelueHneTo ce mpenocTasst mpy NOUCKBAHe.

3. Tlo mckane or gbpxkasa uineHka Kommemsra, cnen koncynraums ¢ KITMM, Bsema upes akT 3a M3IbIHEHME pelleHMeE IO
CIIEIIHUTE BBIIPOCH:

a) 3a mputaraxeto Ha npuioxenne VIII KbM JaeHo M3menye MV KaTerOpyst MIM IPyIa M3Ieust C LeN OnpeferisHe Ha Kacudu-
KalyATa MM;

0) ue mameHO M3MENME WM KaTeropus WM Ipyma M3Oenus ce mpekiacuuumpar upes meporamms ot mpuioxerne VII mo
IPUYMHY, CBBP3aHM C ODLIECTBEHOTO 3[paBe Bb3 OCHOBA HA HOBM HAyYHM [OKA3aTENICTBA MIM Bb3 OCHOBA Ha MHQOpMALIS,
TOJTyYeHa [PY MPOBEKIAHETO Ha HEHHOCTH 10 MPOCTIENsBaHe Ha OE30MaCHOCTTa ¥ HAI30p HA Mazapa.

4. Kowmmucumsita MOXKe ChIIO, 10 cOOCTBeHa MHMuMATHBA M Ciel KoHcynraumu ¢ KTM, ma B3eMa upe3 akToBe 3a M3ITbIIHEHHUE
pelleHns [0 BBIPOCHTE, ITOCOUeHN B naparpad 3, 6yksu a) u 6).

5. C men pga ce rapaHTMpa €OHAaKBOTO IpunaraHe Ha npunoxenue VIII m karo Bsema npemsum NpUIOKUMMUTE HAyYHM
CTaHOBMIIA HA CHLOTBETHMTE HAyuHuM KoOMmTeTM, Komumcmsra Moxe [1a npueMa akTOBE 3a M3IBIHEHME, IOKOIKOTO TOBa €
HEoOXOMMMO 3a paspelliaBaHe Ha IPOONeMM, CBbP3aHM C Pa3INYHOTO THIIKYBAHE M C TPUITAraHETO HA MPAKTUKA.

6.  AKTOBeTe 3a M3IBIIHEHNe, IOCOYCHN B Maparpadu 3, 4 1 5 OT HACTOSIIMS WIeH, ce MPUEMAT B CHOTBETCTBME C MPOLEMypaTa
10 pasrexmnaHe, mocoueHa B uieH 114, naparpad 3.

PA3[IE]T 2

Ouendsane Ha coomeemcmsuemo
Ynen 52
IIpouenypu 3a oLeHsABaHEe HA CHOTBETCTBMETO

1. HpC[II/I a IyCHAaT Ha TMasapa W3OENNe, IPOM3BOOUTENINTE OLEHABAT CHOTBETCTBMETO HAa TOBAa M3HENME ChIJIACHO
MPUWIOKVMUTE NIPOLIENYPY 338 OLIEHSABAHE HA CbOTBETCTBMETO, IIOCOUEHN B IIPUITOKEHNA [X—XI.

2. [Ilpemu ;ma mycHaT B HEVICTBME M3MENME, KOETO He € MyCHaTO Ha Iasapa, IPOM3BOIMUTENINTE OLEHSBAT ChOTBETCTBMETO HA TOBA
U3MIeNVe ChITIACHO NPUIIOXKMMMTE NPOLENYpPU 3a OLEHsBAHE Ha CHOTBETCTBMETO, IT0COUEHM B mpyoxenus [X—XI.

3. Tlpoussommrenure Ha m3genus ot kiac IIl, pasmuuuy oT m3mesnus, u3paboOTEHM O MOPBYKA, WM OT M3HENNS 32 KIMHIUYHO
U3NUTBaHe, MOMJIeXKAaT Ha OllEHsBaHE HA ChOTBETCTBMETO CBINIACHO MOCOUYEHOTO B mpuioxenue IX. Karo mpyra Bb3mMoKHOCT
TPOM3BOIMTENIST MOXe Na M30epe NMPUIAraHETO HA OLEHSBAHE HA CHOTBETCTBUETO CHITIACHO MpUMIIOKeHMe X B ChUeTaHUe C
OLICHSABAHE HA ChOTBETCTBMETO ChINIACHO mpuioxenue XI.

4. Tlpomssomurenure Ha m3genist ot kiac IIb, pasmumuny ot m3pmenvist, u3paboTeHN MO MOPBUKA, WM OT MBHEINS 32 KIIMHUIHO
VBIMTBAHE, IOMJIEXKAT Ha OLEHABAHE Ha CHOTBETCTBMETO CBHINIACHO MocoueHoTo B Imasy I u III or mpunoxenne IX, BKmounTento
OLICHsIBaHE Ha TEXHIYECKATa MOKYMEHTALMsl Ha HAil-MalKO €IVMH IPENCTaBUTETICH 00pasell 3a BCSAKA TeHepUUHA IPymNa M3HEns
CBIVIACHO NOCOYEHOTO B pasiiell 4 OT ChLIOTO IIPUIIOKEHME.

BhIpekyt TOBa MpM MMILTAHTHpyeMuTe u3menmust o kiac IIb, ¢ u3KioueHne Ha XMPYPIMUeCKM KOHIM, CKOOM, CTOMATONOIMYHM
3aIBIBAI  MATepyasy, CTOMATOTIOTMYHM CKOOM, 3bOHM KOPOHKM, BMHTOBE, KIIMHOBE, IUIACTMHM, MPOBOIHMIM, LIMQTOBE,
KJIMIICOBE 1 KOHEKTOPHM, TeXHMUECKATa HOKYMEHTAlVs Ce OLEHsBA CBINIACHO pasfen 4 ot npuioxenue IX 3a Bcsko msmenme.

Kato pyra Bb3MOXKHOCT IPOM3BOMMTEIIAT MOXKe [a m3bepe 1a M3BHPLIM OLEHSIBAHE HA ChOTBETCTBIETO Bb3 OCHOBA HA M3CIIETBAHE
Ha THIA CBITIACHO NpuiioxeHue X B ChueTaHVE C OLEHsABAaHE Ha CbOTBETCTBMETO Bb3 OCHOBA Ha IIPOBEPKA Ha CHOTBETCTBUMETO HA
IIPOIyKTa CBITIACHO IpuioxeHne XI.
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5. Korato e 060CHOBAHO OT INe[HA TOYKA HA M3IION3BAHETO B [PYrM MMIUIAHTMpYyeMy mamenus or kiac IIb Ha yrBbpmeHu
TEeXHOJIOTMM, CXOIHN C Te3Y, U3ION3BAHNU B M3KIIIOUEHITE M3IENNs OT CIMCbKA 10 naparpad 4, BTOpa anyHest OT HACTOSILUMS YIIEH,
WM KOTAaTO TOBA Ce M3UCKBA OT ChOOpaXKeHMs 3a 3aKpMIIA Ha 3[PaBeTo M Oe30MACHOCTTA HA MALMEHTHUTE, NOTpeOUTeINTE MIn
[pyruTe JIMLA WA 33 3aUMTA HA [PYTM acleKTy Ha OOIIECTBEHOTO 30pase, Ha Komucusita ce HpPeNoCTaBs IPaBOMOLIMETO da
npyieMa JelerpaHi aKToBe B ChOTBETCTBME C uileH 115 3a M3MeHeHMe Ha BBIPOCHMS CICHK, KATO HO0ABS B TO3M CIMCBK MIN
3a/M4aBa OT HEro MMIUIAHTHpYeMu u3merust ot kiac IIb.

6.  Ipomssogmrenure Ha m3genusi or kimac Ila, pasmuuHyM OT M3OenumsTa, u3pabOTEHUM MO MOPBYKA, JWIM OT M3NENMITa 3a
KIIMHIYHO M3NNUTBaHe, NOIIEXaT Ha OLEHSABAHE Ha CHOTBETCTBMETO CBINIACHO MocoueHoTo B rmasy I m III or mpunoxenue IX,
BKITIOUMTEITHO OLCHSIBAHE HA TEXHMYECKAaTa JOKYMEHTALs Ha [OHE eMH IPENCTaBUTENIeCH 0Opasel] 3a BCSKA KATErOpWsl M3MeNus
CBIJIACHO Pasfien 4 OT CHLIOTO MPUIIOXEHME.

Kato mpyra Bb3MOXKHOCT NMPOM3BOIMTENST MOXKE A M30epe [1a M3rOTBU TEXHMUYECKATa TOKYMEHTALMs, OCOYeHA B IpuioxeHus 11
u Ill, B cbueraHme c OlEHSBAHE HA CBHOTBETCTBMETO cbriacHO pasmen 10 mwmm 18 or mpwioxenme XI. OueHsBaHeTro Ha
TeXHMYecKaTa JOKYMEHTALMs ce Tpuslara KbM Haii-MaJiko e[JHO MPECTABUTEIHO M3HENMe 33 BCSKA KAaTeropysl M3MIeIus.

7. IlpoussomuTenure Ha WM3HENMst OT KIac I, pasmuuHM OT M3HENMATA, M3PabOTeHM MO MOpPbUKA, MMM OT WBNENMSTA 3a
KIIMHIYHO M3IUTBaHE, IEKapyupaT ChOTBETCTBUETO HA MPOIYKTUTE CU 4pe3 u3fasaHe Ha EC mexmapaumsra, nmocouena B uneH 19,
Clefl KaTo ca M3TOTBWIM TeXHM4ecKaTa HOKymeHTaumst no npwioxenus II u III. Ako Tesm mspmenmst ce ImyckaT Ha Ilasapa
CTEPUITHM, MMAT M3MEpBATeNIHA (YHKLIMS WM MPEICTABISIBAT XMPYPIUUECKM MHCTPYMEHTM 33 MHOTOKpATHa yrotpeGa, mpom3so-
muTensT npuara npouenypute o rimasu I u 111 or npunoxenne IX wmm no yact A ot npunoxenne XI. Yyactuero Ha HOTMOU-
LMPaHNsl OPTaH B Te3M MPOLEypy obaue ce orpaHMyaBa:

a) mpy U3NenMd, MYCKaHM HA Ia3apa CTEPUIIHM —IO0 acleKTHTe, CBBP3aHM C YCTAHOBSABAHE, 3ala3BaHe M IOMIbpPXaHe Ha
CTepUITHOCTTa;

6) npn mpennsa ¢ M3MepBaTeiTHa d)yHKHMH — [0 acCleKTUTE, CBbp3aHM CbC CHOTBETCTBMETO Ha M3OCNIMATa C METPOJIIOTMYHMUTE
M3UCKBaHMS,

B) IPM XUPYPIMUECKM MHCTPYMEHTM 33 MHOTOKpaTHa ymoTpeba — MO acleKTuTe, CBbp3aHM C I[OBTOpHAaTa ymorpeba Ha
VI3[IETINETO, MO-CIICLMANHO TOYNMCTBAHE, Ne3UH(EKINS, CTepUIN3ALNS, TONIPbKKA M GYHKUMOHATIHO M3IMTBAHE M CBHP3aHUTE
VHCTPYKLMM 32 ynotpeda.

8.  Ipomssogmrenute Ha u3genus, u3paboTeHM MO MOpBUKa, CIeaBaT mpouemypure mo npwioxenne XIII u wmsrorssr
IleKIapaimaTa, ChIbpxKallia ce B pasgen 1 OT ChIOTO IPUIIOKEHME, IIPEAM MyCKaHETO Ha M3HENUATa Ha Ias3apa.

B pmombiHeHue KbM NPUIIOKMMUTE CBINIACHO ITbpBAa ajlvHesl MPOLENypy 3a IPOM3BOOMTENIMTE HA VMIUIAHTMPYEMM M3IENVs IO
nopbuka OT Kiac III ce mpumara m oueHABaHETO Ha CBOTBETCTBMETO, IOcoueHO B IaBa | or mpunoxenme IX. Karo mpyra
BB3MOXKHOCT TIPOM3BOIMTEIIAT MOXKe [ia 1u30epe M4 M3BBPIIM OLIEHSBAHE HA CHOTBETCTBUETO CHINIACHO IOCOYEHOTO B YacT A OT
npunoxenye XI.

9. B mombiHEHMe KbM IPOLEypUTe, IPUIOKVMI ChITACHO mMaparpad 3, 4, 6 WM 7 OT HACTOSILMS WIEH, 3a M3NENMSITa 10
wted 1, maparpad 8, mbpBa anuHesi ce mpuIIara M MpOLEypaTa, MOocoYeHa B pasmen 5.2 or npunoxenue IX mm B pasmen 6 or
npunoxenye X, Copep Ciyyas.

10. B pmombiHeHMe KbM MPOLEIypHTe, IPUIOKMMI CINAcCHO maparpad 3, 4, 6 wmm 7 OT HACTOSWMS YIIEH, 3a M3IENNsITa,
00XBaHATV OT HACTOSIINMS pEINIaMEHT B CHOTBETCTBME C wieH 1, maparpad 6, 6yksu €) mnu x) u wien 1, maparpad 10, mbpsa
aluHesl, ce MpuIIara ¥ IpolefypaTa, II0COYeHa B pasfen 5.3 or npunoxenue IX mimm B pasgen 6 or mpuitoxenne X, cropen
CITyyast.

11. B pmombiHeHMe KbM MPOLEIypHTe, IPUIOKMMIU CHINACHO maparpad 3, 4, 6 wmm 7 OT HACTOSWMS YIIEH, 3a M3ENMsITa,
CHCTABEHM OT BELIECTBA MIM KOMOMHALMM OT BEWIECTBA, KOWTO Ca MpelHA3HAueHM Na ObIAT BbBEJEHM B UYOBELIKOTO TAIO Mpe3
TelleceH OTBOP WIM Ja OBIAT MPUIOXKEHM BHPXY KOXKAaTa M KOMTO ce abcopOMpar OT YOBEHIKOTO TSANO WM Ce Pa3lpbCKBAT
JIOKaJIHO B HEro, ce Tpuiara M NpolefypaTa, ocoueHa B pasgen 5.4 or npunoxenue IX umm B pasgen 6 or npunoxenue X,
criopeq CIIydas.

12.  IIbpxaBata uieHKa, B KOSATO € YCTAHOBEH HOTUQUMIMPAHWAT OpPraH, MOXE M4 M3MCKBA BCUYKM WM OIpENeNieHN
IIOKYMEHTH, BKITIOUUTEITHO TeXHUYeCKATa IOKYMeHTAlus, JOKJIauTe OT OfUT, OLEHsSBaHe 1 NPOBepKa BbB BPb3KA C IPOLENypuTe
no naparpadu 1—7 m 9—11, ma Obar Hamuueyu Ha oduumareH(ky) e3uk(uy) Ha Cbro3a, ONpemeNneH(u) OT Tasu IbpKasa
uieHKa. AKO HSIMAa TAKOBA M3MCKBAHE, [OCOYEHMTE [OKYMEHTM TpsibBa fa OboarT HaimuHm Ha opuumaneH es3ux Ha Cbrosa,
TIPUEMITUB 33 HOTUGUUMPAHUS OPraH.

13. 3a u3penMATa 3a KIIMHUYHO M3MUTBAHE ce IPWIAaraT M3MCKBAaHUATA, IPEIBUIEHN B uleHOBe 62—81.
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14.  Ypes axroBe 3a M3mbiHeHMe Komucusita Moxe [a ompenesis NOApoOHMUTe NPaBUiIa 1 MPOLENYPHUTE ACIEKTH € Liesl Aa ce
TapaHTVMPa XapMOHMBMPAHOTO NpWIIAraHe OT HOTUQUUMPAHMTE OPIaHM Ha NPOLEIypUTE 3a OLCHSBAHE HA CHOTBETCTBUETO IO
OTHOLICHME Ha CTEIHNUTE aCTeKTI:

a) 4ecTOTaTa ¥ B3EMAHETO Ha M3BAIKM IIPU OLEHSBAHE HA TEXHMUECKATA NOKYMEHTALMs Bb3 OCHOBA HA NPEICTABUTENHM 06pasLiy
CBITIACHO pa3men 2.3, Tpeta aiyHest M pasgen 3.5 oT npuoxenue 1X 3a msmenusra ot kiacose Ila u IIb, a 3a mspgenusra ot
knac Ila — corimacno pasgen 10.2 or npunoxenue XI,;

0) MMHMMANHATA YeCTOTA HA BHE3AIHMTE OIMTM HA MSCTO B 3aBOAMTE M M3MMTBAHMATAa Ha 0Opa3ly, KOMTO CE M3BBPIIBAT OT
HOTU(ULIMPAHUTE OPTaHM CHINIACHO pasmen 3.4 OT mpuioxeHye IX, KaTo ce OTYMTAT KITACKT B 3BUCUMOCT OT PUCKA U TUITBT
U3ENNE;

B) Qu3MuecKuTe, NAOOPATOPHUTE WIIM IIPYTUTE MSMUTBAHMS, KOMTO HOTUGUUMPAHMTE OPraHM TpsOBA I1a W3BHPIUBAT MPU
MBIUTBAHMSTA Ha OOpasLy, OLEHSBAHETO HAa TEXHMYECKATa NOKYMEHTALMS M M3CIEABAHETO HA TUIA ChINIACHO pasgenu 3.4
u 4.3 or npunoxenve IX, pasgen 3 or npunoxenue X u pasgen 15 ot npunoxenue XI.

AKTOBETe 32 M3IIBIIHEHMe, MOCOYEHN B IbPBA AIMHEs], ce [PUEMAT B CHOTBETCTBHME C MPOLIENypaTa IO pasriexiaHe, MOCOYEHa B
yted 114, naparpad 3.

Ynen 53
Yuactue Ha HOTMPUMIUMPAHUTE OPraHYU B NPOLETYPUTE 32 OLEHSBAHE HA CHOTBETCTBUETO

1. Koraro mpouemypara 3a OLEHSIBAHE Ha CHOTBETCTBMETO HAJlara Y4acTMETO HA HOTUQMLMPAH OpraH, NPOM3BOIMTENAT MOXe
[ia Momaje 3asiBTieHMe DO HOTUQUIMPAH OpraH MO CBOI M300p, Mpy yCroBue ue M3OpaHNAT HOTUQUIMPAH OpraH ¢ OmpefenieH Aa
VM3BBPILIBA IEIHOCTUTE 110 OLIEHsIBAHE HA CHOTBETCTBMETO BbB BPb3KA ChC CHOTBETHMTE TUIIOBE M3HEMMsl. [IpOM3BOIMTEINST He MOXe
[la [OIaBa €THOBPEMEHHO 3asiBIICHME M O IPYr HOTMQMUMPAH OPraH 3a €IHa M ChIId MPOLEAypa MO OLEHSBAHE Ha CHOTBET-
CTBUETO.

2. CoOTBETHMSIT HOTUQUUMpAH OpPraH MHQOPMMPA Upe3 eNeKTPOHHATA CUCTEMA [0 WieH 57 OCTaHaNuTe HOTUQUIMPAHU
OpraHy 3a BCEKM IPOM3BONMTEII, KOHTO OTTEINN 3asIBIICHMETO CH NpEIy B3EMAHETO HA PELICHME OT HOTUQUUMPAHMS OPIaH BbB
BPb3Ka C OLIEHSBAHETO Ha ChOTBETCTBMETO.

3. Koraro mopasar 3asBieHue 10 HOTH(MLMPAH OpraH ChINACHO Maparpad 1, MpOM3BOIMTENNMTE 3asBSBAT HANM Ca OTTEINIMIIM
3asIBIICHMETO CY [I0 IpyT HOTUQULMpPAH OpraH Mpedy B3eMaHETO Ha pelleHMe OT BHIPOCHMSI HOTMQUUMPAH OPraH M MPeNOCTaBsT
MHQOpMALIMs 33 BCSIKO NPEIXOIHO 3asiBIeHMe 3a CBIIOTO OLEHSBAHE HA CHOTBETCTBMETO, IO KOETO € OWMIT IOCTAHOBEH OTKa3 OT
LIPYT HOTUQUILIMPAH OpraH.

4. Hotnduumpanusr opraH Moxe [a M3UCKBA BCAKAKBA MHGOPMAuys MM JaHHM OT NPOM3BOIMTENS, HEOOXOmMMM 33
TPaBUITHOTO M3BBPIIBAHE HA M30paHaTa MPOLEAypa 3a OLEHSBAHE HAa CHOTBETCTBMETO.

5. Hotuduimpanute opraHu u TeXHUST MEPCOHAN OCHLIECTBSIBAT HEHHOCTUTE II0 OLICHSBAHE HAa CHOTBETCTBMETO C HAil-BUCOKA
CTeNeH Ha NpOecHOHalHA TOYTEHOCT M C HEOoOXOIMMATa TeXHMUECKAa M HaydHAa KOMIETEHTHOCT B CbOTBETHATa OONacT 1 He
TpsibBa 1a ca OOEKT HA HMKAKBB HATMCK, HUTO [ MOJy4aBaT KAKBUTO M Aa € oOary, 0coOeHO (MHAHCOBM, KOMTO MOTaT Aa
NOBIMSAT HA TSXHATA MpELeEHKA WM Ha Pe3yITaTUTe OT TEXHUTE NEHHOCTY IO OLEHSBAHE HA ChOTBETCTBUETO, NMO-KOHKPETHO MO
OTHOILIEHME HA JIMIA WV TPYIIM C MHTEPEC OT Pe3yNTaTuTe OT Te3U IeIHOCTH.

Ynen 54
IIponexypa 0 KOHCY/ITALMA OTHOCHO KIIMHUYHATA OLEHKA 32 onpenenieHn n3menus ot kiacose IIb u 11

1. B pombiHeHMe KbM IPUIOXKMMUTE CBITACHO WIEH 52 MPOLENypU HOTUQUUMPAHMAT OpraH CefBa ¥ IPOLEIypaTa IO
KOHCYNITalMsl OTHOCHO KIIMHWYHATA OLEHKA, YCTaHOBeHa B pasmen 5.1 or mpunoxenme IX wmm B pasgen 6 or npunoxenne X,
CTOpeN CITyuast, KOraTo OLCHSIBA ChOTBETCTBUETO HA M3OGPOCHNUTE MO-IOMY M3MEINS:

a) MMIUTaHTMpyeMu u3genus ot kiac 1L u

0) akTMBHM MemMUMHCKM m3fenus oT knac IIb, mpemHasHaueHM 3a NpUIOXeHMe U[WIM OTHENSHE HA JIEKAPCTBEH MPOMIYKT,
nocoueHy B pasgen 6.4 (npasuno 12) or npunoxenne VIIL

2. pouenypara no naparpad 1 He ce M3NMCKBA 32 MOCOUEHNUTE B HETO V3MEIINSL:

a) 1py NOJHOBSBAHE Ha CCpTI/I(l)I/IKaT, M3HaneH B CbOTBETCTBME C HACTOSALLMS PEITIAMEHT;
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6) KOrato M3HOEIMETO € IPOEKTUPAaHO 4Ype3 BHACAHE Ha INPOMEHM B M3MENNE, KOETO BEYE CE€ Ipenjiara Ha Iasapa OT ChIIMA
MPONU3BOOUTEN CbC CBIIOTO IIPENHA3HA4Y€HME, aKO IPOM3BOOMUTEIAT € MOKasall IO 3alOBOJIMTENIEH 3a HOTMC])I/I[II/IpaHI/ISI opraH
HauuH, Y€ NPOMEHUTE HE OKa3BaT OTPULATEIIHO BB3IENCTBIE BbpPXY CbOTHOLIEHMETO MEXIYy IOJIBUTE VM PUCKOBETE Ha
M3OEINETO; UIIN

B) KOraTo IMpMHUOMUINTE Ha KIIMHNYHATA OLEHKA Ha THUIIA MM KaTEeropysara M3OEns ca pasriefaHy B OC, IIOCOYE€HA B YJICH 9, a
HOTI/[q)I/IL[]/IpaHI/IHT Opran IIOTBbPIOM, 4€ KIMHMYHATA OICHKA Ha IIPOM3BOIMTEILL 3a TOBa M3HENMe € B CHOTBETCTBME C
npuioxnMara OC 3a KIIMHMYHA OLIEHKA Ha TO3M TUII U3IETINE.

3. HOTI/I(I)I/IL[I/IP&HMS[T OpraH yB€[IOM:Ba KOMIIETEHTHUTE OpraHy, OpraHa, OTrOBapsIl 3a HOTI/I(I)I/[IIIApaHI/ITC opranu, n Komumcusra
Upe3 €JIIEKTPOHHATa CUCTEMA, IIOCOUE€HA B UJIEH 57, 3a TOBa HAIM TpH6Ba Ha ce Iipuiara mnpouenypara 1o naparpa(]) 1 or
HacTosims yieH. Tosa yBEOOMIIEHNE CE IIpUIPY2KaBa OT HOKIIA OT OLCHABAHETO Ha KIIMHMNYHATA OLICHKA.

4. Komucusarta mnpasu TONMIIEH Mpernel Ha M3HENMATA, 3a KOUTO Ce MNpuiara Ipolelypara, OmucaHa B pasgen 5.1 or
npwioxerne IX wim B pasgen 6 or npwioxenne X. TOOMIIHMAT Tperiien BKIIOUBA YBENOMIICHMSITA ChINIAcCHO maparpad 3 or
HACTOSILMSL WIeH 1 pasmen 5.1, 6yksa ) or npwioxennue IX, Kakro u n3bposiBaHe Ha CIlyuauTe, B KOUTO HOTUULMPAHISAT OpIaH
He € CTefBayl NPENOpBKUTE Ha eKCIIepTHATA Ipymna. Komucusara mpencrasst mpernefa Ha EBponerickus mapnaMeHT, Ha CbBeTa U Ha
KI'MMN.

5. o 27 wmaii 2025 1. KomucnsTa u3rorss JOKIag OTHOCHO JIEJICTBMETO Ha HACTOSILMSA YIIEH ¥ TO NPENCTaBA Ha EBponerickus
napnameHT 1 Ha CbBeTa. B mokitaga ce B3emar npensui M3BbpLIEHNTE TOMMIIHM Hperieny 1 npuinoxumure npenopbkyu Ha KITMMY,
KOTaTo MMa TakuBa. Bb3 ocHOBa Ha TO3M mokiam Kommcumsira BHACS, aKO € HEOOXOMMMO, NMPEIIOKEHMS 3a M3MEHEHMe Ha
HACTOSIIIMS PEITIaMeHT.

Ynen 55

MexaHu3bM 3a KOHTPOII Ha OLEHABAHETO HAa CHOTBETCTBMETO HA ompeneiieHM m3merms or kinacose IIb
n Il

1. HOTI/I(l)I/IL[I/IpaHI/IﬂT OpraH yBeOOMSBa KOMIIETCHTHUTE OpraHu 3a CepT]/I(l)I/IKaTI/ITC, KOUTO € u3[gal 3a WU3IOeIuns, 4MneTro
CHOTBETCTBME € OUIIo OLIEHEHO CBIJIACHO ujieH 54, naparpa(]) 1. YBemomsiBaHeTO ce n3BbpHIBa 4Ype3 €JIEKTPOHHATa CUCTEMa IO
yjieH 57 M BKJIIOYBA pe3toMupaHaTa I/IH(l)OpMaIU/lF[ BbB BpPB3Ka C 0e301acHOCTTa U KIIMHUYHOTO HeiicTBUE ChITIACHO urieH 32,
JOKJIaObT OT OLUEHABAHETO OT HOTI/I(])]/IILI/IpaHI/ISI OpraH, MHCTPYKUMUMUTE 3a yHOTpe6a 10 paspen 23.4 ot IpUII0KEHNE I, u, xoraro e
NPpWIOKNMO, HAYYHOTO CTaHOBMILIE Ha IPyIINATE EKCIIEPTH, TOCOUEHM B pasiern 5.1 or NIpUIIOKECHNE IX umm B pasnen 6 or
MIpUIIOKCHNE X, cnopen, cryvas. B cnyqaﬁ Ha pasnMyHM MHEHUS Ha HOTI/I(l)I/IIH/IpaH]/IS[ Opran M rpynmre €KCnepTi ce BKIIIOYBa 1
ITbITHA 0OOCHOBKA.

2. KommereHTHMTEe OpraHM M, KOraTo € MHPWIOXKMMO, Kommcmsta MoraT npyu OCHOBATeJIHM ONAaceHMst @Ia Hpuiarar
IOIbITHUTEIIHM HpPOLENypU B ChOTBETCTBME C ulleH 44, 45, 46, 47 wim 94 u ako ce cMeTHe 3a HeoOXOIMMO, Ha B3eMaT
TIOIXONALIY MEPKY B CHOTBETCTBME C 4jleHoBe 95 u 97.

3.  KIMM n — koraro e npwioxumo — Komucusra MOraT npy OCHOBAaTeIIHM ONACEHMs Na MOMUCKAT HAyYyHO CTAaHOBMLIE OT
eKCIIePTHUTE IPyIM 3a Ge30MaCHOCTTA M NEHCTBUETO HA AfEHO M3MENHe.

Ynen 56
Ceprudukary 3a CHOTBETCTBIE

1. Ceprudukarure, u3naneHu oT HOTUPUIUMpPaHH oprauu chriacHo npunoxerus IX, X u XI, ca Ha oduumaneH e3ux Ha Cbrosa,
olpeferieH OT [IbPXKaBaTd WICHKA, B KOSITO € YCTAHOBEH HOTMQMUMPAHMST OPIaH, MM Ha opuumaneH e3uk Ha Chro3a, IpUeMIINB
3a HOTUQULMPAHUS OpraH. MUHMMAIHOTO ChIbpPXKAaHME Ha CePTUPUKATUTE € YCTaHOBeHO B npumoxenue XIL.

2. CepTI/l(l)I/IKaTI/ITC Ca BaJlMIHM 3a yKa3aHus B TAX CPOK, KaTo TON He HaOXBbpIId II€T FOOMHN. [To uckane Ha TPOUBBOOUTETIA
BAJIMJHOCTTA Ha CepTI/I(l)I/IKaTa MOXKe€ fa € YObJIKI 3a IOIBIIHUTEIIHM CPOKOBE, BCEKM OT KOUTO HE HAOXBBPILA IET IOOVHMU, Bb3
OCHOBa Ha TOCJIEBAILIO OLEHSIBAHE CBITIACHO MPMIOKMMUTE NMPOLICAYPH 3a OLICHsABaHE Ha CbOTBETCTBUETO. BcsKO moITbiTHEHMe KbM
CepTI/I(l)I/IKaT OCTaBa BaJIMTHO O M3TMYAaHE Ha BAJIMOHOCTTA Ha CbOTBETHUSA CepTI/[(l)I/IKaT.

3. Hotm¢uuupaHute OpraHM MOraT f[a HajlaraT OrPAHMYEHMS] BbB BPb3KA C IpPENHA3HAYCHMETO HA JANEHO MU3NEIME IO
OIIpefesieHM TPYyIM HALMEHTH WM [a M3UCKBAT OT IPOM3BONMTENMTE [a M3BbpWIAT KOHKpeTHM npoyusanus 3a KIIII B
CHOTBETCTBME C YacT b or npunoxenne XIV.



L 117/54 Oduumanen BecTHUK Ha EBporeiickus cbio3 5.5.2017 r.

4. Koraro HOTI/[(l)I/IIII/lpaH OpraH yCTaHOBM, Y€ IPOM3BOOMTEILAT € IIPECTaHall a OTroBaps Ha M3MCKBaHMATA 110 HACTOALINA
pernaMenT, Bb3 OCHOBAa Ha IIPMHIMIIA Ha MPONOPLMOHATHOCT TOI clmpa HeiCTBUETO MIIM OTHEMa M3MameHus CepTI/I(l)I/[KaT nim
Hajlara OrpaHMY€HMS BBPXYy HEr0, OCBEH KOIaTO CBOTBETCTBMETO C M3NMCKBAaHMATA C€ OCUTYPU 4YpE3 IOOXOMALIO KOpUrupauio
Hei[cTBI/Ie, KOETO ITPOM3BOOMUTEIIAT IPENNpYEMA B pAMKUTE Ha IOOXOMOMIIL CPOK, OIPENENIEH OT HOTI/I(I)I/IIH/IpaHI/IS[ OpraH. HOTI/I(I)I/IIII/[-
paHMAT OpraH 000cHOBaBa PCLICHNETO CU.

5. HoTu¢uumpanusit opraH BbBeXIa B eNEKTPOHHATA CHCTEMA IO ulleH 57 BCsKa MHOpMALMs 33 M3MAeHUTe CepTUUKATH,
BKITIOUMTEITHO TEXHUTE M3MEHEHNMS M IOIBIIHEHMS, KAKTO M 33 CepTMMKATUTE, UMETO JEHCTBME € CIPSIHO WIM KOMTO Ca
BB3CTAHOBEHNM MITM OTHETH, MM YMETO M3JaBaHE € OTKA3aHO, KAKTO U 33 OTpaHMueHMsTa Ha cepTuuraru. Tasu uHGOpMaLms e
JIOCTBIIHA 32 OOLIECTBEHOCTTA.

6. Ha Komucusra ce NpenocTaBs MPaBOMOIIMETO Ha MpueMa HENETMpaHN aKTOBE B CHOTBETCTBUE C YIIEH 115 3a u3MeHeHue Ha
MVHJMAJTHOTO ChbObpKaHNE Ha CepTI/I(l)I/IKaTI/ITC 110 IIpNI0KEeHNE XH, KaTO OTYMUTa TEXHUUYCCKMA MPOrpec.

Ynen 57
ErtekTpoHHa cucTeMa 32 HOTUPMIMPAHUTE OPTaHU M 3a CepTUPUKATHUTE 32 CHOTBETCTBIE

1. Komucusra, crien kato ce KoHcynrupa ¢ KIMI, cb3gaBa u yrpaBisiBa eeKTPOHHa CHCTeMa 3a ChOmpaHe u oOpaboTka Ha
criefHaTa nHGOpMaLsL:

a) CIMCbKA Ha MONeNeHNnsITa 0 wieH 37, maparpad 3;
6) crmcbka Ha excrieprute no uned 40, naparpad 2;

B) MHQPOPMAUMATA OTHOCHO HOTUQUKAUMSATA, MOCOUeHa B uneH 42, maparpad 10, u u3MeHeHMTe HOTUQUKAUMM, NOCOUEHU B
wied 46, maparpad 2;

I) CIOMChKa Ha HOTMQUMUMPAHMTE OPIaHy 10 wieH 43, naparpad 2;
) pE3LOMETO Ha OKJIafa 1o wieH 44, naparpad 12;
€) HOTMQUMKALMMTE 32 OLEHSBAHETO HA CHOTBETCTBUETO M CepTUMKATUTE N0 uileH 54, naparpad 3 u uneH 55, naparpad 1;

X) CllyyauTe Ha OTHEMaHe UM OTKa3 MO 3asBleHMsTa 3a ceprudukary mo wie 53, maparpad 2 u pasgen 4.3 or
npunoxenue VII;

3) MHQOPMAUMATA OTHOCHO cepTUUKATHUTE [0 UlleH 56, naparpad 5;
) DE3IOMETO BbB BPb3Ka C (€30IACHOCTTA U KIMHUYHOTO MIEHCTBHE 1O WiieH 32.

2. Csbpanara u o6paGoTeHa upe3 eNeKTPOHHATA CUCTeMa MHQOPMALMs € JOCTBIIHA 3 KOMIIETEHTHUTE OPraHy Ha IbpXKaBUTE
weHky, Komucisita, KOrato e Lenecb00pasHo — 3a HOTUQUUMPAHNUTE OPIaHM M, KOTaTO TOBA € MPEABMICHO B IPYTM pasnopenou
Ha Hacrosuuyst pernament wm B Pernament (EC) 2017746, 3a obuiecTBeHOCTTA.

Ynen 58
CMsiHa Ha HOTHQUUMPAHNA OPTaH MO XKeJTaHNe HA MPOU3BOIUTEILS

1. B ciyuaute, KOraTo IPOM3BOIMTEN IPEKPATH TOTOBOPA CY C HOTUULMPAH OPraH M CKIIOUM JOTOBOP C IPYr HOTUQUIMpAH
OpraH BbB BPb3KA C OLEHSBAHETO Ha CHOTBETCTBUETO Ha CHIIOTO M3MENINE, MOXPOOHNTE NPaBuIa 3a CMSIHATAa HA HOTUQULUMPAHUS
OpIaH sICHO Ce ONPENesIAT B CIOpa3yMeHMe MEXMy IPOM3BOIMTENIS, CIeHBALMS HOTUPUUMPAH OPraH M, KOTATO € BB3MOXKHO,
HOTU(ULMPAHNUS OPTaH ¢ M3THHaly npasomolnyst. ToBa cropasyMeHye 00XBalla Hail-MaJIkO CIIEHNTE aCTIEKTH:

a) IaTaTd, Ha KOATO CepTI/I(l)I/IKaTI/ITe, M3nageHn ot HOTI/I(l)I/[III/lpaHI/IH OpraH ¢ M3TMYalIN MNPaBOMOILINS, CTaBaT HEBAJIMIHN;

6) [arara, 10 KOATO I/I]]eHTI/I(l)I/[KaHI/[OHHI/IHT HOMEp Ha HOTI/I(I)I/IIII/[paHI/IH Oprad ¢ M3TM4auy MnpaBoMoIIys MOXKe na 61)]16 II0COYBaH
B I/IH(l)OpMaHI/IHTa, NpenocTaBsgHa OT IIPOUSBOOMTETIA, BKIIIOUUTEITHO PEKIIAMHUTE MaTepuany;

B) MPEXBBPIIAHETO Ha TOKYMEHTUTE, BKITIOUUTEITHO aCIIEKTUTE BbB BPB3Ka C IIOBEPUTEITHOCTTA U IIpaBaTa Ha CO6CTBCHOCT;

I‘) Jarara, CJIed KOATO 3aJauyuTe II0 OLEHABAHE HAa CHOTBETCTBUETO Ha HOTI/I(l)I/IIII/IpaHI/[H Opran C M3TMYaUIM IIpapoMoums ce
MPENOCTaBAT Ha BCTHIIBALLVISA HOTI/I(l)I/IHI/IpaH OpraH;

]1) MOCIIeNHNA CEPUEH HOMEp WIM HOMEp Ha IApTMHATa, 3a KOUTO HOCK OTIOBOPHOCT HOTI/I(l)I/IlH/IpaHI/IS[T Opran € m3TM4amm
IpaBoMOLINSL.

2. Horu¢uumpaHust OpraH ¢ M3THYALIM [PABOMOLIMS OTHEMa CepTMQUKATUTE, KOMTO € M3[AN 3a ChOTBETHOTO M3MHENMe, Ha
J1aTaTa, Ha KOATO Te CTaBaT HeBAJIMIHM.
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Ynen 59
Heporaums oT mpouenxypuTe 3a OlEHABaHe Ha ChOTBETCTBUETO

1. ‘{pes Jieporanys OT 4JieH 52 u Npyn HalJIE2KHO 000CHOBAHO MCKAHE BCEKM KOMIIETEHTEH OpraH MOe€ 1a pa3peln IyCKaHeTo
Ha Masapa MM IyCKaHETO B HeiicTBME Ha TEpUTOpMATa Ha CHOTBETHATA Hbp2KaBa UIE€HKAa Ha HAOeHO M3Henue, 3a KOETO
npouenypure 1o nocoueHms 4ieH HE Ca NMPOBENEHM, HO UNATO yHOTp€6a € B MHTEPEC Ha 06H1€CTB€HOTO 3[pase nin Ge30MacHOCTTa
WM 30paBeTO Ha INMallMEHTUTE.

2. [Ippxasata wieHka nudopmmpa Komucysra m ocraHanmuTe IbPXKABM WICHKM 32 BCSAKO pelleHMe 3a paspellaBaHe Ha
IyCKAHETO Ha [1a3apa WM MyCKaHeTO B [IeMCTBIE Ha M3eNNe B ChOTBETCTBHE C naparpad 1, KOrato paspelieHMeTo ce MpeIocTaBs
3a ynotpeba, pasmiyHa OT yrnorpebata Py eLMH [ALEHT.

3. Cnen ysemoMsBaHe Mo maparpad 2 OT HACTOSLIMS WIeH, B M3BbHPETHM CIIyday, CBbP3aHM C OOLICCTBEHOTO 3mpase MM
0e30MMacHOCTTa MM 3[IPaBETO HA MaiyeHTHTe, KOMMCHSTA MOXE upe3 aKTOBe 3a M3IIbIIHEHME [1a Pa3UIMPH 33 OrPAHMUEH CPOK
BATIMIIHOCTTA HA Pa3pellleHNeTo, MPeOCTaBeHO OT IbpKaBa UeHKA B ChOTBETCTBME C Maparpad 1 oT HACTOSLMS UieH, Taka ue [a
o6xsaHe Teputopysta Ha Cbl03a, 11 [ OIpPENeNst YCIOBKSITA, P KOUTO M3IENMETO MOXE 1a Ce ITyCKa Ha I1a3apa WM B [eiiCTBHe.
Te3u akTOBE 33 M3IIBIIHEHME Ce TIPMEMAT B ChOTBETCTBIE C HPOLIEAYPaTa 10 pasInexkiaHe, ocoyeHa B wieH 114, maparpad 3.

B criewHy ciyuan u mpy HameXXHO 0OOCHOBAHM HATIOXKUTENHM MPUYMHY BbB BPB3KA CbC 3APaBETO U 0€30MACHOCTTa Ha XOpara,
Kommcusita mpyeMa akToBe 3a M3MBITHEHME C He3a0aBHO MPUIOXEHME B ChOTBETCTBHME C MPOLEypara, MocoueHa B wieH 114,
naparpad 4.

Ynen 60
Ceprudukar 3a cobonHa npomaxba

1. 3a uenmre Ha M3HOCA M MO MCKAaHE Ha MPOVM3BOIMTEN MM YITbITHOMOIIEH MNpENCTaBUTEN IbpxkaBaTa 4leHKa, B KOSTO
IIPOM3BOIMTEIIAT MM YIIBITHOMOIUICHUAT NPECTABUTEN MMa PEIMCTPUPAHO MSACTO HA CTONAHCKA HEHOCT, U3NaBa CepTUQPUKAT 3a
cBoboaHa mponaxk0a, ¢ KOMTO ce yHOCTOBepsiBa, 4e MPOM3BOIUTEIIAT MV YI'bIIHOMOLICHNUST IIPEICTABUTE, CIIOPET CIIyyas, MMa
PErUCTPUPAHO MSICTO Ha CTONAHCKA [IEMHOCT Ha HejfHaTa TepUTOPMSL M ue CHOTBETHOTO M3penme ¢ Mapkuposka ,CE“, HaHeceHa
CBIJIACHO HACTOSILIMS PEIAMEHT, MOXe JIa ce mpepyiara Ha nasapa B Cbro3a. B ceprudukara 3a csobonHa npogax6a ce mocousa
6azosust UDI-DI Ha m3nenvero, npegocraser Ha Gasata manuy 3a UDI cbrmacHo unen 29. Korato HoTuduumpan opras e usman
ceprudukar 1o wieH 56, B cepruukara 3a cBoOOmHA MPOaxDa e M0COUBA YHUKATHMST HOMEp 3a MIEHTU(MLMpaHe HA TO3M
cepTUQUKAT, KOITO Ce M3aBa OT HOTUQUIMPAHUS OPIaH, KAKTO € nocoueHo B ri1asa II, pasmen 3 or npunoxenne XIL

2. qpes AKTOBE 3a M3ITbJIHeHMe Komucusara Moxe na YCTaHOBM 06pa3611 Ha CCpTI/I(l)I/IKaTI/ITC 3a CBO60]1Ha nponax6a, KaToO B3E€ME
NpenBya MEXKIyHapOOHATa IIPaKTHKa 10 OTHOIIEHME Ha M3IOJI3BAaHETO Ha CepTI/IC])I/IKaTI/lTC 3a CBO6OIIHa npona)K6a. Te3u akToBe 3a
VBITBIIHEHME CE€ NMPUEMAT B CbOTBETCTBME C NMPOLECHYypaTa 110 KOHCYIITUPAHE, IIOCOUEHA B UlIEH 114, naparpac]) 2.

ITIABA VI

KIIMHNMYHA OLEHKA U KIIMHUYHU U3IIUTBAHUSA
Ynen 61
KnuauuHa oneHka

1.  ToTBbpXNAaBAHETO Ha CHOTBETCTBUETO C MPUIOXKMMHUTE OOMIM WM3MCKBAHMS 3a OE30MACHOCT M MEIICTBUE, YCTAHOBEHNM B
NpWIOKEHNe [, NPy HOPMANHM yCIOBMSL Ha ymoTpeba Ha M3[ENMETO MO MpeNHA3HAYCHME, KAKTO M OLEHKATA HA HEXeIaHWTe
CTpaHm4HM e(eKTM M Ha NMPUEMIMBOCTTA HA CHOTHOLICHMETO MEXIy MOJ3MTE M PUCKOBETE, MOCOYEHO B pasgermu 1 u 8 or
Ipunoxenyue I, ce OCHOBaBaT Ha KIIMHWYHM JAHHU, OCUTYPSABAlM IOCTATHYHO KIIMHWYHY JOKA3ATENICTBA, BKIIIOUMTEIIHO, KOTATo €
IIPUIIOKMMO, COTBETHUTE JJAHHY CBITIACHO Tputoxenue IIL.

HpOI/ISBO]II/ITCHHT YyTOUHABa U 000CHOBaBa HMBOTO Ha KIMHWYHUTE JOKa3aTeriCTBa, H€O6XOHI/IMI/I 3a TOKa3BaHE Ha CHOTBETCTBME C
NIPUIIOKUMUTE O6HII/I M3UCKBAHMA 3a 0e30MacHOCT U mericteue. HMBOTO Ha KIIMHMYHMTE TOKa3aTeNicTBa TpH6Ba Oa € noaxomsuIo
NpenBAT XapaKTEPUCTUKNUTE Ha M3HETIMETO Y HETOBOTO IIPETHA3SHAYEHME.

3a Tasu Lien MPOM3BOAMTENNTE MIaHMpaT, U3BBPIIBAT M JOKYMEHTUPAT KIMHUYHA OLEHKA B CHOTBETCTBME C HACTOAUIMS UIleH M
yacT A or npwioxenue XIV.
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2. 3a Bemuku magenus ot knac I u 3a mspenmsra ot kiac IIb, nmocouenu B umeH 54, maparpa 1, Oyksa 0), mpemut
VM3BBPLIBAHETO HA KIIMHWMYHA OLEHKA V[WIM M3NMTBAHE IPOM3BONMTEIIAT MOXKE []d Ce KOHCYITMPA C Ipyla €KCIEPTH ChITIACHO
urieH 106, ¢ 1en 1a ce Hampasy Tpersiell Ha CTpaTernsTa Ha IPOMU3BOIMTENSA 3a THPCEHOTO KIIMHMYHO Pa3BUTUE M NPEATIOXKEHNATA
3a KIIMHMYHO y3muTBaHe. [TpoMsBOOMTENAT HaUIeXHO B3eMa IpPENBUI MHEHMATAa Ha Ipymata excrepru. Topa ce JOKyMeHTMpa B
[IOKJIafia 38 KIMHMYHATA OLICHKA, I0COUeH B maparpad 12 oT HaCTOSIIVS WieH.

HpOI/IBBO]II/ITC]'[HT HE MOXKE Ha 4YepIy IpaBa OT MHEHMATA Ha IpylaTta €KCIEPT BbB Bpb3Ka C 6'I>JICIII3 npouenypa 3a OLECHSABaHE Ha
CbOTBETCTBUETO.

3. KnuanunaTta olieHKa crensa omnpenerieHa n ]106p€ o6ocHOBaHa B METOHOJIOTMYHO OTHOLIEHME Mpolenypa Bb3 OCHOBA Ha
CIIEOHUTE aACIIEKTU:

) KPUTMYHA OLEHKA HA CHOTBETHATA HAyYHA IIMTEPAaTypa, HAINYHA KbM MOMEHTA, OTHOCHO Oe30NacHOCTTa, MeNiCTBHUETO,
IIPOEKTHHUTE XapaKTEPUCTUKM U TIPENHA3HAYEHMETO Ha M3HENNETO, KOTaTo Ca U3IIBIIHEHN CTIENHNUTE YCTIOBUS:

— HOKa3aHO €, Ye M3HENVETO OIeXallo Ha KIMHMYHA OLIEHKA 33 HErOBOTO IIPeHa3HauyeHye € eKBUBATIEHTHO Ha VU3HENNETO,
C KOETO Ca CBbP3aHM [JaHHUTE ChIJIACHO pasfent 3 ot npunoxenne XIV, n

— [aHHMTE B 3aIOBONMTENIHA CTENeH [OKA3BaT CHOTBETCTBMETO C MPUIIOXMMUTE OOWIM M3MCKBaHMS 3a GE30MacHOCT U
HEeNCTBUE;

0) KpUTMYHA OLEHKA HAa pe3yITaTMTe OT BCUYKM HAIMYHYM KIIMHWYHM VBIUTBAHMS, B KOSITO Ce OTYMTA Ha[UIEKHO Malm
U3NUTBAHMATA Ca U3BBPIIEHN CBITIACHO uleHoBe 62—80, aKkToBeTe, IpMeTH ChIIacHO uieH 81, u npunoxenne XV; u

B) pasriexnaHe Ha HATIMYHUTE 3a Ta3y LN alITEPHATVMBHM METOIM 3a JIEYEHME, aKO VMIMa TaKVBa.
4. 3a VIMIUTAHTUPYEMUTE UBHEINA M U3OETNATA OT Kilac [T ce V3BbPUIBAT KIIMHNYHN UBNNTBAHNSA, OCBEH KOIATO:
— UBIEIMETO € NMPOEKTNPAHO Ype3 BHACAHE Ha MPOMEHM B UBMIEINNE, KOETO BEYE CE INpeEyiara Ha Iasdapa OT CbUINS IIPOM3BOIOMTEIL,

— 3a IIPOMEHEHOTO M3penme € 6uno IOKAa3aHO OT IIPOM3BOOMTEIIA, Y€ € €KBMBAJICHTHO Ha IPEIJIaraHOTO Ha Ia3apa W3HENNE, B
CBOTBETCTBJE C pa3enn 3 or NIpUIIOKCHNE XIV u Te3n mokasaresicTsa ca npueTn ot HOTI/I(l)I/ILU/IpaHI/Iﬂ opraH; n

— KJIMHMYHATa OLEHKa Ha IPEMIaraHOTO Ha Iasapa M3[OENe € NOCTaTbuHa, 3a J1a C€ NOKaXe CbOTBETCTBMETO HAa ITPOMEHEHOTO
nsnenme ¢ NpuitoXnMNTE M3NCKBaHNA 3a 6e30MmacHOCT U HeiCcTBIE.

B Tesu cryuau HOTMQMIMpPAHMAT opraH mposepssa mamu mwiaHsT 3a KNI Ha IPOMeHEHOTO M3meTMe e NONXOMSIY M BKITIOYBA
TPOYHUBAHILSL CIIell MyCKAHe Ha Ma3apa C Lell JOKa3BaHe Ha 0e30MaCHOCTTA M HEICTBUETO Ha VM3HEIMETO.

OcBeH TOBa B CIyyanTe, IOCOYEHN B naparpad 6, He e HEOOXOIMMO Ja Ce IIPOBEXIAT KIMHUYHN M3IUTBAHMSL.

5. HpOI/IBBO]II/ITC]'IHT Ha M3Menne, 3a KOETO € MOKa3aHo, Y€ € €KBMBAJIEHTHO Ha BEY€ MPEMIIaraHo Ha Iasapa M3MOENNE, KOETO HE €
MPON3BENEHO OT ChIUVSA NMPOUSBOOUTEN, MOXKE T1a Ce€ I030BaBa Ha naparpa(]) 4 ¢ ornen MPOBEXKMNAHETO Ha KIIMHUYHO MBIUTBAHE,
aKO OCBEH M3MCKBAHMATA Ha ITOCOUYCHUA naparpac]) Ca VBIIBIIHEHN U CIIETHUTE YCIIOBUA:

— [BaMmaTa IPOM3BOOMTENN MMAT JOIOBOpD, KOTO VBpUYHO TIPENOCTaBA Ha IIPOM3BOIMTENSL Ha BTOPOTO MBHENME ITBIIEH U
MOCTOSAHEH HOCTBII 10 TEXHMUECKAaTa TOKYMEHTALNSA; U

— IIbpPBOHAYaJIHaTa KIIMHNYHA OLIEHKA € M3BbpUIEHA NPY Clla3BaHE Ha M3VICKBAaHMATA Ha HACTOALLMA PEITIAMEHT,

VI IPOM3BOOUTENAT Ha BTOPOTO M3METNE IPENCTaBM Ha HOTI/I(i)I/IIH/IpaHI/I}I Oprad SICHM MOKAa3aTeJICTBa 3a MBIIBIIHEHMETO Ha TOPHUTE
yCIOBMAL.

6.  VI3MckBaHeTO 32 MPOBEXKMAHE HA KIMHMYHYM VMBMUTBAHMS N0 maparpad 4 He ce mpuriara 3a MMIUTAHTHPYEMHUTE VBIENUS U
manenmsTa ot Kiac III, kouto:

a) Ca 3aKOHHO IyCHAaTM Ha [asapa wiu B feiictue B chotercrsue ¢ Hupekrusa 90/385/EVMO mmn dupektnsa 93/42[EVO u
UMATO KITMHMYHA OlleHKa:

— C€ OCHOBAaBa Ha NOCTAaTBbYHO KIIMHMYHU OAHHU U

— CBOTBETCTBA Ha IIPUITOKMMATa IIPOJYKTOBA OC 3a KJIMHMYHA OLleHKA Ha TO3M TUI M3[IeJIne, Korato e HanmuHa TakaBa OC;
nim

6) MpeacTaBIABaT XUPYPIUUCCKM KOHILY, CKO6I/I, CTOMATOJIOTMYHM 3aIlbJIBAlM MaTepUany, CTOMATOIIOIMYHU CKO6I/I, 3B0HK
KOpPOHKM, BUHTOBE, KIIMHOBE, IUIACTUHY, IIPOBOIHUILY, IlII/l(l)TOBC, KIIMIICOBE M KOHCEKTOpMU, UMATO KIIMHMYHA OlICHKa Ce
OCHOBaBa Ha NOCTaTbYHO KIIMHMUYHU OAaHHU M CPOTBETCTBA Ha IPWIOKMMATA NIPOOYKTOBA OC, KoraTo e HanmuuHa Takapa OC.
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7. Cnyuanre, Koraro maparpad 4 He ce mpuiara CbIJlacHO maparpad 6, ce 0DOCHOBABAT OT IPOM3BOLMTENSL B HOKIIaa 3a
KJIMHMYHATA OLIEHKA M OT HOTUQUUMPAHMS OPTaH B JOKJIANA 3a OUEHSBAHE HA KIIMHUYHATA OLCHKA.

8. Korato e 000CHOBAHO OT INIelHA TOYKA HA W3IMON3BAHETO B MPYIM M3IENMSI HA YTBBPHECHM TEXHOIOTMHM, CXOIHU C Te3u,
VM3MON3BAHY B M3KITIOYCHUTE MBNENMs OT CIIMChKA 1O maparpad 6, Gyksa 6) OT HACTOSIUMS WIEH, MM KOTATO TOBA CE M3MCKBA OT
choOpaxeHNs 33 3aKPUNa Ha 3MpaBeTo ¥ OE30MACHOCTTA HA MALMEHTHTE, NMOTpeOUTeNMTe MIM APYTM JMLA WIM 33 3aLUTA Ha
IPYTM acleKTM Ha OOLIECTBEHOTO 3hpaBe, Ha Kommcysta ce MpemocTaBsi NPaBOMOLIMETO [ IpMeMa MeJIerMpaHy aKToBe B
ChOTBETCTBHUE C wieH 115 3a M3MeHeHVe Ha CIVChKA Ha VM3KJIIOYEHMTE M3OENs 10 uileH 52, naparpa 4, BTOpa ajmHes ¥ 1O
naparpad 6, 6yksa 6) OT HACTOSLS WIeH, KaTo [O0ABS MIM 3aMyaBa B CIMCHKA APYIYM TUIIOBE MMIUIAHTUPYEMY M3HEIMSI U
uspenus ot kiac 11

9.  Ipu nponykTn 6e3 MEIMIMHCKO TpeHA3HauYeHue, u3bpoeHy B mpunoxerne XVI, M3MCKBAHETO 3a JOKA3BaHE HA KIMHUYHA
107133 B CBOTBETCTBME C HACTOsAWIATA Inapa 1 npuoxenus XIV u XV ce ThbiKyBa KaTo M3MCKBaHe 3a JOKA3BaHe HA NE/CTBMETO Ha
uanenyero. KimHMYHNMTE OLEHKN HA Te3U MPOIYKTH ce OCHOBABAT HA OTHOCUMI JAHHU 33 Oe30MaCHOCTTA, BKITIOUMTEIIHO JaHHU OT
Hanzopa cien Iyckane Ha nasapa, ot KIIIII u, korato e npunoxnMo, KOHKpeTHM KIMHWYHM M3OMUTBAHMS. 3a Te3y IPOLYKTH Ce
TPOBEXNIAT KINMHUYHY M3IUTBAHMS, OCBEH aKO He € HAINIeXHO 0DOCHOBAHO M3ION3BAHETO HA CHLIECTBYBALIMTE KIMHMYHY IAHHM
3a aHaJIOTVYHM M3MIEIHNSL.

10. bBes ma ce 3acsra maparpad 4, KOraTo He ce CUMTa 33 IeNMechOOPa3HO MOKA3BAHETO HA CHOTBETCTBMETO C oOumimTe
VM3VMCKBAHMs 3a O€30MAaCHOCT 1 MENCTBIE Bb3 OCHOBA HA KIIMHIYHM IaHHM, NOIXOMSIIATA 0OOCHOBKA 33 NMOTOOHO M3KITIOUEHME Ce
npefocTaBst Ha 6azaTa Ha Pe3yNTaTUTE OT YIPABICHMETO HA PUCKA OT CTPaHA HA IPOM3BOIMTEIIS M B3 OCHOBA Ha CHELMUKATA Ha
B3a/IMOJIEIICTBMETO MEXIY VM3IEMEeTO M YOBEWKOTO TSNIO, OYAKBAHMS KIMHMYEH Pe3yNTaT 1 TBBbPUEHMATA Ha IpousBommrensi. B
TaK'bB CITy4ait IPOM3BOMUTENAT 0O0CHOBABA HAIIEKHO B TEXHMYeCKAaTa OKYMEHTAlus, MOcoyeHa B mpunoxerue I, 3amo cMsra
3a [IOCTATBYHO CHOTBETCTBUETO C OOLIMTE M3MCKBAHMsI 32 Oe30macHOCT M meiicTBue ma ObOe MOKA3aHO B3 OCHOBA CaMO Ha
pesynTaTMTe OT METOIMTE 3a HEK/IMHMYHO M3MMUTBAHe, BKIIIOUMTENIHO OLCHKA HA [ENICTBUETO, M3IUTBAHE HA CTeHI M
TpENKIVHIYHA OLEHKA.

11.  KinuHmuHata OulE€HKa ¥ HOKYMEHTAaUuATa BbB BPb3KA C Hed Ce aKTyalM3MpaT IIpe3 Leius eKCIVIOAaTalMOHEH CPOK Ha
CBOTBETHOTO M3MENNe C KIIMHWYHUTE IAHHM, IIONTyYeHH OT M3IBIHEHMETO Ha ITaHa Ha mpowsponmrens 3a KIIIII B choTBeTCTBME C
vact b or npunoxenne XIV, u 3a Hanzop cien myckaHe Ha a3apa 1o wieH 84.

3a mapermsra or knac Il m mvmnanTupyemmure mapenys moknapbsT 3a oueHka Ha KIIIIT u, ako e mpemsmueHo, pe3loMeTo 3a
6e30M1acCHOCTTa ¥ KIIMHNYHATA eEKTUBHOCT 110 UieH 32, ce aKTyaJM3MpaT Hail-Majko BETHbX TOMMIIHO C T3 NaHHM.

12. KnuHnuHaTa oneHka, pe3ynraTuTe OT Hesd M NPOU3TUYAIINTE OT HESA KIIMHMUYHM JOKA3aTeNICTBA CE HOKYMEHTMPAT B MOKIIAM
3a KIIMHMYHA OLEHKA, IIOCOYEH B pa3nenn 4 or NIpUII0KECHNE X1V, KOﬁTO, OCBCH IIpM M3nenus, I/I3pa60TeHI/I 110 NOpBUKa, € 4acT OT
TEXHNYECKATa JOKYMEHTAlMA CbITIACHO ITPUITOKEHUE II BBB Bpb3Ka CbC CHOTBETHOTO M3ICTINE.

13.  Koraro e Heo6XOmMMO [a ce rapaHTHpa eOHAKBOTO MpuiaraHe Ha npumoxenue XIV, Komucusra, Kato oTuMTa HauIexKHO
TEXHMUECKMS] U HAayYHWs IIPOrpec, MOXe J]a TpyeMe aKTOBe 3a M3IThIIHEHME, TOKONKOTO TOBA € HEOOXOMMMO 3a paspellaBaHe Ha
npobremMy, CBbP3aHM C PA3MNYHOTO THIKYBAHE M NPUIAraHETO HAa MPAKTMKA. Te3y akToBe 3a M3ITbIIHEHME Ce MPHUEMaT B
CHOTBETCTBIE C MPOLIEAYpaTa M0 pasIiexkiaHe, ocoyeHa B wien 114, maparpad 3.

Ynen 62

06lll]/l U3UCKBAHUA OTHOCHO KIIMHUYHUTE USNUTBAHUA 33 TOKA3BaHEC HA CbOTBETCTBMETO HA U3EIINATA

1. Knuuuuynmre u3MMTBAHMA Ce IUIAHMPAT, paspellasaT, INPOBEXHAT, JOKYMEHTMpaT 1 MOK/IajBaT B CBHOTBETCTBME C
pasmopen6ure Ha HacTOSILMA WieH U uneHose 63—80, mpuernte B ChOTBETCTBME C uieH 81 akrose u mpumoxenue XV, ako ce
TIPOBEXKNAT KAaToO 4acT OT KIIMHMYHATA OLIEHKA 3 OLCHsABAHE HA CHOTBETCTBMETO C €IHA MM MOBeYe OT CIIENHMUTE LeT:

a) l1a ce yCTaHOBM M IIOTBBPOM, Y€ IPU HOPMAITHU YCIIOBMS Ha yHOTpe6a n3penmmATa e IMpoeKTNpaT, MPON3BEXKIAT M OIAKOBAT I10
TaKbB Ha4ylMH, Y€ 1a CbOTBETCTBAT Ha €IHA MJIN IOBEYE KOHKPETHU LIEIIH, I/l36p0€HI/l B UJIEH 2, TOUKaA 1, 1 UMat NpeuBUIEeHOTO
IIOCOYEHO OT IPOM3BOINTENIS UM Hei[CTBI/[e;
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6) T1a c€ YCTAaHOBAT M NMOTBBPIAT KIIMHNYHUTE MOJI3Y OT HAICHO M3[ENNE ChITIACHO ITOCOYEHOTO OT NMPOM3BOOUTEILA MY,

B) Jd CC YCTAHOBM ¥ MOTBBHPIM KIMHMYHATA OE30MACHOCT HA MBMENMETO, NIa Ce ONMPENeNT HeXelTaHUTe CTPAHMYHM eeKTH Ipu
HOPMAalTHM YCIOBMSI Ha ymoTpeOa Ha M3MENMETO U Jia ce MPeLieH TOKONKO Te Ca B PaMKMUTE Ha MPUEMITMBHS PUCK CIPSIMO
TOTI3UTE OT IPEIBUIEHOTO NEHACTBIE HA U3IENMETO.

2. Korarto CIIOHCOPBT Ha KIIMHMYHO MU3INUTBAHE HE € YCTAaHOBEH B Cbto3a, TOM rapanTupa, 4¢ uma q)MSI/II{CCKO W IOpUan4ecKo
Jimue, yCTaHOBEHO B Cpro3a, 3a CBO NpeacTaBUTEI. TaxbB NpENCTaBuUTENl OTIOBaps 3a CMAa3BaHETO Ha 3aIbJIKEHMATA Ha CIIOHCOpa
CbITIACHO HAaCTOAWIMA PEIIIaMEHT U € alipecaT 3a BCUUKM C'bO6H.ICHI/IH 3a CIIOHCOpa, MpEABMOECHN B HACTOSALINSA PEITIaMEHT. Bcsko
C1>06].11€HI/IC 1O IMpencTaBuTernsd, ce€ cunTa 3a C”bO6LlIeHI/l6 710 CITOHCOpa.

IIbp:kaBuTe WIEHKM MOTaT ma m3bepar 1a He MpMIAraT IbpBa ayHes! MO OTHOLICHME HA KIIMHWUYHM W3IMTBAHMS, KOMTO LI Ce
IIPOBEXKNAT CaMO Ha TSAXHA TEPUTOPMS WM HA TAXHA TEPUTOPUS VM HA TEPUTOPMSATA HA TPeTa [IbPXKaBa, aKO FAPAHTMUPAT, ye IO
OTHOIIIEH)E Ha TOBA KIIMHMYHO M3MMTBAHE CIIOHCOPBT MMa HAji-MajIKO €HO JIMLE 33 KOHTAKT, YCTAHOBEHO Ha TSAXHA TEpUTOPUS,
JI0 KOETO 13 Ce afpecupar MpeBUIeHNTE B HACTOSIINS PEITIaMEHT ChOOLIEHNS 3a CIIOHCOpA.

3. Knuanunnre wmanurBaHust ce IUIaHMpaT ¥ MPOBEXKHAT IIO TaKbB HA4MH, Y€ IIpaBaTa, 6630H3CHOCTT3., HOCTOHCTBOTO ¥
Oy1arOCHCTOSHMETO Ha Y4aCTHUIUTE B TE€3M KIIVMHMYHM MINUTBAHMA Ca 3aAlUUTEHM M MMAT NPUOPUTET IIPEN BCAKAKBUA HOPYIN
VIHTEPECH, a MOITYUYEHNTE KIIVHNYHM JaHHM Ca HAYyYHO M3IbpXKaHM, HANEKIHN U CcTabumnHm.

KbM KIMHMYHKUTE MBIMUTBAHUS Ce npuiarat Hay4yHUTE M €TMYHUTE CTaHOApTU. l'[pernem)T Ha CBOTBETCTBMETO C ETUYHUTE
CTAaHOAPTU C€ M3BBPIIBA OT KOMUCHUA IO €TUKA CBHITIACHO HALUMOHAIIHOTO IIPaBo. H'Lp)KaBI/ITC UICHKM TapaHTUpaT, Y€ MPOLECOypuTe
3a IIpernen OT KOMMUCHATA II0 €TMKAa Ca CbBMECTMMM C NPOUEnypUTE, YCTAHOBEHM B HACTOAUIMSA PEITIAMEHT 3a OLIEHsABaHE Ha
3aSBJIEHMETO 3a pa3pelUICHNE Ha KIMHNYHO M3IUTBAHE. B npernena Ha CbOTBETCTBMETO € €TMUHUTE CTAaHOAPTU Y4dacTBa Haii-MaJko
€IMH HECEUUATINCT.

4, Knuununo msnutsane mo naparpacl) 1 mMoxe ma 61:]16 NPpOBEICHO CaMO aKO Ca MBIBIIHEHM BCUUKM YCIIOBUA ITO-AOITY:

a) KIMHMYHOTO M3MMTBAHE 3aBMCK OT pa3pelleHye OT IbpxkapaTa(uTe) uieHKa(y), B KOSATO(KOMTO) IIe ce MpoBefe KIMHUYHOTO
MBIINTBaHE, B ChOTBETCTBME C HACTOSIILIMS PEIIAMEHT, OCBEH dKO HE € MIOCOYEHO IPYTO;

6) KOMMCHSA IO €TMKA, Ch3lal€Ha B CbOTBETCTBME C HALIMOHATHOTO IIPAaBO, HE € Majla OTPUUATEITHO CTAHOBMIIE II0 OTHOLICHME Ha
KIIMHUYHOTO M3INTBAHE, KOETO € BAJIMIOHO 3a IslaTa Ibp2KaBa YJI€HKa CbITIACHO HAUMOHAIIHOTO u npaBo;

B) CIIOHCOPBT MIIM HETOBUST MPECTABUTEN MM JIMIE 33 KOHTAKT CBINIACHO maparpad 2 e ycraHoBeH B Cbr03a;
I) YA3BMMMTE IPYIM OT HACENEHMETO Y MHIMBMIYATHY YYaCTHULM €A HOOXOMSIIO 3aIUMTEHM B ChOTBETCTBME C 4iieHOBe 64—68;

]1) OYaKBaHNTE IOJI3Y 3a YUACTHULUTE WU IOJIBUTE 3a O6IL[CCTB€HOTO 3[paBe OIpaBOaBaT NPEOBUOVIMUTE PUCKOBE U Hey]IO6CTBa,
KaTo €€ M3BbpUIBA ITOCTOSSHHO Ha6J'IlO]1€HI/IC Ha CbOTBETCTBMETO C TOBA YCIIOBUE;

€) YYacTHMKBT MM, aKO TOJ He MOXKe N Jaje MHGOPMMPAHO ChITIACHE — HETOBMAT 3aKOHHO OIpelleNieH IpPeHCTaBuTell, € Jall
VHQOPMUPAHO ChITIACHE B CHOTBETCTBYE C WieH 63;

X) Ha Y4aCTHMKA MIIM, aKO YYACTHMKBT HE MOXe MIa lafe MHPOPMMPAHO ChITIACHE, HA HETOBMS 3aKOHHO OIIPEleNeH MpeCTaBuTeN
ca 6UNM MpenoCcTaBeHM JaHHMTE 33 KOHTAKT Ha 0OpasyBaHuMe, KbIIETO MOXe fa Oblie MONyYeHa IOIbIHUTENIHA MHPOPMALS B
CITy4ait Ha HeoOXOmMMOCT;

3) MpaBOTO HA YYACTHMKA HA QU3MUECKAa M ICHXMYECKA HENPUKOCHOBEHOCT, HA JIMYeH XMBOT M HA 3AlIMTA HA JaHHUTE,
OTHACSILIN CE IO Hero, B ChoTBeTCTBME C dupektusa 95/46/EO, e rapanTtupano;

¥) KIMHMYHOTO M3MMTBAHE MMa 3a LEN [ CBEe IO MMHMMYM OonKara, AMCKOMQOpTa, CTpaxa M BCSIKAKbB IPYT NMPEBUIIM PUCK
3a y4acTHNKA, a TPEHETHIST PUCK ¥ CTENEHTA HAa MPUUMHEHNS QU3NUECKN IMCKOMQOPT Ca M3PUUHO ONpeTelieHN B IIAHA Ha
KIMHUYHOTO M3IUTBAHE M ce HAaOMIOaBaT HeMpeKbCHATO;

1) MEMMIMHCKUTE TPIKM, [ONAraH! 33 YYaCTHMLNTE, Ca OTTOBOPHOCT HA IMOMNXOMSINO KBAMQUIVPAH JIeKap WM, KOTaTo TOBA €
1ernecb00pasHo, Ha KBAIMQUIMPAH JIeKap 10 [EHTATHa MEIMINMHA WM APYTO JILE, ONPAaBOMOLICHO ChITIACHO HALMOHAIIHOTO
IpaBo [1a [071ara MOTOOHY IPMXKI 33 MALMEHTH B YCIOBMSTA HA KIMHUYHO M3IIUTBAHE;

K) Ha y4aCTHMUUTE WM, KOraTo € HMPUIIOKNMO, Ha 3aKOHHO OIPENENICHUTE UM IIPEOCTABUTEIIN HE € OKa3BaHO HEIPAaBOMEPHO
BIIMAHME, BKITIOUMTEIIHO OT (l)I/IHaHCOBO €CTECTBO, 3a Ma y4acTBaT B KIIMHNYHOTO UBIUTBAHE;
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J'I) MBHCHI/ICTO(}IT&) 32 KIIMHUYHO M3IIUTBAHE OTFOBapH(T) Ha NpUIIOKUMUTE 06HH/[ UBUCKBAHMS 3a O€30MacHOCT U HCIZCTBMC,
YCTaHOBEHM B IIPUTIOKEHNE I, C M3KJIIOUEHME Ha aCIIEKTUTE, O6XBaHaTI/I OT KIIMHMYHOTO M3IIMTBAHE, U 110 OTHOLICHME HA TE3U
aCIIEKTU Ca B3E€TV BCUYKM IIPENIIA3HM MEPKM 3a 3aKpuila Ha 3OpaBETO U 66301’[&CHOCTT3 Ha y4aCTHMIMUTE. Tosa BKITIOUBa npu
H€O6XO]1MMOCT TECTOBE 3a TCXHMUYECKA U 6I/IOHOI‘I/I"IH3 6630H3CHOCT 1 NPEOKIIMHNYHA OLECHKA, KaKTO U pa3n0pe]161/1 B 06]'[61C'IT3
Ha Oe3omacHuTe ycCoBMs Ha TpyQd M IPENOTBPATABAHETO HA 3JIOIOITYKY, OTpas3sBally Hajii-HOBUTE HayyH DOCTV2KCHMNS;

M) VIBITBITHEHM Ca M3MCKBAHMATA 110 IIPUITOKEHNE XV.

5. BcekM yyacTHMK WM, aKO YYACTHMKBT He MOXe Na fajme MHPOPMUPAHO ChIVIaCHe, HETOBMAT 3aKOHHO OIIpefeNeH
TIpEJICTaBUTEN, MOXKe, Oe3 TOBa [ja My HaBpemy MO KaKbBTO M Ia G0 HaumH M Oe3 1a My ce Hajara [ia [aBa KakKBOTO U [a €
o0sICHeHNe, [1a ce OTTErIM OT KIMHMYHOTO M3IHMTBAHE II0 BCSKO BpeMe, KaTo OTTErIM CBOeTo MHpopMupaHo chbrmacue. bes ma ce
sacsira Hupektusa 95[46[EO, orrerisiHero Ha MHYOPMMPAHOTO ChbITIACMe He 3acsira Beue M3BBPIICHUTE LEMHOCTY, HUTO
M3ION3BAHETO Ha [JAHHINTE, [IONyUYeHI Bb3 OCHOBA HAa MHQOPMMPAHOTO ChITIACHE TPETI HETOBOTO OTTEITISHE.

6.  ViscremoBatensr e nile, yIpaXHSBAIO Mpodecyisi, KOSTO ¢ MPM3HATA OT CHOTBETHATA IbPXKaBa WIEHKA KAaTO [aBallia My
TpPaBo [1a M3MBIIHSBA QYHKUMUTE HA M3CIEHOBATEN, Thil KaTO IpUTEkKaBa HEOOXOMMMMUTE HAYUHM 3HAHMS M ONUT B 0ONACTTa Ha
rpyckute 3a naumenTuTe. OCTaHanMAT NEPCOHAN, Y4acTBall B IIPOBEXKIAHETO Ha KIMHNUYHO M3MMUTBAHE, VMA IONXONALIA
KBaIMQUKALMS 33 U3ITHIIHEHME HA BB3NOXEHUTE My 3allau, IIPEIBUI HErOBOTO 0OpasoBaHue, 0OyueHMe MM OIUT B CHOTBETHATA
00I1acT Ha MeIMIMHATA M B 00/aCTTa Ha METONONOIVATA Ha KIIMHUYHNUTE U3CTICIBAHILS.

7. Mecrara 3a npoBexyaHe Ha KIMHUYHOTO M3MMTBAHE €A MOIXOMAIIM 3a Ta3y LN M Ca CXO[HM C MeCTaTa, B KOUTO VU3IENNETO
€ MpeIHa3HAuYeHO 3a yrnorpeda.

Ynen 63

Vudopmupano coriacue

1. VHpopMMpaHOTO chIllache € B MMCMeHa (QOpPMa, C [aTa ¥ NOMINMC Ha JIMIETO, NPOBEXKIALIO PAsroBOPa, MOCOYEHO B
naparpa¢ 2, OykBa B) ¥ Ha YYacTHMKA, WM, KOTaTO YUaCTHMKBT He € CIOCOOeH @a mage MHGOPMMPAHO CHITIACHe, HA HEroB
3aKOHHO OIpefIesiCH MPEICTABUTEN, CIIel KaTo TOi ¢ Ol HafyeXHO MHPOPMUPAH B CHOTBETCTBHE C mMaparpad 2. AKO yUaCTHUKET
HE ¢ B CBCTOSIHME [a TMIle, TOBA ChINIACMe MOXe [a Oble [aleHO M 3alMCAHO upe3 MOIXONSLIMA ATTePHATUBHM CPENCTBA B
NPUCHCTBUETO HAll-MAIIKO Ha eIMH HE3aBUCUM CBUIETEN. B TO3M CIlyuail CBUNETENAT NMOMNMCBA M Clara [aTa Ha IOKYMeHTa 3a
MHQOPMUpPAHO ChINacye. Ha yuacTHMKA JUIM, KOTaTo y4acTHMKBT He € COcoOeH [a mane MHGOPMMPAHO ChINACKe, HA HEroB
3aKOHHO OMpeleNieH MpeCTABUTel Ce NPENOCTaBsl, B 3aBUCUMOCT OT CIyyast, KOIMe OT JOKYMEHTa WM 3aIluca, ¢ KOiTo e 6uio
[lafleHO MHPOPMIPAHOTO Chryacke. VIHPOPMUPAHOTO ChINlacue ce TOKyMeHTMpA. Ha yuacTHMKA WM HETOBUsl 3aKOHHO OMNpeleNieH
TPENCTABUTET Ce TPENOCTaBst TOCTATBYHO BpeMe, 32 [1a OOMICII CBOETO PellieHNe 3a YUacTie B KIMHUYHOTO V3IUTBAHE.

2. VIndopmaumysira, IpenocTaBeHa Ha YYAaCTHMKA MM, KOTATO YYaCTHUKDBT He e CIocobeH Ma fane MHPOPMMUPAHO ChITIAcHe, Ha
3aKOHHO OIpeNeNe st My IPEICTaBITeN 33 LeMUTe Ha MOJIy4aBaHe Ha HETOBOTO MHQOPMUPAHO ChIMACHe:

a) [103BOJIsIBa HA yYaCTHMKA MM Ha HETOBJS 3aKOHHO OIIPENETIEH IMPENCTaBUTEN 1a p836€p62
1) €CTECTBOTO, LIENNTE, IIOJBUTE, MOCIENNLINTE, PUCKOBETE M HEOOCTATHLIUTE Ha KIIMHNYHOTO M3INUTBAHE;

11) npaBaTa Ha y4aCTHMKa M rapaHOMUTE II0 OTHOWICHME Ha HEroBaTa 3aliuTa, M B YaCTHOCT HErOBOTO IIPABO Ha OTKaXeE Ha
y4acTtBa M IIpaBOTO [1a C€ OTTEINIM OT KIIMHWYHOTO M3IMUTBAHE II0 BCAKO BpEME U 6e3 TOBa oa My HaBpeoy IO HAKaKbB
HauyMH, n 6es Hla My CC Hajara fa J1aBa O6$ICH€HI/IC;

111) ycnosusTta, npu KOUTO TpH6Ba 1a ce MmpoBene KIMHUYHOTO MBNUTBAHE; BKIIIOUMUTEIIHO OYAaKBaHATA IMPOMBIIKUTEITHOCT Ha
Yy4acTUETO Ha y4aCTHULINTE B KIIMHMYHOTO UBNNUTBAHE; U

iV) Bb3MOKHUTE aNITEPHATVBM HA JIEUEHMETO, BKITIOUMTEIIHO ITOCIIENBALINTE MEPKM, B cnyqai[ 4e y4yaCTUETO Ha Yy4aCTHMKA B
KIIMHNYHOTO M3NNTBAHE CE NPEYCTaHOBY;

6) € M3yepnarenta, KpaTka, sCHa, OTHOCMMA U pas61/[paeMa 3a y4aCTHMKA MM 32 HETOBMSA 3aKOHHO OIIPENEIIEH IPENCTaBUTEIL,

B) C€ IpENoCTaBs B IPEOBAPUTETIEH pa3srOBOP C YIIEH Ha M3CIIEIOBATEIICKUSA €KMNII, KONMTO € IMOIXOMSIIO KBa]’[I/I(l)I/lHI/IpaH CBITIACHO
HAallMOHAJIHOTO IIPaBO;
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1) BKIIIOYBA MHQOPMALIMS 32 IPUIIOKMMATA CHCTeMa 32 OOe3IUeTeHNe Ha BPely, 0CcoYeHa B WieH 69; u

I) BKJIIOYBA EMHHIS, YHUKAIEH MIeHTU(UKALMOHEH HOMep 3a uemust Chi03 Ha TOBA KIMHNMYHO M3IIMTBAHe, [TOCOUeH B uieH 70,
naparpad 1, Kakto M MHQOpMALMS OTHOCHO HANMYHOCTTA HA PE3yNITAaTUTE OT KIIMHMYHOTO MBIMTBAHE B CHOTBETCTBUE C
naparpad 6 OT HaCTOSIINS WIEH.

3. Undopmarmsita, nocoyeHa B maparpad 2, ce M3rOTBs B MMcMeHa $OpMa M € Ha PasNONOXEHNe HA yUaCTHMKA WIIM, KOTaro
YYaCTHVMKDT HE € B ChCTOSIHME [ [afe MHPOPMUPAHO CHINACKE, HA HETOBIS 3AKOHHO OIpEMeIieH TPEICTABUTEN.

4. B pasrosopa, mocoueH B maparpad 2, Gyksa B), ce oOpblia CHELMATHO BHMMaHME Ha NOTpeOHOCTUTE OT MHQOpMALMS Ha
KOHKPETHUTE TPy OT MAlMEHTH U Ha OTIOENHNUTE YYaCTHULM, KAKTO M HA METOIMTE, M3MO3BAHN 33 [JaBaHe HA MHPOPMALISL.

5. Ilo Bpeme Ha pa3roBopa, MOcoueH B maparpad 2, Gyksa B) ce mpoBepsiBa Ay yYACTHUKBT € pasOpan nHpopMaimsTa.

6. YyacTHUKBT OuBa YBEOOMEH, Y€ B €JIEKTPOHHATA CHUCTEMA 3a KIIMHUYHUTE W3NUTBAHUA, IIOCOYEHA B UYIIEH 73, me ca
HOOCTBIIHM, CBITIACHO WieH /7, Haparpa(l) 5, MOKJIal OT KIIMHUYHUTE U3NUTBAHUS U pesrome, IpENCTaBeHo Io pas6MpaeM 3a
nenesns HOTpC6I/IT€H HauMH, HE3aBMCYMO OT PE3YNTATUTE OT KIIMHNYHOTO M3INTBAHE, M1 NOKOJIKOTO € Bb3MOZKHO, CE€ YBEIOMSBA,
KOraTto T€ CTaHaT JOCTBIIHMU.

7. Hacrosummsr pernameHt He 3acsra pasnopenOure Ha HALMOHATIHOTO MPABO, KOMTO M3MCKBAT, B NOIBITHEHME KbM MHYOPMI-
PAHOTO ChITIACHE, JaJICHO OT 3aKOHHO OMpEeMeNeHNMs MPENCTaBUTell, MAJIONIETHO M HEITHITHOMETHO JIMIE, KOETO € CIOCOGHO MIa cu
CBCTABM MHEHME ¥ [1a OLIEH) MPENOCTaBeHaTa My MH(OpMALINs, CIIO Na AaBa OJOOPEHNeETo Cu, 3a [1a y4acTBa B JaeHO KIIMHIYHO
V3IIUTBAHE.

Ynen 64
KNMHMYHM M3NUMTBAaHUSA BHPXY HEIeeCIIOCOOHN YYaCTHUIN

1. Koraro HemeecrocO6HY yuacTHULM He Ca Jaiy MM He Ca OTKa3any [a ajgaT MHGOPMUPAHO ChITAcue Hpemy HAuyanoTo Ha
HEMeeCocoOHOCTTa CM, KIMHUYHO M3MUTBAHE MOXe Ha ObIe NMPOBEIEHO CaMO aKO B JOITBIIHEHME KbM YCIOBMSATA, ONMPENETeHN B
yteH 62, maparpad 4, ca M3IIBITHEHM BCUYKY YCIIOBHS MO-IONY:

a) NOJIy4Y€HO € I/IH(])OpMI/lpaHOTO CbITIaCME€ Ha TEXHNA 3aKOHHO ONPEHEIIEH MPENCTaBUTEIT;

0) HemeecroCOOHNMTe YUACTHMLM Ca MOTYYMIM MHGOPMALISATA, [IOCOUEHA B UileH 63, maparpad 2, MO MONXOMSL] OT [Te[lHa TOYKa
Ha TSIXHATA CIIOCOOHOCT a pasbepar Tasu MHGOpMALIVs HAUMH;

B) WM3PUUHOTO XKENaHMe HA HENeeCrIOCOOHMS YUYaCTHNMK, KONTO € B CBhCTOSIHME [d CM CBCTaBM MHEHME M [ia IpeleHy
vHpOpMALYIATA, [IOCOYEHA B wieH 63, maparpad 2, ma OTKaxXe ydacTue WM [1a Ce OTTErIM OT KIIMHMYHOTO M3MUTBAHE 11O

BCSAKO BPEME, € YBa2KEHO OT M3CIIENOBATEIL,

I‘) Ha y4aCTHMLIUTE VI Ha 3aKOHHO OIIPENENIEHUTE VM INPEOCTABUTENN HE € IPENOCTaBEH HMKAKbB CTUMYII, HUTO q)MHaHCOBa
n3rona, OCBCH O6€3HICT€HI/IC 3d Pa3HOCKUTE M IPOITYCHAaTUTE IIOJI3U, MPAKO CBbP3aHN C YUACTMETO B KIIMHNYHOTO UBIMUTBAHE;

) KIMHUYHOTO U3MMTBAHE € OT ChIIECTBEHO 3HAYCHME [0 OTHOLICHME HA HENEeCMOCOOHM YYaCTHMIM U JaHHMUTE CbC
CBIIOCTABMMA BAIIMIHOCT HE MOTAT Ha ObaT MONyYeHM OT KIMHMYHYM M3MMTBAHMSI BHPXY JMIL[A, KOMTO Ca B CHCTOSHUE Ha
[anat MHGOPMUPAHO ChITIACKE, MITM Upe3 IPYTH METOIM Ha M3CIICIBAHE;

€) KIMHMYHOTO M3IUTBAHE € CBbP3AHO IPSIKO ChC 3a00MsIBAHE HA YUACTHUKA;

) Hauue ca HayuHM OCHOBAHMS A Ce OYaKBa, Ue YYacTHeTo B KIIMHUYHOTO M3MMTBAHE IIe JOHece NMpsKa I0NI3a 33 HeJleecrio-
COOHMSI yUacTHUK, KOATO HAIXBbPIIS CBbP3aHMUTE PUCKOBE U HEyHOOCTBA.

2. Y4aCTHMKBT, JOKOJIKOTO € Bb3MOXKHO, B3eMa yuacTye B IPOLEMypaTa 3a 1aBaHe Ha MHPOPMUPAHO CHITIACKE.

Ynen 65
Knuuuyayu u3n1TBAHUA BHPXY MAJIOTIETHN M HEIbITHOTIETHM JIMIA

KnuuuuHO M3NMTBAaHE BbPXY MANoOJeTHM MM HENBIHONETHM NIMIA MOXe f[a ce NpoBeXHa CaMO aKoO B MONBIHEHME KbM
YCIOBUSITA, ONpefeieHy B WieH 62, naparpad 4, ca M3ITBIIHEH!M BCUYKM YCIIOBUS TO-HONTY:

él) MOJIy4Y€HO € I/IHC])OpMI/[paHOTO CBbITIaCM€ Ha TEXHNS 3aKOHHO OINPENEIIEH MPENCTaBUTET;
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6) MayoJeTHNUTe MIIV HEITBITHONIETHUTE JIMLA Ca MOy MHPOPMALMATA, [IOCOUEHA B WieH 63, naparpad 2, 10 ajanTtupaH KbM
TAXHATa BbH3PACT M NCUXMUYECKA 3PETIOCT HauMH ¥ OT M3CIIENOBaTeNM WM UIeHOBE Ha M3CIIENOBATENCKMs €KMUIl, KOUTO Ca
o6yueHy 3a paboTa ¢ Jela WM MMaT OIUT B Tasu 06nIacT;

B) M3PUYHOTO XKeNlaHMe HA MAJIONIETHOTO MIIM HEIThITHOJNIETHOTO JIMIIE, KOETO € B ChCTOSIHME [Id CY ChCTABM MHEHME M [Ia TpeleHN
vHpOpMALATA, [I0COYEHA B wiieH 63, maparpad 2, ma OTKaxXe ydacTue WM [a Ce OTTErIM OT KIIMHMYHOTO M3IUTBAHE 11O
BCAKO BpEMeE, € YBaXXeHO OT M3CTIeoBaTeLs;

I‘) Ha y4aCTHMKa MM Ha 3aKOHHO OIPENENICHNS MY IPEHNCTaBUTEIT HE € NMPENOCTaBEH HMKAKBB CTUMYII, HUTO (l)I/IHaHCOBa usromga,
OCBE€H O6€3HICTCHI/I€ 34 pa3HOCKUTE U MPOIYCHATUTE I10JI3M, IIPAKO CBbP3aHN C y4aCTHETO B KIIMHNYHOTO M3INTBAHE,

) KIMHIYHOTO M3IMTBAHE MM 3a LT [a M3CIIENBa METONM 3a JiedeHNe Ha 3a00JIsBaHe, KOETO Ce CPella caMo NpY MaJoyeTHN
WY HEITbIIHONETHM JIMIA, WM KIVMHUYHOTO M3MMTBAHE € OT CHIIECTBEHO 3HAUY€HME IO OTHOIIEHME Ha MAayoJIeTHUTE MM
HEITBIIHOTIETHUTE JIMIIA 33 BalMIMPaHETO HA [IaHHMTE, TOTYYeHM OT KIMHUYHM M3NNTBAHMSA BBPXY XOpa, KOMTO ca B
CBHCTOSIHME [1a TAfaT MHGOPMUPAHO CHITIACKE, WIK UPe3 IPYTY METONM HA M3CIENBAHE;

e) KIIMHUYHOTO M3NNTBAaHE MIIN € TIPAKO CBBP3aHO ChC 33.6OJ'IHB3.HQTO, OT KOETO CTpafa MaJloOJIETHOTO MIIM HEII'BITHOJIIETHOTO JIMLE,
VI € OT TaKOBa €CTECTBO, Y€ MOXKE [1d CE IPOBENE CaMO BbPXY MAJIOJIETHN MV HEII'BJTHOJIIETHU JINIIA;

K) HalMue ca Hay4HyY OCHOBAHMS IIa Ce OYaKBa, Y€ Y4acTMeTO B KIIMHMYHOTO M3MNMTBAHE IIe JOHece MpSKA IOJI3a 33 HEIeecro-
COOHMSI YUAaCTHIK, KOSTO HAIXBbpIIsi CBbP3aHMUTE PUCKOBE U HEynoOCTBa;

3) MaIONETHOTO MM HEITBIIHONETHO IMIle B3eMa yuacTie B MpOLeNypara 3a NaBaHe Ha MHQOPMUPAHO ChINACKE IO HAUNH,
cb00pa3eH C HEroBaTa B3PACT M [ICUXMUYECKA 3PENOCT;

¥) aKO IO BpeMe Ha K/IVHMYHO M3MUTBAHE MAJIONIETHOTO MM HEITBIIHONETHOTO JIMile HABBPUIM BB3PACTTa, HA KOATO CIOpen
HALMOHATHOTO MPABO CTaBa MEeCOCOOHO [a haje MHGOPMUPAHO ChITIACHeE, HETOBOTO M3PUUYHO MHQOPMMPAHO ChITIACHE Ce
TONTy4aBa, ey TO3M YYaCTHMK Ia MOXe [1a MPOIBIXM [ Y4acTBa B KIMHIYHOTO M3IIMTBAHE.

Ynen 66
KnuHuyHm u3nuTBaHus BepXy OpeMeHHM KeHM MIM KbPMauKu

KnyuyuuHO M3nuTBaHe BbPXy OpeMEHHM XeHM WIM KbPMAukyM MOXe A Ce IpOBeXIa CaMO aKO B HOITbIIHEHNE KbM YCIIOBHUSATA,
OIIpereNnieHN B uieH 62, maparpad 4, ca M3IIbIHEHN BCUYKM YCIIOBUS [I0-LIONTY:

a) KIIMHUYHOTO MBNMUTBAHE VIMa IOTEHLMAI A HOHECE IIPEKM IOJI3M 3a 3acerHartata 6p€MCHHa K€Ha MM KbpMaudka, MM 3a
HetHMS €M6pI/IOH, 3apomyiI VM OETE CIEN PakKIaHeToO, HAOXBBPIIALIN CBbP3aHUTE C UBIUTBAHETO PUCKOBE 1 HCYJIO6CTB3;

6) KOraTo Hay4yHWUTE M3CIIeOBaHMsA C€ M3BBPIIBAT BBPXY KbpMauky, CE€ B3€MaT CIELMATIHN IPENNasHyu MEpPKY, 3a [1a ce I/I36CFHC
He6HaI‘Ol’[pI/I§[THO B’])3]1€IZCTBI/IC BbpXY 30PABETO HA HETETO;

B) Ha Yy4YaCTHMKAa HE € MPEOOCTaB€H HNMKAKBB CTUMYII, HUTO q)MHaHCOBa u3roga, OCBEH O6€3HICTCHI/I€ 3d PpasHOCKUTE U
MPOIYCHATUTE I10713M, IIPAKO CBbP3aHU C y4aCTHETO B KIIMHNYHOTO M3INTBAHE.

Ynen 67
HombIHUTETHU HALMOHATTHA MEPKHU

H’bp}KaBI/ITe YIEHKM MOraT [a IOOJbp2KaT JONBIIHUTEIIHM MEPKM OTHOCHO JIMUATa, OT6I/IBaIIII/[ 3aIBJIKUTEIIHA BOCHHA CJ'Iy)K68.,
Jmmgara, JIMIEHU OT CBO6OJI8., Jinuata, KOMTO IMOpanu C'I)JIC6HO peleHne HE MOrat Jia ydacTBaT B KIIMHUYHM MU3IUTBAHUA, UIIN
Jinuarta, HaCTaHEHU B ClieUMAIIM3VpaHN MHCTUTYLIVN.

Ynen 68
KnuHuvHN M3NUTBaHNSA B CHEIUHU CUTYalMy

1. Upes meporauus ot uineH 62, maparpad 4, Oyksa ), uneH 64, naparpa 1, Gyksu a) u 6) u wien 65, Oyksu a) u 06),
VHQOPMUPAHO CbITIACHeE 3 Y4acTHe B KIMHUYHO M3IMTBAHE MOXKe Oa Oblle MOIy4eHO, a MHYOPMALIS 33 KIMHUYHOTO U3IUTBAHE
MOXe f1a Oble NpeNoCTaBeHa CIell PelIeHMETO 3a BKIIOYBAHE HA YYacTHMKA B KIMHWUYHOTO M3IIMTBAHE, NPU YCIIOBME Ye TOBA
pellieHne e B3eTO 110 BpeMe Ha ITbpBaTa MHTEPBEHLMS BbPXY yUacTHNMKA B CHOTBETCTBNE C IUIAHA HAa KIMHUYHOTO M3IIMTBAHE, M Ca
V3ITBITHEHN BCUUKM YCIIOBUS NO-TONTY:

a) TOpamy CIENIHOCTTa HA CUTyallUsATa B PE3yNTaT HA BHE3AIHO HACTBHIIIO KMBOTO3ACTPALIABAIIO CHCTOSHME WM APYTO
BHE3AIIHO HACTBIINIO CEPUO3HO 3a00JIsABaHEe YYACTHUKBT He € B ChCTOSIHME A NPENOCTABM IPEABAPUTEIHO MHYOPMUPAHO
ChITIACHE U [1A TIONYYM MPeBAPUTETHA MHPOPMALMS OTHOCHO KIMHUYHOTO M3MIMTBAHE;
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6) Hamue ca Hay4yHM OCHOBaHMSA Ja C€ O4YaKBa, Y€ yUaCTMETO Ha y4acTHMKA B KIIMHMYHOTO M3NNMTBAHE LIE MMa IOTEHIMAla Oa
TIOHECE IPEKM 3HAUMMM OT KIIMHMYHA ITIEIHA TOYKa IOJII3M 3a Y4YaCTHMKA, BOHOEHIM OO M3MEPUMO, CBbP3aHO CbC 3OPABETO
HOIIO6peHI/I€, HaMaJIsBally CTpalaHNEeTo I/I/I/IJ'II/I HO[IO6pHBaHH/[ 3IpaBE€TO Ha y4aCTHMKA, MM 10 OMArHOCTMIMPAaHE Ha HETOBOTO
CbCTOSTHUE;

B) HEBB3MOXKHO € B PAMKUTE Ha TEPANEBTUYHNSA IMPO3OPEL] Ha C€ NOCTaBM LfIaTa MpeaBapuTenHa I/lH(l)OpMaIH/IH n Ja ce Inomyun
MpeaBapuTEIIHO I/IH(l)OpMI/IpaHO CBbITIACME OT 3aKOHHO ONIPENETIEH NMPENCTABUTEIT,

1') VI3CIIEMOBATENIAT YIOCTOBEPABA, Y€ HE Ca My M3BECTHM HMKAKBU BB3PAKEHMA 3a y4acTUE B KIIMHWYHOTO M3INTBAHE, M3PA3CHU
npenn ToBa OT YYaCTHUKA;

I) KJIMHMYHOTO M3IMTBAHE € NPSIKO CBHP3AHO ChC 3a00NSBAHETO HA YUACTHMKA, BCIIENCTBIME HA KOETO B PAMKMTE HA Tepares-
TUYHMSL TIPO30PEL] € HEBb3MOXKHO [a Ce IOIyuM MpENBAPUTENIHO MHPOPMMPAHO CHINIACKE OT YYAaCTHMKA WM 3aKOHHO
OIIpelieNnieH MPEICTABUTENl M A Ce MPENOCTaBM MpeIBapuTeHa MHPOPMALIS, M KIMHUYHOTO M3INTBAHE € OT TaKOBA ECTECTBO,
ye MOXe [ja ObIe M3BbPIICHO M3KIIIOUNTEIHO B CICLIHN CUTYaLI;

e) KIITHUYHOTO MBNNUTBAHE IPENCTABIIABA MMHMMAJIEH PUCK M BOOM OO MMUHMMAIIHO H€y1106CTBO 3d yJaCTHMKA B CpaBHEHME CBHC
CTaHOAPTHOTO JIEYEHVME Ha 3a007IABaHETO HA y4JaCTHMKA.

2. Cren yHTepBEHLMs ChINIAcCHO maparpa 1 OT HacTosMs WieH e HeOOXOMMMO IIa Ce MOWMCKa MHYOPMUPAHO ChITacue B
CHOTBETCTBUE C WieH 63 3a NPONBIKABAHE HA YYAaCTMETO HA YYaCTHMKA B KIMHUYHOTO M3MMTBAHE, a MHQOPMALMTa 33
KIIMHIYHOTO M3MMTBAHE Ce NMPENOCTaBs B COTBETCTBUE ChC CIIEAHNUTE M3MCKBAHM:

) IO OTHOIICHME HA HETEeeCrOCOOHM YUACTHMLM ¥ MAIlONIETHM M HEIbIHONETHM JIMIA M3CIENOBATENIAT ThpCH 0Oe3 HEeHyXHO
3a0aBsiHe MHQOPMMPAHOTO CHINIACKE OT 3aKOHHO OIpEHeNCHNSI MM MPENCTaBUTeNl, a MHQPOPMALISTA, [IOCOYEHA B wieH 63,
naparpad 2, ce MPeOCTaBsi Bb3MOXKHO Hail-ObP30 Ha YYaCTHMKA M HA 34KOHHO ONPENeNeHNs My IpEICTaBUTET;

0) o OTHOLIEHME Ha [IPYTM YYaCTHWLM, M3CIIEIOBATENSAT ThPCH 0e3 HeHyXHO 3abaBsiHe MHPOPMUPAHO ChIMACHE OT YYaCTHMKA
WM HErOBMsI 3aKOHHO OIpEeNieH MPENCTaBUTeNl, B 3aBMCHMOCT OT TOBA KOE € OCBIIECTBMMO MO-ObP30, a MHPOpPMALISTA,
IocoueHa B wieH 63, maparpad 2, ce MpegoCTaBsi Bb3MOXKHO Hall-Obp30 Ha yUaCTHMKA MIIM Ha HETOBMS 33KOHHO OIpefeNicH
TIPENCTaBUTeN, B 3aBYCUMOCT OT CITyyasl.

3a uenure Ha 6yksa 0), ako e G1II0 MOMyYeHO MHPOPMUPAHO CHITACHE OT 3aKOHHO ONpPEHeNeHNs! MPENCTaBITell, MHPOPMIPAHOTO
ChITIacKe 3a MPOIBIIKABAHE HA YUACTMETO B KIMHMYHOTO M3MUTBAHE CE MONyuaBa OT yYACTHMKA HEIIOCPENCTBEHO CIIeN KaTO TOi
Obe B ChCTOSIHME [1a Haze MHPOPMUPAHO ChITIACHE.

3. AKO Y4aCTHMKDBT MIIM, KOTAaTO € IPUIOKIMMO, HETOBMST 3aKOHHO OIpeNiesieH NMPeNcTaBuTeNl He [ane Chriacue, Toit Tpsibsa ma
Obe MHPOPMMPAH 3a TPABOTO [1a OTKAXKE M3MON3BAHETO HA JAHHWTE, MONyYeH! OT KIMHUYHOTO U3IHUTBAHE.

Ynen 69
Obe3merenue 3a Bpenu

1. IIbpXaBuTe WIEHKM FapaHTMPAT, 4e CUCTEMMTE 33 OOe3lIeTeHME 3a BCSIKA Bpela, MOHECeHA OT YYaCTHMKA, POM3TMYAINA OT
YYacTMETO B KIMHMYHO M3MMTBAHE, NPOBEIEHO HA TAXHA TEPUTOPHS, Ce MpUIIAraT nom ¢opmata Ha 3aCTPaxoBKa, rapaHIMs I
CXOJIHA JIOTOBOPEHOCT, KOSITO € eKBMBAJIeHTHA II0 OTHOWIEHME Ha LIEITA M KOSATO ChOTBETCTBA HA €CTECTBOTO M CTENEHTA Ha PIUCKA.

2. CHOHCOp’bT M U3CIICHOBATEIIAT U3IIOJI3BAT CUCTEMATA, ITOCOUYECHA B rlaparpa¢ 1, no HaumH, MOOXOMAIL 3a JI’bp2KaBaTa 4WICHKa, B
KOATO c€ ITpoBeXKIa KIMHNYHOTO MU3IUTBAHE.

Ynen 70
3agBreHue 3a KIIMHUYMHUA U3NNTBAHUSA

1. CroHCOpBT Ha KIMHMYHO M3NMTBAaHE IIOfABA 3asBIIEHME N0 IbpXKaBaTa(uTe) WICHKA(M), B KOSTO(KOMTO) Lie Ce M3BbPUIN
KJIMHUYHOTO M3MUTBAHE (HAapyMyYaHa 3a LEJIMTe HA HACTOSIIMS 4IIEeH ,ChOTBETHATA [IbPXKaBa WIEHKA“), NPUIPYXKEHO OT JOKYMEH-
TauyATa, nocovyeHa B masa Il or npunoxenne XV.

3asiBIIEHMETO ce IOJaBa 4pe3 eJeKTPOHHATA CUCTeMa, [0COYeHAa B WieH 73, KOSITO TeHepupa 33 KIMHMYHOTO M3MUTBAHE EMVHEH,
VHUKANeH MIeHTHPUKAIMOHEH Homep 3a uermmst Chio3, KOMTO CrefiBa M1a Ce M3MON3Ba 34 BCUUKM ChOOLIEHNS, CBHP3aHM C TOBA
KJIMHMYHO M3muTBaHe. B cpok or 10 mHM crien nonyyaBaHe Ha 3asiBIIEHUETO ChOTBETHATa ObpKaBa WIEHKA YBEIOMSBA CIIOHCOPA
IaM KIMHMYHOTO M3MMTBAHE TOMama B 00XBaTa Ha HACTOSIIMS pErSIAMEHT M MaM JIOCMETO Ha 3asBIIEHMETO € ITBJIHO B
cbotBeTcTBMe ¢ IMasa Il or mpunoxenne XV.
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2. B cpox [0 enHa cemMmia Ciel BCSKa €BEHTyallHa IPOMSIHA BbB BPb3KA C JOKYMEHTALMATA, MOcoueHa B rmasa II ot
npunoxenye XV, CIOHCOPBT aKTyalu3yMpa ChOTBETHMTE IAHHM B €IEKTPOHHATAa CMCTEMa, IOCOYEHAa B WileH 73, M SICHO
o0o3HauaBa Ta3u MpPOMsSHA B JOKyMeHTauusira. CBOTBETHATAa [bpXKABA WIGHKA Ce YBENOMSBA 3a AaKTyaM3aLysATa upes
eNIeKTPOHHATA CUCTEMA.

3. AkO CbOTBETHaTa IbpKaBa UJIEHKA 3aKIIOYM, Ye KIIMHMYHOTO M3IMTBAHE, 33 KOETO ¢ IIOJANeHO 3asBieHMe, HE NOIana B
00XBaTa Ha HACTOSILMSI PEITIAMEHT WM de JOCHETO HA 3asBIICHMETO He € ITBITHO, Ts YBEJOMsIBA CIIOHCOpPA 3a TOBA ¥ OIpEMeILs
MAaKcuMarieH cpok oT 10 [HM, B KOJTO TOM [a MPENCTaBy KOMEHTAp MIM 1A HOITBIHM 3asBIIEHMETO Upe3 eNeKTPOHHATA CHCTEMa,
nocoueHa B wieH 73. CbOTBETHATa IbpKaBa UJIeHKAa MOXKE Ha YIBIIKM TO3M CPOK ¢ He noseue oT 20 HHM, KOTaTo € Lerech-
06pasHo.

Ako CIIOHCOPBT HE IpEHCTaBM KOMEHTApU M HE HOITBIIHU 3aABIICHUETO MO NMOCOUYECHMS B ITbpBa aJIMHESA CPOK, Pa3ITIEKIaHETO Ha
3asBJICHMETO CE CUMTa 3a IIPEKPAaTeHO. Ako Criopeq CIIOHCOpa 3asBJICHMETO Ionaga B 00xBaTa Ha HacToAWMA PErIaMeHT I/I/I/IJ'II/I €
IIBJTHO, HO CHOTBETHATA Ibp2KaBa WICHKa HE € CbIJIACHA C TOBA, 3aABJIECHMETO CE€ CUMUTA 3a OTXBBPIIEHO. CboTBeTHaTa IbpKaBa
YJIEHKa NpenBmXKua mnpouenypa 3a 00XajiBaHe 110 OTHOUIEHME Ha TaKbB OTKa3.

CboTBeTHaTa I’bpKaBa 4YII€HKA YBENOMSABA CIIOHCOpa B CPOK OT IIET OHM OT IIOJTy4YaBAHETO Ha KOMEHTapuTE WM MCKaHaTa
JOII'BJIHUTEIIHA I/IH(l)OpMaIII/IH Hamy KIIMHUYHOTO M3MNUTBAHE IIONAga B o0xBaTa Ha HaCTOAIMA PEITIAMEHT ¥ HAany 3asBIIEHMETO €
II'BITHO.

4. OcBeH TOBa ChOTBETHATA IbPXKaBa WIEHKAa MOXKe [Ia YIbIIKM CPOKOBETE, TOcoUYeHy B maparpa¢u 1 u 3, ¢ mo owe mer AHM.

5. 3a LenuTe Ha HACTOSILATA [TABA [ATaTa, HA KOSITO CIIOHCOPBT € YBETOMEH B ChOTBETCTBME C mMaparpad 1 wim 3, e narara Ha
BaNIMAMpaHe Ha 3asBIICHMETO. AKO CIIOHCOPBT He € yBeHOMEH, [laTaTa Ha BalMaMpaHe € IOCIEOHNMAT IeH OT CPOKOBETe, OCOUYEHN
ChOTBETHO B maparpadu 1, 3 u 4.

6. B mepmoma Ha OLEHSIBAHE HA 3asBICHMETO AbPXKABATA WICHKA MOXE [1a M3MCKA OT CIIOHCOPA MOMBIHUTENHA MHPOPMALISL.
CpoksT, mocoueH B maparpad 7, Gyksa 6) cimpa a Teue OT 1aTaTa Ha IbPBOTO OTIPABEHO MCKAHE [0 NOyYaBAaHETO HA TOIbIIHI-
TerHaTa MHGOPMALVS.

7. CHOHCOp'bT MOZXKe J1a 3all0YHE KIIMHNYHOTO M3IMUTBAHE TP CIIETHUTE 00CTOATENCTBA:

a) 3a u3menMA 3a KIMHUYHO M3NMTBaHE OT Kiac | mmm 3a HemHBasuBHuM m3menust or knac lla m kmac IIb, ocsen ako B
HalMOHAIIHOTO IIPABO HE € IIOCOYEHO IIPYro, HEIOCPENCTBEHO CJell HaTaTa Ha BaJIMIMPaHE Ha 3aSBICHMETO CBITIACHO
naparpad 5 M TIpM YCIOBME Ye ChOTBETHATA KOMMCHS IO €TMKA B ChOTBETHATA [TbPXKaBa UNleHKA He € [ana BbB BPb3KA C
KIIMHMYHOTO M3MUTBAHE OTPULATENIHO CTAHOBMIIE, KOETO € BAJIMIHO 3a ILIUIaTa IbpXKaBa WIEHKA CBITIACHO HALMOHAIIHOTO
Tpaso;

0) 3a m3menys 3a KIMHUYHO M3MMUTBAHE, Pa3NMYHM OT IOCOUEHMTe B OYKBAa a) — HEMOCPENCTBEHO CIell KATO ChOTBETHATA
ITbpKaBa WIEHKA YBEIOMM CIIOHCOPA 33 Pa3pelieHNeTo ¥ IIPU YCIIOBUE Ye KOMIIETEHTHATa KOMMCHUS 1O €TMKA B ChOTBETHATa
IIbpKaBa WIEHKA He € Jala BbB BPb3KA C KIMHIYHOTO V3MMTBAHE OTPUUATEIHO CTAHOBMIUE, KOETO € BAIMAHO 3a LiAsaTa
IIbpKaBa YIeHKA CBINIACHO HALMOHAIIHOTO MpaBo. [IbpKapaTa uileHKa YBEHOMSBA CIIOHCOPA 33 Pa3pellleHMeTO B PaMKuTe Ha
45 [HM OT JaTaTa Ha BAJMIMpaHe CbITacHO maparpad 5. [IbpxKaBaTa uneHKa MOXe Ja YIBIIXM To3M cpok c ome 20 [HM 3a
LieJUTe Ha IPOBEXIAHETO HA KOHCYNTALMM C eKCIIepTH.

8. Ha Komucusra ce mpegocrassi IIpaBoMOLINETO 1A IIpyeMa JelIerMpaHn akToBe B ChOTBETCTBUME C wieH 115 3a M3MeHeHye Ha
VM3VCKBAHNATA, 3a7I0KeHM B riasa II ot npunozxenne XV, ¢ OIMen Ha TEXHMUYECKMSI IPOrpec 1 oOLIOTO PasBUTME HA HOPMATHMBHATA

ypenba.

9. C uen ja rapaHTMpa eIHAKBOTO NpuJIaraHe Ha M3NUCKBaHMATA, 3anoxeHn B rasa I or npunoxenne XV, Komucnsara moxe
ld MpuMeMa aKTOBe 3a M3IBIIHEHME, TOKONKOTO TOBA € HEeoOXOmMMO 3a paspellaBaHe Ha IpOONeEMM, CBbP3aHM C PA3NUUHOTO
THIIKYBaHe U IIPMIIATAHETO Ha MPaKTyKa. Te3n aKTOBE 3 MBITBIHEHME Ce IPYUEMAT B CHOTBETCTBME C IIPOLENypaTa [0 pasITexmaHe,
nocouena B uiex 114, maparpad 3.

Ynen 71

OueHsiBaHe OT CTpaHa Ha TbpXKaBUTE YICHKU

1. H’Lp}KaBI/ITe WIEHKM TapaHTypaT, 4€ JuLaTra, KOUTO BalmuaupaT M OLEHABAT 3asBIICHMETO MM B3€MAT PEUIEHME OTHOCHO
HEro, HAMaT KOH(I)HI/IKT Ha VHTEpECH, U€ Ca HE3aBMUCUMM OT CIIOHCOpA, OT Y4YacCTBAUIMTE B HErO M3CIEHOBATENM M OT (l)I/IHaHCI/[—
pammTe KIMHUYHOTO M3INUTBaHE (1)]/[3]/I'~{CCKI/I WIn 10pUoNyYeckKn Jmid, KakTo M 4€ HE Ca M3JIOKEHM Ha KakBOTO M Ta € JIpyro
HEIIpaBOMEPHO BIINMSAHME.
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2. H'])p)KaBI/ITC UJIIEHKM TapaHTUpaT, Y€ OLEHABAHETO CE€ M3BBHPIIBA CBBMECTHO OT HOCTATHUYEH 6p0ﬁ JIMLa, KOUTO KAaTO €KUII
IIpuUTeXKapar H€O6XOHI/IMI/IT€ KBaJ'II/I(l)I/IKaIII/[I/I " OIINT.

3. H’bp)KaBI/ITe YJICHKN OLECHSBAT HAJIM KIIMHUYHOTO MWM3IUTBAHE € paspa60TeH0 II0 HauuH, IIpn KOMTO TOTEHLMAIIHO
OCTaBalIMTE PUCKOBE 33 YUYACTHMLUTE WIM TPETN JIMLA, CIIE CBEXMAHETO Ha PUCKOBETE NO MUHNMYM, Ca OIpaBOaHM II0
OTHOILIEHME Ha OYyaKBaHUTE KIMHMYHM momn3u. KaTo B3emar npenByua NpUIIOXKNMUTE OC mm XapMOHM3MpPAaHN CTAHOAPTH, TE
pasriexnar Mmo-creuyanHo:

a) [OKA3aTeNCTBATA, Ye W3NENMETO(ATa) 3a KIMHMYHO M3MMTBAHE OTTOBAps(T) Ha NPWIOXKMMUTE OOMIM M3MCKBAHMS 33
0e30MacHOCT 1 HEfCTBYE, ¢ UBKIIOUEHNME Ha acleKTUTe, 0OXBAaHATY OT KIIMHUYHOTO M3IUTBAHE, U NaJly [0 OTHOLICHYE HA Te3!
aCIIeKTy €a B3ETV BCMUKM IIPEMNa3HM MePKM 3a 3aKpuiia Ha 3[paBeTo M Ge30MacHOCTTa Ha yuyacTHuumre. ToBa BKITIOUBA NPU
HEOOXO[IMMOCT OCUTYpsIBAHE HA TECTOBE 3a TeXHMUYeCKa 1 OroornyHa Ge30MacHOCT ¥ MPEKIMHUYHA OLEHKA;

0) many M3MON3BaHMTE OT CIIOHCOPA PEIIEHNs 3d CBEXKIAHETO HA PMCKA O MUHIMYM Ca OIMCAHM B XaPMOHM3MPAHM CTAHHAPTH,
a aKO CIIOHCOPBT He M3IOJI3BA XapPMOHM3MPAHM CTAHOAPTM — MaNmy M3MOJ3BAHMTE PeIUeHNMs 33 CBEXKIAHETO Ha pMCKa 10

MMHUMYM OCUTYDPABAT HYMBO HA 3alIMTa, KOETO € PaBHOCTOMHO Ha OCMIYPEHOTO C XapMOHM3MPAHUTE CTaHHAPTI;

B) Iamy ca Iopxomsauy IVIaHUPaHUTE MEpPKU 3a 6e30macHo MHCTAaJIMpaHe, ITyCKaHE B HeiicTBIE U NoOIpbKKa Ha MBHEIMETO 3a
KIIMHUYHO M3IIUTBAHE;

I) HaJeXIHOCTTA M CTAOMITHOCTTA HA Pe3yNTaTuTe OT KIIMHMYHOTO M3MMTBAHE, KATO CE OTUMTAT CTATMCTUYECKUTE MOIXOMM,
pa3pabOTBAHETO HA M3MMTBAHETO ¥ METONONOIMYHMTE ACIEKTH, BKIIOUMTENIHO OOeMbT HA M3BANKaTa, KOMIApaTopa M
KpaiiHUTE TOUKM;

I) ATy ca M3ITBIIHEHN M3MCKBAHNMATA MO npunoxenne XV;

€) MpM M3IENNst 3a CTepuIIHa yroTpeba, IOKA3aTENCTBA 32 BaIMIMPAHETO HA CTEPUITM3ALMOHHUTE MPOLEIYpPU HA MPOU3BOIUTEILS
VI MHQOPMALMSI OTHOCHO BBH3CTAHOBUTENTHMTE M CTEPUITM3ALMOHHUTE NPOLETYPM, KOMTO TPsiGBa Ha Ce M3ITBIIHSBAT HA

MSACTOTO Ha M3NUTBAHETO,

X) IOKa3BaHETO Ha 0E30MACHOCTTA, KAUECTBOTO M MONE3HOCTTA HA BCHYKY KOMIIOHEHTH C JKMBOTMHCKM WM YOBEIUKM IPOM3XON
WJIM HA BELIECTBA, KOUTO MOTAT 1a ObIaT CMeTHATY 3a JIeKapCTBEHM IPOIYKTH B ChoTBeTcTBME ¢ [upektusa 2001/83/EO.

4. JIbpxaBute WIeHKM OTKa3BaT pa3pelleHye Ha KIIVMHUYHOTO U3MUTBAHE, aKo:

a) IIOCHETO HA 3asIBIIEHMETO, TONANEHO ChriacHo wieH 70, maparpad 1, ocTaHe HEITBITHO;

6) u3menyero WM MpENCTaBeHNUTe NOKYMEHTH, IO-CIIELMATIHO IUIAHBT 3d M3IMTBAHETO M Opolrypata Ha WM3CIeNOBaTels, He
CHOTBETCTBAT HA CHCTOSIHMETO B O0NACTTA HA HAYYHMTE 3HAHMS, 4 CAaMOTO KIMHMYHOTO V3MMTBAHE € HENPUIOOHO [a
IIPEIOCTaBY TOKA3aTeNICTBA 32 OE30IIACHOCTTA, ONEPATUBHUTE XAPAKTEPUCTHUKY MITM TOM3UTE OT M3OENMETO 33 YYACTHULITE MU
TaLEHTHTE,

B) He Ca Cla3eHM M3MUCKBAHUATA 1O WieH 62, uim

I) HSKOS OT OLEHKHUTE MO maparpad 3 e oTpuuaTeTH.

IIbpkaBUTE WIEHKM TPEIBIIKIAT MPOLEMypa 3a 06KalBaHe BbB BPb3KA C OTKA3 0 ITbPBA ATIMHES.

Ynen 72
IIpoBexxnaHe Ha KIIMHUYHO U3NUTBaHE

1. CHOHCOp’LT M U3CTIENOBATEIIAT rapaHTNpaT, Y€ KIIMHNYHOTO M3IMUTBAHE CE€ ITPOBEXKIA B CHOTBETCTBME C 0H06p6HI/IH IJ1aH 3a
KJIIMHUYHOTO M3IIUTBAHE.

2. C umen pma Iposepn 3alliNTaTa Ha IIpaBata, 0e30MacHOCTTa M ONIarOCHCTOSIHMETO Ha y4JaCTHMOUTE, HaOCXKOHOCTTA U
CTaOWITHOCTTa Ha OTYETEHUTE pe3ynraTy, KakTo 1 4€ NPOBEKINAHETO Ha KIIMHNYHOTO M3NUTBAHE € B CPOTBETCTBUE C M3MCKBAHMATA
Ha HACTOALIMSA PETIIAMEHT, CIIOHCOPBT OCUTYpsBa M3BBPIUBAHETO HA IMOOXOIALIO Ha6HIO[IeHI/I€ Ha IPOBEKOAHETO Ha KIMHUYHOTO
m3nurBaHe. CTerneHTa U eCTeCTBOTO Ha H36J'II'0]1€HI/I€TO C€ OIpENeIAT OT CIIOHCOpa Bb3 OCHOBA Ha OLEHABAHE, IPU KOETO CE€ B3eMaT
NpenBUIT BCUUKN XapaKTEPUCTUKN Ha KIIMHMYHOTO MBIMUTBAHE, BKITIOUUTEITHO CIIEOHNUTE XapaKTEPUCTUKU:

a) aesTa M METOHOJIOrMATa Ha KIIMHUYHOTO M3IUTBAHE; U

6) CTCIICHTA Ha OTKJIOHEHME Ha MHTEPBCHLUMATA OT HOpMaJIHATa KIIMHNYHA IIPAKTHKA.
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3. lsnara vadopMaims 3a KIMHMYHMTE WM3IMTBAHMS Ce 3amucBa, 0OpaboOTBA, M3ION3BA M CHXPAHSBA OT CIOHCOpA WIIN
V3CIIETOBATENS CTIOpENl CITyuast, TaKa Ye Jla MOXKe 1a Gble TOYHO MNOKIaNBaHA, M3THIKYBAHA VM NPOBEPEHA, KAaTO B CBHUIOTO BpeMe
TNIOBEPUTENTHOCTTA Ha MOKYMEHTAUMATAa M JIMYHUTE NaHHM Ha YYaCTHMLMTE OCTAaBaT 3alIMTEHM B CHOTBETCTBME C IPUIIOKUMOTO
TIPaBO OTHOCHO 3allUTaTa Ha JIMYHUTE HaHHMU.

4.  Tlpumarar ce MOIXOMSIIM TEXHMUYECKM J OPraHM3ALMOHHM MEpKM, 33 [a Ce 3amuTiT nudopmammsta u obpaborsanmre
TIMYHYM JAaHHM Cpelly HepaspelleH MM HE3aKOHEH [OCTBII, OMOBECTABAHE, Pa3POCTpaHeHMe, NPOMSHA MIIM YHMUIOXKABaHE MM
CITyHaitHO M3ry0OBaHe, MO-CIELMANHO aKO 00pabOTBAHETO BKIIOUBA MPENaBaHe [IOCPENCTBOM Mpexa.

5. [bpxXapute WIEHKM MHCIEKTVMPAT HA NOAXOMSIIO PABHMIUE MSCTOTO (MECTaTa) Ha M3IMTBAHE, 3a MHa IPOBEPAT Hany
KIIMHUYHWTE V3MUTBAHMS C€ M3BBPIIBAT B CHOTBETCTBME C M3MCKBAHMATA HA HACTOSIS PEINIAMEHT M C OOOpeHMs INaH 3a
U3IIUTBAHETO.

6.  CrOHCOPBT YCTAHOBSIBA NMpOLENypa 3a M3BBHPEAHM CUTYalUyy, KOATO INO3BOJISIBA HE3a0ABHOTO MICHTUMUMpAHE U, IpHU
HEOoOXOMMMOCT, He3a0aBHO M3TEITISIHE HA M3MENMATA, M3MOM3BAHN PY M3IUTBAHETO.

Ynen 73
EnexTpoHHa cucTeMa 3a KIIMHUYHNUTE U3MUTBAHUSA

1. B ceTpynHmuecTBo ¢ IbpxKapute 4ileHKM KomucuaTa ch3laBa, yupasissa U MOAIbPKa €NEKTPOHHA CUCTEMa
a) 3a reHepyMpaHe Ha eOMHHUTE MICHTHQUKALMOHHY HOMepa Ha KIMHMYHUTE U3IUTBAHISL, IocoueHy B uneH 70, maparpad 1;

6) ¢ ¢yHKUMA Ha NpueMaul NMOPTAl NPY MOJABAHETO HA BCUYUKM 3aSIBIICHMSI MIIM HOTMQMKALMS 33 KIMHMYHYM V3IMTBAHWS,
nocouery B uneHose 70, 74, 75 u 78, KaKTO M IPY MOTABAHETO HA BCUYKM OCTAHAIM TAHHU WM IpU 0OpabOTBAHETO HA
IaHHWTE B TO3U KOHTEKCT;

B) 32 oOMeH Ha I/[H(l)OpMaL[I/Iﬂ, OTHacsilla €€ 3a KIMHUYHUTE M3NUTBAHMA CBITIACHO HACTOALIMA PErJIaMEHT, MEXOY IbpXKaBuUTe
WIEHKN " MEXTY TAX U KoMucusita, BKITIOUMTENTHO 33 o0MeHa Ha V[H(i)OpMaIlI/[H, nocoyeH B usieHose 70 u 76;

1) 3a uHpOpMALMs, KOSITO Ce MPENOCTaBsi OT CIIOHCOPA B CHOTBETCTBME C WiIeH /7, BKIIOYMTENIHO HOKITANa 3a KIIMHUYHOTO
V3IUTBAHE U PE3IOMETO ChITIACHO M3MCKBAHMATA HA Maparpad 5 OT ChLINs UIieH;

) 32 JOKITANBaHE HA CEPMO3HM HEXENAHM CHOWTMS ¥ HENOCTATbLM HA W3NEMMSTA M CHOTBETHOTO AKTyalM3MpaHe HA Tasu
uHpOpMALS ChINIACHO wieH 80.

2. Tlpu cv3naBaHe Ha eNeKTPOHHATA CHCTeMa 1o maparpad 1 ot Hacrosuust wieH Komucnsra oGesneuaBa HeifHaTa OmepaTMBHA
ChBMECTUMOCT ¢ 0azata manuy Ha EC 3a KIMHMYHNMTE M3MMTBAHMS HA JIEKAPCTBEHM IPOMYKTH 33 XyMaHHa ynotpeba, Ch3lameHa B
chotBercTBie ¢ uieH 81 or Permament (EC) Ne 536/2014 Ha Espomeiickms maprmament u Ha ChbBera ('), mo ce OTHacs 10
ChbYeTaBaHEeTO Ha KIVHNYHUTE M3IUTBAHMSA Ha M3MENNS C KIVMHWYHNUTE M3MUTBAHMA 110 IIOCOYEHNS PerslaMeHT.

3. Tlocouenara B maparpad 1, Oyksa B) wmHOpMAlmMs, € MOCTBIIHA CaMO 32 IbPXKABMTE WIEHKM M 3a Kommcusra.

VIHpOpMaumsITa, OCOUEHA B OCTaHANMTEe GYKBM OT Chims maparpad, e MyOmMUHO IOCTBIIHA, OCBEH KOTaTo LisiaTa MHGOpPMALs

VUM YacT OT Hesl € MOBEPUTENIHA 110 HSKOS OT CIIEJHUTE NPUUNHIL

a) 3aIMTa Ha JIMYHWUTE TAHHM B ChoTBeTcTBHUE C Pernament (EO) Ne 45/2001;

6) sawMra Ha ThProBCKaTa MHGOPMALMS C MOBEPUTENIEH XapakTep, 0coOeHO B Gpollypara Ha M3CIEHOBATENS, MO-CHIELMAITHO KaTo
ce OTUMTA CTaTyChT Ha OlLIEHABAHETO Ha CHOTBETCTBMETO HAa MB3HENMETO, OCBEH B CIydauTe, KOTaTO CBLIECTBYBAa IO-BMCLI
OOLIECTBEH MHTEPEC 3a ONOBECTSBAHE HA MHPOPMALMATS;

B) edeKTyBEH HAN30p Ha MPOBEXIAHETO HA KIMHIYHOTO M3IMATBAHE OT CTPAHA Ha CHOTBETHATA(MTe) MbpxKaBa(i) uneHKa(n).

4.  JInvHWTE JaHHY HA YYACTHMLMTE HE Ca MyOIMYHO TOCTBIHM.

5. Torpeburenckusar muTepdeiic Ha eNeKTPOHHATA CMCTeMa, MOCOYeHa B maparpad 1, e Ha BCMUKM OQUIMANHM €3MLM Ha
Crpro3a.

() Permamenr (EC) Ne 536/2014 na EBponesickust napramert i Ha ChBera oT 16 anput 2014 1. OTHOCHO KIMHIYHNTE M3IIITBAHYISL Ha NIeKAPCTBEHN
NPOIYKTH 33 XyMaHHa ynotpe6a, 1 3a otmstHa Ha [Iupekrysa 2001/20/EO (OBL 158, 27.5.2014r., c1p. 1).
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Ynen 74
KnuHauyHM M3NUTBaHMSA MO OTHOILEHMe Ha M3TeNns ¢ HaHeceHa MapKmupoBka ,,CE“

1. Koraro tpsibBa ma ce IpoBele KIMHUYHO M3MUTBAHE, C OIIEN HA NONBIHMTENHO OLCHSBAHE, B PAMKUTE HA IPeIHA3Ha-
YEHNETO, Ha M3[IeNMe, BHPXY KOETO Beue e HaHeceHa MapkupoBkata ,CE“ B cvorsercreue ¢ wier 20, maparpad 1 (,y3murBanus 3a
KIMI), u Korato u3muTBaHeTo OM OMIO CBBP3aHO C TOMIAraHe HA YYACTHMIMTC HA MNPOLEIYPM B MOMbIHEHME KbM
TPOBEXIAHNTE NPY HOPMAIIHM YCIOBMSL Ha YNOTpeOa Ha WM3NENMETO, M Te3d NONBIHUTEIHM MPOLEIYPY Ca MHBA3MBHM WM
00peMeHUTEIIHN, CIIOHCOPBT YBENOMSBA CHOTBETHMTE NbPXKABM WIEHKM Hail-Manko 30 [HM IPENy HErOBOTO HAYAIO upe3
eJIeKTPOHHATA CUCTeMa, NocoyeHa B wieH 73. CIOHCOPBT BKIIOYBA TOKYMEHTALUMATa, MocoueHa B rmasa II ot npunoxenne XV,
KAaTO 4acT OT yBemomieHuero. Unen 62, maparpad 4, Oyksu 6)—x) u Gyksa M), wieHose 75, 76 u 77, wien 80, maparpad 5 u
CHOTBETHUTE pasnopenOy Ha npuoxerne XV ce mpumarar 3a usnureadusra 3a KIIIIIIL

2. Koraro Tpsi6Ba 1a ce nposene KIMHUYHO MMUTBAHE C OITIEN OLCHSABAHE HA M3NENMeE C Beue HaHeceHa MapkupoBkata,CE* B
choTBeTCTBYE € wieH 20, naparpad 1, M3BbH paMKUTe Ha IpPeIHA3HAUCHNUETO My, ce Ipuiarar wieHose 62—81.

Ynen 75
ChlecTBeHM POMEHM B KIIMHMYHMTE M3NUTBAaHUSA

1. AKO CHOHCOpBT Bb3HAMeEpsBA @ BHECE IPOMEHM B KIIMHMYHO M3IMTBAHE, 32 KOMTO Ce MpEHNosara, uye Lie OKaxKar
3HAUMTEIIHO BB3MENCTBME BbPXY OE30MACHOCTTA, 3MPABETO WM IMpaBaTa HA YUYaCTHULMTE WIM BbPXY CTAOMITHOCTTA WM
HAJIEKIHOCTTA Ha KIIMHMYHMTE PE3YIITATH OT M3IMTBAHETO, TOI YBEIOMsIBA B CPOK OT €fHA CEAMMLA Ype3 eNeKTPOHHATA CUCTeMa
o wieH /3 ChOTBETHATa(MTe) ObpKaBa(y) WieHKA(M), B KOSATO(KOMTO) ce TIPOBeXKNa MM IIe ce MpOoBeNe KIMHUYHOTO M3MUTBAHE,
33 OCHOBAHMSITA UM €CTECTBOTO Ha Te3u mpomeHu. CIIOHCOPBT MpUIIara akTyajaM3MpaHa peakiys Ha ChOTBETHATA HOKYMEHTALMs,
nocouera B 1maga Il or mpuoxerne XV, KaTo 4acT OT yBeIOMIIeHMETO. [[pOMeHNTe B ChOTBETHATA JOKYMEHTALMs TpsiOBa [a ca
ACHO 0003HAUEHN.

2. JIppxkaBaTa ujeHKa IpaBM OLEHKA HA BCMUKM CHUIECTBEHM NPOMEHM Ha KIMHMYHOTO MU3IUTBAHE B CBHOTBETCTBUE C
IIpoLeNypara, II0COueHa B uiieH /1.

3. CrioHCOpBT MOXe [a MPWIOXKM MocoyeHuTe B maparpad 1 mpomeHn Haii-paHo 38 mHM Cref YBEIOMIICHMETO, IIOCOUYEHO B
ChlIMs maparpad, OCBeH aKo:

a) mbpxKaaTa WIEHKA, B KOATO e MPOBEXKIA MM LI ce IPOBefe KIMHMYHOTO M3IMTBAHE, ¢ yBEHOMIIIA CIIOHCOPA 33 OTKa3a CM
Bb3 OCHOBA Ha ChOOpakeHMsTa, IOCOUEHM B wieH /1, maparpa¢ 4, mam Bb3 OCHOBA HA ChOOpaXKeHWs, CBBP3AHM C

0O1LIECTBEHOTO 31paBe, ¢ Ge30MAaCHOCTTa WK 3IPABETO HA YYACTHMIMTE M NOTpebuTenmte, ¢ OOMECTBEHMS Pefl, Wi

6) KOMIJCHA IO €TMKA B Ta3M ObpXKaBa YIIEHKA € Majla OTPULATEIIHO CTAHOBMIIE IO OTHOLIEHME Ha CHIIECTBEHATa IPOMSHA Ha
KIIMHUYHOTO M3NNUTBAHE, KOETO B CHOTBETCTBME C HALIMOHAIIHOTO IPABO € BAaJIVIIHO 3a LiyiaTa IbpXKapa UICHKaA.

4. CootBeTHaTa(uTe) IbpKaBa(u) wieHka(s) MOXKe(MOraT) ma yObIIKM(aT) Cpoka, MOCOYeH B maparpad 3, ¢ owe cemeM HHM C
LieT POBEKaHe Ha KOHCYITAlUy C eKCIepTH.

Ynen 76

Kopurmpamm mepkn, Kouro TpsibBa fga ce NpeNnpueMar OT IbPKABUTE WIEHKH, M OOMeH Ha
nHQpoOpMaLMS MEXKIY TAX

1. Axo gbpxasa 4ieHKa, B KOATO Ce IIPOBeXKMNa MM Lie ce NPOBEXHA KIMHMYHO M3MMTBAHE, MMa OCHOBAHMS a CMSATa, 4e
TNIOCOYEHNUTE B HACTOAUIMS PEITIaMEHT M3MCKBAHMA HE Ce M3ITBIIHABAT, T MOXe Ja NpelnpuemMe Ha CBOA TePUTOPUS Hali-MajKoTo
HAKOA OT CIIETHUTE MEPKIL:

a) I1a OTHEME Pa3PEelIeHNETO 3a KIMHMYHOTO M3IUTBAHE;

0) ma crpe My 1a MPEKpPaTH KIMHUYHOTO U3INUTBAHE;

B) 1A M3JCKA CIIOHCOPBT [ TIPOMEHM OIpEMENeH aCIeKT Ha KIMHNYHOTO M3MMUTBAHE.

2. Tlpenu ma mpemmpueMe HSKOsL OT MepKuTe 10 maparpad 1 CbOTBeTHAaTa IbpXKaBa WICHKA M3MCKBA CTAHOBMIIE OT CIOHCOPA

VI OT M3CIIEOOBATEII, MIIM OT OBaMaTa, OCBEH aKO HE € H€06XOHI/IMO He3a0aBHO nericteue. CTaHOBUILETO Ce IpencTaBda B CPOK OT
CEOEM IHU.
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3. Koraro IbpXKaBa 4JIEHKa € Ipenrpuerna HAKOSA OT MEPKUTE, IIOCOUEHU B naparpa(]) 1 or Hacrosums YJIEH, MJIN € OTKa3sajia
KIIMHUYHO M3IUTBAHE, UIIN € 6]/[)'[3 YBEIOMEHA OT CIIOHCOpa 3a IPEXKMIEBPEMEHHOTO IPEKpaTsABaHE Ha KIIMHUYHO MBIUTBAaHE
nopagn C'bO6pa}KCHI/IH BbB BpB3Ka C 6630HaCHOCTTa, ObpXKaBaTa YJIE€HKa c1>06maBa CBHOTBETHOTO pPELICHME M MOTMBUTE 3a HETO Ha
BCMYKM IbpXKaBy YICHKM M Ha Komucusra upe3 €IIEKTPOHHATa CUCTEMA, ITI0COYEHA B YIIEH 73.

4. Koraro CIIOHCOPBT OTTEINIM [al€HO 3asABJIEHME, INpEOM Oa MMa pelIeHME Ha [bpXaBa YJI€eHKa, Ta3u I/[H(l)OpMa]_[I/IH ce
MPENoCTaBs UpeE3 €IIEKTPOHHATA CUCTEMA I10 WIEH 73 Ha BCUYKU IbpKaBy YIEHKN M Ha Komucusra.

Ynen 77

VHdopmauus oT croHcopa B Kpasi HA KIMHUYHOTO M3MUTBAHE WINM NPU CHMPAHe MM MpeKAeBpeMeHHO
npeKparsiBane

1. AKO CHOHCOpPBT crpe WM MPEKNEBPeMEHHO MpPeKpaTv KIMHUYHO M3MMTBAHE, TOH MHQOPMMpA 33 TOBA B PaMKUTE Ha
15 §HM ObpXaBaTa WIEHKA, B KOATO KIMHMYHOTO M3MMTBAHE € OMINO CIPSHO MM MPEXNEBPEMEHHO IMPEKPATeHO, 4upe3
TOCOYCHATA B UeH /3 eNeKTPOHHA CHCTeMa, KaTo MpeicTasi 0OOCHOBKA. B cryuait ue COHCOPBT crpe MM MpexneBPEMEHHO
TpeKpaTyi KIMHMYHOTO M3MUTBAHE NMOPaM ChoOpazKeHMs: BbB BPb3Ka ¢ 6e30MACHOCTTA, B paMKuTe Ha 24 vaca Toit MHOpMHUpa 3a
TOBA BCUUKM [IbPKaBY WIEHKM, B KOUTO CE NMPOBEXAA CHOTBETHOTO KIMHMYHO M3MUTBAHE.

2. HpmeMa €€, U€ KpadAT Ha KIIMHUYHOTO M3MUTBAHE CbBIAOA C IMOCICOIHOTO IOCEIIEHNE Ha IMOCIIEOHNS YUYaCTHUK, OCBEH aKO B
IJIaHa Ha KIIMHUYHOTO M3INTBAaHE HE € OIPENENIEH IPYyT MOMEHT 3a TO3M Kpaf/’[.

3. CHOHCOp'bT yBeooMsABa BCSAKa [IbpXkKaba WICHKA, B KOATO C€ € INMPOBEXKHAIO KIMHNYHOTO M3INTBaHE, 3a Kpasd Ha TOBa
KIIMHUYHO M3MUTBAHE B Ta3M IbpKaBa WICHKA. Tosa yBEOOMIIEHME CE€ M3BBpIIBAa B CPOK OT 15 mHM cren Kpasg Ha KIMHUYHOTO
M3INTBAHE 3a Ta3N IbpxXKapa YICHKA.

4. AKO [1afieHO M3MMTBaHe Ce MPOBEXIA B MOBeUe OT €IHA IbPKaBa YIeHKa, CIOHCOPBT yBENOMABA BCUYKM JbPXKABYU YIEHKM, B
KOMTO Ce € IIPOBEKNANIO TOBA KIIMHUYHO M3IMTBAHE, 3a Kpas My BbB BCMUKM [(bpKaBy uileHKN. ToBa yBemOMIIEHME Ce M3BbpIIBA B
CPOK OT 15 mHM criel Kpas Ha KIMHMYHOTO M3IIUTBAHE.

5. HesaBucumo OT pesynTaTta OT KIMHUYHOTO M3IUTBAHE, B CPOK OT €HA TOOMHA CIle[l Kpas Ha KIMHMYHOTO M3IMUTBAHE MIIA
IO TpM Mecelid Cllef MPeKIeBPEMEHHOTO MPEeKpaTABaHe MM CIMPAHETO, CIOHCOPBT NMPENCTaBs Ha IbpPKaBUTE UIEHKM, B KOMTO Ce
€ IPOBEXHANO KIIMHUYHOTO M3MUTBAHE, TOKIAM OT KIIMHUYHOTO M3NMTBAHe ChINIAcHO Iasa I, pasmen 2.8 u rnasa III, paspgen 7 ot
npunoxenue XV.

K'bM [OKITafa 3 KIMHMYHOTO M3MMTBAHE Ce IPUIIATa PesioMe, KOETO € MPENCTABEHO B JIeCHO pasbypaeMa 3a LeneBus moTpeburen
dopma. [TOKITAIIBT M PE3IOMETO Ce TPEICTABAT OT CIOHCOPA Upe3 eNeKTPOHHATA CHCTeMa, [I0COUEHa B WieH 7 3.

Koraro nopaon C’bO6pa}KCHI/I}I OT Hay4YHO €CTECTBO HE € Bb3MOZKHO HOKIIAObT 338 KIIMHNYHOTO VMBNNMTBAHE TIa CE€ IPENCTaBM B CPOK
OT €[Ha TrofMHa CJI€[d Kpasd Ha W3INTBAHETO, TON ce MpencTaBs BeOHara IIOM 6'b]1€ U3roTBeH. B To3n cnyqaﬁ B IVIaHA Ha
KJIMHUYHOTO M3MUTBaHe, MOCOUeH B rmasa I, pasgen 3 or MIpUIIOZKCHNE XV, ce mocousa Kora mie 6’bHaT HaJIMYHN PE3YIITATUTE OT
KIIMHUYHOTO M3IIMUTBAHE, KATO CE€ M3JIaraT OCHOBAHMA 3a TOBA.

6. Komucusita M3rorsst HacoKu 3a CHIbPXKAHMETO M CTPYKTYpaTa Ha pPE3IOMETO Ha MOKIIafa 3a KIIMHUYHOTO M3INUTBAHE.

OcBeH TOBa 3a CIIydyaute, B KOUTO CIIOHCOPBT pelllaBa Ha CIIOHENN HeO6pa60T€HI/I JaHHM Ha ]106p0130nHa OCHOBa, Komucusita
MOZK€ Ja M3rOTBM HACOKU 3a (])opMaTa 1 0OMeHa Ha Te3u naHHU. Te3n HACOKM MOraT fa ce OCHOBaBaT Ha CBUIECTBYBALIMTE HACOKU
3a CIIOHECIIAHETO Ha H€O6pa6OT€HI/I OaHHU B 0011acTTa Ha KIIMHNYHKTE VIBIINTBAHWA, KaTO T ajalTUpaT, JOKOJIKOTO € Bb3MOXKHO.

7.  PesioMero ¥ MOKIagbT 3a KIIMHUYHOTO M3NMTBAHE, NOCOYEHY B maparpad 5 OT HACTOSILMS WiIeH, CTaBaT IyOIMYHO
IOCTBIHN Ype3 eNEKTPOHHATA CUCTeMa, TIOCOYEHA B WICH 73, Hail-KbCHO KOTATO M3OENNeTo GbIe PerMCTPUPAaHO B CHOTBETCTBIE C
urleH 29 ¥ npegM NMycKaHeTO My Ha Iasapa. B cryuali Ha IpexXneBpeMEHHO NPEKpaTsABaHE MM CIMpPaHe PE3IOMETO M HOKIIAmbT
craBaT myOIMYHO TOCTBIHM Be[HAra CIIefl MPEICTABSIHETO MM.

AKO M3MIENNeTo He 6’1)[16 perncTpypaHo B CbOTBETCTBME C UIIEH 29 B paMKNTE Ha €0HAa IrOOVMHA OT BBBEKIAHETO HA PE3IOMETO U HA
J0KJ1aja B €JICKTPOHHATAa CUCTEMa B CbOTBETCTBUC C Haparpa(l) 5 OT HacrosiMs uJieH, Te CTaBaTt Hy6]'II/I‘{HO JOCTBIIHM B TO3U
MOMEHT.
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Ynen 78
IIpouenypa 3a KOOPAMHMPAHO OLieHSBaHE Ha KIIMHMYHMTE U3NUTBAHUS

1. ‘{pes €IIEKTPOHHATa CUCTEMA I10 YJIEH 73 CIIOHCOPBT Ha KIIMHMYHOTO MBIMUTBAHE, KOETO LIE CE€ MPOBEXKMIA B IIOBEYE OT €IHA
JIbp2KaBa 4I€HKd, MOXe Ha MOoIane €OMHHO 3asBJICHME 3a LEIIUTE Ha YJIEH 70, xoeto Ipn nojryvyaBaHe €€ Ipefasa Mo €IeKTpOHEH
ITbT Ha BCMYKM TbpXKaBJ UIIEHKY, B KOUTO 1€ C€ IIPOBEXKIA M3INTBAHETO.

2. B eguHHOTO 3asBieHye mo maparpad 1 CHOHCOPBT MpeUlara emHa OT IbpXKABMTE WICHKM, B KOMTO INE Ce MPOBEXKMIA
KIIMHIYHOTO M3MMTBAHE, Na MEViCTBA KaTO KOOPHMHMpAlla IbpXaBa WIeHKa. B CpPOK OT wecT JOHM Cllel IOHABaHETO Ha
3asIBJIEHNETO [IbPKABUTE WIEHKM, B KOMTO Lie Ce NMPOBEXNA KIMHMYHOTO M3MMTBAHE, MOCTUIAT ChITIACHE KOS OT TAX Ha Moeme
¢yHKUMMTE HA KOOPAMHMpALIA IbPXKABA WIEHKA. AKO Te He Ce CIOpa3yMesT 3a KOOPIMHMPAIIA IbPKABA WIEHKA, Ta3u (yHKIMS
ce TI0eMa OT MNpeUIoKeHaTa OT CIIOHCOpPa IbpXaBa UJIeHKA.

3. Tlom pbKOBONCTBOTO HAa KOOPHMHMpALIATA IbPXKABA WIEHKA IO maparpad 2 3acerHaTuTe IbPXKABM WIEHKM KOOPIMHMpAT
OLICHABAHETO Ha 3asBIICHMETO OT TAXHA CTPaHa, MO-KOHKPETHO Ha HOKYMEHTaluATa, ocoyeHa B rmasa I or mpunoxenne XV.

Bprpekn ToBa IIBIIHOTAaTa HA MOKYMEHTaLMATa, IocoveHa B 1masa II, pasmerm 1.13, 3.1.3, 4.2, 4.3 u 4.4 or npunoxenne XV, ce
OLIeHsIBA OTIENHO OT BCSIKA 3aCerHaTa IbpKaBa WieHKa B ChOTBETCTBHE C uneH 70, maparpadu 1—o5.

4. Tlo oTHOuweHMe HA TOKYMEHTALUMATA, Pa3iMyHa OT IIOCOYEHATa B maparpad 3, BTOpa amyHes, KOOPHMHMpAIIATa ObpKasa
YJIeHKa:

a) B CPOK OT WIECT IHM CIIEMl TONYYaBaHE HA ENMHHOTO 3asIBIIEHVE YBEMOMSBA CIIOHCOPA, Ue T € KOOPIMHMpAWaTa [bpKasa
YIIeHKa (,aTa Ha YBEHOMsIBaHE");

6) 3a LENNTE Ha BAJIMOMPAHE Ha 3asBIIECHMETO B3€Ma MPENBUI BCUYKU C'L06pa}KCHI/IH, MpencTaBeHn B CpOK OT CEIEM OHM OT HaTaTa
Ha YBEOOMSABAHE OT 3aCETHATUTE ObPKaByU UIECHKU;

B) B pamkuTe Ha 10 [HM OT [aTaTa Ha yBeNOMsBAHE OLCHSBA HalM KIMHMYHOTO M3MMTBAHE MOMafa B 00XBaTa HA HACTOSIMIMS
persiaMeHT M Jany 3asBIeHMETO € IbIIHO, M yBeJoMsBa CIIOHCOpa 3a ToBa. BLB Bpbh3Ka C TOBA OLEHSABAHE 33 KOOPHMHMpALIATA
[IbpKaBa wieHKa ce mpuara wieH 70, naparpadu 1 n 3—5;

I) IPEICTaBsi Pe3yNTaTUTe OT M3BBPLICHOTO OLEHSBAHE B MPOEKT HA OKIA OT OLEHSBAHETO, KOMTO TpsiBa ma Gbue m3mpateH go
3aCETHATUTE IbPXaBM UIIEHKM B CPOK OT 26 IHM Clell JaTaTa Ha BanyunyupaHeto. Ho 38-us [eH ciel marata Ha BalMOMPAHETO
IIPyTUTe 3aCETHATM TbPKABYM YWIEHKM M3IPALIAT CBOMTE KOMEHTAPY M IIPEVIOXEHN O MPOEKTa Ha JOKIIA[ OT OLEHABAHETO M
CBOTBETHOTO 3asBIIEHME Ha KOOPIMHMpAIaTa IbpKaBa WIeHKa, KOATO B3eMa NPENBUI Te3y KOMEHTapy M IPEIOXeHNs IIpy
UBTOTBAHETO Ha OKOHYATENIHVA [OKJAJ OT OLEHABAHETO, KOMTO Ce NpelaBa Ha CIIOHCOpa M Ha OPYTUTE 3aCETHATH ITbpPXKaBy
4JIEHKM B CPOK OT 45 IHM CJIel HaTaTa Ha BalMOMpAHeE.

OKOHYATENHNUAT HOKIA OT OLEHSBAHETO Ce B3eMa IIPElBMI OT BCUUKM 3aCETHATY TbPKaBM UWIEHKV IPY B3eMAHETO Ha pelleHue
10 3asIBJICHUETO HA CIIOHCOpA B ChOTBETCTBME C uneH 70, maparpad 7.

5. Tlo oTHOlIeHNME HA OLEHSBAHETO HA TOKYMEHTALMSTA 1O Maparpad 3, BTOpa anmHest BCSIKA 3aCerHATa IbpXKaBa UIeHKA MOXKeE
€HOKPaTHO [d IOMCKA MONBIHMTENHA MHpOpMAlMs OT croHcopa. CHNOHCOPBT NPEACTaBsi IOMCKAHATA IOITBITHUTETHA
uHpOpMAIMs B PaMKMTE Ha CPOKA, OIPpENeNeH OT 3acerHaTaTa [IbpXKaBa UNCHKA, KOMTO He HajBuuiasa 12 IHM OT 1aTata Ha
nonyyasaHe Ha nckanero. CpoksT no maparpad 4, 6yksa r) cmypa [ia Tede OT [JaTaTa Ha MCKAHETO 1O MOMEHTA Ha MONyyaBaHe Ha
IOITBITHUTETHATA MH(OPMALIVSL.

6. 3a u3nenuara ot Kiac Hb " KJIac HL KOOpOMHMpallaTa IbpxXapa YJI€HKa MOXKE ChIIO TaKa [1a YIOBJIKM CPOKOBETE, ITIOCOUEHN
B naparpaci) 4, C oue 50 IHN € LN MpOoBeXNaHe Ha KOHCYITaluMUM € eKCIEepTH.

7. KommcuaTa MOXe upe3 akToOBe 33 VM3IIBIIHEHME Ia KOHKPETU3MPA JOMBIHUTENHO NPOLENypUTe ¥ CPOKOBETE 3a KOOPIMHMU-
PaHOTO OLEHsIBaHE, KOMTO [la CE B3eMaT MOA BHMMAHME OT 3aceTHaTMTE [IbPXKAaBM WIIEHKM TPV B3EMAHETO Ha pelleHye IO
3asBIICHMETO Ha CIOHcopa. Tesu aKkTOBe 3a M3IBJIHEHNME MOTaT Ha OMpeHeNsT M NPOLEIypuTe M CPOKOBETE 3a KOOPAMHMPAHO
OLICHsBAaHE B CIyyail Ha CBLIECTBEHM IPOMEHM IO Maparpad 12 OT HACTOSIIMS unieH, B CNydyail Ha HOKNAfBaHe HAa HEXeNaHM
cebutust mo unen 80, maparpad 4 ¥ B Ciyvali Ha KIMHMYHYM M3MMTBAHMS HA TPOIYKTH, MPENCTAaBIsBAIIM KOMOMHAUMS OT
ME[MIUMHCKO M3[eNMe 1 JeKapCTBeH IMPOMNYKT, KOTaTo MOCIefHMTe ca OOEKT Ha MapaiesHO KOOPIMHMPAHO OLCHSIBAHE Ha
KIMHMYHO m3murBaHe chmacHo Permament (EC) Ne 536/2014. Tesan akToBe 3a M3NBIIHEHME Ce IPMEMAT B CHOTBETCTBHE C
IpoLenypaTa [0 pasriexmare, nocoyeHa B uneH 114, maparpad 3.

8. Korato 3akiroueHmero Ha KoopOoMHMpamara Obpxkapa UI€HKa OTHOCHO obnactTa Ha KOOpOMHMPAHO OLCHABAHE €, 4e
NIPOBEXKMNAHETO Ha KIIMHUYHOTO M3NUTBAHE € IPUEMIIVIBO WM € IPUEMIIMBO IIpY CIIa3BAHETO Ha OIPEHNEIICHN YCIIOBUSA, TOBA
3aKITIOUEHME CE€ CUMTA 3a 3aKIIIOUEHME Ha BCMYKM 3aCE€THATV TbpXKAaBU UIIEHKN.
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HezaBucumo ot I’bpBa aJiMHesd, BCAKAa OT 3aCETHATUTE IbpXKaBy UIIEHKNM MOXKE Ha M3pa3u HeChINacue ChC 3aKJIIOUEHMETO Ha
KoopomHyupamaTa obpXaba 4JI€HKa OTHOCHO obrnacrTa Ha KOOpOMHMPAHO OLEHSABAHE CaMO Ha CIIEIHUTE OCHOBAHMS:

a) KOraTro C4ymra, 4€ y4aCTMETO B KIIMHNYHOTO MUBINUTBAHE ou JIOBEJIO OO TOBA JANIEH YYaCTHMK MOXKE Ma II0JTydaBa JIEYEHME, KOETO
€ ITI0-HEKAYECTBEHO OT TOBA B YCIIOBMATA HA HOPMallHaTa KIIMHNYHA IIPAKTMKA B 3aCerHaTaTa IbpzKaBa WICHKA,

6) HapymeHne Ha HalMOHAJIHOTO IIpaBo; MIIN

B) ChOOpaxeHMs BB BPb3Ka C (E30MACHOCTTAa HA YUACTHMKA M HAIEKIHOCTTA M CTAOMITHOCTTA Ha pe3yinTarute 1o maparpad 4,

Oyxksa 0).

Korato HSIKOSL OT 3acerHaTuTe ObpPKABM YIEHKM HE € ChIIACHA ChC 3aK/IIOYEHMETO Bb3 OCHOBA HA BTOpA alMHEs! OT HACTOSIIMS
naparpad, Ts1 yBeOMsIBa 3a CBOETO HECBITIACHE, KATO ChLIEBPEMEHHO MpeocTassi nonpobHa o6ocHOBKa, Komucusra, BCnukm opyru
3aCETHATV IbPXKaBM WICHKM ¥ CIIOHCOpPA Ype3 eNeKTPOHHATa CUCTeMa I0 WieH 7 3.

9. Koraro 3akimtoueHmero Ha KoopOoMHupamara OIbpXkaba UileHKa OTHOCHO olnactTa Ha KOOpOMHMPAHO OlLICHsABaHE €, 4e
KIIMHUYHOTO M3INTBaHE € HENPUEMIIVBO, TOBA 3aKITIOUEHNE CE CUMTA 3a 3AKITIOUEHME Ha BCUMUKM 3aCE€rHaT Ibp2KaBy UIIEHKMN.

10.  [lamena 3acerHara mbpxapa WieHKA OTKAa3Ba A Paspelly KIMHNYHO M3MMTBAHE, aKO HE € ChINIACHA ChC 3aKIIIOYEHNETO Ha
KOOpIMHMPALIATA TbPKABA UIICHKA, HA KOETO U [Id € OT OCHOBAHMSATA, [IOCOYEHM B Maparpad 8, BTOpa almHesl, UM aKO yCTAHOBM
Bb3 OCHOBA Ha HA[UIEKHO 0OOCHOBAHM ChOOpaxeHNs, ue He Ca VM3IBIHEHN acleKTuTe, pasriegaHy B rasa II, pasmenn 1.13,
3.1.3, 4.2, 43 n 4.4 or npunoxenne XV, MM KOraTo KOMUCMATA MO €TMKA € laja OTPMUATENIHO CTAHOBMIIE OTHOCHO
KJIMHNYHOTO M3MNTBAHE, KOETO CBHINIACHO HALMOHAIHOTO IIPAaBO € BAIMIHO 3a IsjaTa AbpXKaBa WieHKA. 3acETHAaTaTa [IbpXKaBa
uIIeHKa MPEBIIKIA IPOLenypa 3a 00XaBaHe 10 OTHOLICHNE HA TAKBB OTKA3.

11.  Bcska 3acerHara mbpxKaBa WIEHKAa YBEIOMsIBA CIIOHCOpAa upe3 eNEKTPOHHATa CUCTeMa IO wieH /3 3a ToBa Hamm
KIMHUYHOTO M3IMTBAHE € Pa3pelleHo, Naii € Pa3pelieHO IpPM CNA3BAHETO HA ONpENENIeHM YCIIOBMSL WM € OMII0 OTKa3aHO
paspelleHye 33 Hero. YBETOMSIBAHETO Ce M3BBPIIBA Upe3 eHOKPATHO PelleHne O TeT JHM OT IPeNaBaHeTo, ChINIACHO maparpad 4,
OyKBa I), HA OKOHUYATEIHNS NOKJIANl OT OLICHSIBAHETO OT CTPaHa Ha KOOPIMHMpAIIaTa AbpxKasa wieHka. Korato paspemasaxero Ha
KIMHUYHOTO M3IUTBAHE € OOBLP3AHO C OIpEMENeHN YCIOBHSI, TOBA MOTaT fa OBOAT CaMO YCIIOBMSI, KOMTO MOPAi eCTeCTBOTO CH
HE MOTaT 1a ObIaT M3IbIIHEHN KbM MOMEHTA Ha Pa3pellaBaHeTo.

12, BeyukM ChLIECTBEHM MPOMEHM IO WieH 75 ce ChoOWIABAT Ha 3aCETHATUTE [IHPXKABM WIEHKN Upe3 eNeKTPOHHATA CHCTEMa IO
uted 7 3. Harmmumero Ha OCHOBaHMS 33 HeChITIACHe 1O Taparpad 8, BTOpa amyHes OT HACTOSIIVS WIIEH Ce OLEHSBA TOI PHKOBOII-
CTBOTO Ha KOOpIVMHMpAIaTa IbpXKaBa WYIEHKA, OCBEH B CIy4yail Ha CBUIECTBEHM IIPOMEHM IO OTHOWIEHME Ha rmapa Il
pasmerm 1.13, 3.1.3, 4.2, 4.3 u 4.4 ot npunoxenue XV, KOUTO ce OLEHsABAT OTHEIIHO OT BCAKA 3acCeTHATa IbpxKaBa YIEHKA.

13. Komucusra NpENOoCTaBs aOIMMHMCTPATMBHA IIOOKpENa Ha KOOpOMHMpallaTa ObpxkKaBa UIE€HKA IPpU M3INBIHEHUETO Ha
3aaunTe " 110 HacCTosllIAaTa IjiaBa.

14. Mo 27 mait 2027 1. ycTaHOBEHATa B HACTOAIIMA YIIEH IPOLIENypa Ce IIpuIlara caMo OT IbpKaBUTE WIEHKM, B KOMTO Lie Ce
IIPOBEKIA KIMHIYHO M3MMTBAHE M KOMTO ca Haly chrnacye 3a npunaradero it Cren 27 mait 2027 T. mocodeHara npolemypa ce
Tpusara OT BCUUKM IbPKaBy UIIEHKU.

Ynen 79

Mpernen Ha npouenypara 3a KOOPIMHUPAHO OIICHSIBAHE

B cpok nmo 27 mait 2026 r. Komucnsra npencrass Ha EBpomeiickust mapnament n Ha CbBeTa HOKITAl 3a OMNMTA, MPUIOOUT OT
TpUITAraHeTo Ha wieH /8 u, aKo e HeoOXOmMMo, mpefiara rmperien Ha wieH /8, maparpad 14 u Ha umen 123, maparpad 3,
Oyksa 3).

Ynen 80

PCTMCTpMpaHC U TOKJIaBaHE HAa HEXEITaHU crOuTUSA npu KIIMHUYHU U3NMUTBAaHUSA

1. CroHcOpbT perucrpupa Lsuiata MHGOPMALIS 3a:

a) BCAKO HEXKENaHO ChOuTHE OT BUJI, ONPENENIEH B IINIaHa Ha KIIMHUYHOTO M3NMUTBAHE KATO KPUTUUEH 3a OLEHKATa Ha pe3yNnTaTuTe
OT KJIMHUYHOTO U3IIUTBAHE;

6) BCAKO CEpPMO3HO HEXKEITAHO C’b6I/ITI/I€§
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B) BCEKVM HEOCTAaThK Ha M3MIeIMeTo, KOWTO € MOXeN Ha MOBeme 10 CEpMO3HO HEXKEITAaHO C'L6I/ITI/I€, ako He e 6uio MIpedIpueTo
HOIXOMSIIO MeliCTBIE, He € Gura OCBUIECTBEHA MHTEPBEHIMA MUITN aKO obcTosTeNncTBara ca Ounm 1mo-Majko 6J'IaI‘0le/I$[THI/I;

I) BCAKO HOBO 3aKIIOUEHIE BbB BPB3KA ChC CHOMTHE 1O OYKBU a)—B).

2. CmoHcopbT 6e3 3abaBsiHe OKIAfBA Ype3 €NEKTPOHHATA CUCTEMA N0 WieH 73 Ha BCUYKM IbPKABM UICHKHM, B KOMTO CE
TPOBEXNIA KIMHNYHOTO M3INUTBAHE, LiSIATa MHPOPMALIHS 3a:

a) BCAKO CEPUMO3HO HEXKEIIAHO C’I)6I/ITI/IC, KO€TO ¥MMa IPUYMHHO-CIIEICTBEHA Bpb3Ka C M3OEIMETO 33 KIMHWYHO MW3INUTBAHE,
KoMIIapaTtopa MM IIpouenypara Ha M3NUTBAHE MIIM aKO TaKaBa IIPUUNHHO-CIIEICTBEHA BPb3Ka € pa3yMHO Bb3MOXKHA;

6) BCEKM HETOCTATBK HA W3MIENMETO, KOWTO € MOXKeJ Ma MOBeme 10 CEPMO3HO HEXKEITaHO C'I:6I/[TI/I€, ako He € 6uio MpedInpueTo
MONIXONISIIO JECTBUE, HE € Gura OCBIICCTBCHA MHTCPBEHLMS WA aKO oOcTosTeNncTBara ca Ouim mo-Manko 6H3F0le/[$[THI/I:

B) BCSIKO HOBO 3aKITIOYEHNE BbB BPb3Ka C BCSAKO chOuTHe no Gyksu a) u 6).

Ilpn onpenensiHe Ha CPOKa 3a JOKIIANBAaHE Ce B3eMa MPEIBMI TeXKECTTa Ha ChOMTMETO. AKO € HeoGXOMMMO, 33 [a Ce rapaHTypa
CBOEBPEMEHHOTO IOK/IA[BaHe, CIIOHCOPBT MOXe [a NMpefCTaBy ITbPBOHAYAJIeH MOKIAM, KOWTO ¢ HelbileH, MOCIedBaH OT ITbjleH
TIOKITAIL.

TIpy McKaHe OT ObPKABA WICHKA, B KOATO CE MPOBEXIA KIMHUYHOTO M3MUTBAHE, CIIOHCOPHT MPEIOCTaBs LsUlaTa MHPOPMALIS,
nocouena B naparpa¢ 1.

3. OcBeH TOBa CIOHCOPBT JIOKJABA Ha JbPXABUTE UIIEHKM, B KOUTO C€ NPOBEXMAT KIMHMYHYM M3MUTBAHMA, upe3
eTIeKTPOHHATA CHCTEMa 10 WieH 73, BCSAKO eIHO chOuTHe Mo maparpad 2 OT HACTOSILMS YIIeH, HACTBIMIO B TPETH AbPXKABH, B
KOMTO Ce MNPOBeXIa KIMHAYHO M3NNTBAHE CHC ChUIMA IUIAH Ha KIMHMYHOTO M3NMTBAHE KATO TO3M, KOWTO ce Mpuiara 3a
KITMHUYHUTE M3MUTBAHWS, 0OXBAHATYH OT HACTOSILMS PETTIAMEHT.

4. Ilpn KIMHNYHO W3NNMTBaHE, 33 KOETO CIIOHCOPBT € M3ION3BAl EIVHHOTO 3asBleHye IO uieH 78, Toil MOKIIafBa BCAKO
cebuTrie 1o maparpad 2 OT HACTOSILYSL YIIEH Ype3 efeKTPOHHATA CUCTeMa 1o wieH /3. [Ipy monyuyaBaHe HOKIagbT ce Mpefasa 1o
eJIeKTPOHEH ITbT Ha BCMUKM IbPKaB/ WIEHKM, B KOUTO Ce NPOBEXNIA KIMHUYHOTO M3IUTBAHE.

Ilon pbHKOBOLCTBOTO Ha KOOPHMHMpAlIATa AbpKaBa WUieHKAa N0 uieH 78, maparpad 2 mbpKaBuTe UIEHKM KOODIMHMPAT
OLICHABAHETO HA CEPMO3HMTE HEXENaHM CBOMTMA M HENOCTATBUMTE HA U3NENMETOo, 33 Na YCTAHOBAT Jami € HeoOXOmuMo
KJIMHIYHOTO M3MMTBAHE [Ia Ce IPOMEHM, CIpe WM IpPeKpaTH WM [la Ce OTHeMe paspelieHNeTo 3a NPOBEXIIAHETO Ha TOBA
KJIMHIYHO U3IUTBAHE.

Hacrostuyst naparpad He 3acsira [paBaTa Ha OCTaHAJIMTe IbPKABM UNCHKM A M3BBPIIBAT COOCTBEHA OLCHKA M M MPUEMAT MEpKM
CBITIACHO HACTOSIIMS PErTaMEHT, 33 Jd OCUIYpST 3alIMTATa Ha OOLIECTBEHOTO 3dpaBe M OesomacHocTTa Ha maumentute. Ha
KOOpIMHMpALIaTa ThPKABA WIeHKa M Ha Komucusra ce chobuIaBaT pesynTaTute OT BCSKA €HA TAKABA OLCHKA M MPUEMAHETO Ha
TaKMBa MEPKM.

5. B cnyuait Ha manurBanust npy KIIIIT mo unen 74, maparpad 1, BMECTO HACTOSIIMSI WIEH Ce IpMiiarar pasmopenOute 3a
TpocrensiBaHe Ha Oe30MacHOCTTa, NpeBUICHN B wieHoBe 87—90 1 B aKTOBeTe, IPUETH ChITIACHO WwieH 91.

6. Hesasucumo ot naparpa(i) 5 HaCTOSIIMAT UJieH ce npuiara, KOorato € yCTaHOBCHa IPUYMHHO-CIICACTBEHA BpPB3Ka MEXKIY
CEPMO3HOTO HEXKEITAHO crOuTIE U npeniecTsalaTa npouenypa Ha U3NuTBaHe.

Unen 81
AKTOBe 3a 3IbIIHEHNE

‘{pes akToBe 3a u3mbiIHeHue Kommcmsara Moxe fma onpeners HO]IpO6HI/lTC npaByia M IPOLCOYPHUTE AaCIIEKTH, HCO6XO]]I/IMI/I 3a
NIpyIaraHeTo Ha HAaCTOALIATA ITIaBa II0 OTHOUIEHME Ha:

a) XapMOHM3MPAHNUTE €IIEKTPOHHU 06pa3ul/[ Ha 3asiBJIeHUe 3a KIIMHUYHU U3MUTBAHUS M TSAXHOTO OleHsIBaHe 10 uiieHoBe /0 u 78,
KaTo €€ B3eMaT IIpeNBu KOHKPETHUTE KaTErOpun MIn Ipyny M3Oenus;

6) QyHKUMOHMPAHETO Ha eTIEKTPOHHATA CUCTEMa IO UlleH 7 3;

B) XapPMOHM3MPAHMTE ENEKTPOHHM 0Opasuy 3a yBemOMIleHne OTHOCHO y3murBanmst mpu KIIIIT mo umen 74, maparpad 1 u
OTHOCHO CBhILIECTBEHM POMEHU 110 UlleH 7 5;

1) obMeHa Ha MHQOPMALIVS MEXIY [IbPKABUTE WIEHKU O WieH 7 6;
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II) XapMOHM3MPAHWUTE €NIeKTPOHHM 00pa3Ly pM MOKIIA[BAHE HA CEPUO3HM HEXeNaHU CHOMTUS M HEJOCTATHUM HA M3HENMSTA 1O
ured 80;

e) CPOKOBETE 3a TIOKJIafIBAHE Ha CEPMO3HM HEXEIIaHU crOuTUA U HETIOCTAaTbhbIM Ha M3HENMNATA, KaTo C€ B3€Ma IPEOBUIL TEKECTTa
Ha C”b6I/ITI/I€TO, KOETO Tpﬂ6Ba Ia ce MOKJamBa CbIacHo usieH 80;

}K) €0HAaKBOTO IpwiIaraHe Ha M3JMCKBAHMATA I10 OTHOIIEHME Ha KIIMHNYHUTE JI0Ka3aTeNICTBa WM JIaHHY, HCO6XO]II/IMI/I 3a
TOKa3BaHE Ha CbOTBETCTBUETO C O6].].[I/[Te VI3UICKBAHMSA 3a 0€301acCHOCT U HeicTBIe, YCTaHOBEHM B IPUITOKEHNE L

AKTOBETE 34 M3IIBIIHEHUE, NOCOYEHN B NbpBA AJMHES, Ce [PUEMAT B CHOTBETCTBUE C IPOLIENypaTa IO pasmiexiaHe, MOCOYeHa B
wred 114, naparpad 3.

Ynen 82
W3KMCKBaHNS OTHOCHO APYTU KIMHUYHM M3NUTBAaHUSA

1. Ilo oTHOwIEHNME HA KIIMHMYHUTE M3IUTBAHMS, KOUTO He Ce M3BBPLIBAT B M3IIBIIHEHME HA HUKOS OT M3OpoeHuTE B WieH 62,
naparpa¢ 1 uenu, ce mpunarat pasnopenbure Ha uneH 62, maparpa¢u 2 u 3, unex 62, naparpad 4, Oykeu 6), B), 1), €), 3) u 1) u
urteH 62, maparpad 6.

2. C men ma ce 3auIUTAT 1paBarta, 6€3OH3.CHOCTT&, HOCTOMHCTBOTO U OI1aroCHLCTOSHUETO Ha ydyaCcTHMIMTE W HAy4YHMAT U
E€TUYHUAT MHTETPUTET HA KIMHUYHUTE M3NUTBAHMSA, KOUTO HE CE€ M3BBHPIIBAT C HUKOSA OT I/l36pOCHI/ITC B 4JICH 62, rlaparpat]) 1
Lieny, BCAKA TbpxKaBa 4YJIEHKa OIpeners HONBIHUTEITHUTE M3MCKBAHUSA 3a TE€3M M3NUTBAHMSA, KOUTO Ca uenecw6pa3HIA 3a
CbOTBETHATa Ibp2KaBa YJICHKA.

ITIABA VII
HAJI3OP CJIE[ IIYCKAHE HA IA3APA, IIPOCIIEJABAHE HA BE3OITACHOCTTA M HAJI3OP HA MA3APA

PA3IIEJT 1

Had3op cned nycrane Ha nasapa
YUnen 83
CucreMa Ha MPOM3BOTMTEIIS 32 HA30P ClIef MyCKaHe Ha Ma3apa

1. 3a BCAKO M3[enye NPOM3BOMMTENNTE TUIAHMPAT, Ch3[aBAT, JOKYMEHTUPAT, IIPUIIAraT, IOLTbPKAT U aKTyalM3upar CUcTeMa 3a
HA[I30p CIle] NyCKaHe Ha Masapa [0 HauyH, choOpaseH ¢ Kiaca Ha M3IEMETO B 3aBMCHMOCT OT PMCKA ¥ IONXOSLY 33 TUMA HA
u3genero. Tasu CucTeMa e HepasfesHa 4acT OT CHCTeMaTa Ha IPOM3BONMTENS 3a YNpaBIeHMe Ha KauecTBOTO, IOCOYeHA B
unex 10, maparpad 9.

2. Cucremara 3a Hau3op Cjlef IycKaHe Ha nasapa TpsOBa ma Oblle NPUIONHA 3a AKTMBHO M CUCTEMATUYHO CHOMpaHe,
peruCTpMpaHe ¥ aHaNmM3MpaHe HA CHOTBETHUTE NAHHM 3a KAaueCTBOTO, HEMCTBMETO M Ge30IACHOCTTA HA M3MENNETO MO BpeMe Ha
UeTMsA MY eKCIUIOATAUMOHEH CPOK, 33 M3BIMYAHE HA HYXHWUTE M3BOIM M 33 OIpENeNisHe, MPUITAraHe M HaOJioleHne Ha
CHOTBETHUTE MPEBAHTUBHY M KOPUIMPALIM JICHCTBUS.

3. IanHute, C'I>6I/IpaHI/l Upe3 CUCTEMaTa Ha MPOM3BOOUTEIA 34 HaI30p CIICH ITyCKaHE Ha Ia3apa, C€ M3IOJI3BAT MO-CIIEHMAIIHO 3a:

a) aKTyanu3MpaHe Ha ONpENENHETO HA CHOTHOLICHMETO MEXIy pPUCKAa M [ON3uTe ¥ MOmOOpsBaHe YIIpaBneHMe Ha PUCKa
CBITIACHO IMaBa | oT mpunoxenue I;

6) aKTyalmsypaHe Ha I/IH(l)OpMaIH/lSITa 3a LEIMTE Ha NMPOEKTUPAHETO M INPOM3BOLACTBOTO, HAa MHCTPYKUMUTE 3a yn0Tpe6a " Ha
CTUKETUPAHETO;

B) aKTyanu3MpaHe Ha KIMHMYHATA OlIEHKa;
I) aKTyanuM3MpaHe Ha Pe3IOMETO 32 OE30MACHOCTTA M KIIMHNUYHOTO HEHCTBHE 1O WieH 32;

]1) YCTaHOBSIBAHE Ha HYXKIaTa OT IPEBAHTVBHU MIIN KOpUIMpamm IeViCTBUS UITM Ha Kopurnpaum Heﬁ[CTBM}I BbB BPB3Ka C Gesomac-
HOCTTa;

€) YCTAHOBSIBAHE HAa BH3MOXHOCTHUTE 33 TONOOPSBAHE HA M3IMIONI3BAEMOCTTA, IE/CTBUETO 1 GE301aCHOCTTa Ha M3JIENNETO;
) TIOJIIOMaraHe Ha HAJ30pa Cilefl MycKaHe Ha I1a3apa Ha YTy M3[eNus, KOraTo € MOIXOMSIIO; 1
3) YCTAHOBSIBAHE HA TeHIEHUMMTE ¥ TAXHOTO NOKITANBaHEe CBITACHO uleH 88.

TexHuyeckara HOKYMEHTaLMs C€ aKTyanmsnpa CbOTBETHO.
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4. AKO B XOfla Ha Haj3opa clieq IyCKaHe Ha Ia3apa ceé yCTaHOBU H€O6XOJII/IMOCT OT IIPEBAHTUBHU WUJIN KOpUTUPALIN HencTBus,
wm ¥ OBeTe, IIPOM3BOOMUTEIAT IIpuiiara IOOXOOAIM MEpPKU U I/[H(l)OpMI/Ipa CbOTBETHUTE KOMIIETEHTHM OpraHny, u ako €
NpUIIOKUMO — HOTI/[C])I/IHI/IpaHI/I}I OpraH. Korato e YCTaHOBEH CEPMO3CH MHLUMIEHT MM CE€ NMPUIIOXKM KOPUIMPALIO He/iCTBME BBB
Bpb3Ka C 6630HaCHOCTTa, TOBA Ce JIOKJIafiBa CBITIACHO WileH 87.

Ynen 84
IInan 3a Hag30p Cleq MycKaHe Ha ma3sapa

Cucremata 3a Hau3op Ciiell IIyCKaHe Ha Ias3apa, MocoyeHa B wieH 83, ce OCHOBaBa Ha IUIAH 32 HaN30p CIell IyCKaHE Ha Iasapa,
YNMUTO M3NCKBaHMA ca ompemenenn B paspen 1.1 or mpunoxenue III. [lo oTHomeHue Ha M3penys, pasiuuHM OT M3HENMATA,
u3paboTeHN MO MOpbuKa, INIAHBT 3d HAN30p CJlel MycKaHe HA Iasapa NPEHCTaBsBa YacT OT TEXHMYECKAaTa TOKYMEHTALS,
nocoueHa B npunoxenue Il

Ynen 85
Hoxnap 3a Haf30pa clief MycKaHe Ha ma3apa

HpOI/IBBO]II/ITe]'[I/ITC Ha u3fenusi OT Kiac I M3roTBAT MHOKIam 3a Hagsopa clief ITyCKaHe Ha Iasapa, B KOITO ce 0606I]laBaT
pesynTaTuTe M 3aKIIIOUEHMATA OT aHAJIM3NUTE Ha HAHHWUTE OT Ha30pa CIe[ ITyCKaHE Ha Ia3apa, c1)6pa}m Bb3 OCHOBA Ha IIJIaHA 3a
Ham3op Cief IyCKaHe Ha Iasapa, IOCOYEH B YIIEH 84, 3aemHo ¢ 00OCHOBKAa M OIIMCaHME Ha peanpueTuTe IpeBaHTUBHU U
Kopurnpaum HEVICTBUSL. HOKHHH'I)T C€ aKTyanmaupa mnpu HCO6XO]II/IMOCT 1 IIpN NMOMCKBAHE CE MPENOCTaBsA Ha KOMIICTCHTHMS OpraH.

Ynen 86
Iepuopmuen aKTyanu3upaH NOKIaN 3a 6e30macHOCT

1. [Iponsomurenmre Ha manemms ot Kiac Ila, kac 1Ib u xnac 11l usrorssr IepMoNMUeH aKkTyau3upaH IOK/Iaf 3a 6e301acHOCT
(ITALIB) 3a BCAKO MB3MENMe ¥, KOTaTO € MPUIOKMMO, 3a BCAKA KATEropus MIM TPyIa M3MENNs, B KOITO ce 0000MaBaT pesynTature
¥ 3aKITIOYEHMSATA OT aHATIM3MTE HA AHHMTE OT HAJ30pa CIIell MyCKaHe Ha Masapa, ChOpaHM Bb3 OCHOBA HA IUIAHA 3a HAT30p CITel
IycKaHe Ha Ia3apa, MOCOYeH B wieH 84, 3aemHO ¢ OOOCHOBKA M ONMMCAHME HA MPETNPMETHTE MPEBAHTMBHM M KOPUTMPALIN
mevicteus. [To BpeMe Ha Lenust eKCIVIOATALMOHEH CPOK Ha ChOTBETHOTO Maperue B To3u [TAIIB ce Bkirousar:

a) 3aKIIOYEHNATA, KOMTO A Ce M3IOJI3BAT MPY ONpeeNsiHe Ha ChOTHOIIEHMETO MEXIY PUCKa U MON3NTE;
0) ocHosuuTe KoHcTataimu ot KIIIIT; un

B) 00eMbT Ha HpO]Ia)K6I/ITe Ha M3IOEIINETO U l'IpI/l6J'II/I3I/ITe]'lHa OLICHKaA 3a 6p0ﬂ 1 OpyTUTE XapaKTEPUCTMKA Ha HACEIIEHUETO, KOETO
M3I10J13Ba M3OEIIUETO U, KOraTo € Bb3MOXKHO, YECTOTaTa Ha yHOTpe6a Ha M3OeimeTo.

Tpoussomyrenure Ha u3nermst ot kiac IIb u kac 111 akryamusupar TTATIB npu HeoGXOMMMOCT 1 Hail-MaJIKo BENHBX romumHo. C
VMBKJTIOUEHME TIPU M3LeNMATa, u3paboTeHyt 1o nopbuka, [TAIB e yacT oT TexHuuYecKaTa JOKyMEHTALWsI, I0coueHa B npytoxkens 11
u IIL

IpomsBomurenure Ha m3genust oT Kiac Ila akryanmampar moknama mpy HeoOXOIMMOCT M Hail-Manko BeOHBX Ha mpe rommun. C
VM3KITIOYEHME Ha M3IeNusTa, u3pabotenu mo nopbuka, [TALIB e uact OT TexHuYecKaTa JOKYMEHTALs, OCOYEHA B IpuioxeHus 11
n IIL

3a m3nenmsra, n3pabotern o nopbuka, [TALIB e uact oT mOKyMmeHTawysTa 110 act 2 ot npunoxenne XIIL

2. o orHoweHne Ha m3pemusTa OT kiac Il waM MMIVIaHTMpyeMuTe MB3LENNS [POM3BONMTENINTE MPENOCTABAT HA HOTU(U-
LMpaHnsa OpraH, y4acTBalll ChITIACHO 4ileH 52 B OLEHSBaHETO Ha ChoTBeTCTBMETO, [TAJID upes enexTpoHHarta cucTema nmo uieH 92.
Hotuduuypanuar opras pasriexna HOKIaga ¥ mo0aBs CBOATA OLEHKA B Ta3u CIEKTPOHHA CMUCTEMa, 33€MHO C MONPOOHA
nHdopMaIms 3a BCsAKO mpemmpuero meiicteue. Teayu ITAIID m oueHKara Ha HOTMGMUMPAHMS OPraH Ce MPENOCTABAT upe3 Tasu
eJIeKTPOHHA CMCTEMA Ha KOMIIETEHTHMUTE OpraHMu.

3. Ilo oTHOIIEHME HA M3IENNATA, PA3IMUHI OT OCOYeHNTE B aparpad 2, npoussoputenute npenocrassr [TAIIB Ha HoTH¢U-
LMpaHus OpraH, y4acTBalll B OLEHABAHETO Ha CHOTBETCTBMETO, KAKTO M HAa KOMIETEHTHUTE OpTaHM NPU TOUCKBAHE.
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PA3JIEIT 2

Ipocaedaeane Ha besonacnocmma
Ynen 87
HoKiafBaHe 3a CEpUO3HU MHIMIEHTH M KOPUTMPALIN ECTBUSI BbB BPb3Ka ¢ Ge3omacHocTTa

1. Ilpomspomutenute Ha M3NENMsA, IPENOCTaBEHM Ha Ma3apa Ha Cbl03a, pasTMUHM OT M3LENMATA 33 KIMHMYHO M3IUTBaHe,
[IOKJIa[IBaT Ha ChOTBETHNUTE KOMIICTEHTHY OPraHM B CHOTBETCTBHE C wWieH 92, maparpadu 5 u 7 3a:

a) BCEKM CEPMO3CH VHINMICHT, BKIIIOYBALI M3IENMS, IpPeNOcTaBeHM Ha masapa Ha Cbro3a, ¢ WMBKIIIOYEHME HA OYAKBaHWUTE
CTpaHm4HM eeKTH, KOMTO Ca SICHO IOKYMEHTMPaHM B MH)OPMALMATA 33 MPOOYKTa ¥ ONPEHETICHM KONIMYECTBEHO B
TEXHMUECKATa JOKYMEHTALs M KOUTO MOMIIeXAT Ha NOKIafBaHe 33 HAGMIONABAHM TEHIEHIMN CBITIACHO WieH 88;

6) BCSIKO KOPUIMpAIIO [EfiCTBME BB BPb3KA C OE30MACHOCTTa HA M3OENus, NMPETOCTaBeHN Ha masapa Ha Cbi03a, BKITIOYMTEITHO
BCSIKO KOPUIMPALIO [EfiCTBYE BbB BPb3KA C GE30MACHOCTTA, MPENNPUETO B TPETA AbpXKaBa IO OTHOUICHME HA MBMENME, KOETO
3aKOHHO € IPENOCTaBeHO M Ha mMazapa Ha Cbi03a, aKO OCHOBAHMETO 33 KOPUIMPALIOTO [EHCTBME BB BPb3Ka € Ge30macHOCTTa
He € OTPaHNYeHO [0 M3MEMETO, NIPeOCTaBeHO B TPeTaTa AbpKasa.

Hokanure, IOCOYEHM B ITbpBa allyHes], ce II0faBaT Ype3 eJIeKTPOHHATa CUCTeMa 110 ulleH 92.

2. Karo obuo mpaswio mpu ompemensHe Ha CPOKa 3a JOK/IamBaHeTo Mo maparpa¢ 1, ce B3ema MpEOBMI TeXeCTTa Ha
CepYO3HMS MHIVIIEHT.

3. Ilpou3BOmMTENAT MOKIAfBa 33 BCEKM CEPMO3EH VMHIMIEHT, KAKTO € MpemsuueHo B maparpad 1, Oyksa a), BeHara oM
YCTaHOBM NPWYMHHO-CIIENCTBEHATa BPb3KA MEXMIY TO3M MHLMHEHT M IPOM3BENEHOTO OT HEro M3[IeNMe MIIM Ye TaKaBa Bpb3Ka €
PasyMHO Bb3MOXHA, I HE II0-KbCHO OT 15 [IHM CIIefl KaTo € y3Hal 33 MHLMIEHTA.

4. bBes ma ce 3acsra maparpad 3, B ClIyuait Ha CepvO3Ha 3arlilaxa 3a OOIIECTBEHOTO 3[IpaBe, IOCOYEHUAT B naparpad 1 mokmarn ce
TpeJICTaBs He3a0aBHO U He NMO-KBCHO OT [IBa IHM, CTIeM KaTo MPOM3BOIUTEIIAT ¢ Pa3bpar 3a 3aaxara.

5. bes ma ce 3acsira maparpad 3, B Clyuaii Ha CMBPT MM HENpEIBMICHO CEPMO3HO BIIOIIABAHE HA 3[PABHMS CTATYC HA HafieHO
NMLe, JOKMATBT Ce MPEHCTaBs He3a0aBHO CIef KATO MPOM3BOIMUTEIIAT € YCTAHOBUI MM € TPENNONOXWIT HATIMYMETO Ha PUUYMHHO-
CIIE[ICTBEHA BPB3Ka MKy M3IENMETO M CepUO3HMS VHLUMICHT, HO He MO-KbCHO oT 10 IHM CIiell faTara, Ha KOSTO IPOM3BO-
IIUTEILAT € y3HaIl 38 CepUO3HMS MHINIIEHT.

6.  Ako e HeOOXOMMO [1a Ce OCHTYPM CBOEBPEMEHHO NOKIIafBaHE, IPOMU3BOIMTENSAT MOXKE [ MPENCTaBU IbPBOHAYANICH IOKMA,
KOJITO € HeIrblleH, NI0CTIeABaH OT IbjleH HOK/Iaf.

7. AKO Clell KaTo y3Hae 3a VHLMICHT, KO/TO ¢ Bb3MOXHO [a IOMIEKNM HA JOKIajBaHe, IPOM3BOLUTEIIAT BCe Olle He e
CUTypeH Haiy MHUMICHTBT TPsOBA [la ce IOKIIAMBa, TOI BBIPEKM TOBA MPENCTaBs JOKIIAM B ONpENeNeHNs CPOK B CHOTBETCTBHE C
naparpagu 2—>5.

8. OcBeH B CIEWHM CITy4au, KOIaTo NMPOM3BOIMTENAT TPsiOBa [a Mpemnmpyeme He3abaBHO KOPUIMPAIIO MENCTBME BbB BPb3KA C
0e30MMacHOCTTa, MPOM3BOIMTENAT Oe3 M3IMIIHO 3a0aBsiHe HOKIIAIBa 3a KOPUTMPAWIOTO JEfCTBME BbB BPb3Ka C Oe30MacHOCTTa,
nocoyeHo B naparpad 1, Oyksa 0), mpenyt IpednpueMaHeTo My.

9.  3a CXONHUM CepPUO3HM VHUWUIEHTY C €IHO M CHUIO M3MeNMe WM TUI M3IENUs M 3a KOMTO OCHOBHATA NpUuMHA € Oura
YCTAHOBEHA WM ¢ NPEOIPUETO KOPUIMPALIO MeiCTBME BbB Bpb3Ka ¢ 0€30MacHOCTTa, MM KOraTo ca Hammue oOum u mobpe
[OKYMEHTMPAH) MHLMICHTH, MPOM3BOIMTENIAT MOXKe [a IHPeNOCTaBM MepUONMuHM 0000IIaBaly HOKIAfM BMECTO MOKIIAmM 3a
OTIIENIHM CEPMO3HM MHLMIEHTH, TIPY YCIIOBME Ye KOOPHMHMPALMAT KOMIIETEHTEH OpraH no wieH 89, naparpad 9, B KOHCyITauys
C KOMIIETEHTHUTE OpraHu, MocodeHu B uieH 92, maparpad 8, Oykea a), ce e HOrOBOpWI C IPOM3BOIMTENS 3a (opMATa,
CHIbPXKAHUETO M YECTOTaTA HA IEPUONMUHOTO obobumiaBamo moxnagsane. Koraro B wien 92, maparpad 8, Oyxeu a) u 6) e
IIOCOYEH CaMO eIMH KOMIICTeHTEH OpraH, MPOM3BOAUTEIIAT MOXKE 1A MPeNCTaBs NepronMyuHuTe 0000IABaIIM TOKIAIM Bb3 OCHOBA
Ha JIOTOBOPEHOCT C TO3M KOMIIETEHTEH OpIaH.

10.  IIbpxaBute WIEHKM IpeInpyueMar HeOOXOAMMMUTE MepKM, HALPUMEp OPraHM3MpaHe Ha LeNeHacoueHM MH(POPMALMOHHM
KAMITAHMY, 33 HAChpYdBaHE U MPEIOCTABSHE HA BH3MOXKHOCT Ha MEMLMHCKMTE CIELMAINCTY, NOTpebuTeNnTe M NauyeHTuTe 1a
CUTHAIM3MPAT HA KOMIICTEHTHUTE OPIaHM B CHOTBETHUTE AbPXKABM WICHKM 33 MPEMIONATaeMM CEpPUO3HM WHIMICHTH IO
naparpad 1, Gyksa a).

KomnerentHute OpraHy perucrpmpar UEHTPATIU3MPAHO Ha HAUMOHAIIHO paBHMIIE CUTHAIINTE, KOATO IIOITyYaBaT OT MEOMLVHCKUTE
CrienmnanncTu, HOTp€6I/ITCHI/ITC " NAUMEHTUTE.
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11. Korato komnereHTeH OpraH Ha [bpXkKaBa YJIEHKa IIOJy4M CUTHAIM 3a IpefronaraéMy CEpMo3HM WHUUOEHTN 110
naparpa(]) 1, 6yKBa a) OT MEMMUMHCKUA CIIEUUATINCTH, HOTpC6I/IT€]’[I/I WIIN NAUUEHTH, TOM nmpedrnpueMa H€O6XOHI/IMI/1TC MEpKH, 3a Ha
rapanTupa, 4e Mpou3BOOUTENAT Ha CbOTBETHOTO M3IENNE € I/IH(l)OpMI/IpaH 0Oe3 3abaBsiHe 3a npenmnosiaraeMus CEpro3eH MHUNMIEHT.

Korato npoussogmTensT Ha CbOTBETHOTO M3MENME CMATA, Ye MHIMIEHTHT € CepPMO3EH, TOJ MpefcTaBsi Ha KOMIETEHTHUS OpraH Ha
II'bpKaBaTa 4Y/leHKA, B KOATO € BB3HMKHAI CEpPUO3HMAT MHLMAEHT, JOKIAN 3a TO3M CEpUO3eH MHUMIEHT B CBHOTBETCTBME C
naparpagu 1—5 OT HACTOSILLNSL YIIeH M HpenpyeMa TOIXOMSIIY MOCTeIBALM NeiCTBUS B CHOTBETCTBIE C UiieH 89.

AKO TpOV3BOTMUTENSAT HAa CHOTBETHOTO W3HENNe CMSATA, Ye MHIMIEHTBT HE € CepMO3eH MM ITIPelCTaBlsiBa OYAKBAH HEXeNaH
cTpaHnyeH eeKT, TMOMIeXall Ha MOKITAmBaHe 3a HAOIMIONABAHM TEHOCHLMM CHINIACHO uieH 88, TOil MmpemcTaBs OOSCHUTENHM
Oenexkki. AKO KOMIETCHTHHUAT OPIaH He € CBhITIACCH ChC 3aKIIOUCHMETO B OOSCHMTENHMTE OeNeXKM, TOi MOXe 4 M3MCKA OT
TIPOM3BOTMTENIS [1a IPENCTaBU HOKIAT B CHOTBETCTBME C MAparpagu 1—>5 OT HACTOSIIMSA WIEH M [1a M3MCKA OT HEro 1a OCUTYPU
TpeNIpueMaHeTo Ha MOOXOMNSLIY MOCTIeNBalM OEfICTBUSL B CBOTBETCTBME C uileH 89.

Ynen 88
HoKnaneaHe 3a HaOTIOTABaHM TEHIEHIMM

1. HPOI/ISBO]II/ITCJ'II/ITC JIOKJIafBaT — Ype3 €JIEKTPOHHATa CUCTEMA IO YJICH 92 — BCSKO CTATUCTUUYECKO 3HAYMMO yBenmueHmne
Ha 4YecToTaTta MJIM TEXKECTTa Ha MHUMOEHTUTE, KOMTO HE Ca CEPUO3HU MM KOUTO Ca OYaKBAHM HEXEIaHM CTpaHNYHU CCI)CKTI/I C
€BEHTYaJIHO CBUICCTBEHO Bb3IECTBIE BbpXY aHallM3a Ha pUCKa U IOJI3UTE, TIOCOUEH B pas3lern 1ubor NpUII0KEHME I, n xouto
Ca JOBEIM WIN MOIAT fa HoBedaT 10 PUCKOBE 3a 3[IpaBETO UM 0e301acHOCTTa Ha IMaIUEHTUTE, l'lOTpe6I/ITe]'II/ITe Wi OpyruTe Jimua,
KOUTO Ca HENpUEMIIMBHU, KOIaTO Ca CbOTHECEHM KbM OYAKBAHUTE IIOJI3N. 3HAUNMOTO YyBEIMYEHNE CE€ YCTAaHOBSABA Upe3 CPaBHEHME C
NpenByayMaTa 4eCToTa MM TEXKECT Ha TaKMBa MHIMIECHTY BbB BPb3Ka CbC CbOTBETHOTO MBHENMNE, KaTEropyus WIN rpymna MUsnenmns B
paMKuTE Ha OIpPENCNICH NEpMoMI OT BpEME, ChITIACHO ITOCOYEHOTO B TEXHMYECKATA TOKYMEHTALMS U I/[H(I)OpMa]_[I/IHTa 3a ITPOIYyKTa.

TTpou3BOIMTENAT KOHKpPeTU3Mpa HAUMHA 3a yIpaplieHne Ha MHLMOEHTUTeE, IOCOYEHN B IIbPBA alMHesl, U METONMKATA, M3MONI3BaHA
3a OIPpeNeNIAHe Ha CTATUCTMYECKN 3HAUMMOTO YBeIMYeHNe Ha YecTOTATa MM TeXeCTTa Ha Te3U MHUMIEHTH, KaKTO M Iepuoma Ha
HabImoNeHNe, B [IaHA 33 HAJ30p CIIell MyCKaHe Ha Iasapa 1o uieH 84.

2. KoMmmereHTHMTE OpraHM MOTaT [a M3BBPIIBAT CBOE COOCTBEHO OLEHsIBAHE HA OKNIANMTE 3a TEHOCHIMNUTE, [OCOYCHM B
naparpad 1, ¥ [a M3MCKBAT OT IPOM3BONMTEIIS [a IPEINpyeMe TOIXOMSIIM MEPKI B COTBETCTBIE C HACTOSILMS PEITIAMEHT C LieN
OCHUTYpsIBAHE HA OIA3BaHETO Ha OOIIECTBEHOTO 3[paBe M Oe30IACHOCTTA HA IauMeHTHTE. Bcekm KoMmreTeHTeH opraH MHGOpMMpa
Komucusita, ipyrute KOMIIETEHTHY OPTaHN U HOTUQUUMPAHYS OPIaH, M30an cepTuMKaTa, 3a pe3ynTaTuTe OT TOBA OLEHSBAHE U 33
IIPMEMAHETO HA TaKMBA MEPKML.

Ynen 89
AHanu3 Ha cepuO3HMTE MHUMIEHTH M KOPUTUPALIUTE [IECTBUS BbB BPb3Ka ¢ 0e30IacHOCTTa

1. Cnen mOK/IAfBaHETO Ha CEPUO3CH MHUMMIEHT N0 uiieH 87, maparpad 1 mpousBomMTessiT He3abaBHO MPOBEKIA HEOOXOMMMMUTE
pascrienBaHus BbB BPB3KA CbC CEPUO3HMS MHIMIEHT M ChOTBETHMTe M3fenus. ToBa BKIIIOUBA OLEHSBAHE HA PUCKA, CBBP3aH C
VHLMICHT, KAKTO M KOPUIMpAILM MIeIiCTBUSI BbB BPb3Ka ¢ OE30MACHOCTT, KATO Ce B3eMAT MPENBUI MOCOUYEHUTE B maparpad 3 or
HACTOSAWIMSA YfleH KpUTEepHuH, KOraTo € MpUitoxXuMo.

TTpOM3BOMUTENIAT CM CHTPYMHMYM C KOMIETCHTHUTE OPTaHM M, KOTaTO € LeNech00pasHo, ChC ChOTBETHMSI HOTUQUIMPAH OpraH Mo
BpeMe Ha Pa3CreiBaHNATa, [IOCOUEHNM B ITbPBA allMHes, ¥ He NMPOBEXIA PascreNBaHy, BKIIIOUBALIY POMSAHA Ha M3IIENMETO WM Ha
opazels OT CbOTBETHATA MAPTMAA 10 HAYMH, KOMTO MOXE MIa 3aCerHe MOCIEMBAIIATA OLEHKA HA MPUUMHNUTE 3a MHIMICHTA, IPEmy
m1a MHGOPMIUpPA KOMIIETEHTHITE OPTAHM 3a TOBA [CICTBIE.

2. H'])p)KaBI/ITC WICHKN IIpeanpueMar HCO6XOIII/IMI/ITC MEpKI 3a OCUIypsIBAHE Ha OLEHKA, M3BbpUIBAHA LEHTPATIM3MPAHO Ha
HallOHAJIHO paBHMILE OT CHOTBETHMA VMM KOMIIETEHTEH OpraH, IIPM BB3MOXKHOCT 3a€IHO C MPOVM3BOOUTENA M, KOIaTo € LENeCh-
06pa3H0, CbC CbOTBETHUSA HOTI/I(l)I/[III/[paH OpraH, Ha BCSKad C'I)O6HICH3 MM CBIJIACHO ujieH 87 I/IH(l)OpMaHI/Iﬂ 3a CEpMO3CH MHUMOEHT
Ha TAXHA TEPUTOPUS MIIU 38 KOpUTHPALIO JeiiCTBUE BBB Bpb3Ka C 6630H8CHOCTT3, KO€TO € IIpEOIpUETO MM 1€ ce IIpeanpueMe Ha
TSAXHA TEPUTOPUSL.
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3. B paMkure Ha OLEHKAara MO naparpad 2 KOMIETEHTHMSAT OpraH OLEHsBA PUCKOBETe, NPOM3THYALIM OT MOKIIA[BAHMTE
CCPUO3HY MHLVICHTY, M OLICHSBA BCUYKM CBBP3aHU C TAX KOPUIMpALIMTE NEHCTBUS BbB Bpb3Ka ¢ Oe30IACHOCTTA, KAaTo B3eMa
IIpEMIBUN ONA3BAHETO Ha OOLIECTBEHOTO 3[paBe M KPUTEPUM KATO HANpPUMEpP NPUYMHHO-CIICNCTBEHA BPB3KA, BBH3MOXKHOCT 33
OTKpMBAHE I BEPOSITHOCT 3a TOBTOPHO Bb3HUKBAHE HA IPOONeMa, 4eCTOTa Ha ynoTpeOa Ha M3HEINETO, BEPOSTHOCT OT HACTHIIBAHE
Ha TPsIKa WM KOCBEHA BpeNd, 3HAUMMOCT Ha Ta3y Bpefa, KIMHMYHATA [OJI3a OT M3[IENINETO, LefIeB) M MOTeHIMATHI oTpeduTeny
¥ 3acerHatyt Jmia. KOMIIETEHTHMSAT OpraH OLEHsBA M JOKOJKO € IOIXOMSLIO KOPUIMPALIOTO MeiiCTBUE BbB BPb3Ka ¢ Oesomac-
HOCTT4, KOETO € IUIAHMPAHO WIM INPENNPUETO OT IPOM3BOMMTENIS, KAKTO ¥ HEOOXOIMMOCTTA M €CTECTBOTO Ha BCSIKO IPYTO
KOPUIMpAIIO [EIICTBHUE, MO-CIEUMATHO KATO B3eMa MpEOBMI MpPMHLMIA HAa VMHTEIPUPAHETO HAa GE30MACHOCTTA, YCTAHOBEH B
npuioxenue L.

HpI/I IIOVICKBAHE OT HALMOHAJIHMA KOMIIETEHTEH OpraH IPOM3BOOMTEIINTE IPEOCTABAT BCUMYKM HOKYMEHTH, H€O6XOHI/IMI/I 3a
OLIEHSIBaHE Ha pMCKa.

4, KomnereHTHUST Oprad Ha6monaBa MPOBEXKOAHOTO OT IMPOU3BOOMUTEIISA Pa3CiICABaHE Ha CEpUO3HUSA MHUUIEHT. Korato e
HeO6XOJII/lMO, B pa3ciIeIBaHETO OT CTpaHa Ha IPOM3BOOMTEIIA MOXKE [1d C€ HaME€C KOMIICTEHTEH OpraH MM Ja 6’]>]1€ MpenIpueTo
HE3aBUCUMO pasCliefiBaHe OT KOMIIETEHTEH OpraH.

5. HpOI/IBBO]II/ITe]'[HT IpefocTaBsa Ha KOMIIETEHTHMS OpraH OKOHYATElIeH JOKIIaM, B KOJATO M3J1ara KOHCTAaTalMUTE CU OT pascinen-
BAaHETO, UpE3 €NIEKTPOHHATa CUCTEMA, IIOCOUEHA B YIIEH 92. B nokmama ce MpaBAT 3aKJIIOUYCHUA U, KOIraTo € IMPUIIOKMMO, CE
[IocoYBaT KOpurnpamm HECTBUS, KOUTO JIa 6’bHaT NpedInpueTu.

6.  Ipu m3nenusra mo wiex 1, maparpad 8, wbpBa anuHest U KOTATO CEPYMO3HMST MHIMACHT VM KOPUIMPALIOTO HEHCTBUE BbB
Bpb3Ka ¢ 6e30macHOCTTa MOXKe [a € CBbP3aHO C BELIECTBO, KOETO NpM CAMOCTOsTeNHa ymotpeba Gum ce cuenm 3a JeKapcTBeH
NPOMYKT, KOMIETEHTHMSIT OpIaH, WM3BbPLIBALI OLEHKATA, WIM KOOPIMHMPALMST KOMIIETEHTEH OpraH 10 maparpagp 9 or
HACTOSLMSL WieH MH)OPMMpA 33 TO3M CEPMO3EH MHIMICHT WM KOPUIMPAIIO IENCTBME BbB BPb3KAa C OE30MAacHOCTTa —
HAIVOHATIHMS KOMIIeTeHTeH opraH mim EMA, B 3aBMcMMOCT OT TOBAa KOM € Ipyen HAayYyHOTO CTAHOBMINE BbB BPB3Ka C TOBA
BEIIECTBO CBITIACHO uileH 52, maparpad 9.

Ipu usgenusita, nomagaiy B o0XBata Ha HACTOSIIMS PETTIAMEHT ChITIACHO uneH 1, maparpad 6, OyKBa X), M KOraTo CepUOBHMST
VHLMIEHT MM KOPUTMPALIOTO NeiiCTBUE BbB BPb3Ka ¢ OE30MaCHOCTTa MOXKE MIa € CBbP3aHO C IPOM3BOIHM HA ThKAHM MM KIIETKM
OT YOBEWIKM MPOM3XOM, M3MON3BAHM 3a NMPOM3BOICTBO Ha M3HENNMETO, M NPY MBNENMSATA, NONajauy B oOXBaTa Ha HaCTOSIMIMS
perameHT chryacHo wieH 1, maparpad 10, KOMIETEHTHUAT OpraH MM KOOPIMHMPALMAT KOMIIETEHTEH OpraH 1o naparpag 9 or
HACTOSILIMSL WeH MHQOPMUPA 3a YOBEIIKMTE TBKAHM M KIIETKM KOMIETEHTHMsI OpraH, C KOWTO HOTMMLMPAHMSIT OpIaH ce e
KOHCYNITUPAI ChITIACHO unieH 52, maparpad 10.

7. Cren u3BbpIIBAHE HA OLEHKATA B ChOTBETCTBUE C Maparpad 3 OT HACTOSIIMSA WIeH, OLEHSBALIMAT KOMIIETeHTeH opran Ges
3abaBsiHe MHOPMMPA Upe3 eTEKTPOHHATA CUCTEMA IO WieH 92 OCTaHATIMTE KOMIIETEHTHM OpPTaHM 33 KOPUTMPALIOTO MIEHCTBIUE,
KOETO € TPENIPUETO WM IUIAHMPAHO OT TPOMBBOIMTENSA MIIM KOeTO ¢ OMIO M3MCKAHO [a ce MPUIIOXKHM OT Heropa CTpaHa 3a
MaKCMMAITHO OTPaHMYaBAHE HA PUCKA OT TOBTAPSHE HA CCPUO3HMS MHLMIEHT, BRITIOUMTENTHO MHPOPMALMS 33 THPBONIPUYMHHATE U
3a pe3ynTaTuTe OT OLEHABAHETO.

8. IpousBommTensT npasy HEOOXOMMMOTO 3a TOBA MHPOPMALIMATA 3 KOPUTMPALIOTO [EfCTBME BbB BPb3Ka ¢ Oe30MacHoOCTTa [1a
Obe noBeneHa He3abaBHO O 3HAHMETO HA MOTPeOUTENNTE Ha BLIPOCHOTO M3HENNE Upe3 MpedynpexIeHne BbB Bpb3Ka ¢ besomac-
HOCTTa. [IpemympexneHneTo BbB Bpb3Ka ¢ 0E30MACHOCTTa ce CbCTaBsi Ha oduumaneH() e3mk(um) Ha EBpomeiickus Chro3,
OIIpereneH(1) OT IbpXKABATA UIIEHKA, B KOATO € NMPENNPHMETO KOPUTMPALIOTO MEiCTBME BbB Bpb3Ka C Oesomacroctra. OcseH B
CIICLIHN CITy4an, ChIbPKAHMETO HA MPOEKTA HA MPENyNpEeXIeHNeTO BbB BPb3Ka C GE30MACHOCTTA Ce MPENCTaBsi HA KOMIETEHTHIS
OpraH, M3BbPLIBALL OLCHKATA, MMM B CIIyYauTe MO mnaparpa¢p 9 — Ha KOOPHMHMPALMS KOMIETEHTEH OpraH, 3a Ja Ce MONydu
MHeHMero My. C M3KIIIOYEHMe Ha CIIydanTe, Ha[UIeXKHO OOOCHOBAHM IOpaIM CUTYalysiTa B OTICNHA IIbpXKaBa WIEHKA,
CBIbPXKAHUETO HA MPEIyNpeKNeHNETO BbB BPb3Ka ¢ 6e30MaCHOCTTA TPsIOBA [1a ¢ eIHAKBO BbB BCUUKM [IbPKABY UIICHKIL

TpenynpexneHieTo BbB Bpb3ka ¢ 6e30MaCHOCTTA [aBa Bb3MOXKHOCT 32 NPABMIHO MOCHTHQUINMpPAHE HAa CHOTBETHOTO M3MeNNe MM
V3Merst — MO-CIeLMaHO ype3 BKIIouBaHe Ha choTBeTHMTe UDI, KakTo 1 3a MpaBMIHO MIEHTUPULMPAHE — MO-CIELMATHO Ype3
BKitouBaHeTo Ha EPH, ako Beue e m3pameH, — Ha IPOM3BOIMTENIS, NPEMIpUe KOPUIMPAIIOTO AEHCTBUE BB BPB3Ka ¢ Oesomac-
HOCTTa. B mpenynpexneHuero BB Bpb3Ka ¢ Ge30IIaCHOCTTa — sICHO ¥ 0e3 1a ce MOMLEHsBA CTeNeHTa HA PUCKa, ce OOSCHSBAT
NPUUYMHATE 332 KOPUTMPALIOTO JEHCTBME BBB BPB3Ka C OE30NAaCHOCTTA, KATO CE MIOCOYBA €CTECTBOTO HA HENPABWIHOTO (YHKLMO-
HYIpaHe Ha VM3LENNeTO VU CBbP3aHNUTE C TOBA PYUCKOBE 33 MALMEHTNUTE, NOTPeOUTEITE MM IPYTM JIALA, U SCHO Ce [OCOYBAT BCUYKU
[eHCTBUSI, KOUTO [1a OBAAT NPENPUETH OT NOTpedUTENHTE.

HpOI/ISBO]II/ITCHHT BBBEXKNA MPEOYNPEXIECHNETO BbB BPb3Ka C Ge3omacHOCTTa B CIICKTPOHHATA CUCTEMa 110 YJICH 92, upe3 KoATO TO
CTaBa Hy6HI/I‘{HO TOCTBITHO.

9.  KowmmereHTHMTEe OpraHi aKTUBHO Y4acCTBaT B MPOLEAYpa C Liell KOOPHMHMPAHE HA OLEHSBAHETO MO maparpa 3 B CIemHUTE
CIIyyan:

a) KOraTo Bb3HMKHE OIIACEHME II0 OTHOUIEHVE Ha KOHKPETCH CEPMO3€H MHLMIOEHT MM Ipyla CEpUMO3HM VHUMOEHTH, CBBP3aHU C
€0HO M ChUIO M3HENNE WIIN TUII U3NENNE Ha €0VH M ChII IPOV3BOOUTEI B IIOBEYE OT €IHA IbpXKaBa UIICHKA;
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6) KOrato € mnof BBIPOC IMOOXOOAUIMAT XapaKTEp Ha IPEMJIOKEHO OT IPOM3BOOMUTEINS KOpUTMpaAUIo HeiCTBUE BbB Bpb3Ka ¢
(e301aCHOCTTa B NOBEYE OT €IIHa Obp2KaBa YJICHKA.

Tasu npouenypa 3a KOOPAMHMpPaHe BKIIOYBA CIIETHOTO:
— omnpefiersiHe IPU HeoOXOMMMOCT Ha KOOPIMHIPALI KOMIIETEHTEH OPIaH CIOpeN KOHKPETHs CITyyait;

— OIpefensHe Ha IPOleca 3a KOOPIMHMPAHO OLEHABAHE, BKIIOYMTENIHO 3aJauMTe M OTTOBOPHOCTUTE HA KOOPIMHMpALINS
KOMIIETEHTEH OPIaH M y4acTUETO Ha APYIY KOMIIETEHTHM OpraHMu.

OcBeH KOrato MEXMIY KOMIIETCHTHUTE OpraHyu € IOTOBOPEHO HpPYTo, KOOPOMHUPAIIMAT KOMIIETCHTEH OpraH € KOMIICTEHTHUAT
OpraH Ha JIbpxkapaTa YI€HKA, B KOATO IPOV3BOOUTEIAT VIMA PETUCTPUPAHO MACTO Ha CTOIIAHCKA HCI?[HOCT.

KOOpHMHMpAUMAT KOMIETEHTeH OpraH MHQOPMMpA dpe3 eNeKTPOHHATa CHCTeMa IO wieH 92 MpOM3BONMTEINs, OCTAaHAINTE
KoMIeTeHTHH oprany 1 Komucusta, de e moen ¢yHKUMSITa Ha KOOPIMHMPAL OPraH.

10.  OnpenmensHeTo HAa KOOPIMHMpALl KOMIETEHTEH OpraH He 3acsifa NpaBaTa Ha OCTAaHaIMTe KOMIIETEHTHM OpraHM fa
VM3BbPIIBAT COOCTBEHO OLEHSBAHE M @a MPENNMPUEMAT MEPKM ChITIACHO HACTOSIIMS PErNIAMEHT, 33 J1a OCUIYPAT 3alMTaTa Ha
001IeCTBeHOTO 3[paBe M Ge30MacHOCTTAa Ha maumeHTMTe. Ha KoopmuHMpanms KommeteHTeH opraH u Kommcmsra ce chobuiasar
pesyiTaTuTe OT BCSKO MONOOHO OLlEHsIBAHE ¥ NMPUEMAHEeTO Ha TaKyBa MEPKIL.

11. Komumcusra MpEenoCcTaBsg aOMMHNCTPATV/BHA IIOOKpENa Ha KOOPOMHMpAIIVA KOMIIETEHTEH OpraH Npyu M3IIBJIIHEHNME Ha
3alaunTe My II0 HacTosAlIaTa ITIaBa.

Ynen 90
AHanu3 Ha IaHHUTE OT MPOC/IENABAHETO Ha Ge30macHOCTTa

Komucusra, B CBTPYOIHMYECTBO € IbPXKABUTE UIIEHKM, BbBEXKIA CUCTEMM U IPOLECH 3a aKTMBHO Ha6HIO]1€H]/IC Ha HAJIMYHUTE TAHHN
B €JIEKTPOHHATa CUCTEMA, IIOCOUYEHA B YIICH 92, ¢ men ma ce YCTaHOBAT B T€3M HAHHM TEHOEHUMUTE, MOMEINTE MM CUTHAJINATE,
KOUTO MOrIaT fa paskpusT HOBM PUCKOBE MM ONaCEHMs OTHOCHO Ge30MmacHOCTTa.

Koraro 6’b]1€ M]IeHTI/I(l)I/[IIIApaH HEM3BECTEH MO MOMCHTA PUCK MIIM YECTOTATa Ha NMPEOBUICH PUCK 3HAYUTEIIHO U He6J'[aI‘Ol'[pI/l$[THO
NIPOMEHS OIPENEIICHOTO ChOTHOILLIEHME MEXKIY pUCKa U IOJI3UTE, KOMIIETEHTHUAT OpraH MM, B 3aBMCMMOCT OT CTy4asl, KOOpOMHU-
palyAT KOMIIETEHTEH OpraH YBEIOMsABA IIPOVM3BOIMTEILA, MM KOIaTO € INPUITOKNMMO — YI'BIIHOMOILIEHUS IPENCTaBUTEN, KOMTO
Clieq ToBa MpearnpueMa Hy>KHUTE KOpUTMpaln HencTBUS.

Ynen 91
AKTOBe 3a M3IIbIIHEHNE

Ypes akToBe 3a M3MBIHEHME ¥ ciien KoHCynTauuy ¢ KITMU Kommcusita mMoxe ma mpyema mogpoOHNMTE MPaBUiIa M POLELyPHUTE
aCreKTH, HeOOXOMMMIL 3a TIPUITAraHeTo Ha wieHoBe 8 5—90 1 Ha wieH 92 MO OTHOLIEHME Ha:

a) TUIIOJNIOTMATA HAa CEPUO3HUTE VHUMACHTM W KOPUIMPAILINTE HeIiCTBUS BbHB BpB3Ka C 0E30MacHOCTTa MO OTHOLIEHME Ha
KOHKPETHM M3OETINA VI KaTETrOpMu, WIN I'Pynn U3NENN;

0) HOKITamBAaHETO 3a CePMO3HMTE MHIMICHTY ¥ KOPUIMpALIATE HEHCTBIS BbB BPb3KA ¢ OE30MACHOCTTA M IpEMyNpexXICHUITa BbB
BPB3Ka ¢ 0E30IACHOCTTA, KAKTO ¥ MPELCTABSHETO OT CTPaHa Ha IPOM3BOIMTENNTE HA NMepMONMYHMTE 0000LaBaly JOKIIAMH,
[OKIAmUTe 3a Hal3opa Cief MyckaHe Ha nasapa, [TAIIb u pokmamure 3a HaOMIOmaBaHWTe TEHNEHLMM CBHOTBETHO IO
yrieHoBe 85, 86, 87, 88 u 89;

B) CTAaHOAPTHUTE CTPYKTypUPaHU 06pa3u1/1 3a CIICKTPOHHO M HECJIICKTPOHHO [OKJIallBaHE, BKIIIOUNUTEIIHO MMHMMYM TaHHM 3a
TIOKJIaIBaHE Ha IpENIoiaraéMy CEpMO3HM MHUMAEHTN OT MEIMUMHCKY CIEUNATINCTH, HOTpC6I/ITCHI/I " NAUMEHTH;

I) CPOKOBeTe 3a OK/IAfBAHE HA KOPUIMPAIINTE NEHCTBUS BbB BPb3Ka C OE30I1aCHOCTTA M 33 IPENCTABSIHE OT CTPAHA HA IPOM3BO-
OMTENUTe HAa NMepUOAMUYHMTe 0600wABALIM [OKTAmM M HOKITamuTe 33 HAOMIONABAHWTE TEHIEHLMM, KATO CE B3eMa MPEHBUT
TeXeCTTa Ha NOMJIeKalNs Ha JOKIIABaHe MHUMICHT CBITIACHO WieH 87;

I) XapMOHmM3MpaHuTe 00pasiy 3a 06MeHa Ha MH(OPMALIMST MEXKIy KOMIETEHTHUTE OPraHy Mo wieH 89;

€) MpoLeNypuTe 3a OINpeHeNsHEe Ha KOOPIMHMPAll KOMIIETEHTEH OpraH; INpoleca 3a KOOPIMHVMpPAHA OLEHKA, BKIIIOUMTEIHO
3amaumte M OTTOBOPHOCTMTE HA KOOPIVMHMpAIIMS KOMIETEHTEH OpPIaH M Y4acTMETO Ha [IPYTM KOMIIETEHTHYM OpIaHM B TO3U
Tpotec.

AKTOBETE 34 M3ITBIIHEHUE, NOCOUEHN B NbpBA AIMHES, Ce [PUEMAT B CHOTBETCTBHME C NPOLENYpaTa M0 PasexiaHe, MOCoYeHa B
unted 114, naparpad 3.
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Ynen 92
E/leKTpOHHA cuCTeMa 3a mpoCiieNsBaHe Ha 0€30MacHOCTTa M 32 HAI30p el MyCcKaHe Ha na3sapa

1. B cbrpymHMuecTBO C IbpxKaBuTe uileHKM KoMmucusra ch3aBa u yIpasiiiBa efleKTPOHHA CUCTeMa 3a chOupaHe u obpaGorka
Ha CTenHaTa MHPOPMALSL:

a) HDOKJIAfMTe Ha NMPOM3BOIMTENNTE 3a CEPUO3HM MHLMIEHT U KOPUTMPALIM [EICTBIS BbB BPb3Ka C Ge30macHOCTTa 10 uneH 87,
naparpad 1 u wien 89, maparpad 5;

0) mepuomMuHuUTe 0HOOIIABAIM TOKIIATN Ha TPOU3BOIMTENNUTE MO WieH 87, maparpad 9;

B) IOKITAIyTe Ha IPOVM3BOMMTEINUTE 33 HAOMIOMABAHNTE TEHIEHIVM MO WieH 88;

) TATB mo uneH 86;

I) MpemyTpeXIeHNsTa BbB BPb3Ka ¢ GE30MACHOCTTA OT CTPaHa Ha [POM3BOMMTENHNTE 110 wWieH 89, maparpad 8;

€) uHpOpMalyATa, KOSTO TpsibBa ma ce OOMEHs MeXIy KOMICTGHTHMTE OPIaHM HA NbPXKABMTE WIEHKM U MEXIY TIX U
Komucusita B chotBeTcTBuUE € wien 89, naparpa¢u 7 u 9;

Ta3u eleKTPOHHA CHCTEMa BKITIOYBA CHOTBETHUTE BPB3KM KbM Oasara mamuu 3a UDL

2. Hocrbn po uudopMauusra no maparpad 1 OT HaCTOSIMS WIEH ce MPEJOCTaBs 4Ype3 €IeKTPOHHATA CHUCTEMa Ha
KOMIIETEHTHUTE OpraHM Ha [bpXasure wieHkM u Ha Kommcwmsta. Hotuduumpanure OpraHm ChIo MMar HOCTBI [O Tasu
uHpOpMALVSL, TOKOTIKOTO TSI CE OTHACS O M3IENMSTA, 32 KOUTO Ca M3HA/y CePTUQPUKAT B COTBETCTBIE C WIEH 53.

3. Kowmucusra mpennpuemMa HeoOXOIMMOTO, 3a [id C¢ OCHTYPST MOIXOMSIIMTE HUBA HA JOCTBI O €JIEKTPOHHATA CUCTEMA O
naparpad 1 Ha MEIVLMHCKUTE CIELMAINCTH 1 OOLIECTBEHOCTTA.

4. Bb3 ocHOBa Ha HOTOBOpPEHOCTH MexXdy Kommcysta M KOMIETEHTHMTE OPraHM Ha TPeTH IbPXKaBM WM MEXHIYHAPOIHM
opranmsaumy, Kommcnsara Moxe [ia IIpefocTaBs Ha Te3y KOMIIETEHTHN OpIaHy MM MEXJIyHAPOIHM OPraHM3alMy ChOTBETHO HUBO
Ha JIOCTBII IO €NEKTPOHHATA cycTeMa 1o naparpad 1. Tesu HOrOBOpEHOCTM Ce OCHOBABAT HA PELIMIPOYHOCT M CHIIBPKAT KITAY3M 33
TIOBEPUTENIHOCTTA M 3alMTaTa Ha JaHHMTE, KOMTO Ca eKBMBAJIEHTH!M Ha npuiioxumute B Cbrosa.

5. Mokmamure 3a CepMO3HM MHUMIEHTH, NMOCOYeHM B wuieH 87, maparpa 1, Oyka a), mpy TMONMydyaBaHe Ce M3MpalaT
aBTOMAaTMYHO 4pe3 eNeKTPOHHATa CUCTeMa 1o maparpa 1 oT HACTOSUIMS WieH Ha KOMIIETEHTHMSI OPTaH Ha IbpiKaBaTa uieHKa, B
KOSATO € Bb3HMKHAJI MHIMICHTBT.

6.  oxnanuTte 32 HaOMONABaHNTE TEHIEHINMM, IOCOYEHM B WieH 88, maparpad 1, mpu monyyasaHe ce M3MPALIAT ABTOMATUYHO
ype3 eMeKTPOHHATA CIUCTeMa MO maparpa¢ 1 OT HAcTOSIMS YIeH Ha KOMICTEHTHMsS OpraH Ha IbpxKaBaTa WICHKA, B KOATO €
BB3HUKHAI MHUMIEHTBT.

7. Hokrmamure 3a KOpUIMpAlIuTe JEHCTBMSL BbB BPb3Ka ¢ Oe30MacHOCTTA, MocoueHu B uneH 87, maparpad 1, 6yksa 6), mpu
TONyYaBaHe Ce M3MPAliaT aBTOMATUYHO Upe3 eNeKTPOHHATA CUCTeMa MO maparpad 1 OT HACTOAIIMS WeH Ha KOMICTCHTHUTE
OpraHM Ha CIIeIHUTE ObPKaBU UNIeHKIL:

a) IIbpXKABUTE WIEHKM, B KOUTO € MPENIPHUETO WK L€ Ce IpefpueMe KOPUIHPALLOTO AefCTBIE BbB BPb3Ka C 0€30M1aCHOCTTa;

6) JIbp2KaBaTa WICHKA, B KOSATO ITPOM3BOIMUTEIIAT MMa PEIMCTPUPAHO MACTO HAa CTONAHCKa HeHOCT;

8. Tepuonmunure 0606MmaBAILIY JOKIIATM, IOCOUEHN B wiieH 87, maparpad 9, mpy nojyyasaHe ce M3MPAIIAT aBTOMATIYHO Ype3
eIEKTPOHHATA CUCTeMa 110 maparpa 1 oT HACTOSILMS WIeH Ha KOMIIETEHTHUSI OpraH Ha:

a) Ibpxapata(ure) WieHKa(y), yuyacrBawa() B IpOLeIyparta 3a KOOPIMHMpaHe B ChOTBeTCTBME ¢ wieH 89, maparpad 9, u
ono0pa(u) neprommyuHms 06001IEH TOKIIAL;

6) mbpxaBaTa WIEHKA, B KOSTO IPOM3BONKTENIAT MMa PETMCTPUPAHO MSICTO Ha CTONAHCKA JEIHOCT.
9.  Ipu nomyuaBaHe MHQOPMALMATA, MOCOYEHA B maparpa¢y 5—8 OT HACTOSWMAS WIEH, Ce M3IpAld aBTOMATUUHO Upe3

CJICKTpOHHATa CUCTEMaA II0 naparpa(l) 1 orT HacTosMS ujieH Ha HOTM(l)]/ILII/IpaHI/ISI oprad, mspgan CCpTI/I(l)I/IKaTa 3a BBIIPOCHOTO
uaeNnMe B ChOTBETCTBME C UJleH 56.
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PA3[IE]T 3

Haosop Ha nasapa
Ynen 93
HeiiHOCTH MO HaX30p Ha ma3apa

1. KowmmereHTHMTe OpraHM W3BHPUIBAT LENEChOOPa3HM MPOBEPKM HA CHOTBETCTBMETO M JEICTBMETO HA MB3MENMATA,
BKIIIOYMTEIIHO, aKO ¢ HeoOXOmMMO, Nperiel Ha JOKYMEHTausiTa M Quanuecku iy j1abOpaTopHM IPOBEPKM Bb3 OCHOBA Ha
nofxosy 06pasy. KoMmmeTeHTHNTe OpraHn B3eMaT MO-CIELMAIHO NPEIBU YCTAHOBEHUTE MPVHINMINM OTHOCHO OLCHSIBAHETO ¥
YOPABIIEHNETO Ha PUCKA, TAHHUTE OT MPOCTETABAHETO Ha GE30MIaCHOCTTA U CUTHAIIHTE.

2. KommeTeHTHMTe OpraHM M3rOTBAT TOOMIUHM IUIAHOBE 3a MEHOCTUTE MO HAA30pa M pastpefeNnaT DOCTaThYHO MaTepualHu U
KOMIIETEHTHY YOBEUIKM PECYPCU C LeJl OChLIECTBABAHETO HA Te3U [EMHOCTM, KaTO Ce OTYMTAT eBpOIeficKaTa IIporpama 3a Hamsop
Ha masapa, usrorseHa or KTMU cwriacno unen 105, 1 ycnosusra Ha MACTO.

3. 3a [a MBIBIHAT 3aIbIIXEHNUSITA, IPEIBUICHN B raparpad 1, KOMIETEHTHUTE OpraHu:

a) MOTaT [a M3MCKBAT OT MKOHOMIYECKMTE OIEpaTopH, HApel C [PYroTo, Ia MPETOCTAaBAT JOKYMEHTALMATA U MHQPOPMALITA,
HEoOXO[MMM 33 M3BBPIIBAHE HA [EIHOCTUTE HA KOMIICTEHTHMTE OPTaHM, M KOIaTo MMa OCHOBATEIHM IPUYMHM 33 TOBA — M4
TpenocTaBsT Ge3MIaTHO HeoOXommmuTe 00pa3Ly Ha M3HETNsT IV [OCTBIT 0 MBNENISITA; 1

6) NMpOBEXKOAT KAKTO IPEBAPUTEITHO O6HB€HI/I, TaKka ", aKo € H€O6XOHI/IMO, BHE3aIlHM IIPOBEPKM Ha MOMCILIEHNATA HA MKOHOMMU-
YECKUTE OIEpaTOpy, KAaKTO M Ha TOCTABUMLINTE I/I/IAJ’II/I NOOVBIBIIHUTENNTE, U, IpU H€O6XOHI/IMOCT, Ha MecCTtaTra, KOUTO C€
MOJI3BaT OT CIICUMAJIUCTU.

4. KoMmeTeHTHMTE OpraHM M3TOTBAT €XKETOJHO PE3IOME Ha Pe3yNTaTUTe OT NEMHOCTUTE CY IIO Ha30pa M IO NMPENOCTaBAT Ha
PasNoNOXeHNe Ha IPYTM KOMIIETEHTH!M OPTaHM IOCPENCTBOM €NIEKTPOHHATA CUCTeMa, nocoueHa B urieH 100.

5. KomrereHTHnTE OpraHu Morar 1a KOHQMCKYBAT, 1a YHUIIOXKAT WIK 1O APYT HAYMH [ HATPABST HEM3IION3BAEMI VM3IEIINATA,
TPEJICTABIISIBAILY HENPUEMIIUB PUCK, KAKTO M (anmuduuypaHute M3EENsi, KOTaTo CYeTaT TOBA 3a HEOOXOMMMO B VMHTEpeC Ha
OI1a3BaHETO Ha OOIECTBEHOTO 3IpaBe.

6.  Crerm BcsKa TpOBepKa, M3BBPIIEHA 34 LETUTE 10 maparpad 1, KOMIIETEHTHUAT OPTaH M3TOTBS OKJIAIl 3 KOHCTATALMUTE OT
IIpOBepKaTa, KOUTO Ce OTHACAT [0 CHOTBETCTBMETO C MPaBHUTE M TEXHMUECKMUTE MBUCKBAHMS, NPWIOKUMU ChIJIACHO HACTOSILUMS
pernaMeHT. B moknama ce mocouBat BCMUKM HEOOXOMMMM KOPUTMPALIM HEVCTBISL

7. KOMIETeHTHUST OpraH, KOWMTO € M3BbPIIMII POBEPKATA, MPeNaBa ChIbPKAHMETO HA MOKNAMA 10 maparpad 6 OT HACTOSIIMS
ujleH Ha MpoBepsBaHMS MKOHOMMYECKM omneparop. [lpemyu pa mnpueme OKOHYAaTeNHMSI JOOK/Iall, KOMIETEHTHUST OpraH MaBa
Bb3MOXKHOCT Ha NMPOBEPSBAHMS MKOHOMMUYECKM ONepaTop na mpencraBu Oenexkku. OKOHUATENHMAT MOKNAN 3a IpoBepKara ce
BbBEXK[IA B €NIEKTPOHHATA cucTeMa, npensuueHa B wieH 100.

8. H’I:-p)KaBI/ITC UJIEHKN ITpaBAT IIperfied M OLCHABAT M3ITBJIHCHUETO Ha HEHOCTUTE CU 10 HaI30p Ha Iasapa. Tesn npernenn n
OLIEHKN €€ M3BbPILIBAT Hai-MaJIkO BEIHbXK Ha UETUPU TOOMHM U PE3YITATUTE OT TAX CE C”b06]_lIaBaT Ha OCTaHAJIMTE TbpXKaBU
ueHku u Komumcusata. Besika Ibp2KaBa YJICHKa M3rOTBA pE3IOME Ha PE3YNTATUTE, 1O KOETO OCUTYypsABa ny6nm1eﬂ JOCTBIT
MOCpenCTBOM €JIEKTPOHHATA CUCTEMA, ITOCOYCHA B WICH 100.

9. KommeTeHTHMTEe OpraHM Ha [IbPXKaBUTE UIIEHKM KOOPIMHMPAT [EHHOCTUTE CU IO HAf30p Ha Ma3apa, ChTPYHHMYAT CU U
CIIOHENIAT IOMEXIY cu 1 ¢ Komucuara pesyntaTute OT Te3u OEMHOCTY C LNl OCUTYpsABaHE Ha XapMOHM3MPAHO U BUCOKO PaBHMLIE
Ha HaJ30p Ha I1asapa BbB BCUUKM IbPKaBM UIIEHKI.

AKo ¢ HeoGXOHMMO, KOMIETEHTHUTE OpraHM Ha IbPXKABMTE WICHKM Ce NOrOBApsT 3a paslpenerieHne Ha paboTaTa, ChbBMECTHH
IIEAHOCTM 3a HAJ30p Ha Ma3apa ¥ CIeuyan3anms.

10.  Korato B mbpXaBa uileHKa IoBeue OT €OMH OpraH OTTOBAPAT 3a HAH30pa Ha Ia3apa ¥ KOHTPONA IO BBHIIHMTE TPaHMIIM,
Te3V OPraHy CY CHTPYOHIYAT, KaTO OOMEHST MHGOPMALVst BbB BPb3Ka C POTLSITA 1 GYHKIMMTE CIL.

11. Koraro e uenecw6pa3H0, KOMIICTEHTHUTE OpraHy Ha Obp2KaBUTE UWICHKM CU CBTPYOHMYAT C KOMIICTEHTHUTE OpraHu Ha
TpeTU ObpXasu 3a oOMeH Ha I/IH(l)OpMalII/[H U TEXHMYECKO CHIENCTBUE U 32 HacbpyaBaHE Ha HEHOCTUTE 110 Ha30p Ha masapa.
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Ynen 94

OueHKa Ha usngenus, 3a KOUTO ce mogo3mpa, ue NnpencraBisaBaT HeNMpPUEMIIMB PUCK WM IPYro HECHOT-
BETCTBUE

Korato Bb3 OCHOBa Ha JIaHHMTE, NOJIy4YeH! OT eHOCTUATE MO NpociensBaHe Ha 6e30MacHOCTTa UM IO Ha[I30p Ha Masapa, M
Bb3 OCHOBA Ha pyra I/lH(l)OpMaL[I/IH KOMIIETEHTHUTE OpPraHy Ha ObpxkKaba UIIEHKA MMAT OCHOBaHMA HOa CMATAT, Y€ JaleHO M3IEINMe:

a) MOXe [a MPENCTaB/isiBa HEIIPUEMIMB PUCK 3a 31paBeTo My Ge30MacHOCTTa Ha MaUMEHTHTE, MOTpeOUTENNTe WK IPYTH NI,
WJIM 33 [IPYTH acleKTH Ha OIa3BaHETO Ha OOLICCTBEHOTO 3IpABe; WM

6) 110 OpyT HaYMH HE OTroBaps Ha M3MCKBAHMATA, ONPENETIEHM B HACTOALIMSA PETTIaMEHT,

T€ V3BbpLIBAT OLEHKA Ha CPOTBETHOTO UBHEINE, 06XBau1a1ua BCMYKM M3UCKBAHMA IO HACTOALIMSA PEITIAMEHT, CBbP3aHM C pUCKa OT
M3OENMETO UIIN € BCAKAKDBB IPYT BUI HECHOTBETCTBME HA MU3MEIMETO.

CbOTBETHUTE MKOHOMUYECKU oneparopu Cu CbTpyoHMYAT ¢ KOMIIETEHTHUTE OpraHu.

Ynen 95
Ipouenypa npy u3nens, KOUTO NPEICTABIABAT HENPUEMIIMB PUCK 32 3IpaBeTo U Ge3omacHocTTa

1. Koraro cnen M3BbplUIBaHE Ha OLCHKATa I10 YJIEH 94 KOMIETeHTHUTE OpranM YCTaHOBAT, 4Y€ M3HOEIMNETO IPEICTaBiIsABa
HENpUEMIIMB PUCK 3a 30PaBETO MU 0e301acHOCTTa Ha IMaUEHTUTE, HOTpe6I/ITe]'II/ITe Wi gpyrm Jimia, Win 3a Opyru aclekT Ha
OIlIa3BaHETO Ha O6II.ICCTB€HOTO 3[pase, Te Oe3 3abaBsHe M3MUCKBAT NPONU3BOOUTENAT Ha BBIPOCHUTE WM3MOENINSA, HETOBUSA
YIBIIHOMOILEH MPEOCTaBUTEIl M BCMYKM 3aMHTEPECOBAHM MKOHOMMYECKM ONE€paTopy Ha TpEanpueMar BCUYKU H€O6XOHI/IMI/[ n
HaOJIE2KHO 000CHOBaHM Kopurnpaum HeicTeus 3a NpuUBEXKIaHE Ha M3OCTIMETO B CHOTBETCTBME C M3MCKBAHMATA HA HACTOSIINA
perinaMeHT, CBbp3aHN C pUCKa OT MBHEIMETO, M 3a OrpaHNYaBaHe 110 Ha4MH, MPONOPLUMOHAJIEH Ha €CTECTBOTO Ha pUCKa, Ha NMPEOOC-
TaBSHETO Ha I1asapa Ha VMBHEIMETO, 3a MpuiiaraHe Ha CHCIII/I(I)I/[‘{HI/I VIBVICKBAHMS KbM INPENOCTaBAHETO Ha MBOEIMETO, 3a MU3TETIIAHE
Ha MBOETMETO OT Iasapa WM 3a VM33€MBAHETO My B PAMKUTE Ha padyME€H M SICHO OIIPENENIEH CPOK, KOWTO ce c1>06u1aBa Ha
CBOTBETHM I MKOHOMMYECKM OIIEPATOP.

2. Upes emekrponHara cucreMa no wien 100 xommereHTHMTe Opranu Oe3 3abaBsiHe yBemomssar Komucusra, ocTaHanmre
ITbPKABM WIEHKM M, KOTATO € WM3NATeH CepTUQPUKAT B CHOTBETCTBME C WIEH 56 33 CHOTBETHOTO M3MENMEe — HOTUGUUMPAHIS
OpraH, M3MAN cepTHQUKATA, 3 Pe3yIITaTUTE OT OLEHKATA ¥ IENCTBUATA, YMETO MPENpUEMaHe Ca M3MCKAIM OT UKOHOMMYECKNUTE
OTIepaTopIL.

3. VxoHoMuueckuTe omeparopy mo naparpad 1 Ge3 3abassiHe rapaHTMpAT, de ca MPEQIPUETH BCHUKY MOAXOMSIIN KOPUTHPALIH
nerictBus B uenus Chbro3 MO OTHOUIEHNME Ha BCUUKM 3aCETHATM M3HENVs, KOMTO Te Ca MPENOCTaBMIIM Ha Ma3apa.

4. Korato MKOHOMMYECKMAT ONepaTop, MOcOYeH B maparpad 1, He mpemmpueMe MNONXONSIIO KOPUTMPALIO NeiicTBUE B
nocoueHnst B maparpad 1 cpok, KOMIIETEHTHITe OPTaHM B3eMAaT BCUUKY LenechoOpasHM MepKH, 3a Ha 3abpaHST MIM OrpaHMyar
TIPEMIOCTABSHETO HA M3IENMETO HAa HALMOHATIHMSA CU Ma3ap, 4 M3TEIAT U3NEMETO OT TO3M Ma3ap WM JIa IO M33eMar.

KomretentHute opranu 6e3 3abapsiHe ysemomssaT Komucusita, ocTaHanute Ibp>KaByu WICHKM M HOTUGUUMPAHUS OPIaH, IOCOUEH B
naparpad 2 OT HACTOSILNS UJIEH, 33 Te3U MEPKM Ype3 eleKTPOHHATa cucTeMa 1o wier 100.

5. YBenOMIIEHNETO, MOCOUEHO B naparpa(]) 4, BKIIIOYBA BCUYKM HAIIMYHM JIAHHM, TO-CMIELMATHO JIaHHMUTE, HCO6XO]1]/IMI/I 3a
I/I]ICHTI/I(i)I/IIII/IpaHC I TIpOCIENABAHE Ha HECHOTBETCTBALIOTO M3MOENNE, IPOM3XOHA Ha M3OENNETO, €CTECTBOTO U IIPUUYMHUTE 3a
NPENIoNaraéMOT0 HECHOTBETCTBME M CBITBTCTBALUMA PUCK, €CTECTBOTO M IPOIBIIKUTEIIHOCTTA HAa NMPEONPUETUTE HAa HALMOHAIIHO
paBHMILE MEPKM, KAKTO M APIryMEHTUTE, M3TBKHATY OT CHOTBETHMA MKOHOMMYECKM OIIEPATOP.

6.  [IbpxaBuTe WICHKM, PasiMYHM OT [IbPKABaTa WIEHKa, 3alOYHANa MpoLemypara, HesabaHO mHpopmupar Kommcmsita u
OCTaHanuTe MbPXKABM WIICHKM Upe3 eNeKTPOHHAaTa cucreMa mo wieH 100 3a BesKa HONBIHMTENHA MHOpPMALMS, C KOSTO
pasmonaraT OTHOCHO HECLOTBETCTBMETO Ha JAeHOTO M3IENMe VM 33 MEPKUTE, KOMTO Ca IPENNpuenyt BbB BPb3Ka C BBIPOCHOTO
U3ene.

TIpu HechImacue C HALMOHANHATA MsPKA, 33 KOSTO MMa yBelOMIleHue, Te Ge3 3abaBsHe ypemomssar Kommcusra M ocTaHamure
IIbP>KaBYU UIIEHKM 33 Bb3PAXEHUATA CU Upe3 eJleKTPOHHaTa cucTeMa 1o wied 100.

7. Korato B CpOK HO OBa Mecela CIel MojydyaBaHe Ha YBCOOMIICHMETO IIO naparpad) 4 He e MOBIUTHATO Bb3paxKeHNEe HUTO OT
IbpXKapa 4YII€HKa, HUTO OT Komucusra BbB Bpb3Ka C MEPKM, IPEONpUETM OT MObpXKaBa 4YIEHKA, TE3 MEPKM C€ CUUTAT 3a
OCHOBATEJIHN.
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B TakbB cnyqai[ BCUUKM ITbpKaBy YIEHKU rapaHTUpaT, u€ IO OTHOILLIEHME Ha CHOTBETHOTO MBHEIME Ca NMPENNpueTn Ge3 3a0aBsne
MOOXONAIIM OTPpaHNMYUTENTHN MEPKM WM MEPKU  3a 3a6paﬂa, BKJIIOUUTEITHO M3TEITIAHE, M33€MBAHE WM OrpaHNYaBaHE Ha
HaJIMYHOCTTA Ha MBHENMETO HA HALMOHAIHUA UM Iasap.

Ynen 96
IIpouenypa 3a olleHKa Ha HalIMOHAJIHUTE MEePKM Ha papHuILeTo Ha Cbro3a

1. Koraro B cpok OT [Ba Mecela Cilefl NOJyYaBaHe Ha YBENOMIICHMETO MO wieH 95, maparpa 4 majeHa IbpxKaBa WieHKa e
TNIOBJMIHANA Bb3paxKeHMs Cpeuly MsApKa, Npednpuera oT [pyra ObpXKapa 4lleHKa, WM Korato KommcuaTa cumTa, ye MspKaTa
pOTHBOpeYM Ha 1paBoTo Ha ChbI03a, CIEN KOHCYITALMsl ChC CHOTBETHMTE KOMIETGHTHY OPIAHM M aKO € HeoOXOIMMO — CbC
CHOTBETHUTE MKOHOMMYECKM onepaTopy, Komucuara uspbpuisa OueHKa Ha Tasy HAaUMOHANIHAa MspKa. Bn3 ocHOBa Ha pesynrarute
OT Ta3u oleHKa KoMucusTa MoXe upe3 akTOBe 3a M3ITBITHEHME [1a B3EMe PelleHye 33 000CHOBAHOCTTa Ha Msipkata. Te3y akToBe 3a
VM3ITBIIHEHNE Ce TPUEMAT B COTBETCTBHE C IPOLIENypaTa MO pasriekiaHe, MocoueHa B wieH 114, maparpad 3.

2. Korato Komucusita cunta, ye mameHa HalmMoHajiHa MSpKa € 000CHOBaHa CHITIACHO TIOCOYEHOTO B naparpa(]) 1 oT HacTostms
YIeH, c€ Ipuiara 4IeH 95, naparpa(]) 7, BTOpa aJIMHesd. Ako Komucuara cumra HalMOHaNHATa MspKa 3a HCO6OCHOBaHa,
CbOTBETHATAa IbpKaBa YWICHKA OTTEITIA MApKaTa.

Korato B cpok OT 0ceM Mecela OT IOJIyyaBaHe Ha yBENOMIIEHMETO 1o wieH 95, naparpa¢ 4 Komucusira He npueMe pelieHie no
naparpad 1 OT HacToSIMS UiieH, HALMOHATIHUTE MEPKY Ce CUMTAT 32 0DOCHOBAHM.

3. Korato gbpxaBa wieHKa uiai KoMucusTa cunTa, ye pUCKbT 3a 3IpaBeTo M Ge30MACHOCTTA OT aJieHO M3MeNue He MOXe Ja ce
CMeKYM B 3aJIOBOJIMTEIIHA CTENeH Ype3 MEpKuTe, NPEIpPUET OT ChOTBETHATa(MTe) AbpKaBa(u) uleHKa(u), O MCKaHe Ha IbpxKapa
WieHKa WIM MO COOCTBeHA MHMIMATMBA M Upe3 aKTOBE 3a M3ITbIIHeHMe, Kommcumsta Moxke Ha mpenmpueme HeoOXOMMMUTE U
HAJINEXXHO 0OOCHOBAHM MEPKM 33 3aKpWITa Ha 3[paBeTo M Ge30MacHOCTTa, BKIIOYMTEITHO MepKM 3a OrpaHMuYaBaHe iy 3abpaHa Ha
IIyCKAaHETO Ha Ia3apa U IycKaHeTO B He/iCTBME Ha ChOTBETHOTO m3penye. Te3n aKTOBe 32 USIBIIHEHME Ce IIpMeMaT B CHOTBETCTBYE C
TpoLiefypaTa [0 pasrexyane, nocoyeHa B wied 114, naparpad 3.

Ynen 97
Hpyru HecbOTBETCTBUSA

1. Korato cnen V3BbpLICHA OLIEHKA II0 YIJIEH 94 KOMIIeTeHTHUTE Oprany Ha ObpxKaBa YJIEHKA KOHCTAaTUPAT, Y€ MANE€HO U3HENnne
HE OTroBaps Ha M3MCKBAaHMATA 10 HACTOALMA PEITIAMEHT, HO HE MPENCTaBIIsABa HENMPUEMIIMB PUCK 3a 3[IPABETO UIIN 0e30MacHOCTTa
Ha NMAaIMUEHTUTE, HOTpe6I/lTe]’II/lTe VI OpyTu Jinua, Uim 3a Ipyru aclekTi Ha ONa3BaHETO Ha O6H.ICCTBCHOTO 3[pase, T€ U3NCKBAT OT
CBOTBETHMSI MKOHOMMYECKN OIIEPATOP Ha OTCTPAHM BBIIPOCHOTO HECHOTBETCTBME B PAMKUTE Ha PadyMEH M SICHO OIIPENETIEH CPOK,
KOJTO ce c1;06111aBa Ha MKOHOMMYECKNS ONEPATOp U € IPONOPLUNOHAIIEH Ha HECHOTBETCTBUETO.

2. Korato MKOHOMMYECKMAT OIEPATOP HE OTCTPAHM HECHOTBETCTBMETO B CPOKa Mo maparpad 1 OT HACTOAWMS UITeH,
ChOTBETHATA [ThPXKaBa WIEHKA MpenmpueMa 6e3 3a0aBsHe BCHUKM TMOMXOMSIIA MEPKHM, 3a 1a OTPAHMUM WMIIM 3a0paHi MPerocTa-
BSHETO Ha Ia3apa Ha IpOMyKTa, MM 3a [a OCUTYPM HETOBOTO M33eMBAHE MIIM M3TEIIIHe OT Iasapa. Tasu [IbpxKaBa wieHka Oe3
3abaBsiHe yBerIOMsIBA KOMMCHSITA ¥ OCTAaHAIMTe bPXKABY UIEHKM 3a Te3M MePKI upe3 eleKTpOHHaTa cucreMa 1o wien 100.

3. C uen ma ce Oocurypyu €JHakBOTO MNpuiiaraHe Ha HaCTOALIMA YIICH, Komucusita moxe, upe3 aKTOBE 3a M3IIBIIHEHME, [a
KOHKpETM3Mpa NOOXOOAIINTE MEPKU, KOMTO Oa €€ MPEONpueMaTr OT KOMIIETECHTHUTE OpraHu 3a CIIpaBsSHE C OIpPENCTICHN BUIOBE
HeChbOTBETCTBME. Te3M aKTOBe 3a M3IThIIHEHME Ce NpueMaT B CbOTBETCTBME C IIPOLIEAYpaTa 10 pasriieXnaHe, 10CoUeHa B YIIEH 114,

naparpad 3.

Ynen 98
IlpeBaHTHMBHYN MepKH 3a 3aKpuiia Ha 30paBeTo

1. Koraro ObpKaBa YJI€HKA, CJIE€[ KaTO M3BLPLIM OILICHKA, ITOKa3ajla IOTEHLMAJIEH PUCK, CBbpP3aH C M3OENME MM KOHKpPETHA
KaTeropus WM rpyna Msgenms, cumTa, 4e 3a Oa ce 3alUTAT 3OPaBeTo U 0e30MacHOCTTa Ha NaOUEHTUTE, HOTp€6I/ITCHI/IT€ nim
Opyrute Jmua, Uy 3a 1a €€ 3alUTAT OPYTM acleKTU Ha 06IILCCTBCHOTO 3[pase, IMPENOCTABAHETO Ha Itasapa WIIM ITyCKAaHETO B
HeJiCTBME Ha M3TeNme Miu KOHKpETHA KaTeropys WM Ipyna MuOenusa Crefsa fa ce 3&6paHI/I, OrpannuyM Wi KbM TAX 11a Ce
[IpuUoxar CHeIII/I(l)I/I‘{H]/I M3UCKBAaHNs, WIN Y€ M3MEINETO VIV KOHKPETHATA KaTEropys WM rpyna M3genus ciensa na ¢e U3TEINIAT
OT I1asapa MM fa ce€ U33eMart, TS MOXKeE Ha IpenrpueMe BCAKaKBI HCO6XO]II/IMI/I 1 000CHOBaHU MEpPKU.
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2. IIbpxaBara wieHka, nocoueHa B maparpad 1, HesabaBHO yBemomsiBa Kommcumsita 1 OCTaHajmuTe [IbPXKABY WICHKM, KaTo
TI0COYBa OCHOBaHMATA 33 PELIEHMETO CH, Upe3 eNleKTPOHHATa cucTeMa 1o wieH 100.

3. Karo ce koucymrupa ¢ KTMU n, Korato e HeoOXOOMMO, CbC CHOTBETHUTE MKOHOMMUECKH onepatopy, Komucusra ussbpisa
OLIEHKA Ha IPENNPUETHTE HALMOHAIHM Mepku. Upe3 akToBe 3a M3mbiHeHMe Komucusra Moxe [a B3eMe pelleHne 3a 00OCHOBA-
HOCTTa Ha HalUMOHanHuTe Mepku. IIpu nmiica Ha pemenne oT crpaHa Ha KommcmaTa B CPOK OT IIECT Mecela OT MOMEHTa, B KOWTO
e GyiIa yBEIOMEHA 33 HALMOHATIHUTE MEPKM, Te3M MEePKM ce CuMTar 3a 060CHOBaHM. Te3nm akTOBe 3a M3IBIIHEHME Ce NMPMEMAT B
CHOTBETCTBIE C IIPOLIENypaTa [0 pasriekiaHe, MocoueHa B ureH 114, maparpad 3.

4. Koraro mpyu oleHKkarta nmo maparpad 3 OT HACTOSILNS WICH Ce yCTAHOBM, Ye NPENOCTABSHETO Ha IfA3apa WM MyCKAaHETO B
[eIICTBIE HA M3[eNMe, KOHKPETHA KAaTeropysi Wiy IPyIia M3Herust CreBa Aa ce 3abpaHn, OrpaHmMYM WM KbM TSX [Id Ce IPUIIOXKAT
CielMGUYHN M3MCKBAHMS MM Y€ BBIPOCHOTO M3HETNeE WM KaTErOpusITa MM IPyIaTa M3NeNust CIeBa 1a Ce M3TErIsT OT fasapa
VUM [a Ce M33eMaT BbB BCHUKM IHPKABM YIICHKM, 33 [ CE 3ALIMTAT 3IPaBETO M OE30MaCHOCTTA HA MALMEHTHTE, MOTpebuTenuTe
WM [PYTMTE JMI@A WM 3a [a Ce 3AlMTST OPYrM acleKTy Ha oOLiecTBeHOTO 3mpase, Kommcysra MoXe @a IpueMa akToBe 3a
V3ITBITHEHNE C LieNl TpefnpreMaHe Ha HeOOXOMMMITE M HAMIeXXHO 060CHOBaHM MepKit. Te3y akToBe 3a M3ITBITHEHME Ce IpUEMaT B
CHOTBETCTBIE C MPOLIEAYPaTa 10 pasIiexkiaHe, mocoyeHa B wied 114, maparpad 3.

Ynen 99
HoGpa amMUHUCTPaTUBHA IIPAKTUKA

1. 3a Bcska MSpKa, NpUETa OT KOMIETEHTHUTE OPraHM Ha ObPKaBUTE YIIEHKU CBITIACHO YJIEHOBE 95—98, C€ yKa3BaT TOUHUTE
MOTHMBM, Ha KOMUTO T4 CE€ OCHOBABA. Koraro MSpKaTa € HaCO4€Ha KbM KOHKPETEH MKOHOMMYECKU ONEPATOP, KOMIIETEHTHUAT OpraH
663 3a6aBHHC yBEIOMsABA CHOTBETHMS MKOHOMUUYECKM OIEPATOp 3a BBIIPOCHATA MAPKA, KAaTO CBUICBPEMEHHO IO I/IH(l)OpMI/Ipa 3a
Cpencrbarta 3a IpaBHa 3allliTa, C KOUTO pasnosara CbIIaCHO MPAaBOTO MUIIM aIMMHMCTpATMBHATA IIPAKTMKA Ha CbOTBETHATA ObpzKaBa
UYJIEHKa, M 3a CPOKOBETE, CBbp3aHM C TE3M CPENCTBA 3a IPaBHA 3allNTa. Koraro MspKaTa € € O6HIO MIpUIIOKCHNE, T CE Hy6HI/leBa
110 HallJIC2KHMS pef.

2. OcseH B CIIy4ante, KOrato € HeoOXOmMMO He3a0aBHO HEJICTBME NOpPAIM HENMPMEMITMB PUCK 3a 3IpaBeTo iy Ge30macHOCTTa
Ha XOpaTa, Ha CHOTBETHMSI MKOHOMMYECKN OINEPaTop Ce MPETOCTaBsi Bb3MOXKHOCT [ MPEHCTaBM OENeXKM Mpel KOMIETEHTHMs
OpraH B paMKMTE Ha SICHO OIpeleNieH NMOIXOMSIL CPOK NPedy IpUeMaHeTo Ha MSpKaTa.

Korato e npenmpuero meitctsue, 6e3 MKOHOMUUECKMST ONEPATOp [ € MMaN Bh3MOXKHOCTTA [a MPELCTABU [IOCOYECHUTE B ITbPBA
armmHest GeeKKM, HA HETO My ce IPENOCTaBsi Bh3MOXHOCT [ld NPENCTaByM OeneKKuTe BbB BB3MOXHO HAil-KpaTbK CpOK, a
TIPEIPUETOTO NEHCTBIUE Ce IpepasIiiekaa BelHara ciefl ToBa.

3. Bcska mpuera Msipka He3aGaBHO ce OTTEITIS MITM M3MEHsI, Cliefl KaTo MKOHOMUYECKMAT OIepaTop MOKaXke, ue e Mpemmpuer
e)eKTUBHO KOPUIMPALLO JefCTBIE U Y€ MBMENMETO OTTOBAPS HA M3MCKBAHMATA HA HACTOSUIMS PEITIAMEHT.

4, Koraro MApKa, IpUETa ChITIACHO YJICHOBE 95—98, 3zacsra usmenue, B UMETO OLIEHSBAHE HAa CHOTBETCTBUETO € y4acTBa
HOTI/[(l)I/IIII/lpaH OpraH, KOMIICTCHTHUTE OpraHn I/IH(I)OpMI/IpaT, upe3 eleKTpOHHATa CUCTEMA 110 UJIEH 100, cvoTBeTHUS HOTI/[(l)I/IIII/lpaH
OpraH u opraHa, OTrosapsul 3a HOTI/I(I)I/IIII/IpaHIAH opras, 3a IpennpueraTa Mspka.

Ynen 100
EnekTpoHHa cucTeMa 3a Hafi30p Ha ma3apa

1. B chrpynHuMuecTso ¢ mbpxasute wieHKM KoMmucusra ch3naBa 1 ynpasisia efeKTPOHHA CUCTeMa 32 chOmpaHe u oOpaGoTka
Ha CTIenHaTa MHPOPMALIL:

a) pesioMe Ha Pe3yNnTaTUTE OT [IEIHOCTMTE 10 HAN30p, IOCOUeHN B wieH 93, maparpad 4;
6) OKOHuATENHNs! IOKJIAJ 3a IPOBEPKATa IO uneH 93, maparpad 7;

B) MHOpPMALMS 3a M3OENUs, KOMTO MPELCTABIISABAT HEIPMEMITUB PUCK 3a 3IpaBeTo M OedomacHOCTTa o wieH 95, maparpau 2, 4
n 6;

1) uHpOPMALWIS 32 HECHOTBETCTBMETO Ha MPONYKTHUTE 110 4ieH 97, naparpad 2;
) MHGOPMALMS 33 MPEBAHTUBHITE MEPKY 33 3aKpUJIA Ha 3MPaBeTo 1o wieH 98, maparpad 2;

€) PpeslOMe Ha pesyNTaTMTe OT MPEIEMUTE M OLEHKUTE Ha NEHOCTUTE MO HA30p HA Na3apa Ha IbPKABUTE WIEHKM, [I0COYEHU B
wied 93, maparpad 8.
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2. Vudopmaumsra, nocoueHa B maparpad 1 oT Hactosupsi wieH, He3abaBHO ce IIpeaBa upe3 eeKTPOHHATA CHCTEMa Ha
BCUUKY CBOTBETHM KOMIICTEHTHI OPraHy M, KOTATO € NPUIIOXNMO, Ha HOTUGUUMPAHMUS OPIaH, M3NA CepTUUKAT B CHOTBETCTBHUE
C wieH 56 3a ChOTBETHOTO M3[EINNE, 1 € JOCTBIIHA 33 IbpXKaBute WieHKN 1 Kommcusra.

3. O6MeH€HaTa MEXIY HObpXKaBUTE UJICHKU I/IH(l)OpMaIII/[H HE C€ OIOBECTsABA Hy6J’II/I‘~IHO, KOrato ToBa MOXKe€ Ia IIOIpeYn Ha
HCiIHOCTI/ITC 110 HaJI30p Ha Iasapa M Ha CbTPYOHMYECTBOTO MEXKMY ObPKABUTE UIICHKU.

[TIABA VIII

CBbTPYTHUYECTBO MEXOY TbPXKABUTE YIIEHKM, KOOPIMHALMOHHA TPYIIA 1O MEIMHVHCKUTE
VIBIENTNA, CIEUUATIM3UPAHU JTABOPATOPUM, EKCITEPTHUTE TPYIIU U PETUICTPU HA U3IETTUATA

UYnen 101
KommnetenTHU opranu

HbpxapyuTe 4IEHKM ONpENENAT KOMIIETEHTHUS OPraH MM OpraHy, OTIOBapsAIIM 3a NPUIIAraHeTO Ha HAcToAmMA pernamedt. Te
TPETIOCTABAT HA OpraHMTE CM MPABOMOLIVSTA, Pecypcute, 0OOPYMBAHETO M EKCIIEPTHUTE 3HAHMS, HEOOXOMMMM 3a MPABMIIHOTO
VM3ITBIIHEHNE HA 3a[[auMTe MM CBINIACHO HACTOsuyst pernmameHT. Crlel Kato [IbpKaBuTe WieHKN cpobusit Ha Komucusita HanmeHo-
BAHMATA ¥ JaHHNTE 32 BPB3KA C KOMIIETEHTHNUTE OPraHM, Ts MyONMKYBA CIMCHK HA KOMIIETEHTHUTE OpraHiL.

Ynen 102
ChTpynHIYECTBO

1. KomnerentHute OpranM Ha ObpXKaBUTE UIIEHKM CBTPYOHMYAT KAKTO IOMEXKMIY CU, Taka M C Kommcusra. Komucusita
OCUTypsiBa OpraHu3annsATa Ha oOmeHa Ha I/lH(l)OpMa]_[I/I}ITa, H€06X0]11/1Ma 3a €IHAKBOTO IIpUIIAraHE Ha HACTOSALINS PEITIAMEHT.

2. [IbpxaBute WieHKM, C HOAKpermata Ha Kommcusita, ydactsar, KOTaTo e Lenecho0pasHO, B MHMIMATHBY, paspaboTeHM Ha
MEXIIyHAPOIHO HMBO C LieNl Ia Ce OCUTYPM CHTPYIHMUECTBOTO MEXMIY PEryIaTOpHUTE OpraHM B OONACTTa HA MEIMLMHCKUTE
W3HETNS.

Ynen 103
KoopnunanmonHa rpyna no MemMUmMHCKUTE U3TEINs
1. Cs3pasa ce KoopnuHauyonsa rpyna no Memuuyackure nagenmust (KITMU).

2. Beska mppxkaBa wieHka ompemend B KTMU no emmH uneH M eOuH 3aMeCTHMK C €KCIEPTHM 3HaHUS B obrnactra Ha
MEVMLMHCKUTE M3IENUs, KaKTO M 10 CIMH YileH M eMH 3aMeCTHUK, BCEKM OT KOMTO MMa EKCIEpPTHU 3HaHMsS B oONacTra Ha
MEIVLMHCKY M3IeNVs 33 MHBUTPO IMAarHOCTMKA, KaTO MaHOATBT Ha WIEHOBETE M 3aMECTHMUMTE € TPUTONMILIEH M MOXKe @Ha ce
nonHoBy. [laneHa IbpxKapa WIEHKa MOXe [1a pelly Ha OIpemeny caMO eOMH WIEH M eIMH 3aMEeCTHMK C eKCIIepTHM 3HaHuA U B
IBeTe 00ONacTu.

Unenosere Ha KIMU ce I/IB6I/IpaT Bb3 OCHOBA Ha KOMIIETGHTHOCTTAa ¥ ONWTa MM B o0nacTra Ha MEIMUMHCKUTE M3OCINA U
MEOMIMHCKNUTE M3IOENNA 32 VHBUTPO IMArHOCTHKA. Te NPENCTaBIIABAT KOMIIETEHTHUTE OPraHy Ha ObP2KaBUTE UIIEHKI. MeHara Ha
UYJIEHOBETE M OpraHM3auMnTe, KbM KOUTO IIPMHAMJIEXKAT, CE OIOBECTABAT HY6HI/I‘{HO ot Komucusra.

3aMecTHMUIUTE NpEOCTaBiIABaT YIEHOBETE M ITIACYBaT OT TAXHO MME, KOTaTO T€ OTCHCTBAT.

3. KI'MM npoBexna 3acemaHyst Ha PelOBHI MHTEPBANM, a KOTaTo OOCTOSITEICTBATA [0 HAJIArar, MO MCKaHe Ha Kommcusra win
Ha [lafieHa I’bpKaBa useHKa. Ha sacemanmsTa IpuUCHCTBAT uileHOBeTe, ONpeNesieHN MOpPamy posiiTa M eKCIepTHMUTE CM 3HaHUS B
o6racTTa Ha MeIMUMHCKMUTE M3MENNsl, UIM UIleHOBETe, ONpefeNieH ) Oy eKCIIePTHUTE CU 3HAHMS B OOIACTTa Ha MEIMIMHCKUTE
V3MeTVs 33 MHBUTPO AMATHOCTUKA, MIIM YICHOBETE, ONpEeNieH) MOPany eKCIepTHUTe CI 3HAHMS U B [BeTe OONIACTH, MIM TeXHUTe
3aMECTHMLM, CIOPEN CITyyasl.

4. KI'MM nonara BCcHYKM HeOOXOMMMM YCUIIMSA, 3a JIa NOCTUTHE KOHCEHCYC. AKO He MOXKe Iia ce NOCTUTHe KoHceHcyc, KTMU
B3eMa pelleHMe C MHOBMHCTBO OT WleHOBeTe Ci. UrieHOBeTe ¢ PasIMYHO MHEHVe MOIAT NIa MOMCKAT TeXHMUTe MHEHUS U MOTHMBUTE,
Ha KOWTO Ce OCHOBABAT Te, Iia ObIaT 3amycany B nosuumsra Ha KTMU.

5. KI'MM ce npencenatencrsa or npencrasuten Ha Komucusara. Ilpencenarenar He yyactsa B IiacysaHeTo B pamkure Ha KTMU.
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6. B 3aBucumoct ot City4ast KI'MU Moxke nma mokaHu E€KCIEepTH VIIN OPYIrU TPETU JIMLA Ha NPUCHCTBAT Ha 3acelaHuATa Wi na
NIpeacTaBAT NMMCMEHO MHEHME.

7. KIMU moxe fa cb3gaBa MOCTOSHHM WM BpeMeHHM Monrpymu. Korato e uenecbo0pasHo, OpraHu3almuTe, NpeCTaBsBaLy
VIHTEpeCUTe Ha CeKTOpa Ha MEMMIMHCKHUTE M3IeNusl, MeIMUMHCKIUTE CIeLaICTy, TabopaTopyuTe, MalueHTHTe I NoTpebuTenuTe
Ha HMBOTO Ha CbI03a, Ce KAHST B Te3M MONIPYNHM B KAYECTBOTO Ha HAOTIOMATENH.

8. KTMMU usrotss npouenypeH NpaBUIIHKK, KOWUTO ChIbpXKa MO-KOHKPETHO MPOLEAYpPU 3a:

— IIpYEMaHETO Ha CTAHOBMILIA MM IPENOPBKM WM OPYIN TO3ULMY, BKIIFOUUTEIIHO B CIEUIHM CITydan;
— JIeJIETMPaHeTo Ha 3aflauy Ha JOKJIAIuMUMTE M ChIOKIAmUMLNTE;

— npunaraHeto Ha wieH 107 OTHOCHO KOH(MMKTHTE HA MHTepecy;

— YHKUMOHNMpPAHETO Ha MONTPYIINTE.

9.  3amaunte Ha KTMMU ca onpenenexu B unex 105 or HacTosimmst pernaMeHt u B uneH 99 or Permament (EC) 2017/746.

Ynen 104
Copeiicteue or Komucusara

Komucnara oxassa ChOeicTBME 3a CHTPYIHMYECTBOTO MEXILY HAaLMOHAIIHUTE KOMIIETEHTHY Oopranu. ITo-creuyanto T4 chueiicTsa 3a
OPraHM3MPAHETO Ha OOMEHA Ha ONMUT MEXIY KOMIETCHTHUTE OPTaHM M MPETOCTaBst TEXHUUECKA, HAYUHA M JIOTYMCTUYHA MOIKpera
Ha KTMM u neitaure nomrpymm. Tst opranmaupa 3acemanmsta Ha KTMU u momrpymmre 11, y4acTa B Te3) 3aceHAHNS ¥ OCUTYpPSIBA
HEOoOXOMMMMTE TOCTTEABALIN [eIICTBISL.

Ynen 105
3amaun Ha KITMU

Cornacno Hactosims pernameHT KTMWM nMa cnegnute 3agaun:

a) MONpMHACA 3a OLEHSABAHETO HA OPTAHMTE 3a OLCHSABAHE HAa CHOTBETCTBMETO, KOMTO Ca MOJANM 3asBNEHMS, M 32 OLEHKATa Ha
HOTU(UILIMPAHUTE OPTaHM ChITIACHO pasnopendute Ha riasa IV;

0) KkOHCynTMpa KOMMCHSTA, 10 HEIHO MCKaHe, [0 BBIPOCH, CBbP3aHM ¢ KOOpAMHALMOHHATA IPyNa Ha HOTUQUUMPAHNUTE OPraHy,
Ch3lazieHa ChIJIaCHO uiieH 49;

B) [ONpMHACS 3a pa3pabOTBAHE HA HACOKM 3a eeKTMBHOTO M XAPMOHM3MPAHO NpWIAraHe HAa HACTOSLIMS PEINAaMEHT, IMO-
KOHKPETHO 10 OTHOUIEHNE Ha ONPEIENTHETO M HAaOMIONEHMeTo Ha HOTU(MUMPAHMTE OPIaHM, HPWIATaHeTo Ha obumTe
VM3ICKBAHMs 33 O€30MACHOCT M MEICTBME ¥ M3BHPIIBAHETO HA KIMHMYHUTE OLEHKM M WM3IMTBAHMS OT IIPOVM3BOLMTEIINTE,
OLICHSIBAHETO OT HOTU(UIMPAHITE OPTAHM U IEIHOCTHTE IO TPOCTIEsIBaHe Ha Ge30MaCHOCTTa;

I) [ONPMHACS 32 HENPEKhCHATOTO CIIEfieHEe HAa TEXHMUECKMs MPOrpec M MpeleHsBa Jau ca MOIXOMsum oOumTe M3MCKBAHMS 3a
0Ge30MmacHOCT M IeiicTBue, TpedBMIeHN B Hactosuws permameHT u B Permament (EC) 2017746, Taka e fa ce Ocurypu mo
TOJIXOISAN HAuMH GE30MaCHOCTTa M NeIICTBUETO HA M3ENMSTA, U 10 TO3M HAYMH A Ce CIIOMOTHE 3a IpeleHKATa Ha HeoGXOmM-
MOCTTa OT M3MeHeHMe Ha MpuIoxeHye | KbM HACTOALIMS perfaMeHT;

I) HONpUMHACS 3a pa3paboTBaHeTO Ha CTAHHAPTH 3a u3menusita, Ha OC 1 Ha HAYYHM HACOKM, BKIIIOUMTEITHO CIIELMATIHY HACOKM 3a
IPOIYKTUTE, 32 KIIMHUYHUTE U3NUTBAHUSA Ha ONPEHETIeHN UBMIENNs, U I0-CHEUMAIIHO UMIUIAHTUPYEMUTE UBMIENUs U U3HeImATa
ot knac III;

€) OKa3Ba CHICHCTBME HA KOMIIETEHTHNTE OPraHM Ha IbPXKABUTE UIEHK!M B JEHHOCTUTE UM MO KOOPHMHALMS, TMO-CHELMANTHO B
obracTTa Ha KIacMMKALMATA M ONPEHENITHETO Ha HOPMATMBHMS CTATYC HA VMBNETMATA, KIMHIMYHUTE M3MUTBAHMS, TPOCIIEMs-
BaHETO Ha 6e30MAaCHOCTTa M HAI30pa Ha Ia3apa, BKIFOUMTENTHO pa3pabOTBAHETO M NMOMAPBHXKKATA HAa PaMKa 3a eBpOIeiicKa
mporpama 3a Ham3op Ha [a3apa C LeN MocTMraHe Ha eeKTMBHOCT M XapMOHM3MpaHe Ha Hamsopa Ha masapa B Cbro3a, B
CBOTBETCTBUE C uJleH 93;

}K) npenocTassd, 1Mo cobcTBeHa MHUIMATUBA WM 10 ucKaHe Ha Komumcusra, KOHCyNTauum 1py NnpeleHkaTa Ha BbIIPpOCH BbB Bpb3Ka
C NpM1araHeToO Ha HACTOALINMS PEITIaMEHT;

3) TIONpUHACA 338 XapMOHM3MpaHE HA aIMUHMCTPATMBHATA IIPAKTUKA BbB BPb3Ka C UBHENMNATA B TbpXKAaBUTE UIICHKN.
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Ynen 106
IIpenocTaBsiHe Ha HayYHM, TEXHUYECKN M KIIMHUYHY CTAHOBUILA Y KOHCYJITALVM

1. Komucusrta, upe3 akToBe 3a M3MbIHeHMe M Kato ce KoHcyntupa ¢ KIMMU, mpemsumxpa Mepky 3a OMNpefensHETO Ha
eKCIIEPTHY IPYIM, KOWTO M4 OLEHSIBAT KIIMHMYHATA OLEHKA B CHOTBETHMTE OONACTYM Ha MeIMLMHATA CHINACHO maparpad 9 or
HACTOSIIMSA WIeH M JId TPEIOCTABAT CTAHOBMINA B CHOTBETCTBUE C uneH 48, maparpad 6 ot Permament (EC) 2017/746 otHOcHO
OLICHKATA Ha [EVICTBUETO HA HAKOM MEMLMHCKY M3OENMVs 33 MHBUTPO OMATHOCTVKA ¥, KOTATO € HeOOXOMMMO, 33 KaTeropuy Miu
TPYNM M3MENMS WM 3a KOHKPETHM PUCKOBE, CBbP3aHM C KATeTOpuy MIIM TPYMy M3HENVs, TIpM 3auMTaHe Ha NMPUHLMINUTE 33 Haif-
BMCOKA HAay4yHA KOMIIETCHTHOCT, O€3IPUCTPACTHOCT, HE3aBMCUMOCT ¥ Mpo3padyHOCT. ChluTe NMPUHLMIM Ce NpWIAraT M KOrato
KoMucusiTa pewuyt 1a ompefienyt Clelyamm3upany nabopatopun B CbOTBETCTBUE € naparpady 7 OT HACTOSILIMS YiIeH.

2. ExcrmeprHm rpymu u crenamusmpann jabopatopyum morar ma Obmar ompemensHy B oOmactn, B komro Kommcwmsra, B
koHcynTauust ¢ KTMY, ycTaHOBM HyK[aTa OT MPENOCTaBsIHE HA IMOCIENOBATENHM HAyYHM, TEXHIUECKM VI[WIM KIIMHIYHIU CHBETH
w 11a60paToOpeH eKCIIePTeH ONUT BB BPb3KA C IPUIATAHETO HA HACTOSULMS PernaMeHT. EXCIepTHNM Ipymm u creumanvi3upasy
11abOpaToOpHMIL MOTAT M1a Ce OMPENEIIIT 3a IOCTOSHHO WM BPEMEHHO.

3. EKCl’IepTHI/ITe Ipynm ca CbCTaBEHM OT KOHCYITaHTU, Ha3HauY€HM OT Komucusita Bb3 OCHOBa Ha adKTyaJICH KJIIMHMYEH, HayuyeH
WM TEXHNYECKM E€KCIIEPTEH OIUT B Ta3n O6J'I3CT, KaTo FeOFpaC])CKOTO VM paslipenenieHne oTpasssa pa3H006pa3MeTo Ha Hay4YHU U
KimHuYHK nopxomu B Chro3a. KoMucusra oInpenensd 6p0ﬂ Ha YJICHOBETE Ha BCSIKa €KCIIEPTHA IpyIa CbITIACHO ChOTBETHUTE HY2XKIIN.

UneHoBere Ha E€KCIIEPTHUTE TPYyIM WU3IIBIIHABAT 3aHauuTe CU 663Hp]ACTpaCTHO "n 06CKTI/IBHO. Te He TbpPCAT ¥ HE IOITy4aBaT
yKasaHus OT HOTI/I(l)I/lIH/lpaHI/I Oprany Wi IpON3BOOUTEIN. Bcexu or uneHoBere moIrbiBa HOeKnapauys 3a MHTEPECH, KOATO Ce
OIIOBECTABA Hy6J'II/I‘IHO.

KoMucusta ycraHOBSBA CUCTeMM ¥ IpPOLENypM 3a AKTMBHO YIIpaBNeHMe M IMPEOTBPATSIBAHE HA Bb3MOXKHM KOHQIUMKTM Ha
VHTEPECH.

4. Koraro usrorssr Hay4YHUTE CY CTAHOBUIIA, EKCIIEPTHUTE IPYIN B3EMAaT IPEIBUI CbOTBETHATA I/IH(l)OpMaHI/IS[, nmpefgocraBeHa ot
pas3nmMuHUTE 3AMHTEPECOBAHM CTPaHMU, BKIIIOUYUTEITHO OpraHMsaumyl Ha MalVEHTU Y MENVIMHCKYU CIEUNAITUCTU.

5. Komucusira, cren xoncynraumst ¢ KTMU u ny6rukysane 8 Oduyuanen eecmuur Ha Eeponeiicrus cat03 m Ha yebcaiita Ha
Komucnara n cnen noxana 3a u3passsaHe Ha MHTEPEC, MOXE [1a Ha3Ha4y KOHCYITaHTM KbM €KCIEPTHMTe Tpynu. B 3aBucmumMocT oT
BMIA HA 3af[dyaTa M HyXIaTa OT CHeuuMuHM eKCIePTHN 3HAHMS B EKCIEPTHUTE IPymM Morar na ObmaT Ha3HavaBaHy
KOHCYIITAaHTH 33 MAKCUMAIeH CPOK OT TPY TOIMHM, KATO MAHIATBT MM MOXe M1a Gble MOITHOBSIBAH.

6.  Komucnmara, cnen xoncynraums ¢ KIMM, Moxe pa BKIIOUM KOHCYITAaHTM B LEHTPalM3MpaH CIMCBK Ha HAJIMUHUTE
eKCIIEPTH, KOMTO, BBIIPEKM ue He ca O(UUMAIHO HA3HAYEHM B [ANEHA [Py, Ca HA PasIoNOXeHMe [1a MPeNOCTaBsT ChBETU U 14
nonnomarat paboTata Ha eKCIepTHaTa Ipyma, ako e HeoOxommmo. Tosu ciuchk ce myOrmkysa Ha yebcaiita Ha Komucusra.

7. Komucusita MOKe, upe3 aKTOBe 3a M3IbIHEHNMe U cred Koucynrauvs ¢ KTMY, ma ompeneny crenvanusuparu naGopatopui,
Bb3 OCHOBA Ha eKCIEPTHIS MM OINT B 0OIACTTa Ha:

— (1)]/[3I/IKO-XI/IMI/1‘{HOT0 XapakTtepusmpaHe, unmn
— VIBIUTBAHETO 3a OMONOrYHA CbBMECTUMOCT, MI/IKpO6I/IO]’IOl'I/I‘{HOTO,

MEXaHNYHOTO, €NIEKTPUUECKOTO, €JICKTPOHHOTO MM HEKIIMHUYHOTO 6]/[0]'[0FI/[‘{HO VI TOKCHKOJIOTMYHO M3NUTBAHE Ha KOHKPETHU
M3Iens, KaTeropyuy Wi rpymm MU3Henms.

KoMucusta ompefens camo crenpanusupaHy JabopaTopuu, 3a KOMTO [bpxasa wuiieHKa v CbBMECTHMST M3CIEHOBATENICKM
LIEHTHP € NONIAll 3asBJIEHNE 32 ONpENeNAHe.

8.  Cmeumamusupanute naboparopun Ha EC TpsiOBa ga OTroBapsIT Ha CIEIHNUTE YCIOBMS:

a) J1a paznornarat ¢ JOCTaTh4Y€H MEPCOHAII ¢ NTOAXoAsIIa KBaJ'lI/I(])VIKaIlVIH M alICKBATHU 3HAHUA U OIIUT B o0rnacTTa Ha M3IOCINATA, 3a
KOUTO Ca OIpeneneHm;

0) ma mpuTexRaBaT HEOOXOMMMOTO OOOPYIBAHE, 32 A M3IBIHSBAT BB3IOXKEHNUTE MM 3aTaul;
B) [ IPUTEKABAT HEOOXOMUMUTE 3HAHUS 33 MEXIYHAPOIHNUTE CTAHIAPTU U Hail-100pU IPaKTHKY;
I) 7[a MMar MOAXOMSIIA aIMUHICTPATBHA OPraHM3ALMS U CTPYKTYPa;

]1) a TrapaHTMpar, Ye TEXHUAT MEPCOHAIT C'L6J'I}O]18.Ba TOBEPUTEITHOCTTA Ha I/[H(l)OpMa[II/ISITa 1 OAaHHUTE, IMOJIy4YeHM IIpn
M3II'BITHEHNETO HA 3aJauuTe CU.
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9.  ExcrepTHMTe Ipymy, OMNpemelleHM 3a KIMHMYHA OLICHKA B CHOTBETHMTe OONAcTM HAa MEIMIMHATA, M3IBIHSBAT 3aJjauuTe,
nocoueHn B uneH 54, maparpad 1 u wien 61, maparpad 2, xakro u B pasgen 5.1 or npwioxenne IX win B pasgen 6 or
npunoxenue X, Cropeq CIIydas.

10.  ExcrmepTHure IpymM M CreLManusupaHute nabopaTopuyu MOraT [ MMAaT CIe[HWTE 3a[a4y B 3aBUCUMOCT OT IPUCBIINTE
HYKIM:

a) J1a NpeHoCTaBAT HAYyYHO, TEXHUYECKO M KIIMHUYHO C’b]le]?[CTBI/IC Ha Komucusra m KITMU BbB Bpb3Ka C IpWIaraHeTo Ha
HacTroAus periiaMeHT;

0) Ia HOMpPMHACAT 3a Pa3BUTUETO M MOIIBPKAHETO Ha momxomsiuiy Hacoku u OC 3a:
— KIMHUYHUTE U3IUTBAHMUS,
— KIMHNYHATA OLEHKA M IIPOCIIENABAHETO CIIef MyCKaHETO Ha Iasapa,
— M3NUTBAHMATA Ha JIENCTBUETO,
— OlIeHKaTa Ha HEMCTBUETO U NPOCIIENABAHETO Ha EACTBMETO CTIef ITyCKaHeTo Ha Ia3apa,
— (QU3MKO-XVMMMYHOTO XapaKTepu3npaHe, 1

— U3NMTBAHETO 3a OMONIOrMUHA CbBMECTUMOCT, MI/IKPO6I/IO]’[0FI/I‘{HOTO, MEXaHNYHOTO, €JICKTPUUYECKOTO, €JICKTPOHHOTO WMIIN
HEKJIMHNYHOTO TOKCUKOJIOITMYHO MBIIUTBAHE

Ha KOHKPETHV M3MENNsA, KaTeTOpMM WM TPYNM W3LEIMS WM 33 KOHKPETHM ONACHOCTH, CBbP3aHM C KaTeropys WM Ipyna
VBIETINS;

B) oa paspa60TBaT VI TIpaBAT MNpEriiel Ha HACOKUTE 3a KIIMHMYHA OLEHKAa M HACOKMTE 3a OLEHKAaTa Ha HEICTBUETO C LeI
OlIeHsIBAaHE Ha CHOTBETCTBMETO CHITIACHO Haii-HOBUTE HayuyHM OOCTMKEHMS 10 OTHOHICHME Ha KIIMHMYHATa OLICHKa, (1)]/13]/[](0-
XVMMMYHOTO XapaKTepusupaHe, MW3NNTBAaHNUATA 3a MI/IKpO6I/[0J'IOI‘I/lllHa CbBMECTMMOCT, MEXaHMYHUTE, €EIIEKTPUUECKUTE,
€IIEKTPOHHUTE VIV HEKIIMHUYHUTE TOKCUKOJIOTMYHY M3NUTBAHUS;

I) [a JONMPMHACAT 33 pa3pabOTBAHETO HA CTAHIAPTM HA MEXIYHAPOIHO PABHMILE, TAKa Ye [a Ce FAPAHTHMpA, Ye Te3u CTAHIApPTH
OTpa3sBaT NOCIIENHUTE HAYYHU TOCTICKEHNS;

) [Oa IpPeNOCTaBAT CTAHOBMIUA BBB BPB3KA C KOHCYNTAUMWTE OT CTPaHAa Ha NPOM3BOOMTENNTE B CBHOTBETCTBME C uileH 61,
naparpad 2, HOTMQUUMPAHNUTE OPIAHM U IBPKABMTE WICHKM B CHOTBETCTBUE C maparpadu 11—13 or Hacrosmms wieH.

e) J1a OOIpMUHACAT 3a HabeNA3BaHeTO0 Ha OMACeHus U HOBOBb3HMKBALIN BBIIPOCK OTHOCHO 0e30MacHOCTTa U HeiiCTBMETO Ha
MEIVUMHCKUTE U3IEINSI;

X) @A MPETOCTaBIT CTAHOBMINA B CHOTBETCTBHME C uneH 48, maparpad 4 or Permament (EC) 2017/746 otHOCHO OleHKaTa Ha
IEJICTBMETO Ha ONpeNeNieHy MEIMUMHCKY M3HeNNs 32 MHBUTPO IMAarHOCTHKA.

11. Komucusta yiecHaABa OOCTbIla Ha Ibp2KAaBUTE YIICHKH, HOTVI(])I/II.II/[paHI/ITC Opranm u MpOUSBOOMUTEIINTE OO CTaHOBMILATA,
NpenocTaBsAHM OT €KCNEPTHU IPynu U CrieuuanmsnpaHn na6opaT0pMM 1O BBIIPOCH, BKIIIOYBAUIN, Hapel C APYroro, KpUTEpUNTE 3a
NOIXOIAIL Ha6op OT JAaHHM 3a OLECHABAHE Ha CbOTBETCTBMETO HA JAOCHO M3[ENINE, IO-CIIEUMAJIHO 110 OTHOIIEHME Ha KIIMHUMYHUTE
JaHHU, H€O6X0]11/[MI/I 3a KJIMHMYHATA OLEHKA, 10 OTHOLIECHME Ha (l)I/IBI/IKO-XI/IMIA‘{HOTO XapakTepusMpaHe M IO OTHOLIEHME Ha
MI/IKpO6I/IO]’IOH/I‘{HI/IT€ M3IINUTBAHNMA, UBIIUTBAHMATA 3a GuonormyHa CbBMECTUMOCT, MEXaHNYHUTE, EIIEKTPUUYCECKUTE, CIICKTPOHHUTE N
HEKIIMHNYHNTE TOKCUKOJIOTMYHU V3IIUTBAHNIS.

12.  Tlpu mpuemaHeTo Ha HAYYHOTO CM CTAHOBMILE IO maparpad 9 wieHOBeTe HAa eKCNEPTHUTE [PYINM MONAraT MaKCUMAIHM
ycums 3a TNOCTUTAHETO HAa KOHCEHCYC. AKO He MOXe @a Ce IOCTMIHe KOHCEHCYC, eKCIIepTHaTa Ipyna B3eMa pelleHMe C
MHO3MHCTBO OT WIEHOBETE CM, KATO B HAYYHOTO CTAaHOBWIIE C€ NOCOYBAT PA3NMYHUTE NMO3JMUMM M MOTMBUTE, HA KOMTO Te ce
OCHOBABaT.

Komucusta ny6nmkysa HayqHMTE CTAHOBMIUA M CHBETH, NMPENOCTABEHM B ChOTBETCTBME ¢ maparpadu 9 1 11 oT HacToSIIMS HITeH,
KaTo Ce TapaHTMpa B3eMaHETO IOI BHMMAHME Ha acleKTUTe, CBBP3aHM C NOBEPUTENHOCTT, ChacHo wied 109. Hacokumre 3a
KIMHIYHATA OLICHKa, ocoueHy B maparpad 10, Oyksa B), ce mybnukysar cren kKoHcynramys ¢ KIMIL

13.  KoMucusara MOXKe N1a MOMCKA OT TMPOMBBOTMTENUTE M HOTUGUUMPAHUTE OPTaHM NI 3AIUIALIAT TAKCU 3a MPETOCTABEHUTE
CTAHOBHIIA OT eKCIIEPTHUTE IPYIM M CrieLmanusupanute aboparopuut. CTpyKTypaTa 1 pasMepbT Ha TAaKCUTE, KAKTO M PasMepbT U
CTPYKTypaTa Ha IOMIeXallUTe Ha Bb3CTAHOBSIBAHE Pa3XOmy, ce HpueMar oT KoMmcusTa upe3 akToBe 3a MBIBIHEHME, KaTo ce
B3eMaT MPeBUI LETITE 32 HAIUIEXXHO MpPWIAraHe Ha HACTOSIIVS PErTIAMEHT, 3aKPUITaTa Ha 3IpaBeTo i (Ge30MacHOCTTa, MOIKperaTa
Ha MHOBALMNTE U MKOHOMMHYECKATa eQeKTUBHOCT M HEOOXOAMMOCTTA [ Ce IIOCTUTHE aKTUBHO yuacTue B excrepTHute rpymu. Tesu
aKTOBE 32 M3ITBITHEHYE Ce NPMEMAT B CHOTBETCTBIE C IPOLIEMypaTa 10 pasiexkiaHe, ocoueHa B wieH 114, naparpad 3.
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14.  Takcure, KOuTO Ce MIamat Ha KoMucusiTa ChIIacHO mpolelypara 1o naparpad 13 oT HACTOSIINS WieH, Ce ONPENesT 1o
IIPO3paueH HauMH Bb3 OCHOBA HA Pa3XOMMTE 3a IPENOCTaBeHuTe YCIIyTH. [IBIKMMMUTE TAKCY Ce HaMarasaT B CITyyail Ha HpoLenypa
0 KOHCY/ITAalMsi OTHOCHO KIIMHWYHATA OLEHKA, NpEAIpuera B CHOTBETCTBUE C pasgen 5.1, Oykea B) or mpuoxenne 1X, ¢
YYaCTMETO Ha IIPOM3BOMNTEN, KOITO € MUKPO-, MAJIKO MM CPEHO NPENmpusTHe 110 cMuchia Ha [Ipenopska 2003/361/EO.

15. Ha Komncusra ce mpenocrass npaBOMOLIMETO [a MpueMa MeNervpaHy akToBe B ChOTBETCTBYME € wieH 115 3a M3MeHeHMe
Ha 3a[lauiTe HA eKCIIEPTHUTE TPYIA U CTeLManu3upanute abopatopuu, mocoueHy B maparpa 10 oT HacToSmMS wiieH.

Ynen 107
KoHdnukr Ha unrepecu

1. Unenosere Ha KTMV, HeiiHuTe NMOATpymM M WiICHOBETE HA €KCIIEPTHMTE IPYIM U CIELMATM3MPAHNUTE 1abOpaTOpui HsMAr
$VMHAHCOBM MM OPYIM MHTEPECH B CEKTOpA Ha MEAMUMHCKUTE M3MENs, KOUTO 6GyXa MOIMM [a MOBMVSSIT BbPXY TsXHaTa Gesmpy-
crpactHoct. Te mpumemar ma paboTAT B MHTepec Ha OOLIECTBOTO M [Ia YIPAXKHSIBAT [EMHOCTTa CM MO He3aBucuM HaumH. Te
IIeKTIapupar BCEKM NpPAK WM HENpAK MHTEPEC, KOWTO MOITAaT Na MMAaT B CEKTOpa HAa MENMUVMHCKUTE M3NENNA, M aKTyanm3upar
[EKIIApaLysITa CU [IPU BCSIKA €[IHA MMAIA OTHOLIEHNME NPOMsiHa. [leKiapalusTa 3a MHTEpecH e IMyOIuHO HOCThIHA upe3 yebcarita
Ha Komucuara. Hacrosmmar unmen He ce npuiara CHOpsAMO IIPENCTaBUTENNMTE Ha 3aMHTEPECOBAHMTE OPTaHM3aLMM, y4acTBallM B
nonrpymure Ha KTMU.

2. Excnepture m mpyrure Tpetu nmua, mokaHenn oT KIMM 3a KOHKpeTHM ciyday, JEKNIapupaT BCAKAKBM MHTEPECH, KOUTO
MOTaT J1a ¥MaT 110 OTHOUIEHNME Ha CbOTBETHMS CITyyail.

Ynen 108
Perncrpu Ha uzpemmsita u 6a3m naHHu

KoMucusita i rppkaBute UiieHKN MpenpyuemMar HeoOXommMMmTe MepKM 3a HaChpUaBaHe Ha Ch3IABAHETO HA PETMCTPH ¥ 6a3u IaHHM
32 KOHKPETHM THIIOBE M3JIENNsI, KaTO YCTAHOBSIBAT OOLIM MPMHIMIM 33 ChOMpaHe Ha ChIOCTaBMMA MHQOpMamyst. Tesn perncTpu u
a3y IaHHYM JOMPHMHACAT 33 HE3aBUCHMATa OLCHKA Ha JIbITOCPOYHATA OE30MACHOCT M MeNiCTBIME HA MBNENMSTA MM MPOCIEIMMOCTTa
Ha UMIUTAHTUPYEMUTE M3MENNsI, MMM BCUUKHM MONOOHM XapaKTePUCTHUKNL

ITIABA IX

TMOBEPUTEITHOCT, 3ALLIMTA HA JAHHUTE, QUHAHCUPAHE U CAHKLIUU
Ynen 109
IoBeputenHocr

1. OcBeH KOIaTo e MpemBUNEHO IPYro B HACTOSILMS PerfaMeHT i 6e3 ma ce 3acsraT HeficTBAlIMTe HALMOHATHM pasmopentu u
NPaKTUKM B IbpKABUTE WUIICHKM OTHOCHO MOBEPUTENTHOCTTA, BCHYKM CyOEKTH, YYacTBALM B IPWIATAHETO HA HACTOSIMIMS
pernaMent, ChOMI0aBaT OBEPUTENHOCTTA Ha MHGOPMALIMATA U TaHHWUTE, MONyYeHN NpY M3IBITHEHNE HA TEXHUTE 337y, C OLIIeN
3alMTaTa Ha:

a) JIMYHMTE TAHHU B ChOTBETCTBME C ureH 110;

0) nosepuTenHaTa MHPOPMAlMA C THPIOBCKM XapakTep M THPrOBCKUTE TaitHM Ha (M3MUECKO WIM IOPMAMYECKO JIMLE,
BKITIOUMTEITHO TPaBaTa Ha MHTEIEKTyallHa COOCTBEHOCT; OCBEH aKO PasKpMBAHETO He ¢ B OOLICCTBEH MHTEPEC;

B) e(l)eKT]/IBHOTO npuraraHe Ha HaCTOSALIVS PEITIAMEHT, IMO-KOHKPETHO IPY IIPOBEPKUTE, pa3CII€IBaHNUATA UV OIUTUTE.

2. bes na ce 3acsra naparpad 1, nadopmauusra, oOMeHeHa IIpM yCIIOBHSL Ha TIOBEPUTENTHOCT MEXIIY KOMIIETEHTHUTE OpTaHu U
MeXly KOMIIETEHTHUTE OpraHyu 1 Komumcusra, He ce paskpusa Oe3 IpelBapuUTEIIHOTO ChINIACKE HA OPTaHa, KOMTO s MPENOCTaBsL.

3. Tlaparpa¢m 1 m 2 He 3acsirar IpaBara ¥ 3abKEHMATA Ha Komycusra, mbpKaBuTe WICHKM 1 HOTH(ULMPAHUTE OPIaHM IO
OTHOIIEHNEe Ha OOMeHa Ha MHQOpPMALSL M PA3IPOCTPAHSBAHETO HA NPEAYIIPeXICHNS, HUTO 3ab/IKEHNMATa Ha COTBETHUTE JIMLA
3 IPECTaBsIHe Ha MHQPOPMALINSL ChIIACHO HAKA3aTEIIHOTO IPABO.
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4. KOMI/ICI/IﬂTa n JI'])p)KaBI/ITC YJICHKM MOratr aoa 06M€H${T HOBCpI/ITC]’IHa I/IH(l)OpMaIII/IS[ C perynaTopHMTe OpI‘aHI/l Ha TpeTI/I
]I'I)p)KaBI/[, C KOUTO Ca CKITIOUNMIIU JIBYCTpaHHI/I mim MHOI‘OCTpaHHI/l CHOpa3yMCHI/IH OTHOCHO HOBCpI/ITCJ’IHOCTTa.
Ynen 110
3amura Ha MAaHHUTE

1.  Obpxasure wieHkyn npumarar Qupektusa 95/46/EO mo otHomeHne Ha oOpabOTBAHETO HA NMYHM JAHHM, M3BHPIIBAHO B
ITbp2KaBUTe WIEHKN CHITIACHO HACTOSIUMS pEITIaMeHT.

2. 3a muuHute paHHM, Kouto Kommcmsta oOpaboTBa CBHINACHO HACTOSIIMS pernameHT, ce mnpwiara Permament (EO)
Ne 45/2001.

Ynen 111

Hauncnssane Ha Takcn

1. Hacrosmmsar pernameHT He 3acsira Bb3MOXKHOCTTA IbpKaBUTE UIIEHKM A HAUMCIIABAT TAaKCU 3a AEMHOCTUTE IO HACTOAUIMS
PpeInamMeHT, Py YCIIOBME Ye Pa3MepbT Ha TAKCUTE € ONpeleNieH MO Mpo3pavyeH HauMH M Bb3 OCHOBA Ha MPUHUMIINTE 33 NIOKPUBAHE
Ha pa3XOfuTe.
2. [Ivpxasute uneHku nudopMupar Kommcusra u ocTaHanute IbpxKaBM WICHKM HAf-MAlIKO TPM Mecelia Mpemy fa IpueMat
CTPYKTypaTa 1 pasmepa Ha Takcute. CTpyKTypaTa i pa3sMepbT Ha TaKCMTe Ce ONOBECTSIBAT IIPM MOVMCKBAHE.

Ynen 112

(Dunancupane na neitHocTUTe 110 ONpeNeNAHETO U HAGMIONEHNETO Ha HOTUPULMPAHNTE OPTaHU

Pasxomute, CBbp3aHM C JEMHOCTUTE 33 CHBMECTHO OlleHsiBaHe, ce MOKpuBar oT Kommcusra. Ypes akToBe 3a U3IIBIIHEHME

Komucusita OIpeners pasMepa M CTpyKTypaTa Ha IOMJIEKallMUTe Ha Bb3CTAHOBSABAHE Pa3Xxomy U OpYIuUTe HCO6XO]II/IMI/I mpaBuiia 3a
npuiaraHe. Te3n akToBe 3a M3IIbIIHEHUE Ce npueMaT B CbOTBETCTBME C IpoLeEnypaTa IO pasrieXnaHe, MOCOoU€Ha B YIEH 114,

naparpad 3.

Ynen 113

Cankuum
IIbpKaBuUTe WICHKM YCTAHOBSIBAT CHCTEMa OT CAHKIMY, IPUIIOXMMI TP HapylIeHNe Ha PaslopenOn Ha HACTOSILMS PEITIaMeHT, U
B3eMaT BCUYKM MEPKM, HeoOXOMMMI 3a OCUTYpsIBAHE Ha Tpwiaraneto uM. CaHKuuuTte TpsOBa 1a GBIAT eQeKTUBHM, ChPa3MEPHU 1

Bp3mupauy. [[bpxKasute wieHKM HoTuuuupar Ha Komucusira Te3u pasnopen6u u Mepku 1o 25 ¢gespyapu 2020 r. BRITIOUUTEITHO
¥t ST HOTMUIMPAT He3a0aBHO 3a BCSIKO IOCIIEMBALIO M3MEHEHME, KOeTO TH 3acsra.

ITIABA X
3AKITFOYMTETTHU PA3IIOPEIBU

UYnen 114
IIpouenypa Ha KoMuTer

1. Komucusra ce rnogmnoMara oT Komurer mo MEOMIIMHCKUTE MU3OEITNS. To3u KOMHUTET € KOMUTET 10 CMMUCBHIIa Ha PermameHT
(EC) Ne 182/2011.

2. Tlpy mosoBaBaHe Ha HACTOALINS Maparpad ce mpunara el 4 ot Permament (EC) Ne 182/2011.
3. Tlpu nosoBaBaHe Ha HaCTOsIMS naparpad ce npurara uieH 5 ot Pernament (EC) Ne 182/2011.

Korato komuteTsT He fane craHosuie, Komucusra He npuema MpoeKTa Ha aKT 3a M3IIBIHEHMe U ce TpWiara ieH 5, maparpad 4,
Tpeta amuHes ot Permament (EC) Ne 182/2011.

4. Tlpu nosoBaBaHe Ha Hactosiuust naparpad ce mpunara unen 8 ot Permament (EC) Ne 182/2011 BbB Bpb3Ka ¢ wieH 4 v 5
OT HErO, B 3aBUCUMOCT OT CITyyas.
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UYnen 115
YnpaxHsBaHe Ha JeJIeTMPAHETO

1. TlpaoMommero fa mpyema JeNerupaHy akTope ce MpegocTaBss Ha KoMucusTa Ipyu crassaHe Ha NpelBUAEHNUTe B HACTOAIIMS
ileH YCIOBYL.

2. IlpaBoMoliyeTo [ IpueMa JENernpaHy akTose, OCOYEHO B wieH 1, maparpad 5, umeH 3, uneH 10, maparpad 4, unen 18,
naparpad 3, uneH 19, naparpad 4, unen 27, naparpa¢ 10, unen 44, maparpad 11, unen 52, naparpad 5, wien 56, naparpad 6,
ureH 61, naparpad 8, unen 70, naparpad 8 u unen 106, naparpad 15, ce npegocrasst Ha Komycnsra 3a Cpok OT IeT TOIMHM,
cuntano ot 25 maii 2017 r. Komucnsra usrorss J0Kiag OTHOCHO JeJIETMPaHETO Ha IPaBOMOLIMS He IIO-KBCHO OT JIEBET Mecela
Tpeny M3TMYAHETO Ha NETTONMUIHMS CPOK. [leniermpaHeTo Ha NpPaBOMOIIMS Ce MPOIbIIKABA MBIIYAIMBO 33 CPOKOBE C €IHAKBA
TNPOIBIIKUTEIHOCT, OCBeH ako EBponerickust napnament unu ChBeThT He Bb3Pa3sT Cpelly NMOJOOHO MPOIbIXKABAHE HE MO-KbCHO
OT TPy Mecella Ipely M3TUYAHETO Ha BCEKM CPOK.

3. [ernernpaHero Ha IPAaBOMOLLMS, IOCOYEHO B wieH 1, maparpad 5, wien 3, unen 10, naparpa 4, unen 18, naparpad 3,
unen 19, naparpad 4, wien 27, naparpa 10, unen 44, maparpad 11, unen 52, naparpad 5, wien 56, maparpad 6, uneH 61,
naparpad 8, unex 70, maparpad 8 u umen 106, maparpag 15, Moxe fa Obie OTTErTeHO MO BCSAKO BpeMe OT EBporeiickus
naprmameHT mnu ot CbBera. C pelleHMeTo 3a OTTENNIIHE Ce NPEKpPaTsiBa MOCOYEHOTO B HErO JIeNerMpaHe Ha IPaBOMOLIVSL.
OTTersHeTo MOpaxia HefiCTBIe B [eHs Clie MyOnuKyBaHeTo Ha peweryero B Oduyuanen secmuur va Esponeiicrua csto3 ummn Ha
T0-KbCHA [IAT4, TIOCOYEHa B pelleHyeTo. To He 3acsra JECTBUTEIHOCTTA HA NeNerMpaHuTe aKToBe, KOMTO Bede ca B CHIIA.

4. Tlpemu npueMaHeTo Ha neermpad akT Komucusita ce KOHCYNTHpA C €KCIepTH, ONpedeNieHM OT BCAKA AbpKasa WieHKa B
CHOTBETCTBHE C MPMHIMIINATE, 3a7IeTHAM B MeXIyMHCTUTYLIMOHANHOTO criopasyMerue ot 13 anpwt 2016 r. 3a no-mo6po 3aKoHO-
TBOPYECTBO.

5. Benmnara crenm xato mpueMe menernpaH axkt, Komucysara HOTMMLMpa aKTa eIHOBPEMEHHO Ha EBporeiickus mapnaMeHT u Ha
Coaera.

6.  [emernpaH akr, mpyeT ChIMAcCHO uneH 1, maparpad 5, wien 3, wien 10, maparpad 4, wnen 18, maparpad 3, wien 19,
naparpad 4, unen 27, naparpad 10, uren 44, maparpa 11, unen 52, maparpad 5, unen 56, naparpad 6, wien 61, naparpad 8,
unen 70, maparpad 8 u unen 106, maparpad 15, Bru3a B Ciia eIMHCTBEHO ako HUTO EBpomelickusT napnament, Huto ChbBeTsT
He ca MPeNCTaBMIIN Bb3PaxXeHNsl B CPOK OT TPY Mecelia CIiel] HoTMUIMpPaHeTo 3a akTa Ha EBpormeiickus maprmameHT u Ha CbBeta,
WM aKO Mpemy M3THYAHeTO Ha TO3M Cpok u EBpomeitckmsr maprmament, u CbBerbT ca yBemommy Kommcmsrta, e Hsama ma
TPECTaBsT Bb3paxeHns. [I0COUEHMAT CPOK e YIbIKAaBa C TPU Mecelid IO MHMUMATHBA HA EBpOMeEiCKMs MapnameHT wiM Ha
CoBera.

Ynen 116
OTnenHu menernpaHy akToBe 3a pas3IMYHUTE [ellerMpaHi MPaBoOMOIIM

Komucusra npyeMa OTHENIEH [ENErVpaH akT BbB BpPb3ka C BCAKO IIPAaBOMOIIME, KOETO ne HOENETMpPaHo ChINIACHO HACTOALIMA
PCIIaMEHT.

Ynen 117
Vzmenenue Ha Oupektusa 2001/83/EO

B nmpunoxenne I kpM Iupextusa 2001/83/EO Touka 12 ot pasmen 3.2 ce 3aMeHs ChC CNEAHOTO:

,(12) Koraro mpomykT ce ypexma C HACTOSL[ATA OMPEKTMBA CBINIACHO wieH 1, maparpad 8, Bropa amuHes wmt wieH 1,
naparpad 9, sropa ammuest or Permament (EC) 2017/745 na Eponeiickus maprnament un Ha CobBera (¥), HOKyMeH-
TaUMATA 33 M3ABAHE HAa pa3pelleHye 3a ThPIOBMS BKIIIOYBA, AKO €A HAJIMYHY, PE3YNTAaTUTE OT YacTTa 3a OLEHSBAHE HA
CHOTBETCTBMETO HA W3IEMMETO C pEeNeBAHTHMTE OOWIM M3MCKBAHMS 33 OE30MACHOCT M [EHCTBME, YCTAHOBEHNM B
npusioxenye | KbM CbIMS periaament, chabpxKamm ce B EC meknmaparmsTa 3a ChOTBETCTBUE HA NMPOM3BOMMTENS MM B
CBOTBETHISI MBNANEH OT HOTMMUMpPAH OpraH cepTuMKaT, aBaml MPaBo Ha IPOM3BOMMTEIS d HAHECE MApKMPOBKATA
,CE* BbpXy MEOMUMHCKOTO M3IEIINE.

AKO IIOKyMEHTALMATa He ChIbPXKA Pe3yNTaTUTe OT OLEHABAHETO HAa CHOTBETCTBMETO IO I'bpBA allMHess M KOraTo 3a
OLIEHSIBAHETO HA CHOTBETCTBMETO HA M3ION3BAHOTO CAMOCTOSITENIHO M3IENNE Ce M3MCKBA Y4acTMETO Ha HOTUQUMUMpPAH
opran cbracHo Permament (EC) 2017/745, opraHbT M3MCKBA OT 3asIBUTENsl Ja IPEACTABM CTAHOBMILE 3a YacTTa 3a
CBOTBETCTBMETO HA M3MENMETO C NPWIOKMMUTE OOLM M3UCKBAHMS 33 OE30MACHOCT U IeIICTBME, YCTAHOBEHM B
NpUITOXeHNe 1 OT MOCOUeHNs! periaMeHT, OIpelleNieH) OT HOTUQUIMPAH OPraH, ONpENesieH ChINIACHO CBIIMSI PerlaMeHT
3a JaneHus TUI U3IETME.

(*) Pernament (EC) 2017/745 Ha Esponerickust napnament u Ha CoBera ot 5 ampun 2017 1. 32 MENMUMHCKUTE VM3OENs, 3a
uaMeHenne Ha [upekysa 2001/83/EO, Pernament (EO) Ne 178/2002 u Permament (EO) Ne 1223/2009 u 3a orMsiHa
Ha mupektusy 90/385/EMO un 93/42/EMO Ha Cveera (OB L 117, 5.5.2017 r., ctp. 1).



5.5.2017 r. Oduumanen BecTHUK Ha EBporeiickus cbio3 L 117/89

Ynen 118
Wsmenenue Ha Pernament (EO) Ne 178/2002

B wien 2, Tpera amuHest ot Perament (EO) Ne 178/2002 ce mobaest crienHara Gyksa:

L) MEIMLMHCKM m3aenst o cMuchia Ha Pernament (EC) 2017/745 ua Esponeiickus maprnament un Ha Coeera (¥).

(*) Pernament (EC) 2017/745 Ha Esponerickust napnament u Ha Cosera ot 5 ampun 2017 1. 32 MENMUMHCKUTE V3IENus, 3a
u3MeHenne Ha [upekrysa 2001/83/EO, Pernament (EO) Ne 178/2002 u Permament (EO) Ne 1223/2009 u 3a orMsiHa
Ha mupektusy 90/385/EMO u 93/42/EMO na Coeera (OB L 117, 5.5.2017 r., crp. 1).

Ynen 119
Vzmenenue Ha Pernament (EO) Ne 1223/2009

B urten 2 or Pernament (EO) Ne 1223/2009 ce mo6Gasst cremuusr naparpag:

,4.  Tlo uckaHe Ha TbpxKaBa WIEHKA WM 1O CBOS MHMIMATHBA KoMucusaTa Moxe Mia TipuemMa HeoOXOIMMMTE MEPKHM, 33 M1a
OTIpETeNy Ayt KOHKPETEH MPOMYKT WM IPyIia MPOAYKTH TOMANaT B 00XBaTa Ha ONpeTIeNeHNeTo Ha ,KO3MeTUUEH MPOMIyKT".
Te3u MepKM ce pUeMaT B COTBETCTBIE C IPOLENypaTa 10 Perynmpane, IpensuieHa B ueH 32, maparpad 2.

YUnen 120
IIpexomun paznopenou

1. Or 26 mait 2020 r. Bcsika nyOnmukauyst Ha HOTMQMKALMS BbB BPB3KA C HOTUQUMUMpPAH OpraH ChITIACHO IMPEKTHBY
90/385/EMO u 93/42[EVO crasa HeasmuHa.

2. Ceprudukarute, M3aNeHN OT HOTUPUIMPAHM OpraHy cbriacHo mupektusu 90/385/EMO u 93/42[/EMO npemm 25 mait
2017 1., OCTaBaT BamMiHM [0 M3TMYaHE HA CPOKA, MOCOYEH B CHOTBETHMSI CEPTMQUKAT, C M3KIIOUEHME HA CepTUUKATHTE,
V3[aJieHN B CHOTBETCTBME ¢ mpusioxkenne 4 koM dupekrtusa 90/385/EMO wmm ¢ npunoxerne IV kv Oupektusa 93/42[EUO,
KOMTO CTaBaT HeBAIMAHM Hai-KbCHO Ha 27 mait 2022 .

Cepruurarure, M3NAmeHNn OT HOTUGULMPAHM OpranHu cbriacHo mupektysu 90/385/EMO u 93/42[/EMO, cunrano or 25 Mait
2017 1., ocraBar BaIMIHM IO Kpas Ha IeEPMOA, NOCOUEH B CHOTBETHMS CepTMUKAT, KATO TOl He HAJXBbPIIS IIET TOIMHU CIIeN
M3IaBaHeTo Ha cepruduiara. Ceprudukarure obaue craBar HeanuuHy Ha 27 Mmait 2024 r.

3. UYpes meporaums OT WieH 5 OT HACTOSILIMS PEITIAMEHT, M3[erie, CepTUQUKATET 33 KOETO € M3NANeH B CHOTBETCTBUE C
Hupexrusa 90/385/EMO wn Oupekrusa 93/42/EMO u KOiTO ¢ BamuueH ChINACHO mMaparpad 2 OT HACTOSLIMS WIEH, MOXe i
Oble MMycHAaToO Ha Masapa WIM IyCHATO B JECTBME CaMO aKO — CYMTAHO OT HaualHaTa jaTa Ha NpWIaraHe Ha HACTOSILLMAS
peraMeHT — IPOIbIIKABA [1a CHOTBETCTBA HA M3MCKBAHMATA HA HSAKOS OT JBETE IOCOYEHU [IMPEKTMBY ¥ aKO HAMA 3HAUMTEIIHM
MPOMEHM B MPOEKTA MM MpeIHA3HAYECHNETO M. BBIIpekM TOBA M3MCKBAHMATA HA HACTOALIMS PEINIAMEHT, CBBP3AHM C HAM30pa
Creq MycKaHe Ha Na3apa, Haj3opa Ha [asapa, MPOCIENsBAHETO Ha GE30MaCHOCTTA, PErMCTPALMITA HA MKOHOMUYECKUTE ONepaTopu
¥ Ha M3IENMATA, ce IPUTIAraT BMECTO CHOTBETCTBALUMTE MM M3UCKBAHMS! HA TIOCOUCHNTE AMPEKTHUBN.

Bes ma ce 3acsrar masa [V u maparpag 1 oT HacToswms uiieH, HOTMMUMPAHWST OPraH, M3MAT cepTU¢MKaTa MO IbpPBA ATMHes,
IIPOIB/IKaBA [a OTIOBAps 3a YNPaXKHABAHETO HA IONXOMALL HAf30p IO OTHOLIEHME HA BCUUKM MPWIIOKUMYU W3MCKBAHMS,
OTHACSILIN CE IO CEPTUPUIIMPAHOTO OT HEro M3JIeIue.

4. Vapmenmsi, KOUTO ca 3aKOHHO ITyCHATH Ha Mazapa cbriacHo mupektysu 90/385/EMO u 93/42[EMO npemut 26 mait 2020 .,
¥ M3eNNs, KOUTO ca IyCHAaTM Ha masapa oT 26 Mait 2020 r. Bb3 OCHOBA Ha cepTuUKAT Mo maparpad 2 OT HACTOSLMS YJICH,
MOTaT [1a IPOIBIIKAT 1a Ce MPENOCTaBAT Ha Ia3apa VM [1a ce ITycKaT B mevicTeue 1o 27 mai 2025 r.

5. UYpes meporauus ot mupektusu 90/385/EVO u 93/42/EVO, msnenmsra, KOUTO OTTOBAPAT Ha MBNCKBAHMSTA HA HACTOSILNS
PeIaMeHT, MOTaT Jia ce MycKaT Ha nasapa mpemy 26 Mait 2020 r.

6.  UYpes meporauus ot mupektuu 90/385/EMO u 93/42/EMO opraHute 3a OlEHSBAHE HA CHOTBETCTBUETO, KOUTO OTIOBAPSAT
Ha MBMCKBAHMSITA HA HACTOSWIMS PETNIAMEHT, MoraT ma Gbmar onpenensau u Hotuduuvpary nmpenn 26 Mait 2020 r. Hotudmum-
paHMTe OPraHu, KOMTO Ca OIpeNeieH M HOTUQUIMPAHU CBITIACHO HACTOSIIMS PEITIAMEHT, MOTAT [la MPOBEXKIAT IPOLEIypUTe 3a
OLICHsIBAHE HA CHOTBETCTBMETO IO HACTOSWIMS DEINIAMEHT M JId M3MABAT CEPTUQPUKATU ChITIACHO HACTOSLIMS PEINIAMEHT Ipelu
26 mait 2020 r.
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7. [To oTHOLIEHMEe HA U3IENMSATA,3a KOUTO Ce npuiiara npouenypara 1no KOHCyNTauys 1o 4ieH 54, ce npuiara naparpac]) 5 or
HacToAmMA WICH, IIpN yCJIOBME Y€ Ca Oumm HallpaBeHn HCO6X0]1]/IMI/ITC HasHaueHus B KTMU un CKCIIEPTHUTE TPYIIN.

8.  Upes meporauus ot wieH 10a u uien 106, maparpad 1, Gyksa a) or Hdupekrusa 90/385/EVO u uten 14, naparpau 1 u 2
v wied 14a, naparpad 1, 6yksu a) u 6) or Qupektusa 93/42[EVIO, ce cunra, ue IPOM3BOMMTEIINTE, YIIBIIHOMOLIEHNUTE [PELCTa-
BUTEIM, BHOCUTEINTE M HOTUQUIMPAHMTE OPraHM, KOMTO Ipe3 IepyUola, 3aloyBall Ha IO-KbCHATA OT MATUTE, NOCOYEHU B
uied 123, maparpad 3, Gyksa 1), u npukimousamt cieg 18 Mecena, crasgar wieH 29, maparpad 4 u uien 56, naparpad 5 or
HACTOSILMSL PEITIAMEHT, Ce CUMTA, Ye CIa3BaT 3aKOHOBUTE U IOJ3AKOHOBUTE aKTOBE, IIPUETH OT [IbPKABUTE WIEHKM CHOTBETHO
cormacio wieH 10a or Mupekrusa 90/385/EMO wm unen 14, maparpadu 1 u 2 or [upekrusa 93/42/EMO u cpoTBeTHO
cormacHo wied 106, naparpad 1, 6ykea a) or Iupextusa 90/385/EMO wm unen 14a, naparpad 1, Gyksu a) u 6) or Hupexrusa
93/42/EMO, xakro e nocouero B Pemenne 2010/227EC.

9.  Pa3pelieHnsTa, M3aNeHN OT KOMIICTCHTHUTE OpIaHy Ha IbpXKaBUTe WIEHKN CBINACHO uieH 9, maparpad 9 or [dupexrusa
90/385/EMO vt uiien 11, naparpad 13 or Mupekrusa 93/42[EVO, octaBar BauaHM 3a CPOKa, ONpPENENeH B Pa3pelIcHUETO.

10.  V3menusra, momagauy B 00XBaTa Ha HACTOSILIS PEIIaMEHT CBITIACHO wieH 1, maparpad 6, OykBu €) ¥ X), KOMTO 3aKOHHO
ca IlyCHaTV Ha Ilasapa WM B JE/CTBUE B CHOTBETCTBME C MHEVCTBALIMTE NPABMUIa B ObpKasuTe wieHKM npemu 26 maim 2020 r.,
MOTaT [1a IIPOIBJIXAT Ja e IyCKAT Ha Ila3apa M Ja ce IyCKaT B JeNiCTBME B COTBETHNUTE IbPKABM UIEHKM.

11.  KnuHuuHMTe M3CreNBaHMs, KOMTO Ca 3amouHamy cbrmacHo uied 10 or Mupekrusa 90/385/EMO wmm umen 15 or
HOupextusa 93[42/EMO npemu 26 wmait 2020 r., Morar [a Opombmkar ma ce mposexmar. Or 26 Mait 2020 r. obaue
[IOKTafIBAHETO 3a CEPUO3HMUTE HEXKelaHM CHOMTUS Y HEOCTATHLMTE HA MBNEMSTA Ce M3BbPIIBA CHITIACHO HACTOSIINS PEITlaMeHT.

12.  MHoxaro Kommcusita He ompenerny m3gaBaimte CyOeKTy B CHOTBETCTBME ¢ ureH 27, maparpad 2, GS1, HIBCC u ICCBBA
Ce CUNMTAT 33 ONpENeNeHN M3NABALIN CYOeKTH.

Unen 121
OueHka

Ho 27 mait 2027 r. Komucmsara u3BbpIUBa OLEHKA HA NMPMIIATAHETO HA HACTOSAIIMS PEISIAMEHT M M3IOTBS [IOKJIA[ 3a OLEHKA Ha
HAMpebKa [0 OTHOLIEHME Ha MOCTMIAHeTO Ha HEroBUTE LIeNM, BKITIOYBALL OLEHSBAHE HA PecypcuTte, HEOOXOMMMI 3a IPUIIATAHETO
Ha HacTosMst perniaMeHT. CrelMaTHO BHUMaHMe ce OTHENs Ha HPOCIEeNMMOCTTa Ha MeIULMHCKUTE M3HeIus 4pe3 ChbXpaHeHue B
chotBercTBue ¢ wiieH 27 Ha UDI 0T MKOHOMMYECKUTE OTepaTopH, JIeueGHIUTE 3aBEEHNMs M METMIUIMHCKUTE CIEHUATUCTI.

Ynen 122
OTMsaHa

Bes ma ce 3acsra wien 120, maparpadu 3 1 4 OT HACTOSIMS PEITIAMEHT, 3aIB/KEHNSTA HA TbPKABUTE WICHKM M [POM3BOMM-
TelMTe BHB BPB3KAa C MPOCIIEHSBAHETO Ha OE30MIACHOCTTA 3ab/IKEHNMATA HA NPOM3BOINMTENNTE BB BPb3Ka C IPENOCTABSIHE Ha
mokymeHTauust cormacHo mmpektysu 90/385/EMO u 93[42[EMO, mocoueHnTe OMPEKTMBU CE OTMEHST, CUMTAHO OT 26 Mail
2020 r., ¢ U3KITIOUEHME Ha:

— uneHoe 8 u 10, unen 106, maparpag 1, Gyksu 6) u B), unen 106, naparpad 2 u unen 106, naparpad 3 or [dupexrusa
90/385/EMO, KaKTO M 3aIBIKEHMATA, CBBP3AHM C IIPOCIIEISABAHETO HA O30NACHOCTTA M KIIMHWYHWMTE M3IMTBAHMUS,
IPefBUIEHN B CbOTBETHUTE IPUIIOKEHNS, KOMTO CE OTMEHST, CUMTAHO OT IO-KbCHATA OT JaTuTe, MOCOYEHM B wieH 123,
naparpad 3, GyKBa I) OT HACTOSILNS PEITIaAMEHT;

— wurten 10a u wien 106, maparpad 1, Oyksa a) ot qupekrusa 90/385/ENO, KakTO 1 3aIBIIKEHISITA, CBBP3AHI C PETUCTPALIMSTA
HA VM3OEIMATA M MKOHOMMUYECKUTE ONEPATOPM, ¥ C YBCHOMIICHMSATA 3a CepTUMKATHTE, HPENBUACHM B CHOTBETHUTE
MPWIOXKEHNSI, KOMTO Ce OTMEHST, CYMTAHO OT 18 Mecela Clel MO-KbCHATa OT JaTUTe, MOCOUeHM B wieH 123, maparpad 3,
OyKBa I) OT HACTOSLIMS PEITAMEHT;

— wurten 10, unen 14a, maparpad 1, 6yksu B) u 1), unen 14a, maparpadu 2 u 3 u wien 15 or [upektusa 93/42/ENO, kakTo u
3aIbIKEHNATA, CBHP3AHM C MPOCIIEAABAHETO Ha O€30MACHOCTTA M KIIMHWYHUTE W3NUTBAHWSA, [PEIBMICHN B CHOTBETHUTE
IIPUIIOXKEHNS], KOUTO Ce OTMEHST, CUMTAHO OT MO-KbCHATa OT HATUTE, [OCOYeHM B wieH 123, maparpa 3, Gyksa r) or
HACTOSILLMS PETTIAMEHT; 1
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— wunter 14, maparpadu 1 u 2 u wienl4a, naparpad 1, Gyksu a) u 6) or Hupekrusa 93[42[EVIO, KakTO ¥ 3aIbIIKEHNMATA,
CBBP3AHM C PErMCTPALMATA HA M3NEMATA M MKOHOMUUECKUTE OIEPATOPH, U C YBENOMIICHNMSATA 3a CepTUUKaTITE, IIPEABUICHN
B CHOTBETHHUTE MPUIIOKEHNS, KOUTO Ce OTMEHAT, CUMTAHO OT 18 Mecela Cliell MO-KbCHATA OT [ATHUTE, MOCOYeHM B wiieH 123,
naparpad 3, 6yKBa ) OT HACTOSIILIMS PETTIAMEHT.

[To oTHOEHMEe Ha M3OennAaTa, IMoCOUYCHU B YJIEH 120, naparpa(l)l/[ 3 n 4 or HacTosus periaMeHT, OUPEKTUBUTE, IIOCOUCHN B
ITbpBa aJMHESA, IPOOBIIKABAT [a C€ IpuUiiaraT oo 27 wmait 2025 T. IO CTEIICHTA, H€O6XOIII/IM3 3a NpuUIIaraHeTo Ha IIOCOYEHUTE

naparpadu.

Hesasucumo ot mspsa amusesi, pernamentu (EC) Ne 207/2012 u (EC) Ne 722/2012 ocrasar B cuia u NMpOIBIKABAT [a Ce
TpUITAraT, OCBEH aKO ¥ JOKaTo He GbEAT OTMEHEHM C aKTOBE 33 M3ITBIIHEHME, MpMeTH OT KOMMCHSTa CBINIACHO HACTOSIIVS
peIrnameHT.

[o30BaBaHMATA Ha OTMEHEHMTE IMPEKTHUBH CE CUMTAT 33 TIO30BABAHMS HA HACTOSIIMS PETTIAMEHT M Ce UeTaT ChoOpasHO Tabruuara
Ha CBOTBETCTBMETO B npmitoxeHye XVII KbM HacTOALINA peryiamMeHT.

Ynen 123
BriuzaHe B cuila M HavanHa aTa Ha MpuiaraHe

1. Hacrosummsr pernaMeHT BIM3a B CMIa Ha [IBameceTysi AeH cren nyOnmkysasero My B Oduyuanen secmnur na Eeponeiicrug
C5103.

2. Toit ce npunara or 26 Maii 2020 r.

3. Ypes meporauus oT maparpad 2:

a) wieHose 35—50 ce mpuarar or 26 Hoemspu 2017 1. Bempeku ToBa, OT mocoyeHata fmara mo 26 wait 2020 r.
3aIBIKEHNMATa Ha HOTUQUMUMPAHNTE OPTaHy ChITIACHO uieHoBe 35—50 ce mpuiaraT camo 3a OpraHuTe, KOMTO Ca IONAH
3asBJIEHNE 32 ONpENeNAHe B ChOTBETCTBME C usleH 38;

6) wrenose 101 1 103 ce npumarar ot 26 Hoempu 2017 r.;
B) urneH 102 ce mpumara ot 26 Mait 2018 r;

1) 0e3 ma ce 3acsrar 3agbXeHMsTa Ha KoMucusra CbriacHO wieH 34, KOraro mopamm OOCTOSITENCTBA, KOMTO HE € MOITIO
pasyMHO [a Ce MpemBMIAT HpM Pa3paboOTBAHETO HA IUIaHa, mocoueH B wieH 34, maparpa¢p 1, Eudamed He e HambimHO
dyHKuMOHanHA KbM 26 Mait 2020 r., 3agbKeHMATa M M3MCKBAHMATA, Kouto ce oTHacar go Eudamed, ce mpumarar ot
[1aTaTa, ChOTBETCTBALIA HA LIECT Mecella CIiell JaTata Ha MyONMMKyBaHeTO Ha ChOOLICHMETO, MIOCOUEHO B uleH 34, maparpad 3.
PazniopenOure 1o MpeIXOTHOTO M3PEUYEHME Ca, KAKTO CIIelBa:

— uJjieH 29,

— wugeH 31,

— ujieH 32,

— uneH 33, maparpa 4,

— urneH 40, maparpad 2, BTopo u3peyeHue;
— urieH 42, naparpad 10,

— urieH 43, naparpad 2,

— unieH 44, naparpad 12, BTopa anuHes,
— wurten 46, naparpad 7, 6yksu 1) u 1),
— uyieH 53, maparpad 2,

— uyieH 54, maparpad 3,

— ujieH 55, maparpad 1,

— uneHose 70 —77,

— uyieH 78, maparpadu 1 — 13;

— ujieHoBe 79— 82;

— urieH 86, maparpad 2,

— uyteHoBe 87 u 88,

— uyieH 89, maparpadu 5 u 7 u wien 89, maparpad 8, Tpeta arnmHes,
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— wugen 90,

— wurten 93, naparpau 4, 7 u 8,

— wien 95, naparpa¢u 2 u 4,

— uited 97, naparpad 2, IOCIIEAHO U3peUeHNe,

— wunen 99, naparpad 4;

— wten 120, naparpad 3, rbpBa anumHest, BTOPO U3PEUCHIE.

Hokaro Eudamed He crane HambiHO (yHKUMOHAIHA, CHOTBeTHUTE pasnopenom ot mupextusy 90/385/EMO u 93/42/EMO
TPONBIIKABAT J1a Ce NMPUIIAraT C OrJIel M3ITBITHEHMETO Ha 3aTbIKCHMSTA, HPEIBUIEHN B pasnopenbuTe OT CIMCHKA 1O ITbpBa
aMHes: OT Hacrosilara Oyksa, B o0mactTa Ha oOMeHa Ha MH(OPMALWs, BKIIOUMTEIHO MO-CIELMATHO MHOPMALMS OTHOCHO,
IIOKJTA[IBAHETO BB BPb3KA C IPOCIIESIBAHETO HA GE30MIACHOCTTA, KIMHIYHUTE V3IMUTBAHWS, PEIMCTPALMITA HA UBNETMATA U HA

VKOHOMMYECKUTE OIICPaTOpyU, M YBEOOMIICHMATA 3a CepTI/I(l)I/IKaTI/ITe.

m uneH 29, naparpag 4 u uneH 56, maparpad 5 ce mpuiarat, CuMTaHO OT 18 Mecela criell MO-K'bCHATa OT IATHUTE, MOCOYCHM B

Oyxsa r);

€) 3a MMIUIAHTHpyeMuTe M3Heust u ugenusita ot kiac 111 unen 27, naparpad 4 3amousa ga ce mpuara or 26 mait 2021 r. 3a
uagenusta ot knac Ila u or kiac IIb unen 27, naparpad 4 3amousa ma ce mpumara ot 26 mait 2023 r. 3a uspenmsita ot
xiac [ urnen 27, maparpad 4 3amousa ma ce mpuara ot 26 mait 2025 r.;

) 3a M3OENMATA 32 MHOTOKpaTHa ynorpe6a, umitro Hocuren 3a UDI Qurypupa BbpXy caMoto uamenue, wieH 27, naparpad 4
3aIoyuBa 1a ce IpuIIara jBe TONMHM CJIef aTara, OcoYeHa B OYKBA €) OT HACTOSLWAS Iaparpad 3a CbOTBETHMS KIac M3LeNs
10 Ta3u 6yKBa;

3) mpoleypara, OCOYEHA B WieH 78, ce Ipuiara, cautaHo ot 26 Mait 2027 r., 6e3 ma ce 3acsra une 78, maparpad 14;

) wred 120, naparpad 12 ce mpuara, cunrato ot 26 mait 2019 r.

Hacrosumsr perinaMeHT € 3aIb/IKUTEIIEH B CBOSITA LIAJIOCT M €€ Ipujlara IpsKoO BbB BCMYKM ObpzKaBy
YJICHKU.

Cncrasero B CrpacOypr Ha 5 anpwt 2017 rommHa.
3a Eeponeiicrua napaamenm 3a Ceeema

Ipedcedamen ITpedcedamen
A. TAJANI I. BORG
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IPUJIO2KEHMA

I OGuivt M3MCKBaHMs 3 6E30MACHOCT M MIEHCTBIE

I TexHmuecka DOKyMeHTALVS

Il TexHmuecka JOKyMeHTauus 3a HAJg30pa Cilefl MyCcKaHe Ha Iasapa

IV EC [exnapaums 3a CbOTBETCTBUE

V  Mapkuposka 3a crorsercrsue ,CE”

VI Undopmaipmsi, KOSTO Ce MPEICTaBsi MPM PEIMCTPALIMSTA HA M3OENMUATA Y MKOHOMMUECKUTE OMEPaTopu B CHOTBETCTBUE C
uteH 29, naparpad 4 v uneH 31; OCHOBHM [aHHM, KOMTO Ce MpeHocTasAT Ha Gasata manuu 3a UDI, 3aemno ¢ UDI-DI, 8
cbOTBETCTBME ¢ wieHose 28 u 29; u cucrema 3a UDI

VIl V3uckBaHmst, Ha KOUTO TPsIOBA 1a OTTOBAPSAT HOTUGUUMPAHUTE OPTaHN

VII Tpasuna 3a Knacudurauus

IX OueHsBaHE Ha CHOTBETCTBMETO B3 OCHOBA Ha CUCTEMa 3a ynpasji€HM€ Ha KadeCTBOTO M OLEHABAHE Ha TEXHNYECKATa
TOKyMEHTALVSA

X OueHsBaHe Ha CHOTBETCTBMETO Bb3 OCHOBA Ha M3CIEABAHE HA TUIA

Xl OueHsBaHe Ha CbOTBETCTBMETO Bb3 OCHOBA HA IPOBEPKA Ha CLOTBETCTBMETO Ha IIPOMYKTa

XII  Ceprudukary, U3naBaHy OT HOTUGULMPAHUTE OPraHM

XIII Tpouenypa 3a uznenus, u3paboTeH! MO MOPHYKA

XIV  KnunynvHa OueHKa M KIIMHWYHO IIPOCIIeNsBaHe el IyCKaHe Ha Iasapa

XV KnyHu4HM M3NMUTBaHYA

XVI Crmcsk Ha rpymmTe MPORyKTH 6e3 MeNMUMHCKO MpefHa3HaueHNe, TOCOYeHN B wieH 1, naparpad 2

XVII Tabnuia Ha CHOTBETCTBMETO
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TTPUTIO2KEHME I

OBLLV U3UCKBAHMSA 3A BE3OIIACHOCT M HEVICTBUE

[TIABA 1

OBILIN U3NCKBAHMA

1. VspenmsaTa MMar [eiCTBUETO, IPEABMIEHO OT TEXHVA NPOM3BONMTEN, M CE€ MPOEKTMPAT M MPOM3BEXHAT TaKa, Ye Ipu
HOPMAITHM YCTIOBHMsI Ha ynotpe0a [a ca MOAXOMSILM 3a MpefHasHaueHuero cu. Te ca GesomacHu M eeKTMBHM M He
3aCTPAINABAT KIMHUYHOTO ChCTOSIHME MM GE30MIaCHOCTTA Ha MALMEHTUTE MM Oe30MacHOCTTa M 3[paBeTo Ha moTpedu-
TENUTE WM, aKO € NPUIIOKMMO, Ha [PYIW JIMIA, NPy YCIIOBME Y€ BCEKM EAMH PUCK, KOMTO MOXe Ha Ce CBhpXe C
ynotpe6ata MM, MpENCTaBMsBA NPUEMIIMB PUCK, NpEUCHEH CIPSMO MON3UTE 33 NALEHTA, M Ye CaMUTe W3MeNus
OTTOBApsIT HA BUCOKO HMBO HA 3aKpMIa HA 3[paBeTo ¥ OE30MaCHOCTTA, KATO Ce OTYMTAT OOLIOMPHMETUTE Hali-HOBM
HayYHM JOCTVKEHNS.

2. MsuckBaneTo, MpemByuueHO B HACTOAIIOTO IPMIIOKEHME C LNl HamallsgBaHe Ha PYUCKOBETE, JOKOIKOTO € Bb3MOXHO,
03HAayaBa HAMaJlsBaHe HAa PMCKOBETE, IOKOJIKOTO € BB3MOXKHO, 0e3 OTPMIATENHO BB3MENCTBME BbPXY CHOTHOLICHNETO
MEXIY PUCKA U TOJI3NTE.

3. [TpousBonuTENNUTE YCTAHOBABAT, NpUIAraT, JOKYMEHTUPAT M MONIbpKAT CUCTEMA 3a YIIPABIIEHNE Ha PUCKa.

YIpaBieHNeTo Ha pucKa ce pasOmpa KaTo HEMpPeKbCHAT MPOLEC Mpe3 LeNus eKCIVIOATALMOHEH CPOK Ha M3NENMETO,
M3MCKBAL PEIOBHO M CUCTEMATNYHO aKTyarmsypaHe. [Ipu ymnpasieHneTo Ha pucka Ipou3BOIUTENINTE:

a) Ch3HABaT M NOKYMEHTMPAT IUIAH 3a YIIPABIICHME Ha PUCKaA 3a BCAKO VBHEINE,
6) HabernaspaT u aHaIIM3NpaT M3BECTHUTE M NPENBUOVIMUTE ONIACHOCTY, CBBP3aHM C BCAKO MBMETINE;

B) NpeLEeHsABaT M OLEHABAT PUCKOBETE, CBBP3aHM M BB3HUKBALIM 110 BPEME Ha NpEOBUIECHATA yn0Tp66a U 1py pasyMHO
npeasuianMa HelpaBuiiHa yHOTpe6a;

I‘) IIpeMaxBaT M KOHTPOJIIMPAT PUCKOBETE, IIOCOUECHN B 6yKBa B), B CbOTBETCTBUE C M3MCKBAHMATA Ha pa3feil 4;

]1) OLIEHSIBAT BB3MEMCTBUETO Ha I/IH(l)OpMaIlI/ISITa OT €Talla Ha IPOU3BONCTBO, U IO-CIIELIMATIHO OT CUCTEMATA 3a HaO3op
cied IyCKaHeTO Ha I1a3apa, BBpPXY OINACHOCTUTE M UECTOTaTa Ha TAXHOTO MOSBABAaHE, BBPXY IIpeliEHKaTa Ha
CBbP3aHUTE C TAX PUCKOBE, KAKTO U BBPXY UAJIOCTHUA PUCK, CPOTHOIMICHMETO MEXKMIY pUCKa U IOJISUTE U NPUEMIIN-
BOCTTa Ha pUCKa; U

e) npn H606XO]1]/IMOCT VIBMEHAT MEPKUTE 3a KOHTPOII B CBOTBETCTBME C MBNMCKBAHMATA Ha pasmenn 4 BbB3 OCHOBa Ha
OlLIEHKAaTa Ha Bb3OEMCTBMETO Ha I/IH(])OpMaHI/IHTa, IIOCOYCHA B 6yKBa ]1).

4, MepKI/ITe 3a KOHTPOII Ha pUCKa, Bb3IPUETU OT IPOMU3BOAUTEIINTE IPU NMPOEKTUPAHETO M NMPOU3BOACTBOTO Ha U3IECIINATA,
OTrOBapAT Ha NPUHUUIINTE 3a 6630H3CHOCT, KaTo C€ OTUMTa 06IIIOHPMCTOT0 dKTyaJIHO CbCTOSIHME Ha TEXHOJIOTMUTE. 3a
J1a HaMaJAT pUCKOBETE, ITPOM3BOAUTEIINTE I'M YIIPaB/IABAT II0 TaKbB HAUMH, Y€ Oa €€ CTUIHE O 3aKIIIOYEHMETO, Y€ BCEKU
OCTaThY€H PUCK, CBbP3aH C OTHACIIHA OMNACHOCT, KaKTO M HLSJIOCTHUAT OCTaTbU€H PUCK, Ca IIPUEMITVBU. 3a ma M36epaT
Hail-MOIXOMISILINTE pemenus, Mpou3BOOUTEIINTE IIpUTIaraT MocoYeHata Io-goJIy MOpeqHOCT Ha NPUOPUTETUTE!

a) OTCTpaHsBAHE MM HAMANSBAHE HAa pPUCKOBETe, HOKOIKOTO € Bb3MOXKHO, upe3 O€30MacHO MpPOEKTMPaHE U
TIPOM3BOJICTBO;

6) xoraTo e Ienech0Opa3HO, MpeNnpveMaHe Ha MOAXOMSILYM IPENNa3HM MepKM, BKIIOUMTENHO MpY HEOOXOmMMOCT
TpeyIIpeNuTeNIHI CUTHANM, BbB BPB3KA C PUCKOBETE, KOUTO He MOTAT Ja ObIaT OTCTpaHEeHM; 1

B) MpemocTaBsiHe Ha MHQOpPMALms 3a Ge30MaCHOCTTa (MpemympexIeHNs[IPena3Hi MepKy/IPOTUBOMOKA3aHNs) M aKO €
LieTech00pa3Ho — OCUTypsiBaHe Ha 00yueHMe 3a moTpeburernure.

Tpom3somurenute NHYOPMUPAT MOTPEOUTENNUTE 34 OCTATBUHUTE PUCKOBE.

5. IIpu OTCTpAHSIBAHETO MM HAMATISIBAHETO HA PUCKOBETE, CBHP3AHI C IPELIKa MPK ymoTpebara, IpOM3BOIUTEILST:

a) HaMaJisgBa BbB Bb3MOXHO HA-TOIISIMA CTelleH puCKOBETE, CBBP3aHM C €PTOHOMUYHUTE XaPAKTEPUCTUKY Ha UBIETINIETO
U cpenata, B KOATO € IPENHa3Ha4YeHo a 6'1)]16 U3II0JI3BAaHO (HpOCKTI/IpaHC Ha 6630HaCHI/I 3a NMaMEHTUTE I/ISJICHI/I}I), u

6) NpeleHsABa TEXHNYECKUTE 3HAHMUA, OINT, 06pa3013aH1/Ie, 06yquM6 I, KOrato € IpWIOXKNMO, CpelaTa, B KOATO CE
M3II0N3Ba MBHEIMNETO, KaKTO U 3IPABOCIIOBHOTO U (1)]/131/["ICCKOTO CBCTOSIHME Ha LEJIEBUTE HOTpC6I/ITCJ’II/I (MO]Ie]'H/[ 3a
HECNEUMANINCTH, CICIMAINCTH, XO0pa C YBPEKIaHNA MUITN IPyTn HOTp€6I/ITeHI/I).
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6. XapaKTepI/lCTIAKI/ITC U OEVICTBMETO Ha M3MIENMETO He TpH6Ba T1a ce 3acdraT OTPULATEIIHO, KOraTo M3IEINETO € IMOMJIOXKEHO
Ha HaToOBapBaHM#A, KOUTO HE Ca MBKIIIOUEHU IIPV HOPMajHM YCIIOBMA Ha yHOTpC6a, ¥ KOrato ce rnopggabpxa IpaBUITHO
CbIJIACHO MHCTPYKUMWTE Ha IIPOM3BOOMTEILA, IO CTENEH, KOATO MOXKE [1a 3acTpalliy 30paBeTo MIN 6e30macHOCTTa Ha
IIalneHTa, HOTp€6I/IT€HH Wi, KOIato € IpUIIOXKMMO, Ha MPYIM JMIa, IIPE3 ITOCOYEHMS OT IPOUSBOOMTENIA €KCIlIOAaTa-
LMOHEH CpOK.

7. Mspenusara ce TpoeKTMpAT, MPOM3BEXKHAT ¥ ONAKOBAT TaKad, 4e XAPAKTEPUCTUKUTE MM M TAXHOTO HEfiCTBME Ipu
npeBieHaTa yInoTpeOa ma He e 3acsraT OTPULATENHO II0 BPEME HA TPAHCIOPTMpAHE M ChXPaHEHMe, HAlpUMep Ipu
MPOMSIHA Ha TEMIEPAaTypaTa M BIIAXKHOCTT, KOTATO CA B3ETH MPEIBMI MHCTPYKUMUTE M MH(OPMALVATA, IPEIOCTABEHN OT
TIPOM3BOIMTETIS.

8. BCHUKY M3BECTHM M MPENBUMIMMY PUCKOBE UM BCEKM HEXKENAH CTpaHMYeH eeKT ce OrpaHMyaBaT BbB Bb3MOXKHO Hail-
TOJIsIMA CTENeH ¥ Ca IPUEMIIMBI, KOTAaTO Ce IPEeLEHsBAT CIPSMO KOMYECTBEHO OIpeNieNieHNTe [OJI3M 3a MALMeHTa 1[in
TNOTpeOUTENS, MPOUBTUYALLM OT NEHCTBUETO Ha MU3IENMETO NP HOPMAIHMU YCIIOBMs Ha ymoTpeba.

9. 3a m3menmsATa, MOCOYEHM B Ipwioxenme XVI, obmmTe M3MCKBaHMA 3a OE30IAaCHOCT, yCTaHOBeHM B pasmerm 1 u 8§,
O3HAyaBaT, ye NPy ymoTpeOa B MPEHBMIEHNMTE YCIOBMSA M MO MpeNHA3HAUCHMe M3IENMETO He MPEICTABIABA HUKAKBB
PVICK WIIM TIPEMICTABIISABA HAii-MHOTO MAaKCHUMAITHMS TIPUEMITMB PUCK, CBBP3aH C YIIOTpebaTa Ha MpOIyKTa, ChoOpaseHa ¢
BVMCOKO HIBO Ha 3aKpuIia Ha Ge30MIaCHOCTTA M 3[PABETO Ha XOpaTa.

ITIABA 1I

U3MCKBAHUA 3A IPOEKTUPAHETO U INPOU3BOICTBOTO

10. Xumuuay, GU3MUHN ¥ OMOTIOTMUHY CBOJICTBA

10.1.  VspenmaATa ce NMpOEKTMpAT M MPOM3BEXHAT TaKa, ue Jia Ce TapaHTMpa M3IBIHEHMETO Ha M3UCKBAHMATA 3a XapakTepu-
cTukmTe 1 AeficTrero no riasa I OcobeHo BHMMaHMe ce 0OpblIa Ha:

a) M360pa Ha M3IOJN3BaHUTE MAaTeEpUany U BELIECTBA U 0c0GEHO TAXHATa TOKCUYHOCT U, aKO € NpWIOXKNMO, Bh3IIaMe-
HUMOCT;

06) CHBMECTMMOCTTA MeXIly M3IOI3BAHMTE MATEPUAIlM M BELLECTBA M OMONOIMYHMTE THKAHM, KJIETKM M TeNleCHU
TEYHOCTM IPEUBUI NPEIHASHAYEHUETO HA MBLENMETO U, KOTATO € NPUWIOKUMO, abcopbuysTa, pasipoCTPaHeHMETO,
MeTabomM3Ma U OTIEISAHETO;

B) CbBMECTMMOCTTA MEXKIY OTHCTIHUTE 4acT! Ha M3IEINE, KOETO C€ ChCTOM OT I0BEYE OT €[HAa MMIUIAHTMPYEMaA YacT;
F) Bb3[IE/ICTBMETO Ha NpouecnTe BbpXy MaTepUaHUTE CBOVICTBA;

) KOraTo e HPWIOXKIMO, Pe3yNnTaTute OT GMOQU3NUHY IPOYUBAHMS WM OT CUMYJIALMIY, YMSTO BAIMIHOCT € IpEBa-
PUTENTHO JIOKa3aHa;

e) MeXaHMYHUTE CBOVICTBA Ha M3MOJI3BAHUTE marepuany, Karto ce OTUMUTAT, aKo € IIPUIIOKKMO, aClleKTN KaToO fAKOCT,
IUIaCTUYHOCT, CBIIPOTUBIICHUE IIpU CKbCBAHE, YCTOVI‘{I/IBOCT Ha U3HOCBAHE U YCTOIZHMBOCT Ha ymMopa;

X) CBOJICTBaTa Ha NMOBbPXHOCTTA; U

3) TOTBHPXKIEHME, [OKA3BAIIO 4Ye W3IENMETO OTIOBAPS HA BCUYKM YCTAHOBEHM XUMMUHM V[wim  QU3NIHM
CrenMuKALINL.

10.2.  Vspenmara ce mpoekTypar, HPOM3BEKNAT M OINAKOBAaT TaKa, Y€ MAKCYMAJIHO [1a Ce OrPaHMYyM PUCKBT OT 3aMbPCUTENN U
OCTaThYHM BEWIECTBA 3a HalVEHTHUTE (KATo ce B3eMa MpeBUI NMPeIHA3HAYeHMETO Ha ChOTBETHOTO M3METE) M 3a JIMLATa,
yuacTBALIM B TPAHCIIOPTA, ChXPAaHEHMETO M ymorpebata Ha mamenusta. OcoOeHO BHMMaHMe ce OOpbBIIA HA TbKAHUTE,
VM3JI0XKEHM Ha Bb3AENCTBMETO HA 3aMBPCUTENM M OCTaTBUHM BEIIECTBA, KAKTO ¥ HA NPOIBIKMUTENHOCTTA M YECTOTATa Ha
BB3[IE/CTBME.

10.3. M3nenusra ce MPOEKTUPAT M MPOU3BEXKMIAT TaKa, U€ na mMorat Ge3omacHoO T1a ce M3MOJI3BAT C MaTEpPUAIIATE U BELIECTBATA,
BKITIOYMTEITHO Ta30BETE, C KOWUTO BIM3AT B KOHTAKT IPU IPEIBUOEHATA CU yHOTpe6a; KOrato mspgenysara ca IpenHas-
HA4Y€HM 3a MPUIIOKEHME HA JIEKAPCTBEHM IPOOYKTH, T€ CE€ IPOEKTUPAT M IIPOM3BEXKIAT TaKad, U€ M1a Ca CbBMECTUMM CbC
CBOTBETHUTE JICKAPCTBEHN INPOIYKTH CHITIACHO NPENNMCaHMATa M OrpaHUYEHUATA HA TE€3U JICKAPCTBEHM IPOOYKTH, KaTO
HEICTBUETO U Ha JIEKapCTBEHNUTE NMPOMYKTY, M Ha MBHEIMATA CE 3alla3Ba CIIOPEN TEXHUTE IMOKa3aHVs U IIpEIHASHAYCHUE.
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10.4.  Bewecrsa
10.4.1. TIpoextvpane M IIPOM3BOICTBO Ha M3MIENMATA

Usnennsra ce NMPOEKTMPAT M NMPOU3BEKIAT TaKa, Y€ Ja C€ HAMAJIAT, HOKOJIIKOTO € Bb3MOZKHO, PUCKOBETE OT BEILUECTBA
I 4YaCTUIY, BKITIOUUTETIHO OTHAObUM OT M3HOCBAaHE, IMPOOYKTU OT padrpaiaaHe M OCTaTbUM OT npepa60TKa, KOUTO
MOraT fa C€ OTHEIIAT OT U3IECIINETO.

3nenusita uiiM OHe3M YacTy OT TAX, WU OHE3N Matepuaim, U3IMNO0JI3BaHN B TAX, KOUTO:
— Ca MHBa3MBHU U Ca B NMPSK KOHTAKT € YOBELIKOTO TAIIO,

— CIyXart 3a (MHOI‘OKpaTHO) NpMIOKEHME Ha JICKApCTBA, TEIIECHU TCUHOCTU WIIM OPYTM BEHICCTBA, BKIIIOUMTEITHO U
ra3oBe, B’bB/OT TAJI0TO, UIIN

— CIyKar 3a TPAHCMOPTMPAHEe WM ChbXPAHEHNME HA TAaKMBA JIEKAPCTBA, TENECHM TEYHOCTM MM BELIECTBA, BKIIIOUMTEITHO
U Ta30Be, 33 (MHOTOKPATHO) MPUIIOXKEHME B TSIIOTO,

CBHIIBPKAT CIICAHNUTE BellecTBa B KOHIeHTpaumst Hag 0,1 TernoBHu % (W/w) caMo Korato ToBa ¢ 0OOCHOBAHO CBITIACHO
pasmen 10.4.2:

a) BellecTBA, KOMTO Ca KaHILEPOTEHHM, MyTaleHHM WM TokcuuHm 3a penpomykumsra (,CMR Bemectsa“), or
xareropust 1A wmm 1B cbriacHo wact 3 ot npunoxennue VI kbM Pernament (EO) Ne 12722008 Ha Esponeiickus
napramenT 1 Ha Cbeeta ('), um

6) BelwlecTBa, KOMTO HApyLIaBaT (QYHKUMMTE HAa EHIOKPUHHATA CUCTEM3, 3a KOMTO JMMa HAayyHM JOKA3aTeNcrsa 3a
BEPOSITHM CEPUO3HM MOCTICHMIN 32 YOBELIKOTO 3[paBe ¥ KOUTO Ca MACHTMGUUMPAHM CHINACHO NPOLENypaTa IO
yrieH 59 or Pernament (EO) Ne 1907/2006 Ha Esporerickust napnament u Ha CbBera (%) mim, crie IpueMaHeto Ha
Jernerupal akT or Kommcusra chacHo ueH 5, maparpad 3, mbpsa anmsest Ha Pernament (EC) Ne 528/2012 Ha
EBponerickus nmapnamenT u Ha CbBeTa (*) — B CHOTBETCTBME C Te3M KPUTEPUM, KOUTO CE OTHACAT O UOBEUIKOTO
30paBe, OT YCTAHOBEHUTE B HETO KPUTEPUIL.

10.4.2. ObocHoBka mo orTHOmeHMe Ha Hammumero Ha CMR Bemectsa 1/mmy BewiecTBa, HapyliaBauml (yHKIMMTE Ha
€HIOKPMHHATA CUCTeMa

O0G0CHOBKATA 3a HaJMUMETO HA TaKyBa BEILIECTBA C€ OCHOBABA Ha:
a) aHaJIM3 ¥ IIPOrHO3a 3a MOTEHLMAIIHATA €KCIIO3NIMSA Ha MaluMeHTa UIm IIOTpC6]/ITCJ'IH Ha BE€LIECTBOTO;

0) aHamM3 Ha BB3MOXKHM ANTEPHATMBHM BEIIECTBA, MATEPUAIM WM [POEKTH, BKIIOUMTENIHO NPU HAIMIHOCT
vHGOPMALVST OTHOCHO HE3aBUCHMM HAydYHM M3CICNBAHMS, PELEH3MPAHM MPOYYBAHMS, HAYYHM CTAHOBMIIA OT
CHOTBETHHTE HAYYH!M KOMUTETH, KAKTO ¥ AHANM3 HA HAIMYHOCTTA HA NMOTOOHY anTepHATHBIL;

B) apIyMEHTAalys 3ali0 eBCHTyaJHa 3aMsHA Ha BEWIECTBO J[WIM MaTepual Wi IPOMsSHA B NPOEKTd, MaKap M 1a e
Bb3MOXKHA, € HEIIONXOMSIIA 33 3alla3BaHeTO Ha (YHKIUMOHATHOCTTA, IECTBUETO M ChOTHOLICHMETO MEXMY PUCKa U
TOI3UTE OT MPOAYKTE; BKIIOUMTETHO KATO Ce OTYMTA Nayt Te3) M3LENMsl ca MpefHA3HAYeHV U 3a JeueHNe Ha Jela,
OpeMeHHM >KeHU MM KbPMAUKH, W JiedeHue Ha JPYTV TPYIM MALMEHTH, KOUTO Ce CUMTAT 33 OCOOEHO YSI3BUMI IO
OTHOLLEHNE Ha MOJOOHM BELIECTBA V[V MaTepyass; u

I) KOTaro € IPUIOXKMMO M MMa TaKyBa, IOCTIEAHMTE HACOKM Ha CHOTBETHMS HayueH KOMMTET ChITacHO pasgenu 10.4.3
n 10.4.4.

10.4.3. Hacoku otHOCHO {rasaTure

3a uenure Ha pasgen 10.4 Kommcusta, Bb3MOXHO Haif-cKkopo 1 10 26 mait 2018 r., Bb3jara Ha CbOTBETHMSI HayuyeH
KOMMTET MaHHAT [a M3rOTBM HACOKM, KOMTO [a ca rotosu npemu 26 maim 2020 r. MaHpaTeT Ha KOMMTETa BKJIIOYBA
HAJ-MAJIKO OLICHSBAHE HA CHOTHOLIEHMETO MEXKIY IOJ3UTE M PUCKA OT HAIMUMETO Ha (TajarTy, KOMTO CIaiaT KbM
KOSITO ¥ [Ia € OT IPyIUTe BellecTa, nocoueHy B Oyksu a) u 6) ot pasmen 10.4.1. [Ipu oLeHSBAHETO Ha CHOTHOLICHUETO
MeXMy MON3MTe M PUCKA ce B3eMa MpelBM MpeJHA3HAUeHMeTO M KOHTEKCTa Ha M3MOJ3BaHe Ha M3MIENMETO, KaKTo U
Ha/lM4HUTe aNTepHaTUBHM BEIeCTBA 1M alTepHaTUBHMTE MaTepuasy, MPOeKTH miy nedveHus. Korato ce cumta 3a Lenech-
00pa3HoO, HACOKMTE Ce aKTyalM3MpPaT Bb3 OCHOBA HA HAil-HOBMTE HAy4HM [OKA3aTENCTBA, HO HAM-MalKO Ha BCEKU IIeT
TOIMHMA.

() Permamenrt (EO) Ne 1272/2008 Ha EBponesickis naprmament i Ha CbBera oT 16 mexemspy 2008 . OTHOCHO KITACUQUUMPAHETO, €TUKETUPAHETO I
OIIAKOBAHETO Ha BEILIECTBA V1 CMECH, 32 M3MEHEHIe I 34 OTMSIHA Ha mupektysyu 67548 [EVMO n 1999/45/EO u 3a usMenenve Ha Pernament (EO)
Ne1907/2006 (OBL 353, 31.12.2008 ., ctp. 1).

(*) Permament (EO) Ne 1907/2006 Ha Esporneiicktst mapiiameHT 1 Ha Cheera oT 18 mekempy 2006 I. OTHOCHO PeTMCTPALIMATA, OLCHKATA, paspelia-
BaHeTo 1 orpaHuyasaHero Ha xumukam (REACH) (OB L 396, 30.12.2006 1., cp. 1).

(*) Permament (EC) Ne 528/2012 Ha Espomeiickus mapiament 1 Ha CbBera or 22 Mait 2012 I. OTHOCHO OTHOCHO IPEIOCTABSIHETO HA Ma3apa 1
ynorpebara Ha 6uotmmm (OBL 167, 27.6.2012 ., cp. 1).
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10.4.4. Hacoxu otHocHo mpyrn CMR BeluecTsa 1 BellecTsa, Hapylasamy ¢yHKIMUTE Ha eHIOKPUHHATA CUCTeMa

Briocrencreue Komucusra Bb3iiara MAHIAT Ha ChOTBETHMS HAydeH KOMUTET JIa M3IOTBM HACOKM ChIacHO pasmen 10.4.3
¥ 33 JIpyIUTe BEIIecTsa, MocoueHn B 6yksu a) u 6) or pasmen 10.4.1, koraro e 1enechoGpasHo.

10.4.5. Eruxetupane

AKO M3[enusi, 4acTM OT TSX, WIM MaTepyaiy, M3MON3BAHM B TSX, KAKTO € mocoueHo B pasgen 10.4.1, cbmbpkar
BerecTBa, mocoueHn B Oykeu a) u 0) or pasmen 10.4.1 B konuentpaums Hag 0,1 Ternmopau % (W/w), Hamuumero Ha
Te3) BEIIECTBA CE TMKETMPA BbPXY CAMOTO M3MeENNe V[ BbPXy ONAKOBKATA HA BCSKA eAMHMYHA OpOiiKa WM, KOTaTo
€ TMOIXOMSILIO, BbPXY ThPrOBCKATA OMAKOBKA, 3a€HO ChC CIMCHKA HA TE3M BELIECTBA. AKO Te3M M3NENMs ca MpenHa3-
HAueHM U 3a JIedeHMe Ha jeua, OpeMeHHN XEHM MM KbPMAukKy, WM JIeYeHNe Ha OPYTM TPYMM MALMEHTH, KOUTO Ce
CUMTaT 3a 0COOEHO YSI3BMMM II0 OTHOLICHME Ha MOTOOHM BEIIECTBA M[WIM MaTepyaiy, B MHCTPYKLMUTE 3a yrotpeba ce
[aBa MHQOPMALMS 3a OCTATHYHMTE PUCKOBE 3a Te3) IPYMM MALMEHTH M — aKO € MPUIOKMMO — 33 CbOTBETHUTE
TpeMnasHu MepKI.

10.5.  Vspenmara ce IpoeKTMpPAT M NMPOM3BEKHAT Taka, 4e Ha Ce HaMaJAT, JOKOJIKOTO € Bb3MOXKHO, PUCKOBETE, NPeNU3BUKaHN
OT HENpeBUAEHO NONaaHe Ha BELIECTBA B M3HENMETO, B 3aBUCYMOCT OT M3IEIMETO U €CTECTBOTO Ha CpefiaTa, B KOSITO TO
€ IpelHa3HAYeHO Ja ce M3MOIN3Ba.

10.6. Usnenusta ce NPOEKTMPAT M NMPOMU3BEKIAT TaKa, u€ [1a €€ HaMallAT, HOKOJIKOTO € Bb3MOXKHO, PMCKOBETE BbB BPb3Ka C
pasmepa n CBOWICTBaTa HAa YaCTMIIUTE, KOUTO C€ OTHENAT WIM MOTaT fla ce OTHENAT B TSJIOTO Ha MalMeHTa MM Ha
HOTpe6I/ITCJ’I$I, OCBEH aKO BIIM34T B KOHTAKT CaMO C HEYBpElEHa KOXKa. Oco0eHo BHUMAaHME Ce 06p1>111a Ha HaHOMaTte-

puanure.
11. 3apassBaHe 11 MMKPOGHO 3aMbpCsIBAHE
11.1.  WspenmAra u mpouecnte 3a IPOM3BOLCTBOTO MM Ce IPOEKTMPAT TaKa, 4e [a Ce IpeMaxHe WM, aKO TOBA He € Bb3MOXHO,

[la ce HAMAITM, TOKOJIKOTO € BH3MOXKHO, PUCKBT OT 3apa3sBaHe Ha MALMEHTUTE, OTPEOUTENNTE U KO € MPUITOKIMO —
Ha Ipyryt Jmua. [IM3aitHbT Ha U3OENNETO:

a) HaMassiBa JOKOJKOTO € Bb3MOXKHO M HeOOXOIMMO PUCKOBETe OT HeNpelBMICHM MOps3BaHMsS M yOOXKMAHMS, KATo
Hanpyumep y6oXIaHe ¢ MEIMIMHCKY WUITIH,

6) T03BOTISABA JIECHO M 6€301acHO U3IIO0JI3BAHE,

B) HaMaIsiBa, IOKOJIKOTO € Bb3MOXKHO, BCSKO OTHENSIHE Ha MUKPOOM OT M3IENMETO M/UM MUKPOOHATa eKCIIO3ULMS IIpH
ynotpeba, u

I') HE JoITyCKa MI/IKPO6HOT0 3aMbpCABaHE Ha MBHENNETO MIIM HETOBMA CbCTAB, KATO HAalpUMeEp 1'lp06]/[ MJIN TEUHOCTU.

11.2.  Koraro e HeOGXOHMMO, M3NENMETO Ce IPOEKTUPA TaKa, Ue [a Ce YIECH! HEeroBOTO 0e30MacHO MOUNMCTBAHE, Me3MHQEKIILS
VI[WITV TIOBTOPHA CTEPUITM3ALINSL.

11.3.  V3penmsra, YMilTo eTMKeT ChIbpXKa 00O3HAUeHMe 3a CreLManeH MMKPOOEH CTAaTyc, ce MPOEeKTHpAT, HPOM3BEXIAT U
OMAaKOBAT TaKa, e [ Ce TAPAHTHPA 3alla3BaHe Ha MUKPOOHIS MM CTATyC TpY MyCKaHe Ha [a3apa M [Py TPAHCIOPTHpPaHe
¥ CbXpaHEHME IPY YCIIOBUSATA, ONPENEIeHN OT TIPOU3BOIMUTEIS.

11.4.  Vspenmara, KOMTO Ce JOCTABST B CTEPUIIHA ONAKOBKA, C€ IIPOEKTMPAT, HPOU3BEXKIAT M ONAKOBAT CBIJIACHO IOIXOMALLM
TIPOLENypH, TapaHTUpALIM, Ye KOTaTo ce IMyCKaT Ha Iasapa ca CTEpPUITHM M, OCBeH aKO He € HapylleHa LeNocTTa Ha
ONAKOBKAaTa, MONIbPXKAIIA CTEPUIIHOCTTA UM, OCTAaBaT CTEPUIHM IpPY Cla3BaHe HAa YCIOBMSATA 3a TPAHCNOPTMPAHE U
ChXpAHEHMe, TIOCOYCHI OT IPOM3BOMMTENIS, O OTBAPSIHETO HA Ta3) ONAKOBKA B MOMEHTA Ha ymorpeba. lapantupa ce, ue
LIENIOCTT Ha Ta3) OMAKOBKA € SICHO BUAMMA 38 KpaitHUs MOTpebuTen.

11.5.  Wspenmsita, BBPXy umiiTo eTMkeT e OOO3Ha4eHO, Ye ca CTepWIHM, ce 0OpaboTBAT, MPOM3BEXKIAT, ONAKOBAT U
CTepUIM3MPAT upe3 NONXOMAIM BaTMIMPAHY METONIN.

11.6. N3nenusra, NpenHa3HaYeHy 3a CTepuimM3anys, ce IMpoM3BeXKnaT M ONaKoBaT B IOOXOIAIUM M KOHTPOIIVPAaHU YCIIOBUS U
CbOPbKEHNA.

11.7. CucreMute 3a OmakoBaHe Ha HECTEPUITHM MBHENNA 3alla3BaT LIENIOCTTa M YMCTOTaTa Ha IPOOYKTA ¥, aKO € MPEOBUIEHO
m3penmuAaTa na ce CTepunmsypar Inpenn yrIOTpe6a — OrpaHn4aBaT 1O MMHUMYM pHUCKa OT MI/IKp06HO 3aMbPCABAHE;
CHCTEMAaTa 3a OIIaKOBaHE € IOOXOMNsIIA 3a ITIOCOUYEHMS OT MPOV3BOOUTEIA METOIM Ha CTEPUIIM3aLINA.
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11.8. OcBen M3N0NI3BAHETO HA CUMBOJIA, KOWTO YKa3a, ue M3MIENMATA Ca CTEPWIHM, IIPU €TUKETUPAHETO Ha M3IENMATa Ce
TIpaBy pasrpaHiueHye MeXAy MIEHTMUHYM WM CXOTHM M3MNENus, MyCKaHM Ha Iasapa B CTepUIIeH U HeCTepuileH BUML.

12. Vspenms, chIbpKaly BEIIECTBO, CUMTAHO 33 JIEKAPCTBEH IIPOMYKT, M M3IIETNS, KOUTO Ca ChCTaBEHM OT BEWIECTBA MIIM OT
KOMOMHAIIMM OT BEWIECTBA, KOUTO ce abcopOMpaT OT YOBELIKOTO TS0 WIIK Ce Pa3NPbCKBAT JIOKAIIHO B HETO

12.1.  Tlpu msnenms no wied 1, naparpad 8, mbpsa anuHest KauecTBOTO, OE30MACHOCTTA U TOJ34TA OT BEWIECTBOTO, KOETO MPU
CaMOCTOSITEIHA yroTpeOa MOXe Ha Ce CueTe 3a JIeKapCTBEH MPOMNYKT IO CMUCHIA Ha wieH 1, Touka 2 or Hupekrusa
2001/83/EO, ce mpoBepsBaT Mo aHanorms ¢ Meromute no npunoxenne I kb Tupekrusa 2001/83[EO, kakrto ce
VI3UCKBA 110 IIPWIOXKMMATa IIPOLEAYpPa 33 OLEHABAHE HA COTBETCTBUETO ChIJIACHO HACTOAIUMA PEINIAMEHT.

12.2. V3menmsra, ChCTaBEHM OT BEIIECTBA VMM OT KOMOMHALMM OT BELIECTBA, KOMTO Ca MpelHa3HaueHU ma ObmaT BbBEIEHM B
YOBEIKOTO TSUIO M KOMTO ce abCOpOMPAT OT UOBELIKOTO TSUIO WM CE PA3MPhCKBAT JIOKATHO B HETO, OTTOBAPSAT, KOTATO €
IPUWITOKMMO ¥ CAMO IO OTHOLIEHME HA AaCIEKTUTe, KOMTO He MOMajaT B OOXBaTa HA HACTOSLIMS pEINIAMEHT, Ha
CBOTBETHHUTE M3UCKBaHMs 1o mpuioxenre | kpM Hupektmsa 2001/83/EO 3a ouensBare Ha abGcopOums, pasmpo-
CTpaHeHye, MeTaboNM3bM, OTHENIsSHE, IIOKAqHA I[OHOCMMOCT, TOKCMYHOCT, B3aMMOMENCTBME C MPYTM WM3HENus,
TNeKapcTBeHM MPOIYKTM WM JPYIM BellecTBA M MOTEHUMAN 3a HeXeIaHM peakluy, CBITIACHO M3MCKBAHMATAa Ha
NpUIOXKMMaTa MpolIeflypa 3a OLiEHSABaHE Ha CHOTBETCTBIMETO CHITIACHO HACTOSLINS PeIflaMeHT.

13. V3pmenus ¢ maTepuaru OT GMOJIOIMYEH IPOU3XON

13.1.  3a mspenns, NpousBeNeHM 4pe3 M3IOJN3BaHE Ha NMPOW3BOIHM HA ThKAHM MIIM KIIETKM OT YOBEUIKM IIPOM3XOH, KOUTO Ca
HEXXM3HECTIOCOOHM WMIM Ca HANPABEHY HEKM3HECOCOOHNM, OOXBAHATYM OT HACTOSIINMS PEITIAMEHT B CBOTBETCTBME C
urteH 1, maparpad 6, OykBa ), ce IpUIIAraT CIeIHUTE M3VMCKBAHIS:

a) [apsBaHETO, IOCTABSIHETO ¥ M3MMUTBAHETO Ha THKAHMTE U KIIETKMTE Ce M3BbpLBaT chracHo [upektusa 2004/23[EO;

6) 06pa6OTBaHeTO, CbXpaHsBAHETO ¥ HOPYyTUTE IeHOCTM C Te3M ThKaHM WM KIEeTKM WM TeXHUTE Npou3BOOHMN CE
M3BbpUIBAT Taka, Y€ J1a C€ OCUTYypU 6e30macHOCT 3a MaUMEHTUTE, HOTp€6I/IT€J'II/ITe 1, aKo € IpUII0KNUMO, OPyTUTE JINLA.
HO-KOHerTHO 6e301acHOCTTA 110 OTHOLIEHME Ha BUpyCu U OpyrM TPAHCMMCUMBHM areHTU C€ OCUTypsiBa Upe3
nogxogdamu METogu Ha C'b6]/[paH€ Ha MaTepuan M upe3 M3IMOJI3BaHE Ha BAJIMOMPAaHM METOOM 3a €IMMMHMpAHE I
VIHAKTVBMpPaHEe B ITPOM3BOLNCTBEHMS IIPOLICC.

B) CHCTEMATa 3a IPOCIENMMOCT Ha Te3) M3HeNs JOMbIBA M € CBMECTMMA C M3MCKBAHMATA 3d MPOCIIEMMMOCT I 3aINTa
Ha NaHHute, npensynenn B Mupektusa 2004/23/EO u Iupekusa 2002/98/EO.

13.2. KbM m3nmenmsra, MPOMBBENEHN YpE3 MNBIONI3BAHE HAa TBKAaHM WIM KIIETKM OT ZKMBOTMHCKM IIPOM3XOHd WIIM TEXHU
TIPOM3BOIHM, KOUTO Ca HEKM3HECTIOCOOHM MM ca HaIrpaBeHN HC}KI/ISHCCHOCO6HI/I, Ce npuiaraT CIIeqHUTE pasnopeu6m:

a) KOrato € BBb3MOXKHO, C OITIEN Ha BUNA XKWUBOTHYM, TbKaHUTE U KIIETKUTE OT KMBOTMHCKM IPOU3XOHN WMIIM TEXHUTE
NIpOM3BOIHM Ca IIOITyUEHM OT KMBOTHM, IIPEMMHAIIN IIPE3 BETEPMHAPEH KOHTPOJ, afalTVpaH KbM NpPEIHA3HAUCHNETO
Ha TbKaHUTE. HpOI/IBBO]II/ITe]'[I/ITe CbXpaHsABaT I/IH(I)OpMéU_U/IH 3a FCOI‘pa(l)CKI/ISI MIpon3xoMd Ha 2KMBOTHUTE;

6) cpbupaHeTo, 00paGOTBAHETO, CHXPAHSIBAHETO, M3MMTBAHETO M paboTaTa C THKAHM, KIETKM M BEUIECTBA OT
KMBOTYMHCKM TIPOM3XOLL MIIM TeXHM NPOM3BOLHM Ce M3BbPLIBAT TaKa, ue [1a ce OCUrypy GE30MacHOCT 33 NALMEHTHTE,
noTpeOUTENNTE M, aKO € NPUIOKMMO, Ipyrure Jua. [10-KOHKpeTHO Ge30MacHOCTTa 10 OTHOLIEHME HA BUPYCH U
PYTM TPAHCMUCUBHM areHTM Ce OCUIYpsBA Ype3 M3NON3BAHE HA BAIMIMPAHM METONM 34 EIUMMHUMPAHE WM
VHAKTMBUPAHE HA BUPYCUTE B IHPOM3BOLCTBEHMs NpOLEC, C MBKIIIOYEHME HA CIIyYauTe, KOTATO M3ION3BAHETO HA
TaKyMBa METOIM OM [IOBEJIO 10 HENMPUEMIIMBO BIIOLIABAHE, KOETO 3aCTPALLIABA KIMHMYHATA [10J133 OT M3LENMETO;

B) KbM M3NENMATA, MPOM3BETNEHM UPE3 M3MOI3BAHE HA THKAHM WIM KIETKM OT KMBOTMHCKM NPOM3XON WM TeXHU
nponssorHy, nocodern B Permament (EC) Ne 722/2012, ce npumarar crenmduuHuTe M3MCKBAHMUS 1O MOCOYEHIS
peInaMeHT.

13.3.  [lpu usmenus, IPOU3BENEHN Ype3 U3ION3BAHE HA HEXM3HECTIOCOGHM OMONOTMYHM BEWIECTBA, PASIINYHM OT TOCOUYCHUTE B
pasmenut 13.1 u 13.2: 06paboTBaHeTO, CHXPAHSBAHETO, MBIUTBAHETO M PAbOTATa C Te3M BEWIECTBA CE M3BBPILBAT TaKa, e
ia ce ocurypy Ge30MacHOCT 33 MALMEHTHTE, TOTPEOUTENNTE M AKO € MPUIIOKMMO — MIPYTUTE NINLA, BKIIOUMTEITHO BbB
Bepurata 3a o0e3BpeXTaHe HAa OTHAmbUM. [I0-KOHKPETHO O€30MacHOCTTa 10 OTHOLIEHME HA BUPYCM M OPYIH
TPAHCMMCUBHY areHTH Ce OCUIYpsBA Ype3 MOIXOMSLM METONM Ha ChOMpaHe Ha MaTepuain M upe3 M3ION3BaHe Ha
BaJIMAMPAHY METOIM 33 eIIMMUHVPAHE MY MHAKTUBUPAHE B IIPOM3BOICTBEHMS IIPOLIEC.
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14. M3p36OTBaH€ Ha U3MIENNSITa U B3aUMOMENCTBIE ChC cpenata, B KOATO C€ HaMyMpat

14.1.  Korato m3genyero e MpeNHAa3HAYEHO 3a M3MON3BAHE B KOMOMHALMS C MpYrM M3menust win 0OOpyHBaHe, Liiyata
KOMOVHALVS, BKIIOYMTEIIHO CBbP3BAIIATa CUCTeMa, ¢ Oe30macHa M He HapyliaBa [IOCOYEHOTO MEHCTBME Ha M3HENMATA.
Bcsko orpaHmueHye Ha ynorpebara Ha TakaBa KOMOMHALMS Ce [IOCOYBA BBPXY €TMKETa VM[WIM B MHCTPYKLMHMTE 3a
ynorpeGa. CBbp3BalmTe CUCTEMM, C KOMTO IOTpeOuternsr TpsbBa ma paboTi, Hampumep CUCTeMM 3a TpaHchep Ha
TEYHOCTV MY a3, WM 3a eNEeKTPUUECKO WM MEXaHMYHO CBHP3BAHE, Ce MPOEKTUPAT U M3PabOTBAT TaKa, Ye [a Ce CBEHaT
II0 MVHMMYM BCUYKY Bb3MOXKHM PUCKOBE, HAIIPUMEP HENPAaBUITHOTO CBbP3BaHe.

14.2. Usnenusita ce NPOEKTUPAT U ITPOM3BEKIAT TaKa, Ue a CE€ IPEMAXHAT MUJIM HAMAJIAT, TOKOJIKOTO € Bb3MOZKHO:

) PUCKBT OT YBPeXIAHE BbB BPb3KA C TEXHNUTE QU3MUECKN XapPAKTEPUCTHUKY, BKIIOUMTENHO CHOTHOMIEHNETO 00eM —
HAJISITaHe, Pa3Mepy 1, KOTaTo € Lernecho0pasHO, ePrOHOMIYHN XapaKTePUCTHKIL

6) PUCKOBETE, CBbpP3aHM C pPAa3yMHO MNPEOBMONMUI BBHITHU BB3OEICTBUS  UITU ycnoBusl Ha OKOJIHaTa Cpeld, KaTo
MAarHuTHO II0JI€, BBHIIIHY €JIEKTPUYECKN U €IIEKTPOMArHUTHU BIIVISIHUSA, €TIEKTPOCTATUYEH 3apsM, JIbUEHNE BbB BPb3Ka
C OMAarHOCTMYHM WMIIA TEPANEBTUYHM IPOLEOYpH, HaJAraHe, BIIA2KHOCT, TEMIIEpaTypa, KoneOaHyusa B HalATaHEToO U
YCKOPEHUETO UM paIOCMYLIEHNS;

B) PMCKOBETe BB BPb3KA C ymoTpebaTa Ha M3IENMMETO NPM KOHTAKTA My C MATEpUaly, TEYHOCTUM M BEUIECTBA,
BKJTIOUMTEITHO M Fa30Be, HA KOUTO € M3MOXKEHO IPY HOPMAJTHU YCTIOBHSI Ha yrnoTpe0a;

I) pUCKOBETe BB BPBb3KAa C BBH3MOXKHO OTPHUUATENHO B3amMopelicteue Mexmy codryepa m UT cpemara, B KosTO
(YHKUMOHMPA M C KOSITO CH B3AMMOMEICTBA;

]1) PUCKOBETE OT C]'ly'-lai[HO IPOHMKBAHE Ha BELIECTBA B MU3METINETO;

€) PUCKOBETE OT B3aMMHA VHTEPEPeHIMs C IPYTM M3HEusl, KOUTO OOMYAiIHO Ce M3MON3BAT Y M3IMMTBAHMATA WM
TIEYEHNETO; U

)K) puUCKOBETE OT HEBB3MOKHOCTTA 33 MOOIbPKAHE U Ka]'II/I6pIApaH€ (HaanMep I/IMl'IJ'laHTI/ITe) BCJICTICTBME Ha CTapecHe
Ha MBMOJI3BAHUTE MaTepyali UM HaMajlsiBaHE Ha TOYHOCTTA Ha U3HENNE C U3MEPBATENHA MITYT KOHTPOJIHA (1)yHKIII/I${.

14.3.  Vspenmara ce IPOEKTMPAT M IPOM3BEXKIAT TaKa, ye [a Ce HAMAIAT B MAKCUMalHA CTelleH PMCKOBETe OT IOXap MM
eKCIUTO3MsI TIPY HOpMaIHa ynotpeba u B ciydail Ha equHMuHa noBpena. CrielManHo BHMMaHKe ce 0Opblia Ha M3MENHs,
uMATO MpelBUICHA yrOTpeba BKIIOYBA KCIO3MIMS JIM M3NON3BAHE B KOMOMHALMS ChC 3alalAMM WM B3PUBHU
BEILECTBA MM BELIECTBA, KOMTO MOTAT Ja MPUUMHAT 3arlarBaHe.

14.4.  Vspmenusra ce MPOEKTHMPAT M NPOM3BEXKIAT TAKa, Ue HACTPOIBAHETO, KATMOPUPAHETO M IMOMAPHKKATA 4 MOIAT 4 Ce
VM3BBPLIBAT 6E30MACHO 1 eQUKACHO.

14.5.  V3penmsita, mpenHa3HaueHn 3a QyHKUMOHMpAHE C IPYTM M3IENNS WM IPOIYKTH, Ce MPOEKTUPAT U MPOM3BEXIAT TaKa,
e ONepaTMBHATA ChbBMECTMMOCT 1 CHOTBETCTBMETO MOMEXKIIY VMM [d Ca HANEXIHM 1 Oe30macHM.

14.6  Cxamara Ha M3MepBaHe, HaOmoOneHne M MamaObT Ha M300paxeHNMe e MPOCKTUPAT ¥ IMPOM3BEXKIAT B CHOTBETCTBUE C
€PrOHOMUYHMTE NPUHININ, KATO Ce OTYMTAT MPEIHA3HAUCHMETO, LENeBUTe MOTPeOUTENM M YCIOBMSTAa HA Cpeiara, B
KOSITO M3NEIMSITA Ca MPeHA3HAYCHN Na GbIAT M3IO3BAHM.

14.7.  Vispmenusita ce IPOEKTMPAT M IIPOM3BEXMIAT TaKa, Ye [ Ce YIECHSIBA TAXHOTO 0E30IACHO YHMINOXKAaBaHe M 00e3Bpex-
[IAHETO Ha CHOTBETHMTE OTMATHM BEWIECTBA OT MOTPeOUTENs, MALMEHTa MM APYIH JIMLA. 3a Ta3y Les IPOM3BOIMTENNTE
OINpeNeNAT U M3MUTBAT MPOLEMYPH M MEPKM, Upe3 KOMTO TEXHMTEe M3HEIMs Aa Morar ma Obgar GesomacHO obe3BpemeHy
crte, ynorpe6a. Tean mpouemypu ce ONMCBAT B MHCTPYKIMUTE 3a yroTpea.

15. V3memyist ¢ TMAarHOCTUYHA MIIV M3MEPBATeNHA GYHKLMS

15.1. M3nenusara ¢ OUarHOCTUMYHA WU M3MepBaTeItHa (l)yHKL[I/IH C€ MPOEKTMpAT M NPOU3BEAKIAT TaKa, Y€ Ha C€ OCUTYPAT
JOCTaTb4yHa TOYHOCT, NMPEUN3HOCT U CTabUITHOCT ¢ OIVICH Ha NMpEeOHa3HauY€HMETO UM Ha 6azaTa Ha NoOXoisilM HaydyHU U
TEXHUYECKU METOIN. HpOI/l3BO]1]/ITeJ'IHT nocousa OOIyCTUMUTE TpaHMIN Ha TOUHOCT.

15.2.  V3MepBaHusTa, HAIpaBeHM upe3 WM3NENMsl C M3MepBaTeNHAa QYHKUMS, Ce WM3Pa3siBaT B CTAHNAPTHM COMHMUIM B
CBOTBeTCTBHE C pasnopendute Ha Iupextusa 80/181/EMO Ha Coeera (').

(") Oupexrnsa 80/181/EMO ma CsBera ot 20 mekemspyt 1979 I. 3a cOMKaBaHe Ha 3dKOHOIATENICTBATA HA IbPXKABMTE WICHKV OTHOCHO MEpPHUTE
eIMHMLM ¥ 38 OTMsiHa Ha [Tupektusa 71/354/EMO (OB L 39, 15.2.1980 r., c1p. 40).
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16. 3aiuTa OT JrbueHme
16.1.  O6wu nonoxenus

a) Wsnenusra ce MPOEKTMPAT, MPOU3BEKAAT M ONAKOBAT TaKa, Y€ JIa C€ Hamalii, HOKOJIIKOTO € Bb3MOXKHO, €KCIIO3MUMATA
Ha JTbUCHME Ha MAOVEHTH, HOTp€6I/IT€HI/I VI OpyTy JIMIA 10 HauMH, CbBMECTMM C IPETHA3HAYEHMETO VM, Oe3 ToBa oa
Oorpanmnvana INpWIOKEHNETO Ha MOOXOHALINTE IIOCOUEHN HVBA HAa JIBYCHME 3a TEPANIEBTUYHM U OMAaTHOCTUUHM LEIN.

6) B uHCTpyKUMMTE 32 ymOTpeba Ha M3MENMATA, M3THYBALIY PUCKOBO MM MOTEHLMAIHO PUCKOBO JIbUEHME, C& ChIbPXKA
nofpo6Ha MHGOPMALIVS 32 ECTECTBOTO HA M3ITBUCHOTO IThUECHME, CPEICTBATA 3 3ALIMTA HA [ALMEHTa ¥ [OTpeOuTeris
M HauMHMTE 3a M30srBaHE HAa HENpaBMIHATA yroTpeba M 3a HAMalsBaHE HA PUCKOBETE NPY MHCTAIMPAHETO,
IOKOJIKOTO TOBA € BB3MOXHO 1 HeobOxommmo. Ilocousa ce u MHQOpPMAIMS 32 IPUEMAHETO M W3MMTBAHETO HA
TIEJiCTBMETO, KPUTEPUITE 3a NPYUEMaHe 1 NpOLEAypaTa 3a MONIPbXKKA.

16.2 IpenBuneHo npuenue

a) Korato u3penmsra ca NpenHa3HauYeHM Na M3TbYBAT PUCKOBO MIIM ITOTEHUMAIIHO PVICKOBO HMBO Ha I7IOHI/[3]/IpaIHO ]/I/
nim Hel7[0H]/[3I/IpaH_[0 JIbYCHUE, HCO6XO]II/IMO 3a KOHKpE€THa MEOMIMHCKa ILEeJ, 3a KOETO C€ CuuTa, ue IIoI3ara
HalBullaBa PUCKOBETE, CBbP3aHU C JIBUEHMUETO, Tpﬂ6Ba oa € Bb3MOZKHO HOTp€6MT€HﬂT J1a KOHTpOIMpa JIbYCHUETO.
Te3au wuspmenust ce NIPOCKTMPAT U IPOM3BEXKIAT Taka, U€ Ha OCUTYpABAT Bb3IPOM3BOOMMOCT Ha CBOTBETHUTE
NPOMEHJIMBY TIapaMEeTp B paMKUTE Ha OOITYCTUM TOJIEpAHC.

6) Korato wmanenmsra ca NpenHa3HaYeHy [1a M3IIbYBAT PUCKOBO MM IOTEHLMAIIHO PUCKOBO I710HM3I/IpaIHO I/I/I/IJ'II/I
H€I7IOHI/I3I/IpaIHO JITPYCHNE, MPU BB3MOXKHOCT T€ Ca CH36H€HIA C BU3yaJlIHO I/I/I/IJ'II/I 3BYKOBO IIPEOYIIPEXMICHNE 3a TOBA
U3TbYBAHE.

16.3.  Vspenmara ce HpPOEKTMpAT M IHPOM3BEKIAT TaKa, 4ye Ha Ce HaMalM, HOKOJIKOTO € Bb3MOXKHO, €KCIO3MUMSATA Ha
NMalMeHTHUTe, TOTpeOUTeNNTe U IPYTUTE JMLA Ha HEMPENBUNEHO, CTPAHMYHO MM PascesiHO TbueHue. Koraro e Bb3MOKHO
¥ TIPUIIOXKMMO, Ce M3OMpAT METONM, KOMTO HAMAlsiBaT eKCIO3MLMATA HA ITbYeHME Ha IAUMEHTHTE, MOTpebuTenuTe 1
IIPYTUTE LA, KOUTO MOTaT 1a ObIaT 3acerHaTu.

16.4.  Vonusupamo mhueHve

a) Mamenmsra, mpegHa3HAueHM Ha M3ITBUBAT JIOHM3MPALIO JTBUEHME, CE IIPOEKTUPAT M NMPOM3BEXKIAT B CHOTBETCTBUE C
usnckBanysaTa Ha [upekrusa 2013/59/EspatoM 3a OmpenesisiHe Ha OCHOBHM HOPMM Ha 0€30IIaCHOCT 3a 3ailnTa
Cpelly ONacHOCTHTE, IPOM3TUYAILIM OT M3JIaraHe Ha JIOHM3MPALIO JIbUEHME.

6) M3nenusra, NpenHa3HaueHM Ha MU3ITbYBaT I7IOHI/I3I/[paIJ.[0 JTbUCHME, €€ IIPOEKTUpAT M IIpOM3BEXKMIAT TaKa, 4ue Oa ce
rapanTupa, KOrato € BB3MOXKHO C OIJIEN Ha MNpeOBUIEeHaTa UM yHOTpC6a, ue KOJIIMYECTBOTO, TCOMETpUsATa U
KaueCTBOTO Ha IIPOM3BEIEHOTO JIBYEHME MOraT Ha C€ IIPOMEHAT M KOHTPONIMpaT, M aKO € BB3MOXHO — [a ce
[pociensBar 1o BpeMe Ha JICUEHUETO.

B) M3nenusra, u3rbuBaiim I7[OHI/I3]/IpaIIIO JTBYEHME 3a NMArHOCTMYHA PpafyoOIIorus, C€ MPOEKTUpAT U MPOU3BEXKIAT Taka,
€ Ja MNOCTUTHAT 06p33 M/I/IJ'II/I Ka4ueCTBO, IOOXOOAIIM 3a MEAMUMHCKOTO ITpEdHa3HaY€HME, KaTO CE€ HaMajdgBa Hoo
MVHUMYM €KCIIO3MLMATA Ha JTbYEHNE Ha INMalMEHTa U HOTpe6I/ITCJ’IH.

F) Uznenusita, kouto npoussexnaT I7[OHI/[3V[paI_IIO JTbU€HME UM Ca IpefJHa3HaY€HM 3a TEpaleBTMUHA paanoiiorusd, ce
NMPOEKTUPAT M INPOMU3BEKIAT TaKa, Ue J1d HaBaT Bb3MOZKHOCT 3a HageXkIHO Ha6J'IlO]IeHI/IC I KOHTPOII Ha [03aTa, BMOA
Ha JTbUUTE, CHEPIUATa 1, KOrato € uenec1>06pa3H0, KayeCTBOTO Ha JTbYCHUETO.

17. [IporpamMmpyemi eneKTPOHHM CUCTeM) — M3eNus, BKIIOUBALM B CbCTABA CU IPOTPAMUPYEMI ENIEKTPOHHY CHCTEMI U
codtyep, KOITO cam 1o cebe i MPenCTaBsBa u3mese

17.1.  V3penmsita, BKITIOWBALUM B ChCTABA CU IPOTPAMUPYEMI €NEKTPOHHM CUCTEMM, BKITIOUMTENHO codryep, umn codryep,
KOITO caM 1o ceGe Ci MpeICTaBisiBa M3IeNe, Ce MPOEKTMPAT TAKA, ue [a TAPAHTMPAT IIOBTOPSIEMOCT, HAJEXITHOCT U
meiicTBie ChOOPa3HO MpenBuieHata UM ynotpeba. B cryuait Ha eqMHIYHA MOBpea ce MpUeMaT HeOOXOIMMIUTE MEPKM 33
OTCTpaHABaHE WM HaMaslABaHe Ha MOCNEABAIUMTE DPUCKOBE MIIM HApylUleHus Ha JeHCTBMETO, JIOKOJIKOTO TOBa €
Bb3MOXHO.

17.2.  3a u3menusra, BKIIOUBALIM B ChCTaBa CU codryep, win 3a codryep, KOITO caM IO cebe CM NPENCTaBIisBa M3MENNe,
codryepbT ce paspaboTBA M NPOM3BEXNA B CHOTBETCTBME C HAl-HOBMTE HAYUHM IOCTUXEHMS, KAaTO CE OTYMTAT
NPUHIMINTE HAa LMKBIA Ha pa3paboTBaHe, YIPABIEHMETO HA DUCKA, BKIIOYMTENHO MHQOPMALMOHHATA CUIYPHOCT,
TIpOBEpKaTa U BalMAMPaHETO.
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17.3.  Codryepbr no Hacrosiuust pasfel, Ipe[HA3HAYeH 33 U3NOJ3BaHE B KOMOMHALMS ¢ MOOWMIIHYM KOMITIOTBPHM ILTaT¢OPMI,
ce NpOeKTHpa ¥ IPOM3BEXKIA, KATO CE B3EMAT NPENBUI KOHKPETHUTE XapaKTepUCTMKM Ha MOOMIHATa Iwiatdopma
(HampuMep pasmep M CHOTHOLICHME Ha KOHTPACTa HA €KpaHa) M BHHIIHMTE (AaKTOPU BbB BPbH3KA C M3ION3BAHETO MY
(poMeHsIIIa ce cpela MO OTHOLIEHME HA CBETNIMHATA MM LIyMa).

17.4.  TlpousBommTenute yCTAHOBABAT MUHMMAIIHM M3NCKBAHWS 3a Xapiyepa, xapakrepuctukute Ha UT mpexute u nudopma-
LIMOHHO-TEXHOJNIOTMUHMTE MEPKM 3a CUTYPHOCT, BKITIOUMTENTHO 3AIMTATd CPEUly HENO3BOJIEH [OCTBI, KOSTO e
HeoOXo[mMa, 3a 1a MOXKe codTyepbT Aa GYHKLUMOHMPA IO NpeNHA3HAYEHNMe.

18. AKTMBHU M3[ENNS M CBbP3aHM KbM TAX M3LENNs

18.1. B cimyyail Ha eOMHMYHA NOBPeNa IPM HEMMIUIAHTMPYEMM aKTMBHM M3IENMsl ce MpMeMaT HeoOXOmMMuTE MepKM 3a
OTCTpaHsiBaHe MM HaMallsBaHe Ha MOCTIeMBAIINTE PUCKOBE, IOKONIKOTO TOBA € Bb3MOXKHO.

18.2.  Wspenmsita, mpy Kouto GE30MACHOCTTa HA MALVEHTA 3aBUCM OT BBTPEIICH M3TOYHMK HA EHEPIVWs, ca CHabmeHM c
amapatypa 3a OIpeHeNAHe Ha ChCTOSHMETO Ha M3TOUHMKA Ha Heprys U C MONXONALIO IpefyNpeXaeHne Wi yKasaHue
33 TOBAa KOrd KANMALWMTETBT HA M3TOYHMKA HA CHEPIsl NOCTUIHE KPUTMUYHA TOUKA. AKO € HEOOXOMMMO, Mpemympex-
TIEHVETO MIIM YKa3aHMETO Ce JaBa IIPpey KalalMTeThT Ha M3TOYHMKA HA eHepryus I JOCTUTHE KPUTUYHATA TOUKA.

18.3.  V3penusita, mpy Komto 6e30IaCHOCTTa Ha MALVIEHTA 3aBICY OT BBHINEH M3TOYHNMK HA CHEPIVs, ca CHabIeHM C alapMeHa
CHUCTEMa, KOSITO JIa CUTHATM3MPA 33 BCAKO HapylIeHMe B 3aXpaHBaHETO.

18.4.  Vsmenusra, mpenHa3HAYECHM 33 HAONIONEHME HA €IMH MIM MOBede KIMHUYHM NMapaMeTbpa Ha MALMEHT, ca CHabIeHM ¢
TMOIXOMUSILM ATaPMEHN CHCTEMH, CUTHATIM3MpAILH [TOTPeGUTeNIs 3a CUTyalmy, KOUTO OuxXa MOIIM [1a MPENM3BUKAT CMBPT
MM CEPMO3HO BIIOLIABAHE HA 3IPaBOCTIOBHOTO CHCTOSIHME HA NAlMEHTa.

18.5. M3nenusra ce MPOEKTHPAT U IPOU3BEXKIAT TaKa, Y€ MNOKOJIKOTO € BB3MOXKHO, B IpEOBUAECHATA 3a TAX pa60THa Ccpena
puUCKOBETE OT Ch3[aBaHE HA E€JIEKTPOMArHNUTHU CMYILIEHNS, KOUTO MOIAT Oa ITOBIUAAT Ha HECTBMETO Ha BBIIPOCHUTE UIIN
Opyry U3Oenmns Ui anapaTu, aa 6’])]13T MMHUMAJIHN.

18.6. Uznenusra ce NMPOEKTUPAT M IPOM3BEXKIAT TaKa, u€ JOa OCUTYpABAT HMUBO Ha BbTpPEUIHA YCTOI7I‘-II/IBOCT Ha €JIeKTpo-
MarnuTHM CMyHIICHMA, KOCTO [1a € MOOXOMsIIO, 3a Ja MM I103BOJIM Oa pa60T$IT 110 IpeIHa3HauYCHUeE.

18.7.  Us3penusita ce MpOEKTMPAT M MPOM3BEXKIAT TaKa, Ye JOKOIKOTO € Bb3MOXKHO, Iia ce M30erHe PUCKbBT OT CIIy4aitHu TOKOBM
yHapyu Ha MalyeHTa, MOTPeOUTENs WM IpYTo JMUe TPY HOPMaHa yrotpeba M Npy eIMHUYHA [IOBPENa Ha M3HEIMSTa,
KOTaTo Ca MHCTAIMpPaHy U MONIbPKAHM CIOPeN MHCTPYKUMUTE Ha IPOV3BOMMTEIIS.

18.8.  Mspmenmmsara ce mpoeKTMpar M NMPOM3BEKHAT TaKa, 4ye, HOKOJIKOTO € Bb3MOXKHO, [d Ca 3alMTeHM OT HepaspelleH IOCTBHII,
KOI1T0 61 MM nompeunt ga GYHKLUMOHUPAT MO HpeIHA3HAUCHIe.

19. CrermanHy M3UCKBAHMUS 3a aKTMBHUTE VIMIUTAHTUPYEMU U3TOETNSA

19.1. AKTUBHUTE VIMIUTAHTVIDYEMM WM3OETIMA CE IIPOEKTMPAT M IPOM3BEXNAT Taka, Y€ [a C€ IIpEMaxHaT WM CBEOAT HO
MMHMMYM, TTOKOJIKOTO € Bb3MOZKHO:

a) PUCKOBETE, CBBpP3aHM C WBIIOI3BAHETO Ha eHCpl’I/II?IHI/I U3TOYHMIM, KaTO Ce O6’pr€ CleunajgHO BHMMAHME Ha
y3onauyara, M3TNYauMTe TOKOBE U MPETPSABAHETO HA M3MENNATA IIPY UBIIONI3BAHETO HA EIIEKTPUYECTBO,

6) PpUCKOBETE, CBHP3aHU C JIEUEHUE, 0Cc00€eHO OHE3!, KOUTO NMPOU3TUYAT OT yHOTp€6aTa Ha ]16(1)]/[6le'IaT0p]/[ UJIN BUCOKO-
YECTOTHA XMPYprm4ecka amnaparypa, u

B) PUCKOBETE, KOMTO MOTAT []a Bb3HMKHAT, KOraTO MOIAPBXKKATA I KAIMOPUPAHETO Ca HEBB3MOXKHI, BKITIOUMTENHO:
— NpeKOMEPHO yBeNMyeHNe Ha M3THYALINTE TOKOBE,
— OCTapsiBaHE Ha M3IIOJI3BAHNUTE MaTepyay,
— IIPEKOMEpHa TOIUIVMHA, TeHEPUPaHa OT M3HENNETO,
— HaMmaslsABaHe Ha IIPEM3HOCTTA Ha HAKOJ M3MEepBaTeNeH Ypell Ml KOHTPOTIEH MEXaHU3bM.
19.2.  AKTMBHMTE UMIUIAHTUPYEMM M3NENNA Ce POEKTUPAT M IIPOU3BEXKIAT TaKa, Ue Jia Ce OCUTYpIL:
— KOTaTo € NMPUIIOXKIMO, CHbBMECTUMOCT Ha M3HENNATA C BEWIECTBATa, KOMTO Te Ca MpeIHa3HaueHy [a IpuIiarat, u

— HaeXIHOCT Ha M3TOYHMKA Ha €HECPINS.
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19.3. AKTUBHUTE VMIUTAHTAPYEMN MBIETINA U, aKO € IPUIOXKMUMO, TEXHUTE CbCTaBHU 4acCTy, ce I/IJICHTI/I(l)I/I[II/IpaT TaKa, 4e na
II03BOJISIBAT B3€MAHETO HAa BCUMUYKN H€O6XOHI/IMI/I MEpKM CIi€[ OTKpMBAaHE Ha MOTEHLMAJIEH PUCK BBB BPB3Ka C UBHENMATA
MJIN TEXHUTE CbCTaBHU YaCTU.

19.4.  Ha akTuBHMTE MMIUIAHTMPYeMM W3HETMs Ce IMOCTaBsl KOI, Upe3 KOMTO Te M TEXHMST MPOM3BOAMTE] MOIAT Ha Obgar
KATeTOPMYHO MICHTUOUUMPAHY (IO-CIELMAIIHO 10 OTHOIICHME Ha BUIA HA M3IENMETO U TOIMHATA My Ha IIPOM3BOLICTBO);
Ipy HeoOXOIMMOCT TO3M KOJ TPs0Ba 1a MOXKe [1a ce pa3unta, Oe3 ga e HeoOXOmMMa XMPYPriuecka MHTEPBEHIMA.

20. 3aumra OT MEXaHWYHM UM TOIUIMHHYU PUCKOBE

20.1.  M3pmemuara ce MPOEKTMpPAT ¥ NPOM3BEKMAT TaKa, ue MALMEHTUTe M HOTpeOMTENMTE [ Ca 3alUTEHV OT MEXaHWYHM
PUCKOBE, CBbP3AHM HAIPUMEP C YCTONUMBOCTTA HA [IBUKEHME, C HECTAOMITHOCT M C JBIMXKCIINTE CE YacTH.

20.2.  Vsmenusra ce MPOEKTMPAT M MPOM3BEXKIAT TaKa, Ye A Ce HAMAIT [0 MMHUMYM pPUCKOBETE OT IEHEPUPAHM OT
u3fenmsTa BUOpPALMIM, KAaTO Ce OTYMTAT TEXHMYECKUSAT MPOrpeC M ChLIECTBYBALIMTE CPENCTBA 3a OrpaHNMYaBaHe Ha
BUOpatymTe, 0COOEHO TPY M3TOYHMKA, OCBEH KOTaTO BUOPALMUTE Ca YaCT OT [I0COYEHOTO AEHCTBHE.

20.3. N3nenusra ce MPOEKTHPAT Y IPOM3BEKIAT TaKa, Y€ [a CE€ HAMAJIAT 1O MMHMMYM PUCKOBETE OT U3ITBUEHMA LIYM, KaTO CE
OTUNTAT TEXHMYECKMAT IIPOrpeC M CHIIECTBYBAIINTE CPENCTBA 3a OrpaHMYaBaHE Ha IIyMa, 0co6eHo py U3TOYHMKA,
OCBEH KOI'aTO MBITPUYEHMAT IIYM € 4YacT OT IIOCOYEHOTO HelcTBIE.

20.4. TCpMI/IHaHI/ITe VI CBBbP3BALINTE YACTU KBM M3TOUHMIM HaA €JIEKTPUUECTBO, Ia3, XMUOPaBIMYHA VI ITHEBMAaTUYHA €HEPINA, C
KOUTO HOTpC6I/IT€H}IT wm apyro Jmme Tp51613a aa pa60T1/1, C€ IPOEKTMPAT M KOHCTPYMpAT Taka, Y€ BCMUYKM BB3MOXKHMI
puckoBe ma ca MUHMMAITHN.

20.5. rpeHIKI/ITC, KOMTO MOraT Ia €€ HallpaBAT IIPM MOHTAX MJIM CMSIHA Ha OIIpedesieHN 4acTy, KOUTO Guxa Mormm Ja Cb3ganmaTr
puCKOBE, € IMPEOOTBPATABAT UPE3 IPOCKTVPAHETO M KOHCTPYKLMATA HA TE3U 4YaCTV MM, aKO TOBa € HEBB3MOXKHO —
upes ]/IH(l)OpMaIH/lH, IIOCOY€HA BBPXY CAMUTE YacTu I/I/ WIN KOXYCUTE UM.

Cpirara I/IH(l)OpMaIH/UI CE NMPEOCTaBst BbpXY NBM2KCIINUTE C€ YaCTH M/]/UII/I TEXHUTE KOXKYCH, KOraTo IIOCOKdTa Ha IBM2KCHUE
Tpﬂ6Ba Ja € M3BECTHaA, 3a [a ce us0erne PUCKBT.

20.6. HOCT'I)HHIATQ YacTu Ha M3OenmsTa (C MBKITIOYEHME Ha YaCTUTE MM 30HUTE, NMPEIHA3HAYEHN [a U3IThbUBAT TOIUIMHA WIIM [1a
ce HaI‘pSIBaT) 1 CbCEOHUTE MM YaCTU IpU HOPMAJIHM YCIIOBUSL Ha yn0Tpe6a HE JOCTUIaT IIOTEHUIMAIHO OIIaCHU

TeMIepaTypu.

21. 3aurmTa OT PUCKOBE 33 MALMEHTA WK MOTPEOUTENst OT MBMENMsl, TOCTABSIIM CHEPIUs MM BELIECTBA

21.1.  V3pmemusara, KOMTO JOCTABAT HA IALMEHTA CHEPIVMS WM BELIECTBA, Ce MPOEKTMPAT M M3PabOTBAT Taka, ye CKOPOCTTa Ha
MOTOKA []a MOXE Ma Ce perynMpa M MONTbPXa C TOYHOCT, KOSITO Ja TapaHTHpa Oe30IacHOCTTAa HA NALMEHTA U
norpe6uTersi.

21.2.  Vapmenmsra ca cHabmeHM C IPUCIIOCOONEHSI 32 PENOTBPATSBAHE V[N CUTHATM3MPAHE 33 BCSIKA HEMOMIXOISIA CKOPOCT
Ha NOTOKA HAa EHEPIWS WM HA [OCTABSHMTE BEWIECTBA, KOATO Oy MOIMA [ MPEICTaBIsiBa OINACHOCT. V3menmsra
MPUTEKABAT MONXOMSI 3ALUTHN IIPUCIIOCOONEHNS], KOUTO, TOKONKOTO € Bh3MOXKHO, IPENOTBPATSBAT MHUMIECHTHOTO
0cBOGOZKIIABAHE HA OMACHO KOMMUYECTBO EHEPIHs WM BEIIECTBA OT M3TOUHMK HA EHEPIVsl M/l Ha BELIeCTBa.

21.3.  (QyHKummre Ha KOHTPONMTE ¥ MOKA3ATENUTE Ca SACHO OGO3HAYEHM BHPXY M3menmsta. Korato mamenmsra ca npuupyxkeHu
OT MHCTPYKUMM 3a ynorpeba WM Bu3yalHa cucTeMa 33 pabOTHMTE WIM HACTPOWBAHWTE MM IApaMETPH, Ta3u
uHdopMaLms e pasbupaeMa 3a OTPeOUTENsL, & aKO € TPUITOKIMMO — M 33 TALMEHTA.

22. 3ammMra OT PUCKOBE, CH3MANEHM OT MEMVMIMHCKM M3OENs, [PEIHA3HAYeHM OT IPOM3BONMTENS 3a ymorpeba oT
HeCIenamicTy
22.1.  Vapmenmsra 3a ymorpeba OT HeCICLMAIMCTY Ce IPOEKTMPAT M IPOM3BEKIAT Taka, Ye A (YHKUMOHMPAT IPABUIIHO

CBITIACHO NpEHA3HAUEHMETO CH, KaTO Ce OTUMTAT YMEHUATA ¥ CPENCTBATA, C KOWTO PasNonarar HecelyuanyucTuTe, KakTo
¥ BB3IEHCTBUETO Ha MPOMEHNTE, KOMTO MOTaT 0OOCHOBAHO MIa CE MPENBUMIIT B TEXHMKATA U CPENaTa Ha HECIICLMAIINCTA.
VudopMaumsTa M MHCTPYKLMMTE, IPENOCTABEHM OT IPOM3BOJMTENS, Ca JIECHM 3a pasbupaHe M Ipuiiarase OT
HeCTIeLMaNCTa.
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22.2.  MWspenusara 3a ynotpeba OT HeCHELMANMUCTH Ce IPOEKTUPAT M MPOM3BEKNAT TAKa, Ue:

— 7a Ce TapaHTypa, 4ye M3ENMEeTo MOXKe MIa Ce M3IOM3Ba Oe30IaCHO M TOYHO OT LeNeBNs! OTPeOMTeN Ha BCUUKM €Tay
OT MpOLIeMypaTa, aKo ¢ HeOOXOMMO — CIIef] OCUTYpsIBAHE Ha MOIXOMSIO 00yUeHNe My MHPOpPMALIs,

— JJa Ce¢ HaMaJim BbB BbH3MOXKHO Haif-ronsiMa U nouxopsilia CTENEH PUCKBT OT HENPENBUOCHU IOPA3BAHUA U
y60}KHaHI/l}I, KaTO Halpumep y60}K]IélH€ C MEOMUIMHCKN UITIN, U

— Ja ce HAMalyM BbB BH3MOXHO Haii-TolsiMa CTeNeH PUCKBT OT IpellKa Ha LeneBust moTpebuten mpu pabota ¢
VBNETINETO ¥, KO € IIPMIIOKMMO, IIPY THIIKYBAHETO Ha Pe3yIITaTuTe.

22.3.  Koraro e uenecb0bpasHo, M3menusTa 3a yrnorpeba OT HECHELMATMCTY BKIIIOYBAT IPOLEAYpA, UPe3 KOATO HeCIelya-
JIUCTBT:

— MOXe€ Ia Iposepu 1o BpeMe Ha ynorpe6aTa Ham U3OeNmneTo (l)yHKLlI/IOHI/Ipa, KaKkTO € MpeaBUaCHO OT MPON3BOOUTEIA,
un

— aKo e NpUIoKNUMO, G1Ba MpeIyNpeKIaBaH, akO U3IENMETO He MPECTAaBN BaJIMICH Pe3yIITar.

ITIABA III

U3UCKBAHUSA 3A UHQOPMALIMATA, IPENOCTABAHA C U3EIIUETO

23. Etuker u mHCTpyKLMM 32 ynotpeba
23.1.  OO6wm M3MCKBaHNS 32 MHPOPMALMSTA OT IIPOU3BOIUTENS

Bcsiko usnenue ce npuapyxasa OT I/lH(l)OpMaIH/I}I 3a IAI[CHTI/I(I)I/IHI/[paHe Ha M3OEIMETO M MPOU3BOOUTEILL MY U OT BCAKAKBa
I/IH(l)OpMaIII/ISI 3a 6630H3.CHOCTT61 u HeﬁCTBMeTO, OT 3HA4yeHue 3a IIOTpe6I/ITCJ'IH mm 3a Opyro Jmue, B 3aBUCUMOCT OT
ClTy4asl. Tazu I/IH(l)OpMaLII/lH MOXKE 1a € Ha CaMOTO M3MENNe, Ha ONaKOBKATa MM B MHCTPYKLUMUTE 3a yHOTp€6a n — aKo
TIPOVBBOOMTENIAT VIMa ye6ca]7[T — C€ I0COYBa 1 C€ aKTyanmaypa Ha ye6ca17lTa, KaTo C€ B3€Ma IIpEOBMUI CIIETHOTO:

8.) HOCUTEIIAT, (])OpMaT'I:T, CbIbpPKAHNETO, UETIIMBOCTTA M PA3IIOJIO2KCHMETO HA €TUKETA M Ha MHCTPYKIMUTE 3a yn0Tpe6a
Ca nouxonAuy 3a KOHKPETHOTO M3HENNeE, IMPpEeNHasHAaYeHMETO MYy M TEXHUUYECKNUTE 3HaHMA, OIINT, 06pa3OBaHI/Ie nim
06}7'-161'[]/16 Ha HCHCBI/IH(Te) HOTpC6I/IT€J’I(I/I). HO-KOHKPCTHO VHCTPYKIIMUTE 3a yHOTp€6a Ca pefakTypann I10 JIECHO
pa36MpaeM Ha4MH 3a LEJICBUS HOTpC6I/ITCJ’I Y, aKO € MOOXOIAlO, Ca NOITBIIHEHN C YEPTEXKM U OUarpamu;

6) wmHdopMaumsTa, KOSTO TPsOBA 1A € MOCOUEHA BbPXY €TMKETa, Ce MPEHCTaBs HAa CaMOTO W3Henye. AKO TOBa e
HEBB3MOXKHO MM HEMOOXOAIO, YacT OT MHQOpPMALMATA MM LsiaTa MHQOPMALMST MOXeE [a Ce [Mocoud Ha
ONAKOBKATA Ha BCSIKA eMHIYHA OpOJiKa 1/WiM Ha ONAKOBKAaTa Ha MHOXKECTBO M3HETIS;

B) ETMKETMTE Ce NPEACTaBSAT BbB (QOpMar, pasOmpaeM 3a XOpara, ¥ MOTAaT [a Ce HOMBIHAT ¢ MHPOpPMALMS, KOATO Ce
pasumTa OT MAlMHA, KATO HampuMep paamouectotHa yneHTHukauus (RFID) mm Gapromose;

I) MHCTpYKLMMTE 3a ymorpeba ce OCHIypsiBaT 3aemHO ¢ u3femusita. 1o WM3KIOYeHMe, He ce WBUCKBAT TaKMBA
VHCTPYKUMM 3a ynoTpe0a 3a m3genust or kiac I u kiac Ila, ako Te3y y3menust MOTaT [ia ce M3Mon3sat 6e3omacHo Oe3
TaKMBa MHCTPYKIMM U aKO HE € NMPEIBMAEHO APYTO B HACTOSIINS PasHer;

]1) KOraTo0 MHOXKECTBO M3[EIINA CE€ JOCTABAT HA €OMH HOTp€6I/ITCH I/I/I/IHI/I MACTO, MOXKE [a C€ NPEHocCTaBy CaMO €oVH
E€K3EMIUTAP Ha MHCTPYKLMUTE 3a yHOTpe6a, dKO KYIIyBa4bT € CBITIACEH, KAaTO IPU BCAKO IOJIOKEHNE TOM MOXe Jia
M3NCKa J1a 6’b]1aT TOCTaBEHN Ge3maTHO TOITBITHUTEITHN €K3EMIUIAPU.

€) MHCTPYKLMUTE 33 YNoTpeda MOTaT [ia ce OCUTYpSIT Ha MOTPeOUTENst Ha HeXapTHeH HOCUTENl (HampuMep eneKTPOHEH),
[IOKOIIKOTO € Pa3pelieHo M caMo Ipy ycrosusita, nocoyery B Permament (EC) Ne 207/2012 wm B Hskoe OT
TIOCIIEBALINTE NIPAaBUIA 33 NIPMIIATaHe, IPUETU B CHOTBETCTBYE C HACTOALIMS PEITIAMEHT;

X) OCTATHYHMTE PUCKOBE, 32 KOMTO MOTPEOMTENAT M[wim APyro jimue TpsOBa ma ObOAT YBEIOMEHM, Ce BKIIHOUBAT B
MPENOCTaBsIHATA OT MPOM3BOMMTENS. MHQOPMALMS TOA QOpMaTa Ha OrpaHMUEHNs], MPOTUBOMOKA3AHUS, MPERNasHN
MEpKM W TPEMyTpeKIeHNS;

3) KOrato e LeNechOoOpasHo, MPETOCTaBeHATa OT MPOM3BOIMTENS MHQOPMAUMsl Ce MpeNcTaBs IO QopMara Ha
MEXIIYHAPOIHO TIPUETH CUMBOIM. BCeKy M3MOM3BaH CHMBOI WM MIEHTU(MKALIMOHEH LIBAT OTTOBAPS HA XaPMOHU3M-
paunute craupaptu unu OC. B obmactute, B Kouto HsMa xapMoHuM3mpaum crangaptu wim OC, B HpegocTaBeHara ¢
U3AENNETO JOKYMEHTalMs Ce ONMCBAT CUMBOJIUTE M IIBETOBETE.
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23.2.  Vuopmauws BHPXy eTMKeTa

ETukeTsT ChIbpKa BCUUKM M30POCHN MO-IOTy NaHHM:
a) MMETO MIM THPIOBCKOTO HAaMEHOBAHME HA M3IIETIMETO;

0) mHQOpMauMiITa, CTPOrO HeoOXommMMa Ha MOTpeOMTens, 3a Oa MOCHTUGMUMPA M3OENMETO, CHIbPXKAHUETO B
OIIaKOBKATa 11 KOTAaTO He € SICHO 3a MOTpebuTeIIsh — MpeHa3HAueHNeTo Ha U3JIEINeTO;

B) HaVMEHOBAHMETO, PEIUCTPUPAHOTO THPrOBCKO HAMMCHOBAHME MIIM PErUCTpUpaHaTa TbPrOBCKa MapKa Ha IIPOU3BO-
INTETIS U afipeca Ha PErMcTpupaHoToO My MACTO Ha CTONaHCKa IeIHOCT;

I‘) dKO PErUCTpUPAHOTO MACTO Ha CTOIIAHCKaA HeHOCT Ha MPOUBBOOUTENA € M3BBH Cpr03a — MMETO Ha YI'BITHO-
MOLICHM MNPENCTaBuUTesl M agpeca Ha PErUCTpUPAHOTO MACTO Ha CTOIIaHCKaA IEHOCT Ha YI'BIIHOMOLIEHMS
NIpenCTaBUTEIT;

]1) dKO € IIPUIIOKMUMO, €€ II0COYBA, Y€ MBIEIMETO ChIbpKa MV BKITIOUBA:
— JIEKapCTBEHO BELIECTBO, BKITIOYMTEITHO IPOV3BONHO HA YOBEUIKATa KPBB MIIN IUIa3Ma, MIIN
— TbKaHM MM KIJIETKN WIIM TE€XHU MPON3BOOHN OT UOBELIKM IPOU3XOM, MUIIN

— TBKAHM WIM KIETKM OT 3KMBOTMHCKM TPOM3XON MM TeXHM MHpou3BomHy, mocoueHu B Permament (EC)
Ne 722/2012;

€) aKO e NMPWIOKMMO, MHPOPMALMs BBPXY €TMKeTa ChrilacHO pasmen 10.4.5;

K) HOMep Ha NapTUIATa WIIM CepueH HOMep Ha m3penvero, npemumectsaH ot gymure ,HOMEP HA IAPTUIA® nmm
,CEPVIEH HOMEP* nnu exBuBanieHTeH CUMBOJI, B 3aBUCUMOCT OT TOBA KO€ € IOIXOSLIO;

3) mocurenst Ha UDI no wien 27, naparpad 4 u vact B or npunoxenne VII;

M) SCHO MOCOYEH KPaeH CPOK Ha OE30MacHO M3MO3BAHE MM MMIUIAHTMPAHE HA MBNENMETO (C yKA3aHM Haii-Malko
TOJIMHA M Mecell), KOTaTo TOBa MMa 3HAYEHME;

1) Korato He e MOCOYEHA [aTaTa, DO KOSITO M3[ENMMETO MOXe [a Ce M3MOM3Ba Oe30macHO, ce yKasBa [aTaTa Ha
TIPOM3BOICTBO. Ta3y [aTa Ha MPOM3BOICTBO MOXKeE IIa Ce BKIIIOUM KAaTO YacT OT HOMepa Ha MapTuiaTa Wiy CepuiiHus
HOMED, TIPM YCIIOBME 1A € SICHO ONpereNnyMa;

K) IOCOYBAT CE€ BCUUKM IPUTIOKNUMM CIIEUMAITHN yCIIOBUA Ha CbXpaHEHUE I/I/I/I]'II/I pa60Ta C N3OEINETO;
]'I) aKO M3IEINETO C€ MOCTaBs CTEPUIIHO, TOBA C€ YKa3Ba, KAKTO U METOIBT 3a CTEPUIIM3ALIVIS;

M) [penynpekeHus Wiy IpenasHu MepKM, KOUTO € HeOOXOMMMO [ia Ce CBEHAT [0 HEMOCPEICTBEHOTO BHMMAHMe Ha
norpebuTeNnst Ha M3NENMETO M Ha mpyro jmue. Tasu MHQOpMAauUMs MOXe [ Ce CBede IO MMHNUMYM, HO B TaKbB
CIlyyail B MHCTPYKLMMTE 3a YrIOTpea ce IMpECTaBst MO-NONPo6HA MHPOPMALIMS, KATO CE B3EMAT MPEIBUIL LIETICBUTE
norpeburery;

H) 4KO M3OENMETO € 3a eIHOKpAaTHa ymoTpeba, TOBa ce yKa3Ba. YKA3aHMETO HA IPOM3BONMTENS 3a EIHOKPAaTHATA
yrorpeba e nocenosarenHo B uemust Chro3.

0) aKO M3HENMETO € 3a eHOKPAaTHa yroTpeba 1 e 6uo moBTOpHO 06paboTEHO, ce mocousa TO3K QakT, GposiT Ha Bede
VM3BBPIICHNTE LMK/ Ha [OBTOPHA 00paboTKa 1 BCSIKO OrpaHMYeHMe 10 OTHOLIEHME Ha Opost Ha Te3u LMK,

l'l) dKO M3OCTINETO € M3rOTBEHO I10 IOPBUYKA —TEKCTBT ,M3[EINE, U3rOTBEHO 110 nole{Ka“;

p) yKazaHMe, ye M3LETMETO € MENMIUMHCKO M3[Ienye. AKO M3IENNeTo € CaMo 3a KIMHUYHO M3INTBAaHE — TEKCTHT ,CaMO
3a KIIVMHUYHY U3NUTBAHUA"

) 3a M3OENNATA, ChCTABEHM OT BELIECTBA MM KOMOMHAIMY OT BELIECTBA, KOUTO Ca IpeNHA3HAYeHN [1a GBIAT BbBEICHN
B YOBELIKOTO TSUIO IIPE3 TeNleCeH OTBOp, WM fHa OBOAT NMPMIOXKEHM BbPXy KOXara M Kouto ce abcopGupar ot
YOBEWIKOTO TSAJIO MM Ce PasNphCKBAT JIOKAJIHO B HET0 —IIANIOCTHMS KauyecTBeH CBCTaB Ha MBHENNETO U
KOJIMUECTBEHA MHQOPMALIMSL 33 OCHOBHATA ChCTABKA VI CHCTABKM, UPE3 KOMTO Ce IOCTMra OCHOBHOTO MEICTBHE IO
TIpeHa3HaueHue;

T) 3a aKTMBHMTE MMIUIAHTVMPYEMM WM3HENNS Ce NMOCOYBA CEPMITHMSAT HOMEP, a 33 APYTMTE MMILTAHTUPYEMM M3NETMs —
CEpUIHMAT HOMEp MM HOMEPBHT Ha MapTyaTa.

23.3.  Muopmarims BbPXy ONMAKOBKATA, KOSITO MOMIbPKA CTEPMITHOCTTA Ha M3HEIMETO (,CTepUITHA OAaKOBKA"):

B’pry CTepuilHaTa OINIAaKOBKa CE IOCOYBAT CIICAHUTE TaHHMN:
a) YKa3aHue, 1mo3BojisiBalllo CTCpUITHATA OIldKOBKa Ma 6’1)]16 pa3nosHaTa KaTto Takasa,

6) JeKIiapanmsd, 4e n3nenmeTo € CTepuiiio,
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B) METON Ha CTepUIM3aLus,

I) MMETO M afpechT Ha MPOU3BOIMUTENLS,

1) OIMCaHKe Ha U3MEIMETO,

€) aKo M3IEIIMETO € CaMO 3a KJIMHUYHO MBMUTBAHE — TEKCTHT,U3KITIOUMTENTHO 33 KITMHUYHM UBIUTBAHUS",
) aKO M3IENNETO € U3IOTBEHO IO NMOPbYKA — TEKCTHT ,U3ENNe, U3TOTBEHO 10 [OPBUKA®,

3) Mecell 1 TOfMHA Ha IPOV3BOJICTBO,

M) SICHO TOCOYEH KPaeH CPOK 3a OE30MacHO WM3IMON3BAHE MM MMIUTAHTMPAHE HA M3IENMETO (C YKa3aHM Haii-Majko
TOIMHA U Mecell), U

1) ykasaHMe B ClIyuail Ha HapylleHa CTEpWIIHA OMNAKOBKA MM HeIpeIHAMEpPEHO OTBApsiHE HA CTEPUIIHATA OIAKOBKA
npeay ynorpeda ia ce HAIpaBy CIPaBKa ¢ MHCTPYKLMUTE 3a yrorpea.

23.4.  Uudopmaims B MHCTPYKLMuTE 3 ynorpeba

VIHcTpyKumuTe 3a ynorpeba ChIbpKAT BCUUKM TAHHY MO-IONY:
a) [aHHWTe, [IOCOYEHN B pasmen 23.2, Oyksu a), B), 1), €), K), 1), H) 1 C);

6) NpeNHa3HAYEHNETO Ha MIMEIMETO € SCHO IOCOUYBAHE Ha IIOKa3aHMs, NMPOTMBOIIOKA3aHMsA, LEIEBA Ipyna UM IPynn
Ha IMAaOUEHTUTE N Ha HOTp€6I/ITeHI/ITC, B 3aBMCHMOCT OT Clly4asd,

B) KOTaTo € MPUII0XKMMO, YTOUHABaHe HA OYaKBAHMTE KIIVHMYHY IOTI3N.
I) KOraro e MPUIOKIMMO, BPB3KM KbM PE3IOMETO 32 Oe30MaCHOCTTA ¥ KIIMHUYHOTO [EICTBIE CBITIACHO UIeH 32;
II) XapaKTepUCTMKMTE Ha IEJICTBMETO Ha M3HENMETO;

€) KOraro e MpMIIOKMMO, MHQOPMALIS, TO3BONISBAIIA HA MEIMUMHCKMS CIELVANNCT [a [POBEPY HAi M3IENNeTo e
TOJIXOMLLO ¥ 12 130epe ChOTBETHMS COPTYep M MPUHAIUICKHOCTI;

X) BCMYKM OCTATBUHM PUCKOBE, IPOTMBONOKA3AHMSI M HEXCNAHM CTPAHMUHYM eeKTH, BKIIOUMTENHO MHPOpMALIMS,
KOSITO TpsibBa fa ce ChOOLIM Ha MAlMEHTa BbB BPb3Ka C TOBA;

3)  crmeunMKaLMM, KOUTO ca HEOOXOMUMI Ha MOTpeOUTEIs, 3a 1a M3ION3BA MPABIITHO M3IEINETO; HAPUMEP, aKO TO €
C M3MepBaTeNHa QYHKIMS, Ce I0COYBA TBbPISHATA CTEIleH Ha TOYHOCT;

I/I) 1'[0]1p06HOCTI/I 3a BCSIKO TMOOTOTBUTEIIHO MENCTBUE MU MaHMIylnauus Ha M3HOENMETO, Ipeny TO [1a € TOTOBO 3a
yHOTp€6a Wi 1o BpeMe Ha yl'[OTp€6a, KaTto Crepuim3anns, OKOHYATCITHO KOMIUICKTYBaHE, KaHI/I6pI/lpaH€ n mop.,
BKJIFOUUTEIIHO CTEIIEHTA HaA ]ICBI/IH(I)eKIII/UI, KOATO € HCO6XO]II/IM3. 3a rapaHTupaHe 0e301acHOCTTa Ha IIalME€HTa, KaKTO
M BCMYKM HAJIMYHU METOOM 3a IIOCTUTAHE Ha Ta3y CTEIEH Ha ]IeSI/IH(l)CKIII/IH;

) BCMYKM MBUCKBAHMS 33 CHELMANHM CHOPBKEHMS, CIELMANHO OOyueHMe MM KOHKPETHM KBaIMGMKALMM Ha
NOTPeOUTENIS Ha MBMENMETO /UM IPYTH JINLE;

K) uHpOpMauMsTa, HeOOXOMMA 3a IIPOBEpPKA HA NPABWIHOTO MHCTAIMpaHe HAa M3NENMETO M Ha FOTOBHOCTTA My 3a
0e30MmacHO MeiiCTBUE, KAKTO € MPENBMICHO OT IPOM3BOMMTENS, KOTaTO € Ienecho0pa3sHO, 3aeHO CbC CIIeOHATa

nHOpMALISL:

— [aHHM 33 €CTECTBOTO M YECTOTAaTa Ha M3BbPIIBAHE Ha HpO(l)I/IHaKTI/ILIHaTa VI penoBHATAa MOOOPBXKA M Ha BCAKO
MPEOBAPUTETIHO ITOUYMCTBAHE UIIN IICBI/IH(l)CKIH/I}I,

— II0COYBaHE Ha BCMUYKM KOHCYMAaTMBM M Ha4MHA Ha CMSHATa UM,

— uHbOpMaLA 32 BCSIKO eHO HeOOXOMMMO KanmmOpupaHe 3a rapaHTHpaHe Ha [PaBUIHOTO ¥ 0e30MacHO PYHKINMO-
HMpaHe Ha M3IENIETO TI0 BpeMe Ha eKCIUIOATALMOHHIUS My CPOK; I

— METOAM 3a OTCTPAaHsBAHE HA PUCKOBETe 3a JIMIATA, YYacTBALM B VMHCTAIMPAHETO, KanmOpupaHeTo wiu
06CITy>KBAHETO Ha M3IEINSTA;

1) aKO MB3IENMETO Ce NOCTaBsl CTEPUIHO — MHCTPYKUMY B CIy4Yajl Ha HapyllaBaHe Ha LIETIOCTTA MM HelpenHaMepeHo
OTBapsiHE Ha CTepMIIHATA ONAKOBKA Ipeliy yroTpela;
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M) aKO M3IOENNETO C€ MOCTaBs HECTEPUIIHO C LIEN [1a C€ CTepuiimsyipa mpenn yrlo*rpe6a — ToOXoasmy MHCTPYKIUM 3a
CTEPUITN3ALINATA;

H) aKO M3[IeMeTO e 33 MHOTOKpaTHa ymotpe6a — mHpoOpMauys 3a MOIXOMSIINTE MPOLECH, [ABALIM BH3MOXKHOCT 3a
TMOBTOPHA ymoTpea, BKITIOYMTEIIHO MOUMCTBAHE, ME3MH(EKINS, OMNAKOBAHE M, KOraTo € MPUIIOKUMO, BANMIMPaH
METOII 3a MOBTOPHA CTepMIM3AIMS, MONXOMALL 33 IbpKaBaTa(uTe) uNMeHKa(M), KBIETO M3MENMETO € IYCHATO Ha
nasapa. Ipemocrapst ce MHQOpMalMst 3a TOBA KakK a Ce YCTAHOBM KOTa M3MNENMETO [a IpecTaHe fa e M3IMON3Ba,
HaNpyUMep NPy NPU3HALM 33 YBPeXIAHe HA MaTepuara, UM ce I0co4Ba MaKCHMareH Opoit yrorpebu;

O) YKa3aHue, ako € IOOXOoisiIlo, Y€ MBIENMETO MOXKE na 6'[)[16 yHOTp€6€HO OTHOBO CaMO aKO € 0OHOBEHO 1011 KOHTpOI1a
Ha TIPOM3BOOMTETIA C LEIT CbOTBETCTBMETO MY Ha O6IIII/ITC V3VICKBaHMSA 3a 0E30MacHOCT 1 HeiCTBIE;

) aKo M3HENNMETO ChIbPKA yKasaHMe, 4e e 3a eIHOKpaTHA yrnoTpeba, MHPOpPMALMs 32 U3BECTHUTE XAPAKTEPUCTUKU U
TeXHUUecKuTe (aKTOPH, 32 KOUTO NPOM3BOIMTEIIAT 3Hae, e OMXa NMpENCTABIsABAIMA PUCK IPU MOBTOPHA yroTpeda.
Ta3u MHOpMALMsl ce ChIbpXKA B CHELMATIeH pasfen OT NOKYMEHTALMSTA Ha HPOM3BONMTEN 3a YIpaBlieHue Ha
PUCKA, KBIETO TAKMBA XAPaKTEPUCTUKM M TEXHMUECKM (PaKTOPU Ca PasmiiedaHy NMOAPOOHO. AKO B CHOTBETCTBHE C
pasnern 23.1, Gyksa I) He ca HeOOXOIMMM MHCTPYKLIMU 33 yroTpeba, MHOpPMALMsTA Ce MPENOCTaBsi Ha MOTpeOuTers
IIPY TIOUCKBAHE;

p) 3a m3HenMsITa, MPETHA3HAYCHM 3a M3MON3BAHE 3a€[HO C APYTV M3MeNs /v o0opyaBaHe ¢ o0LO MpeIHa3HAYCHNMe:

— yHOpMaLMsA 3a MIeHTU(ULMPaHe Ha Te3) M3HemMs Wi 00Opy/BaHe, 3a 1a ce nojyun GesonacHa KoMOMHALS,
ufum

— MHQOpMALINS 32 BCUUKY M3BECTHNM OTPaHMUECHNMS 33 KOMOMHNMpaHe Ha M3HEs U 000pyIBaHe;
€) aKO M3[IENMETO M3IThUBA JTbUEHME 34 MEAMIIMHCKI LESI:

— noapoOHa nH$OpMaLIVs 33 XapaKTePUCTMKATA, THIIA U, dKO € YMECTHO, 33 MIHTEH3UTeTa U Pa3MpOCTPaHEHNETO Ha
V3ITbYEHOTO JTHUEHME,

— MpEennasHuTe CPENCTBa 3a MalMeHTa, HOTp€6I/IT€HH VI OpyTUTE Nnua OT HENPENBUOEHO JTBYEHNE IIPU yIIOTpC6a
Ha M3OEIINETO,

T) MHQOpMAlMs, KOSTO [aBa BB3MOXKHOCT Ha [OTpeOMTeNsl M[WIM TNalMeHTa [a Ce 3al03HAsAT C BCUYUKH
NPENyNpeKIeHNs, NPeNasHy MepKH, NPOTHBONOKA3AHNS, MePKM, KOMTO Ia ObOAT B3eTH, M OrpaHUUEHMS BbB
BpB3Ka ¢ ynorpebara Ha mamermero. Tasu uHPOpMALMS, aKO e LenechoOpasHO, aBa BB3MOXHOCT Ha MOTpeOuTeIs
[la OCBEIOMM MalMEHTA 33 BCUUKM NPENyMpEXIEHNs, NpPEINasHu MepKM, MPOTUBONOKA3AHMS, MEPKM, KOMTO MIa
ObIaT B3eTH, ¥ OTPaHMYCHNMS BbB BPB3Ka C yrmoTpeOara Ha uanesmero. VHpopMammsata 06XBalia, ako ¢ yMeCTHO:

— [pemynpexueHus], TPeNa3Hu MepKI U/ MepPKM, KOMTO Ha GbIAT IpeQIpueTyt Py HEMpaBWIHO (YHKIMO-
HUpAHE Ha M3NEMETO WM POMEHN B IE/CTBMETO My, KOMTO MOTAT [1a 3acerHaT Oe30MacHOCTTa,

— MpenynpexneHus, MPenasHy MepKy M/UIM MepKH, KOUTO [a GbIAT NMPENnpyeTy Ipy eKCMO3MLMS Ha Pa3yMHO
IIPEIBMIMMY BHHUIHY BIMAHMA WM YCIIOBMA Ha CpefaTa, KaTo MarHUTHM IIOTIeTa, BHHUIHM eNEKTPUYECKN U
€/IEKTPOMArHNTHY epeKTH, eNIeKTPOCTATHYEH Pa3psill, JTbYeHME BbB BPb3KA C MMATHOCTUYHM WM TeparleBTUUHM
TpOLENypPH, HallAraHe, BIIaXHOCT UM TeMIlepaTypa,

— [pemynpexueHus], MPeNa3sHyu MEPKU 1/WIM MEPKH, KOUTO 13 OBIAT MPeNIpyeTy 10 OTHOLICHNE HA PUCKOBE OT
CMYIIEHNS OT PAa3yMHO MNpPENBUIMMOTO NPUCHCTBME HA W3NENMETO NpU CHEMQMUHM IMArHOCTHYHM
V3CIIENBAHNS, OUEHKM WM TEPaneBTUYHO JIEYEHMe WM NIPYrM TPOUENypY, Hampumep eleKTPOMarHUTHO
CMYILIEHNME, M3ITBUCHO OT M3HENMETO M 3aCATallo Ipyro 06opymBaHe,

— aKO M3HOEIMETO € NMPENHa3Ha4Y€HO 3a MPUIIOKEHNE Ha JIEKAPCTBEHM IPONYKTH, TbKaHY, KIIETKM OT YOBEIIKM WU
KVBOTMHCKM ITPOM3XOI WMIIM TE€XHM NMPOV3BOOHM MM Ha Guonormunm BELICCTBA — BCUYKM OTrpaHMNYCHUS MIIN
HECbBMECTUMOCT I1pU M36opa Ha BEIIECTBATA, KOUTO Ia CE€ IIOIaBarT,

— MpenynpexneHus, MNpeMla3H! MePKM MU[UIM OTPaHMUEHMs BbB BPb3KA C JIEKAPCTBEHOTO BELIECTBO MIM
OMONOTMYHKS MaTepHal, BKITIOYCH B M3IENETO KATO HEPA3MeNIHA YacT OT U3IEINETO, I

— IIpennasHy MEpKM BbB Bpb3Ka C MaTe€pyaiy, KOUTO Ca BKIIIOYEHU B MBIEIMETO M KOUTO CHOBPKAT MIIN IIpEncTa-
pisiear CMR BemiecTBa mnm Hapylapalu (l)yHK]_[I/II/ITC Ha €HIOKpMHHATA CUCTEMa BELIECTBA, VN 61/1xa MOITIM Oad
HoBenaT 10 YyBCTBUTEITHOCT MIIN aliepriuiyHa peaknyms Ha MallMeHTa WIN HOTp€6I/IT€HH;
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y) 3a U3[IenusaTa, CbCTaBEHM OT BEUIeCTBa MIIM OT KOM6I/IH3HI/II/I OT BeLIeCTBa, KOMTO Ca IIpeJHasHauYeHM Ia 6’1)]]3T
BBBEICHM B YOBCIIKOTO TAJIO M KOUTO CE a6cop6MpaT OT YOBELIKOTO TAJIO MIIA C€ Pa3lPbCKBAT JIOKAJTHO B HETO —
NpenynpexXneHNs 1 npenmnasHy MEpKM, KOrato € yMEeCTHO, BbB BPb3Ka C LSJIOCTHUA l'lpO(l)I/lH Ha B3aMMOMIEIICTBUETO
Ha M3OCIINETO M HETOBUTE NMPOOYKTN Ha MeTabonmsmMa ¢ Opyry M3OEnus, JIEKapCTBEHN IPOOYKT M OPYIN BELIECTBA,
KaKTO 1 3a IIPOTUBOIIOKA3aHMATA, HEXKETTAHUTE CTPAaHNYHN e(l)CKTI/I VI PUCKOBETE, CBBP3aHN C IIPENO3NPAHE;

¢) 3a uMnmaHTMpyemuTe M3MeNMS— IUUIOCTHATA KAueCTBEHa M KONMYECTBEHa MHQOpMAIMs 33 MaTepuamure 1
BEIIECTBATA, HA KOMTO MOTAT [1a GIAT M3MOXKEHN MALVEHTHTE;

X) IpemympeKIeHNs! MM IPeMa3Hi MepKIL 38 YIecHsIBaHe Ha 0€30MaCHOTO YHMIIOXABAHE Ha M3IENNETO, IPUHAIIEXK-
HOCTUTE 33 HETO ¥ KOHCYMAaTVBIUTE, KOMTO CE M3ION3BAT C HEro, ako mMa Takua. Tasy uHpopmaums o6xBala, ako
€ YMECTHO:

— I/IH(])CKIIMI/[ nm MI/IKPO6HI/I OMacHOCTH, HAIlpUMEP €KCIIJIaHTH, UITIN MIIN XMPYPIMYHO 060pynBaHe, 3aMbPCEHO C
TNIOTEHIMAJIHO I/IH(l)eKIII/IOBHI/[ BELIECTBA OT YOBEIIKM IIPOU3XON, U

— (U3MUECKM ONACHOCTH, HAIPUMEP OT OCTPY MOBBPXHOCTH;

Ako B cwotBercTBUe ¢ pasmen 23.1, Oyksa r) He ca HeOOXOMMMM MHCTPYKUMM 3a ymoTpeba, MHGOpMaumsira ce
TpefoCTaBst Ha OTpeGUTeNIs TPV TIOMCKBAHE;

11) 3a M3OenyATa, NMpEeOHasHauYeHM 3a M3IOJI3BaHE OT HECHELMaINUCTH, 06CTOﬂTCHCTBaTa, npn KOUTO l'[OTpe6I/IT€J'IﬂT
ciefBa ia ce KOHCYITHpa ¢ MEIMUMHCKIN CIIEUMNATINCT;

u) 3a y3penusiTa, 0OXBAHATM OT HACTOSILMS PETNIAMEHT CBINIACHO wieH 1, maparpad 2, MHQOpMaLyst 3a JMIcata Ha
KITMHMYHA T0J13a U 33 PUCKOBETE OT yHoTpeOaTa Ha M3NEIMETO;

I_I_I) f1aTa Ha M3rOTBAHE Ha MHCTPYKLMUTE 3a yno*rpe6a nim, akKo ca Ounm npepa60TeHM, Jara u M[IeHTI/I(l)IAKaTOp Ha
IocjiegHara npepa60TKa Ha MHCTPYKLMNTE 32 yn0Tpe6a.

H.l) yBeoomsiBaHE Ha HOTpe6I/ITeIIH I/I/I/IHI/I MalmneHTa, 4€ BCEKM CEpMO3E€H MHUMOCHT BbB BPb3Ka € MU3OCTIMETO ClledBa 1a ce
JIOKJTIafiBa Ha IMPOM3BOOMTEIISA M KOMIIETCHTHMSI OpraH Ha IbpXKaBaTa UYjIEHKd, B KOATO € YCTaHOBEH l'[OTpe6I/IT€J'l5lT
I/I/I/IJ'IVI MAUUECHTDBT;

aa) I/IH(l)OpMaIII/Iﬂ, KOATO Tpﬂ6Ba l1a ce fJafe Ha NMauMeHT C VIMIUTAHTVPAHO MBOENNE B CbOTBETCTBUE C UIIEH 18;

a0) 3a m3penyisi, BKIIOYBALM B CBCTABA CH NPOIPAMUPyeM eNIEKTPOHHN CHCTEMH, BKIIOUMTEIHO codryep, U codryep,
KOIITO caM 1o cee cu IpeNCTaBlisgBa M3HeNMe — MUHMMATIHY M3MCKBAHMSA 3a Xapayepa, Xapakrepuctuxure Ha VT
MpEXKUTE 1 MHQOPMALIMOHHO-TEXHONOIMYHUTE MEPKM 3a CUTYPHOCT, BKIIOUMTEIHO 3ALIMTATA CPELly HENO3BOJIEH
IIOCTBII, KOATO € HeoOXOMMMA, 33 1a MOXe CO{TyepsT a QYHKLMOHMPA 10 NpelHa3HAYCHNE.
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TTPUTIO2KEHME 11

TEXHUYECKA DOKYMEHTALIUA

TexHnyeckara JOKYMEHTalMs ¥, ako € IIPpUIOXKNMO, HETHOTO pe3roMe, M3rOTBEHM OT IPOM3BOOMTENS, CE€ IPENCTABAT IO SCEH,
OpranmsmpaH, J€CEH 3a TbPCEHE M HENBYCMMCIIEH HA4YMH ¥ BKIIIOYBAT IO-CIIELMAIIHO EIIEMEHTUTE, I/I36pOCHI/I B HACTOALIOTO
NIPUIIOKEHME.

1. ONMCAHUE U CIIEUMPUKALMSA HA U3OEIUETO, BKITFOYUTEITHO BAPUAHTU U MTPUHAIJIEXHOCTU
1.1. Ommcarue 1 cneunduKaIys Ha UBIETUETO

a) VIME Ha TIpOJyKTa MUJIM TbPrOBCKO HAMMEHOBAHME U 06[.[.[0 OnmcaHne Ha M3IEINETO, BKITIOUNTEITHO NMPENHa3HauYEeHNETO MY
" LECIICBUTE HOTPC6VITCJ’IVI;

6) 6asos UDI-DI, KakTO € HOCOYEHO B YacT B or npwinoxenye VI, onpenenen or Ipou3BOOMTENA Ha CbOTBETHOTO M3IIEIINE,
BeIHAra Py HamMyHa MIEHTHQUKALMS Ha M3IETMETO Bb3 OCHOBA Ha cucTemara 3a UDI, wim mIpyra sicHa MIEHTUQUKALIAS
ype3 TPOIYKTOB KOII, KATANIOXEH HOMEP WM [pyra HeOBYCMUCIIEHA CIIPABOYHA MH(YOPMALMS, KOATO IaBad BH3MOXKHOCT
3a IPOCIIENUMOCT;

B) HENIEBUTE MAallMEHTU U 3[PaBOCIIOBHUTE CbCTOSAHMA, KOUTO MOXKE J1a €€ OMarHOCTULMPAT, JIEKyBaT I/I/I/IJ'[]/I Ha6J'IIOJIaBaT, n
apymm c1>06pa)KeHm{, KaTo Hanpumep KpuUtepum 3a M360p Ha TIAaUMEHTH, TIOKa3aHusd, MPOTUBOIIOKa3aHus,
NpenynpeKneHns;

I) NPMHLIVIN HA [EHCTBYE HA M3IENMETO M HErOBYs HAUMH Ha [IEICTBYE, HAYYHO TOKA3aHM, aKO € HeoOXOmMMO;
[) OCHOBAHMSTA 33 KBAIMQULMPAHETO HA IPOIYKTA KATO M3MIENNE;

€) KIaC B 3aBUCMMOCT OT pUCKa ¥ ODOCHOBKA HA NPABMIIOTO(aTa) 3a KIIACUUKALMS, NPWIATAaHO(M) B CHOTBETCTBME
npunoxenye VIII;

)K) 00sICHEHME Ha BCUUKM HOBU XapaKTEpUCTUKY;

3) ONMCaHNE Ha IPUHAIIEKHOCTUTE 3a M3OETNETO, OPYIU M3OETNA M OPYIV NMPOOYKTH, KOUTO HE Ca M3IOENNdA, KOUTO ca
NpeOIHasHa4YEeHN 3a M3IOJI3BaHE CbC CHOTBETHOTO MBMEIINE,

I/l) omnMcanue Wiy IbJICH CIUCBK Ha pasinyHuTe Kond)mrypaunu/napmaﬂm Ha M3[OCIIMETO, KOUTO Ca IIpeJHasHaueHM 3a
NpenocTaBsgHe Ha Ia3apa;

=

0610 omycaHyMe Ha OCHOBHUTE (YHKLMOHAIIHY €JIEMEHTH, HAlpUMEp YacTi/KOMIIOHEHTH (BKIIOUMTENHO COdTyep, aKoO e
IPUIIOKNMO), CTPYKTYpa, ChCTaB, QYHKUMOHATIHOCT HA M3OEMMETO M, aKO € NMPUIOXKMMO, Ha HETOBMSI KAuecTBeH U
KOIIMYECTBEH ChCTaB. Korato e uenecbobpasHO, TOBa BKITIOUBA M300paxeHNMs! BHPXY €TUKETa (HAIPUMeEp IMarpami,
CHUMKM J YepTeXw), SCHO YKA3BALIM OCHOBHMUTE HYACTV/KOMIIOHEHTHM, BKIIOYMTENIHO IOCTATBUHO pA3sICHEHMs 3a
pasbupare Ha YepTexRMTe M AMATPAMMUTE;

K) onmcaHne Ha CypOBMHMTE, BKIIIOUCHM B OCHOBHUTE (1)yHKL[I/IOHa]'IHI/I €IIEMEHTN, M TE€3M, KOMTO Ca B IPSAK KOHTAKT C
YOBEWIKOTO TAJIO MIIM HEMNPAK KOHTAKT € YOBEWIKOTO TAJIO, HallpMMEp IIpU €KCTpaKOpIopaliHa HMPKyJalusd Ha TEIECHU
TEUHOCTH;

J) TeXHMYECKM CreLy(VKALIY, HAPUMEP XapaKTEPUCTHUKI, pasMepy U MapaMeTpy Ha Je/CTBUETO Ha M3IENNETO M BCHUKM
BAPUAHTV/KOHQUIYPALMIM ¥ NPUHAIUIEKHOCTH, KOMTO OOMUAHO Ce MPeNOCTaBAT B NPOLYKTOBATA CrieLmuKaims 3a
notpe6uTens, HanpyuMep B OPOLIYPH, KATANo3y M IPYIU MOTOOHM M3LAHMS.

1.2. Tlo3oBaBaHe Ha NPEeOXOoaHM U CXOOHU TOKOJICHMS Ha MUBOCINETO

a) mpernef Ha MpPeOXOFHOTO(MTE) NOKONeHMe(s) Ha M3HENNeTo, MPOM3BENeHO(M) OT IMPOM3BOTMTENS, aKO MMa TaKuBa
VI3HEINSE;

6) Ipernen Ha I/I[ICHTI/I(l)I/IHI/IpaHI/[Te CXOIHM M3Henys, IMPENoCTaBeHN Ha I1asapa Ha Cpro3a MM Ha MEXIYyHapOOHUTE I1a3apy,
aKO MMa TakyBa M3OETINS.

2. MHQOPMALYS, KOATO CE IPEDOCTABS OT ITPOV3BOAMTEIS

[Tpnen Habop oT:

— CTI/IKCTa(I/ITe) BbpXYy M3OENMMETO M OIIaKOBKaTa My, KaTO HampuMeEp €OMHNYHA OIIAKOBKA, TBHPrOBCKA OIIAKOBKa,
TpaHCIIOPTHA OIIaKOBK4, B cnyqaﬁ[ Ha CHC[II/I(I)I/[‘IHI/I yCJIoBMA 3a YIIPaBlI€HME, Ha €3ULINTE, IIPUETH B TbPXKABUTE UIICHKY, B
KOUTO € IPENBMUIEHO Ha Ce MponaBa UBHENNETO; N
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— MUHCTpYKLMNTE 33 yHOTpC6a Ha e3MunTe, NPUETU B TbpXKaBUTE WIECHKHN, B KOUTO € IIPEIBMUIEHO a C€ NMpoHaBa U3IENMNETO.

3. MHOOPMALIMS 3A MTPOEKTUPAHETO U MPOV3BOMCTBOTO

a) Vudopmarms ¢ 1en pasdupaHe Ha eTamute Ha IPOEKTUPAHE Ha M3LIEIMETO.
0) IMbnHa MHGOpMALMS M CIEUMPUKALMY, BKIIIOYMTENHO [POM3BONCTBEHUTE IPOLECH M TAXHOTO BAIMIMPAHE, TEXHUTE
aIIOBAHTY, HEIPEKbCHATOTO HAOMIONeHMe ¥ M3NUTBAHETO HA KpaiiHUS NpOOyKT. [aHHMTE ce BKIIIOYBAT MBLSIO B

TEXHNYECKaTa JOKYMEHTalNs.

B) [TocouBaHe Ha BCUYKU O6€KTI/[, BKJIIOUMUTEITHO OOCTaBUMUM W MOOMBITBIIHUTENN, KBIETO Ca M3BbPIIBAHM ITPOEKTAHTCKN U
TIPOVIBBOICTBEHN HCﬁHOCTM.

4. OBLIM U3UCKBAHKSA 3A BE3OMACHOCT U MEVCTBUE

HOKyMeHTaHI/ISITa CbIbpXka I/IH(I)OpMa[I]/IS[ 3a JOKa3BaHE Ha CBOTBETCTBUETO C O6HH/IT€ U3MCKBAHMS 3a 0€30IaCHOCT 1
neﬁcmme, YCTaHOBEHM B IPWIOKEHNE I, xouro ca NPUIIOXKVMM KBbM UBHOENUETO IMPEnBU HETOBOTO IIp€NHA3HA4YeHUe, U
BKJIIOUBa 060CHOBK&, BalMypaHe M NPOBEPKA Ha PELIECHMATA, BB3NPUETU C LIEN Clla3BaHe Ha TE€3V MU3VCKBaHMA. HOKBBB&HCTO
Ha CbOTBETCTBMETO BKJIHOUBA:

a) O6IlII/lTe M3UCKBaHMA 3a Oe30MacHOCT U IICI7[CTBI/IC, KONTO C€ mpuiiarat KbM M3HENMNETO, KAKTO U o0sicHeHne 3alI0 HE ce
npuarat gpyry M3VCKBaHNS,

0) merop(uTe), M3MONM3BAH(M) 3a IOKA3BaHE HA CHOTBETCTBMETO C BCAKO €IHO NMPUIIOKIMMO OOLIO M3KMCKBaHE 32 OE30MaCHOCT 1
LeVICTBUE;

B) NPUIOXKEHUTE XapMOHM3MpaHy cTaHmapti, OC umm ApyIu peleHus; u

I) TOYEH OMIC HAa IIPOBEPEHMTe IOKYMEHTM, CBIbPXKAIIM OKA3aTENICTBA 3a CHOTBETCTBMETO C BCEKM IPUIIOKEH
xapMoHM3upan cranmapr, OC wiM [pyr MeTON 3a YCTAaHOBSBAHE HA CBHOTBETCTBUETO C OOMIMTE M3MCKBAHMS 3a
fesomacHocT 1 neiicteue. VudopMaumsaTa o Hacrosimara OykBa BKIIIOUBA IPEMPATKM KbM MSICTOTO, KBIETO Ce Hammpa

CBHOTBETHOTO MOKA3aTEIICTBO B ITH/IHATA TEXHNYECKA TOKYMEHTALVA M, aKO € NPUIIOKMMO, PE3IOMETO Ha TEXHMUYECKATA
HOKYMCHTaL .

5. AHAJIM3 HA PVCKA U TTOJIBUTE U YTIPABITEHME HA PUCKA

[ToKyMeHTaIMsTa ChIbpKa MHPOPMaLMs 3a:
a) aHanmM3a Ha pMCKa U mon3ute 1o pasgenyt 1 u 8 or npunoxenue I, u

0) BB3NPMETHTE PELICHNMS M Pe3yNTaTUTe OT YIPABICHNETO HA PUCKA MO pasfen 3 OT mpuioxkenue L.

6. TIPOBEPKA HA TPOIYKTA U BATIMOINPAHE

HOKyMeHTaIII/IHTa CbbpKa PE3YNTATUTE UM KPUTUUHMSA aHAIM3 OT BCUMYKM IIPOBEPKM VM M3NUTBAHMA 3a BalMaMpaHe I/I/I/I]'[I/[
HalpaBeHNUTE IPOyUBaHMA C L€l TOKa3BaHE Ha CHOTBETCTBMETO Ha MBMEIIMETO C MBNMCKBAHMATA 110 HACTOAUINA PEITIAMEHT U
II0-KOHKPETHO C IIPUIIOKUMUTE 0611[]/[ M3UCKBAHS 3a 6C3OHaCHOCT u HeﬁCTBMC.

6.1. TlpenknmMHMYHM M KIIMHUYHY DaHHU

a) Pe3yNTaTM OT MBIMTBAHWATA, HATIPUMEpP VHKEHEPHH, TA00PATOPHY, CUMyIMpaHa yroTpeba i M3MUTBAHVS TP KUBOTH,
KaKTO U OLICHKA Ha IyOIMKyBaHATA HAy4HA UTEPATypa BbB BPb3KA C M3LENMETO, NMPENBUI HETOBOTO MpeTHA3HAYCHIIE,
W BbB BPb3KA CHC CXOIHM 3TNl 10 OTHOLIEHNME HA NPeNKIIMHMYHATA Oe30[1aCHOCT HA M3NENMETO U ChOTBETCTBUETO
MY CBC CTeLMUKALIMNTE;

6) nonp06Ha I/IH(l)OpMaIH/I}I OTHOCHO ]1]/[361]7[Ha Ha MBMUTBAHETO, IIPOTOKOIINTE OT ITBIIHOTO MBIWUTBAHE WIIM IPOYyYBAHMUATA,
METOOMTE 3a aHalM3 Ha JaHHUTE, 3a€[HO C PE3IOMETAa HAa HAaHHUTE U 3aKIIIOUEHMATA OT M3NUTBAHETO IIO-CIELMATIHO

OTHOCHO:

— OMONOIMYHATa CHBMECTUMOCT Ha M3OEINETO, BKITIOUMTEIIHO IIOCOUBAHE HA BCUMYKM MaT€puaim B MPSAK MM HEMPSAK
KOHTAKT C ITAIMEHTA NN HOTpC6I/ITC]’lH§

— (bVISI/[“IHVI, XVUMNYHA U MVIKpO6VIO]’[OFV[‘lHVI XapaKTEPUCTUKI;

— CJIeKTpnuecka 6e30macHOCT U €JIEKTPOMAarHuTHa CbBMECTUMOCT;
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— IpoBepKa ¥ BaIMIMpaHe Ha codTyepa (OmMcaHMe Ha MpOLECUTE HA NPOEKTHpaHe M paspaboTBaHe HA coryepa u
[IOKA3aTe/ICTBA 33 BAIMIMPAHETO Ha cOQTyepa BB BUNA, B KOTO € M3MOM3BAH B [OTOBOTO u3menue. Tasu
uHpopMaLyss OOMKHOBEHO BKIIIOUBA OOOOIIEHNM pe3yinTaT OT BCHUKM JEMHOCTM 3a NPOBEpPKA, BaMAMpaHe U
VM3IUTBAHE, M3BbPIICHN KAKTO OT CaMytsi CyOeKT, TaKa M [pY CUMyJIMpaHa MM OefCTBUTENHA yroTpe6a Ha M3HeneTo
Ipefy OKOHUATEITHOTO My IycKaHe. Tasy MHQOpPMALMS CHIIO TaKa IPENCTaBsi PasMYHNTE XapHyepHN KOHQUIypary
¥, aKO € MPUIIOKIMO, ONEPALMOHHM CUCTEMH, IIOCOUEHN B TPENCTABEHATA OT IIPOM3BOIMTENS MHPOPMALINS);

— CTalUITHOCT, BKITFOYMTETHO CPOK Ha TOIHOCT; U
— meiicTBue 1 6E30MaCHOCT.

AKO e IIPIWITOKMMO, ce JOKa3Ba ChOTBETCTBIE ¢ pasnopenOute Ha Hupekrnsa 2004/10/EO Ha EBpomeiickus maprnameHt u
Ha CobBeta ().

AKO He e VI3BPPUIEHO HOBO M3MMUTBAHE, NOKYMEHTALMATA BKIIHOUBA 000CHOBKa Ha TOBa pelenne. HpMMep 3a TakaBa
000CHOBKa €, U¢ M3IUTBAHETO 3a OMONOIMYHA CHBMECTMMOCT BbpPXY MOCHTMYHM MaTepyamm € M3BbPILIEHO, KOraTo TeE3N
marepuanm ca G BKITIOUEHN B MPEOXoaHa BEPCUA Ha M3OETIMETO, KOETO 3aKOHHO € ITyCHATO Ha Ia3apa M B HeiCTBIE;

B) MOKNAl 33 KIMHMYHA OLEHKA M HErOBUTE AaKTyalM3MpaHW BepCcMM U IUIAH 3a KIMHMYHA OlEHKA 10 WieH 61,
naparpad 12 u vact A ot npunoxenue XIV;

r) mwiad 3a KIIII u moknan 3a ouexka Ha KIIIIT B crhotBerctBue ¢ uact b or mpunoxenne XIV mmm obocHOBKa Ha
npuunnuTe, nopagu xouto KIIIIT He e mpunoxum.

6.2. Tombnautensa MHPOPMALINS, M3MCKBAHA B OCOOEHN CITydan

a) Koraro mameHo u3menye BKIIIOUBA KATO HEpasfelHA YacT BEIIECTBO, KOETO NPY CAaMOCTOSITENIHA YmoTpeOa MOXe fa ce
cueTe 3a JIEKApCTBEH MPOIYKT 0 CMUCHIA Ha wieH 1, Touka 2 ot Jupekrusa 2001/83/EO, BRiIOUMTENHO JIeKapCTBeH
IIPOAYKT, MONyYeH OT YOBEIUKA KPbB WM YOBEWIKA [UIaMa, Mo wieH 1, maparpad 8, mbpsa amuues, To3u (akr ce
nocousa. B TakbB cydail B HOKYMEHTaUMATa Ce yKasBa M3TOUHMKBT Ha BEUIECTBOTO M TS ChObPXa NaHHM OT
MBIUTBAHISITA 33 OLIEHKA HA HErosaTa GE30MAacHOCT, KaueCTBO M IONI3a, KATO Ce B3eMa MPEHBMI IpPEOHA3HAUCHNUETO Ha
VBIIETNETO.

0) Korato mameHo M3menue e IPOM3BENCHO upe3 M3MON3BAHE HA TbKAHM MM KIIETKM OT YOBEIKM MM KUBOTMHCKU
IIPOM3XON WM TEeXHN IPOM3BONHM M TONaja B 0OXBaTa HA HACTOSILIMS PEIJIAMEHT ChIJIACHO wieH 1, maparpad 6,
OykBM €) M X), KaKTO M KOTaTO NAfeHO M3HEINMe BKIIIOYBA KATO HEPA3MeENHA YacT THKAHM MM KIIETKM OT YOBELIKH
TNIPOM3XOH MIIM TEXHU IIPOM3BOIHM, UMETO HEMCTBME € CIIOMATaTeNlHO MO OTHOUIEHVME Ha MEVICTBMETO Ha VBHENNETO, U
nonaga B o0XBaTa Ha HACTOSILNS PEINIAMEHT B CHOTBETCTBUE C wieH 1, maparpa¢ 10, mbpsa anmues, TO3M (akT ce
nocousa. B TakbB cryyaii B IOKyMEHTAlMATA Ce yKa3BaT BCUYKM U3MOJI3BAHM MaTepyany OT YOBEIIKYM MIIM KMBOTUHCKU
IIPOM3XON ¥ Ce TPEJICTaBst OIpoOHa MHPOPMALWS 38 CHOTBETCTBIETO ¢ pasgeru 13.1 wm 13.2 or mpunoxene L.

B) 3a u3nenuaTa, CbCTaBeHM OT BelecTBa WU OT KOM6I/IHaHI/[H OT BELIECTBA, KOUTO Ca NMpEOHAa3HAUYEHN [1a 6’I>JIaT BbBEICHU B
YOBEIIKOTO TAJIO M KOUTO CE€ a6c0p6MpaT OT YOBEUIKOTO TAJIO WMIIM CE€ Pa3IpPbCKBAT JIOKAIIHO B HETO, CE€ MPENOCTaBs
nonpo6ﬂa I/[H(l)OpMaIlI/[ﬂ OTHOCHO ITpOYYBAaHMATA, BKIIIOYMTEITHO Ou3aiiHa Ha UBIUTBAHETO, IIpOTOKOIINTE OT ITBIIHOTO
VBIUTBAHE MM NIPOYYBaHMATA, METOINTE 34 aHAIIN3 HA HaHHUTE U O606III€HI/ITC OaHHM U 3aKIJIIOUEHMATA OT UBIUTBAHETO
110 OTHOIIE€HME Ha:

— abcopOuyst, pa3npocTpaHeHue, MeTabONM3bM U OTIEIISIHE;

— BB3MOXHM B3aMMOMEICTBUS Ha Te3M BEWIECTBA WM HA IOJIYYEHMTE OT TAX IPOLYKTH B Pe3yiITar Ha MeTabonusma B
YOBELIKOTO TSUIO, C PYIU M3HENNs, JIeKapCTBEHM [POIYKTH WM [IPYTH BELIeCTBA, KATO Ce OTYMTA LiefleBaTa rpyla, 1
CHOTBETHOTO il 31PABOCIIOBHO ChCTOSIHME;

— JIOKAIlHA [IOHOCKMOCT; U

— TOKCMYHOCT, BKIIIOUMTESHO TOKCMYHOCT HA EIMHMYHATA 11033, TOKCMYHOCT IPU MHOTOKPATHO M3JATaHe, TeHOTOK-
CMMHOCT, KAHLUEPOTEHHOCT, TOKCUYHOCT 33 PENPOLYKLMATA U 34 Pa3BUBALIMS CE OPraHM3bM, KAKTO € HPUIOKMMO
ChOOPA3HO CTEMEHTa UM eCTECTBOTO Ha EKCIIO3UIMATA Ha UBMIENHETO.

HpI/I JiIcaTa Ha TaKMBa U3CIIEOBaHNs, C€ IIPENCTAB 000CHOBKa.

1) 3a mspermsra, chbpxamm CMR BewiecTsa iy Hapyuwasauy GyHKIMUTE HA EHIOKPUHHATA CHCTEMa BELECTBA ChITIACHO
pasgen 10.4.1 ot npunoxenne I — obocHOBKaTa cbriiacHo pasner 10.4.2 OT CBIIOTO MPUITOKEHME.

(") Ompekrusa 2004/10/EO na EBponeiickus mapnament u Ha Cogera ot 11 ¢eBpyapy 2004 r. OTHOCHO XapMOHUM3MPAHE HA 3aKOHOBUTE, TIOAI3aKO-
HOBJITE I AIMMHICTPATHBHITE PA3MOPEnd, CBbP3aHI C IIPIMIATAHeTO Ha PUHIIINTE Ha D0Opa TabOpaTopHa MPAKTHKA ¥ BePUGUIMPAHETO Ha
TSAXHOTO IIpMJIaraHe Ipy M3IMTBaHNS Ha XxuMudecky semectsa (OB L 50, 20.2.2004 r., ctp. 44).
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]1) 3a m3nenusTa, IyCKaHW Ha Masapa CTEPUIIHM MM C OIpedeiieH MI/IKpO6I/IOJ’IOFI/I‘ICH CTaTyC, OommMcaHue Ha Cpefara 3a
CbOTBCTHUTE ITPOM3BOLNCTBCHU €TaIIN. HpI/I n3penusd, MyCkaHy Ha Iasapa CTEpUIHM, ONMCAaHME Ha M3IOJI3BAHUTE METOMM,
BKIIIOUUTEITHO MOKJIAOMTE 3a BalyaypaHe, BbB BpPb3Ka C OIAKOBAHETO, CTEpPUIIM3ALNATa U IMOOIBPKAHETO Ha
CTCpMIIHOCTTA. B nmokmnama 3a BayaMpaHe C€ IIOCOYBAT VIBIIMTBAHNATA 3a HAIIMYMETO Ha OMONOTMYHK dar¢HTH, IMpOreHn u,
aKO € IIPUIIOKMMO, CTEPMITMBNPAILN OCTATPYHM BEILLECTBA.

€) 3a M3menus, MyCKaHM HA Ma3apa C M3MepBaTenHa (YHKINS, OMMCAHME HA M3MONI3BAHMTE METONM 33 TapaHTMPAHE Ha
TOYHOCTTA, MIOCOYCHA B CrELMPUKALIMNTE.

X) AKo m3menmmero we Obme CBHP3aHO ¢ Hpyro(w) mamenve(s), 3a ma paboTH IO NpeIHA3HAUYEHME, OMMCAHME HA Ta3u
KOMOMHALVS/KOHQUIYPALMS, BKITIOUMTENHO [IOKA3aTENCTBO, Y€ MBNENMETO OTTOBaps Ha OOIMTE M3MCKBAHMS 32
0e30MaCHOCT ¥ HEfCTBIME TPU CBbp3BAHE C IPYroTO(MTE) M3IENMe(s) MO OTHOLIEHVE HA MOCOYEHMTE OT MPOM3BOLMTEIIS
XapaKTePUCTYKM.
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TTPUTIO2KEHME 111

TEXHUYECKA JTOKYMEHTALIMA 3A HAJI3OPA CJIE ITYCKAHE HA ITA3APA

TexHnyeckara TOKyMEHTaLlMsl 3a Hamsopa CIiel IIyCKaHE€ Ha Iasapa, KOATO IIPOV3BOOMUTENAT M3IOTBA B CBOTBETCTBUE C
YJIECHOBE 83—86, C€ TPENCTaBsA II0 SCEH, OpraHM3VpaH, JIECEH 3a TbPCEHE M HEOBYCMMCIIEH HAauMH M BKIIIOYBA IO-CIIENMATTHO
€IIEMEHTHUTE, OIMCAHM B HACTOALIOTO IPUIIOKEHME.

1.1. TIInan 3a Hap3op cien MycKaHe Ha Ma3apa, M3TOTBEH B CHOTBETCTBME C 4ileH 84.
B nmana 3a Hazzop cie MycKaHe Ha Ma3apa MPOM3BOAMTEILAT OKa3Ba, Ye M3ITBIIHSBA 3aBIIKEHMETO 10 unleH 83.

a) B mnaHa 3a Haj3op Cref MycKaHe HA Mazapa ce CIeMy 3 ChOMPAHETO U M3MON3BAHETO HA HANMYHATA MHQOpPMALULS, MO-
KOHKPETHO!

— MHQOpMALSI OTHOCHO CEPYO3HN MHLMIEHTH, BKITIOYUTEITHO MHGOPMALSI OT NMEPUOIMUHO aKTyalM3UPaHH IOKIIamm
3a Gesomacuoct ([TALIB) u Kopurypary HeiicTBus BbB BPb3Ka ¢ 6E30I1aCHOCTTa Ha MSCTO,

— MHQOpMALS 32 HECePMO3HN MHLMICHTH M TAHHM 33 BCUYKM HEXKENaHU CTPAHUIHU eeKTH,

— MHQOpMALISt OT NOKITAf[BAHETO HA TEHMEHIIMNTE,

— OTHOCKMA CIIeLMaNM3MPaHa WM TeXHUYeCKa JIUTepaTypa, 0asy DAHHM V[N PEruCTpH,

— MHpOpMALWs, BKIIOYBALIA MHEHMSTA M CUTHAIIATE OT NOTpebuTeTe, AMCTPUOYTOpUTE 1 BHOCUTEIATE, 1

— nyONMMYHO JOCTBITHA MHPOPMALMS 33 CXOIHY MEIMIMHCKY U3IEIHSL.

0) IlnaHbT 3a Haf30p CrIeN MycKaHe Ha Ma3apa 00XBallld Hai-Manko:

— aKTHMBEH M CUCTeMeH IIpoLiec Ha ChOMpaHe Ha BCSIKAKBa MHQOpMalMs, mocoueHa B Oyksa a). [IpoLecsT mossorsisa
TIPaBUITHOTO OMpeNieNisiHe Ha XapaKTepyCTMKUTE Ha JefCTBUETO Ha M3HENMATA 1 OCBEH TOBA JaBa Bb3MOXHOCT Ia ce
Harpasy CpaBHEHME MeXKMy M3IENMeTO M CXOIHM HalM4HM Ha Masapa MpOmyKTy;

— edeKTUBHM ¥ MOOXOMSIIM METONM 1 TPOLIECH 3 OLCHKA Ha CHOpaHNUTe JAHHY;

— TIONXONAWIM MOKa3aTelM ¥ IIParoBM CTONHOCTM, KOMTO JIa Ce W3MON3BaT INIPU HENpeKbCHATOTO MOCIENBALIO
OLIEHSBAaHE HA aHANM3a Ha pUCKa Y TOJI3UTE M HA YIpaBeHMeTO Ha PUCKOBETE, CBITIACHO MOCOYEHOTO B pasfen 3

OT IMpUIIOKCHNE I;

— e(l)I/IKaCHI/I U TIOOXOOAIM METOOM VM MHCTPYMEHTM 3a pasITieKOaHe€ Ha CUTHAIM ¥ aHaluM3 Ha IasapeH OINT,
l'lpI/I[I06]/IT Ha MACTO;

— METOIM U IPOTOKOIIM 3a YIPABIIeHNUe Ha CBOMTHSA, KOUTO Ce OTPa3sBaT B JIOKJIA[a 33 HaONMIONABAHUTE TEHIEHLM,
NpefBUieH B wieH 88, BKIIIOUMTENIHO METOIM U IPOTOKOMM, KOMTO [ia Ce M3ION3BAT 3a YCTAaHOBSIBAHE Ha
CTATUCTUYECKYM 3HAYMMO TOBMIIABAHE HA UeCTOTaTa WIM TEKECTTa HA MHUMIAEHTY, KaKTO M Iepuofa Ha
HaOITIOIeHNE;

— METOIM M MPOTOKONK 33 epeKTHBHA KOMYHMKALMS C KOMIICTEHTHHUTE OPTaHM, HOTUQUIMPAHUTE OPTaHHU, MKOHOM-
YeCKIUTE ONepaTopy ¥ MoTpebuTenuTe;

— TIpenpaTka KbM MpOLEAypPUTE 3a U3IbIHEHME Ha 3a(bIKEHNATA Ha IPOM3BONUTENNTE 110 uieHose 83, 84 u 86;

— CMCTEMAaTMUHM TPOLEAypu 3a HaOerisA3BaHE M TNpWITaraHe Ha MONXOASALIM MEPKM, BKITFOUMTENTHO KOPUIMpALM
HeNCTBIUS;

— eQeKTMBHM WMHCTPYMEHTM 3a NpPOCNCsBAHE M WOCHTUQUUMpAHE HA W3HEMIITa, 33 KOMTO MOXe A3 Obmar
HEOOXOMMMY KOPUTMPALIN [EHCTBIS; 1

— mwtan 3a KIIIIT B ceotBerctBue ¢ yact b or mpunozxenve XIV umy 060cHOBKa Ha mpuuyHuTe, nopamm kouro KITIII
He € IPUIIOXVM.

1.2.  TIAIb no unen 86 u mokian 3a HaO30p CIef IIyCKaHe Ha Masapa 10 wieH 85.
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ITPUTIO2KEHME IV

EC NEKITAPALINA 3A CbOTBETCTBUE

EC HOeKrapauyara 3a CbOTBETCTBME ChIbpXKa LisAyIaTa I/IH(l)OpMaIII/IH o-goiy:

1. Vme, perucTpupaHo ThPrOBCKO HayMEHOBaHME MY PETMCTPUPaHa ThProBCKa MapKa M, ako Beue € M3MaJieH, eMHEH perucTpa-
uvroHeH HoMep (EPH) Ha npomssonurens cbrnacHO wied 31 u, ako € NPUIIOKNMMO, Ha YITBIIHOMOLIEHWSI My IpPeNCTaBUTel, 1
afpec Ha PervCTPUPAHOTO MM MSACTO Ha CTONMAHCKA HEMHOCT, Ha KOMTO MOXe [1a Ce OCBLICCTBY BPb3Ka C TAX M MOXe Ja ce
YCTaHOBYM MECTOHAXOXJIEHUETO UM;

2. Vizasnenne, ue EC meknapauysaTa 3a CbOTBETCTBME € M3NaNIeHa eMHCTBEHO HA OTTOBOPHOCTTA Ha IIPOM3BOIMTEILS;

3. basos UDI-DI, xakTto e nocoueno B yact B or npunoxenne VI;

4. Vlme Ha IPOIYKTA ¥ THPTOBCKO HAMMEHOBAHMeE, MPOMIYKTOB KOI, KATANIOKeH HOMEp WM MIPyra HeNByCMMUCIIEHA pedepeHis,
KOATO [aBa BB3MOXKHOCT 33 MICHTUQUMKALMS M NPOCIENMMOCT Ha M3MENNETO, BKIIIOUEHO B oOxBara Ha EC mekmapaumsra 3a
CBOTBETCTBME, HAIPUMEP CHMMKA, KOTaTO € MOIXOHAUIO, KAKTO M HEroBOTO mpenHasHauenye. C M3KIIOUEHME HAa MMETO Ha
MPOMYKTa MM THPIOBCKOTO HaMMEHOBaHMe, MH(OPMALIMSITA, KOATO [aBa Bb3MOXKHOCT 33 MIEHTU(MKALMS 1 HPOCTEAMMOCT,
Moxe ma ce npenoctasy upe3 6azosust UDI-DI no touka 3;

5. Kmac B 3aBMCHMMOCT OT pMCKa Ha U3MIENVMETO ChITIACHO IIpaBuiara 1o npuoxenue VI

6. V3sBrienne, de uanenmero B 00XBata Ha JEK/IApALILSTa € B CbOTBETCTBME C PAa3NoOpeHOMTe HA HACTOSLIMS PEITAMEHT M, aKO e
IIPUIOKMMO, Ha APYTY IIPUTIOKMMIU 3aKOHONATeNHY aKToBe Ha Cblo3a, KOMTO NMpedBIKNaT u3nasaneTo Ha EC meknapams 3a
CBOTBETCTBUE;

7. Tocousane na msnonssannte OC, kakto 1 Ha OC BBB BPb3Ka C KOUTO € IEKIapUPaHO CHOTBETCTBUETO;

8. Korato e mpmioxuMo, HaMMEHOBaHME M MICHTUQUKALMOHEH HOMEP Ha HOTUQMUMPAHMS OPraH, OIMCAHME HA M3BbpIICHATA
MpPOLEIypa 32 OLEHsABaHEe HA ChOTBETCTBIETO ¥ MCHTU(MKALMS Ha M3HaIeHus(Te) ceprudurar(u);

9. Koraro e npuioxumo, NOMbITHUTENHA MHPOPMALIHSE;

10. Mscro u mara Ha M3IaBaHe Ha JIeKjlapanyATa, M€ M IIIb2KHOCT Ha JIMIETO, KOETO A € MOMIICAJIO, KaKTO ¥ YKa3aH)E 3a KOro
1 OT 4YMe€ MME € NMOoOmnmcayio ToBa JIMIE, IMOOINC.
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ITPUTIO2KEHME V

MAPKHPOBKA 3A CbOTBETCTBME ,,CE*

1. Mapxkuposkara ,,CE“ ce cberon ot uamumanure ,,CE“ cbe crenHara gopma:
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2. AKO ce HamarnsBa WIM yBelM4aBa pasMepsT Ha Mapkupobkara ,CE“, ce crasBar mpomnopumure, NaneHu mo-rope B rpauyHata
Mpexa.

3. Pasnmmunmte enemeHTH Ha Mapkuposkara ,CE“ TpsOBa ma MMar KaTo LSO OMH M CBLI BEPTUKANIEH pa3Mmep, KOMTO He Tpsbsa
[a e mo-ManbK oT 5 mm. Tosu MuHMMalNeH pa3Mep MOXKe [ He Ce IpuIIara 3a ManKy M3Ienms.
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TTPUTIO2KEHME VI

VUHPOPMALIMA, KOATO CE MPEACTABS MPU PETUCTPALMATA HA M3OEIIUATA U UKOHOMUYECKUTE

OIIEPATOPM B CBHOTBETCTBME C YIIEH 29, NMAPATPAQ 4 U UIIEH 31, OCHOBHU TAHHU, KOUTO CE

MPETOCTABAT HA BA3ATA JTJAHHU 3A UDI, 3AETHO C UDI-DI, B CbOTBETCTBUE C YJIEHOBE 28 U 29 U
CUCTEMA 3A UDI

YACT A

VHQOPMALIMS, KOATO CE IPEICTABS IPU PETUCTPALMATA HA M3OEIUATA U MKOHOMMYECKUTE
OIIEPATOPM B CbOTBETCTBME C YJIEH 29, TAPATPAQ 4 U YWIEH 31

[Ipousponurenure umm, ako € MPUIOXKMMO, YITBITHOMOUIEHUTE IIPENCTABUTENM M, aKO € NMPUIOKUMO, BHOCUTENINTE IIPEACTaBAT
uHpOPMALMATA, [I0COUEHA B pasfer 1, M rapaHTHMpAT, Ye MOCOYeHaTa B pasfen 2 MHPOPMALMsl OTHOCHO TEXHUTE MBMNENMs € IbIIHA,
IIOCTOBEPHA M aKTyallM3MpaHa OT ChOTBETHATA CTPaHa.

1. VdopmaLmst OTHOCHO MKOHOMIYECKHS OLIEpaTop

1.1. BUJII MKOHOMUYECKN OIEpaTop (T.e. MpON3BOOUTEIT, YITHITHOMOILIECH ITPEICTaBUTENT UITN BHOCI/ITel'[);
1.2. VIME, afipec M DaHHM 3a BPb3Ka C MKOHOMUYECKNUSA OIEPATODP;

1.3.  ako mHdOpMaumsTa ce MPENOCTaBs OT HPYIO JIMIE OT MMETO HAa MKOHOMMYECKMS OIepatop, mocoueH B pasmen 1.1 —
yMe, aipec 1 JaHHM 3a BPb3Ka C TOBA JIMILIE;

1.4.  ume, agpec M JaHHM 3a BpB3KA HA JIMIETO(TMLATA), OTTOBAPSI(M) 33 CHOTBETCTBMETO C HOPMATMBHMTE M3MCKBAHMUS,
MOCOUeHM B usieH 15.

2. VEdopMaryst OTHOCHO M3HEMSTA

2.1.  ©6asos UDI-DI;

2.2, TUN, HOMEp U [IAT4, IO KOATO € BATIMIEH CePTUQUKATHT, UMANCH OT HOTUQUUMPAHMS OPIaH, U UME WM UAeHTUUKA-
LIOHEH HOMEp Ha TO3M HOTUGMLMPAH OPraH, KAaKTO M Bpb3Ka KbM MH(OPMALMATA, ChIbPXKAL ce B ceprudurara u
BbBEIICHA OT HOTU(UMUMPAHNS OPraH B eNIEKTPOHHATA CUCTEMA 3a HOTUQULMPAHNUTE OPraHy M cepTuduKaTuTe);

2.3. ObpKaBa YIEHKA, B KOATO M3HEIMETO LIE CE ITyCKa MIIM BEUE € IyCHATO Ha I1a3apa Ha Cmosa;

2.4.  3a mamenust ot knac Ila, kmac IIb wim knac I —mbpxaByu uieHKM, KbIETO M3IENMETO Ce MPENOCTaBs WIM e Ce
TIPeoCTaBs;

2.5.  KJac Ha U3HENMETO B 3aBUCUMOCT OT PUCKa;
2.6.  mosropHO 00paboTeHO M3IeNMe 3a egHOKpatHa yrnotpeba (A/HE);

2.7. HaJMuye Ha BEIIECTBO, KOETO IPY CAMOCTOATEITHA yHOTpC6a MOXK€ Ia C€ CUETE 3a JIEKAPCTBEH ITPOIYKT, M HaVIMEHOBaHME
Ha TOBa BELIECCTBO,

2.8. HajlnyMe Ha BEIIECTBO, KOCTO IPU CAMOCTOSITEIIHA yHOTpe6a MOXKe Ha €€ Ccuere 3a JICKapCTBEH INPOIYKT, IOIIYYE€H OT
UYOBEIIKA KPbB WIIM YOBEIIKA I1a3Ma, 1 HaMMEHOBaHME Ha TOBa BEILIECTBO;

2.9.  Hamuuye Ha THKAHV WM KJIETKM OT YOBELIKM IPOM3XON iy Texun npoussontn (IA/HE);

2.10. HamMume Ha TBKAHM WM KIETKM OT 3KMBOTMHCKM MPOM3XOH WM TeXHM Mpou3BonHM cbriacHo Permament (EC)
Ne 722/2012 (OA/HE);

2.11. ako e MIpUIIOKMMO, CIMHEH I/I]ICHTI/I(l)I/IKaIH/IOHCH HOMEp Ha KIIMHNYHOTO WV3INUTBAHE MM M3MNUTBAHMA, IIPOBEIEHN BBHB
BpBb3Ka C MBHENMETO, VTN BPb3Ka KbM PETUCTpAlMATA Ha KIIMHNYHOTO M3INTBAHE B €TICKTPOHHATA CUCTEMA 3a KIIMHMNYHU
M3NUTBAHMSA;

2.12. 3a mspgemua mo npunoxenye XVI — pa ce mocoun mamy npegHasHaueHMETO HA M3HEINMETO € PasIMYHO OT MEIMIMHCKO
TIpeHa3HaueHue;

2.13.  3a u3genus, MPOEKTUPAHM M NPOM3BEEHU OT APYTO IOPUIMUECKO Wi puanuecko nmie nmo uneH 10, maparpad 15 —
VIMe, afpec 1 JaHHM 3a BPB3Ka C TOBA IOPUIMHUECKO MM GU3MUECKO JILE;
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2.14.  3a wspermmst ot kitac 111 miyt MMIUTAHTMPYeMY M3LeNNst — pesioMe 38 0e30MaCHOCTTA M KIIMHUYHOTO JefiCTBIUe;

2.15.

CTATyC Ha MBMNEINMETO (T.e. HA Masapa, Beue HE € Ha Masapa, M33€TO, MPEMNNPHETO € KOPUIMPALIO MIEHCTBIE BbB BPb3Ka C
6e30MmacHOCTTa).

YACT b

OCHOBHU JAHHHU, KOUTO CE IIPEJOCTABAT HA BA3ATA JAHHU 3A UDI 3AEJHO C UDI-DI B
CbOTBETCTBHUE C YIEHOBE 28 U 29

[powsBomurensr npenocrast Ha 6azara manuu 3a UDI mpentnduraropa UDI-DI u msnata mH$OpMAmys MO-I0y BbB Bpb3Ka C
IIPOM3BOIUTENA Y U3MIENMETO:

10.

11.

12.

13.

14.

15.

16.

17.

18.

19.

20.

21.

22.

23.

24,

. KOJIMYECTBO B ChOTBETHATA ONAKOBKa;
. 6azo8 UDI-DI cprnacHo uiten 29 u esentyanuy gombnuutensyu UDI-DI;

. Ha4yMH 3a KOHTPOII Ha NPOMU3BOOCTBOTO Ha MU3IOEINETO (CpOK Ha TOOHOCT MIIM J1aTa Ha ITPOM3BOJACTBO, HOMEP Ha MapTupiarta,

cepueH HoMep);

. dKO € IIPUII0KMMO, MIICHTI/I(])IAK&TOP Ha u3no3eaHara emuHauia UDI-DI (KOI‘&TO BbPXY M3IIOJI3BaHATA €MHMLA OT U3HEINETO

He e noctaBeH etukeT 3a UDI, ce ornpeners I/I]ICHTI/I(])I/IK&TOp Ha ,M3MO0JI3BaHaTa eIMHULA®, 33 Ha ce CBbpKE yHOTp€6aTa Ha
M3OCIINETO C NadeH l'laIII/[eHT);

. VMIMe ¥ afipec Ha IPOM3BOMMTeNs (KAKTO Ca MOCOYEHM Ha eTMKETA);

. EPH, u3manen B chotsercTBue ¢ wied 31, naparpad 2;

. KO € IPUIIOKIMO, MIMe U aipec Ha YITbIIHOMOLIEHWS IPEACTaBUTEN (KAKTO ca MOCOYEHN Ha eTHKETa);
. KOJI B HOMEHKJIaTypaTa Ha MEIMLMHCKUTE U3JIENINS CHITIACHO uJieH 26;

. KJTac Ha MBHEIMETO B 3aBYCUMOCT OT PVICKa;

aKO € IPUIIOKMMO, HaMEHOBAHNE WM THPTOBCKO HAaYMEHOBAHME;

aKO € IPWIOKIMMO, MOEN Ha M3IEINETO, peepeHLIs Wi KaTajloXKeH HoMep;
aKo € IPUIOKIMO, Pa3Mepyt (BKITIOUMTENHO 00eM, IbIIKIHA, KammObp, TMaMeTbp);
TIOITbITHUTEITHO OIMCAHNE Ha MPONYKTa (HE3aIbIIKMUTENIHO);

aKo € MPWIOKMMO, YCIOBUS Ha CbXpaHeHMe M[wiym pabota ¢ M3HenMero (KAKTO ca MOCOYEHM HA €THKeTa WM B
VHCTPYKLMUTE 32 yroTpeba);

aKO € MPUIIOKMMO, JOITBIIHMTETHY ThPTOBCKM HaMEHOBAHMS Ha M3IENNETO;
[ary e OMio eTMKeTMPaHO KaTo M3Ienye 3a emHoKpatHa yrotpeba (A/HE);

aKo e IPUIOKIMMO, MaKCUMalieH Opoil OBTOpHM ymoTpeby;

a7y MBNETIETO ¢ eTMKETUPAHO KaTo ctepuiHo (IA/HE);

mamy e HeoOxomyMa cTepunusatyst npemu ynorpeda (IA/HE);

mamy cpmbpxka natekc (IA/HE);

aKO € IPWIOKMMO, MHPOPMALMS BHPXY €TMKeTa ChIacHo pasmen 10.4.5 or mpuoxenye [

URL 3a gomsiHuTeNHa NHPOPMALIKs, HallpuMep MHCTPYKLIMN 3a yrioTpeba B eNeKTpoHHa $opMa (He3abiIKUTEIHO);
aKo € IPUIIOKMMO, KPUTUYHM NPENyHpexRIEHNUS UM ITPOTUBONOKA3AHMNS;

CTAaTyC Ha M3MENETO Ha [a3apa (Beye He e Ha [A3apa, M33eTO, IPEMIPUETI Ca KOPUTMPALIM [IeICTBIS BbB Bpb3Ka ¢ Gesomac-
HOCTTA).
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YACT B

CUCTEMA 3A UDI

1. Onpenenenns
ABTOMATMYHO pa3Mo3HaBaHe U MpounTaHe Ha manHute (AIDC)

AIDC e TtexHororus, KOSTO Ce M3MOJI3Ba 3a aBTOMAaTUYHO NpounraHe Ha naHHuTe. TexHomormsra 3a AIDC Bkiousa
GapKooBe, KapTit ¢ unmose (smart cards), GMOMETPUYHN TAHHU M pammodecToTHa uneHTHuKauus (RFID).

basos UDI-DI

Basosustt UDI-DI e mbpBUYHMST MIEHTUPUKATOP HA MOeNa Ha u3aeruero. Toil e OCHOBHMST KITio 3a 3amucute B Gasata
maruy 32 UDI u ce nocousa B chorserHute ceprudukary 1 EC meknmapaimu 3a COTBETCTBIE.

DI Ha u3nmon3pBaHaTta eIMHuUIA

DI Ha M3MON3BaHAaTAa eOMHNMUA CIIyKM [a CBbPXe yroTpebaTa Ha M3menyue C MALMEHT B CIyyauTe, KOIaTo BBPXY
U3IONI3BaHATA €AMHMIA OT M3JENMETO He e mocTased etmkeT 3a UDI, Hanpyumep KOraTo HAKOJNKO EIMHMIM OT €OHO M
CBLIO M3MIENNE Ca ONAKOBAHM 3a€IHO.

V3nenme ¢ koudurypawms

Nsnenne ¢ KOH(i)I/II‘ypaLII/I}I € u3pgenme, CbCTOSAII0 CE€ OT HAKOJIKO KOMIIOHEHTA, KOMTO MOraT ma 6'bJIaT crnobenn OT
MPON3BOOUTENISL B MHOZKECTBO KOH(l)I/[praLII/II/I. Te3n oTHmeNHM KOMIIOHEHTM MOTaT CaMy II0 cebe cu J1a TIpeNCTaBIABaT
n3nenms.

Vanenusra ¢ KoHQUrypamus BKIIOUBAT CHCTeMNM 3a KOMMOTbpHA Tomorpadust (KT), ynTpasBykoBH CHCTEMM, aHECTE3MO-

JIOTMYHU CUCTEMM, CUCTEMU 3a HpOCHC]I}{BaHe Ha (l)]/[SI/IOHOI‘I/I‘{HI/ITC IoKa3sartesmu, pa]II/IOHOI‘I/I‘{HI/I I/IH(l)OpMaI_[I/IOHHI/I CucreMn
(RIS).

Kondurypars
Konurypaunsra e KoMOMHALMSL OT elIeMEHTM OT oOOpymBaHe, [OCOYEHNM OT IPOMBBOTMTENS, KOUTO (YHKLMOHMpAT

33€HO KaTO M3HENMe 3a NOCTMIaHe Ha OMNpelelieHO MpelHasHaueHne. KomOMHALMsTa OT eleMeHTH Moxke fa Obe
MpOMeHeHa, TIPUCIIOcOOeHa MM HACTPOEHA 3a 3aOBOVIsIBAHE HAa 0COOEHY MOTPEOHOCTI.

Kondurypaunute BKIHOUBAT, HAPEll C APYroTo:

— CKaHMpaly paMKy, TpbOM, Macy, MyNITOBE M HPYTM €IeMEHTH OT O0OpYABAHETO, KOMTO MOTar fa Obmar KoHQury-
prpaHn/KOMOVHMPAHY 3a M3IbIHEHNE Ha (YHKIMS IO NpeHa3HaueHNe B KOMIIOThPHATA TOMOrpaduss;

— amapaty 3a BEHTMJIALVS, OVMXAaTeNIHM allapaTil, BAIIOPU3ATOPH, KOUTO Ce KOMOMHMPAT 3a M3ITbIIHEHME Ha (GYHKLMS 11O
TIpeHa3HauYeHNe Py aHeCTe3Ns.

UDI-DI

UDI-DI e yHukaren umn¢pos unu OyKBeHO-UMPPOB KO, ONpeNerieH 3a IaleH MONeN M3Menue, KOMTO ce U3MONM3Ba M KaTo
LKITIOY 38 IOCTBI“ IO MHQOpPMALMATA, ChXpaHsBaHa B 6asata gaHHM 3a UDL

Yernmso o6osnauenne (HRI)

HRI o3HauaBa 4eTnIMBOCT Ha 3HAUMTE B AaHHWTE, 3aKogMpanu B HocuTens Ha UDI

Hupa Ha omakoBaHe

Huea Ha onakoBaHe O3HayaBa Pas3IMUHMTE HMBA HA ONAKOBKM Ha M3HENNETO, CHIbPXKAIIM OIPENENIeHO KOINYECTBO
VMBLENIsL, KAaTO HaIpUMep KapTOHEHA KYTUsL MM Kaib(.

UDI-PI
UDI-PI e undpos i OykBeHO-LPOB KOII, KOMTO MIEHTHGULIMPA POM3BOACTBEHATA SIMHNIA HA U3IEIUETO.

Pazmmunute Bumoe UDI-PI BkimrouBat CEpUeH HOMEp MIIM HOMEp Ha IlapTuiara, I/I]ICHTI/I(l)I/IKaIII/IS[ Ha CO(l)Tyepa M J1aTa Ha
MPOUBBOLCTBO MIIN CPOK HA TOOHOCT MIIM M OBETE HATH.
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2.1.

2.2,

2.3.

2.4.

3.1.

3.2.

3.3.

3.4.

3.5.

3.6.

3.7.

3.8.

Paninouecrotsa unerTtudukarys (RFID)

RFID e TeXHOMOINS, KOATO M3ION3Ba KOMYHVKALMS Ype3 PAAMOBBIHM 32 OOMEH Ha IaHHM MEXIY YeTSIIO YCTPOICTBO U
€/IEKTPOHEH CTUKET, IPUKPENEH KbM IPEIMET, C LeN MIeHTHUKALIL.

TosapHu KoHTelHepU

ToBapHMAT KOHTEjiHep € KOHTeiiHep, IIPM KONTO IIPOCTEOMMOCTTAa Ce KOHTPONMPA upe3 CIELMaeH Ipolec 3a
TIOTMCTUYHNUTE CUCTEMIL.

YHukaneH ugeHtudurarop Ha mnemusra (UDI])

UDI e cepust or unposu 1 GyKBeHO-LMPOBM 3HALM, Ch3NANEHA ype3 OOMOMpHeTa MACHTUMKALMSA HA VBIENMUATA U
CTaHIapTM 3a o3Hauasade. CucTeMara [aBa BB3MOXKHOCT 3 SICHA MOCHTUQMKALMS HA CHOTBETHOTO M3JENIE HA Masapa.
UDI ce cueron or UDI-DI n UDI-PL

HyMaTa ,,yHI/lKaJ'ICH“ HE BKJIIOUBa Cepl/lf/lHOTO HOMEpHUpPAHE Ha OTHEITHUTE MPON3BOIOCTBECHN €OMHULIN.

Hocuren na UDI

Hocurenst Ha UDI e cpencrsoto 3a chobiasane Ha UDI upes uznon3ssanero Ha AIDC 1, ako e NpuiioKumo, HEroBoTo
HRIL

Hocurenure Ha UDI BiOuBAT, Hapem ¢ OPyroTo, MAEHTHQUKALMOHEH JMHeeH OapKOM, OBYM3MEpEH MaTpuueH Gapkor,
RFID.

O0uM M3MCKBaHUSA

Hanacanero Ha UDI e DONMBIHMTENHO M3MCKBAaHE, KOETO HE 3aMEHS HMKOE OT M3MCKBAHMSATA 3a MAapPKMPOBKA WM 3a
€TUKETUPaHe, IPEeNBUIEHN B IPUIIOKeHNe | KbM HACTOALIMS perflaMeHT.

[Ipoussonurensar onpenens u nogabpxa yaukanuu UDI Ha usnenusra cn.
EnmHcTBeHO npousoguTenat Moxe fa HaHacsa UDI BbpXy M3ENMETO MM ONMAKOBKUTE MY.

Morar fa ce M3MONM3BAT EOMHCTBEHO CTAHNAPTMTE 3a O3HAYABAHE, KOMTO Ca IPENOCTABEHM OT M3IaBaumre CyOeKkTH,
onpenenenn ot Komucusita cpriacHo wier 27, naparpad 2.

UDI

UDI ce OIpeneErs 3a CaMOTO M3IENME MM HEroBaTa OIIaKOBKa. CJ'ICIIB&IIH/ITC HJBa Ha OIIAKOBAaHE pasnoiaraT CbC co0cTBeH
UDL

ToBapHuUTe KOHTElHEpM ce OCBOOOKIABAT OT M3MCKBaHMsTa 1O pasmen 3.1. Hampumep, He ce u3ucksa UDI 3a
JIOTVCTVYHY EIMHMIY; KOTaTO HOCTaBUMKBT Ha 3IPAaBHM IPYKM MOPhYBA MHOXECTBO M3HENNA, 32 KOMTO € nocodyed UDI
WM HOMEPBT Ha MOJeNa Ha OTHENHUTE M3HENNsA, M MPOM3BONMTENAT MOCTaBs Te3M M3LENA B KOHTE/HEp 3a TPaHCIop-
TMpaHe MM 3a 3alUMTa HA OTHEIHMTE ONAKOBAHM WM3HENNs, 33 KOHTEHHepa (IOrMCTMYHATA €IMHMLA) He ce Mpuiiarar
usyckpanmsara 3a UDL

UDI ce cpcron or gee yactu — UDI-DI n UDI-PL

UDI-DI e yHuKarneH Ha BCAKO HMBO Ha OIAKOBaHE Ha UBMIENMETO.

AKO BBpXy €TMKETa Ca IIOCOYECHM HOMEPBT Ha MApTMNATA M CEPUIHMST HOMEp, MOCHTMUKALMATA Ha COPTyepa M
CPOKBT Ha TofHocT, Te ca yacT oT UDI-PL. Ako BbpXy eTMKeTa € NOCOY€Ha M laTa Ha INPOU3BOICTBO, HMKOE OT

M3VMCKBAHMATA 3a. AKO BBPXY €TUKeTa € II0COYeHa CaMo J1aTa Ha MPOM3BONICTBO, TA ce u3nonspa 3a UDI-PL

Ha Bceky KOMIIOHEHT, KOMTO ce cuuTa 3a M3HeNue M ce IpefUlara Ha Iasapa camocCTOsTeNnHo, ce onpepens orgened UDI,
OCBEH aKO KOMIIOHEHTHTE He Ca 4aCT OT M3[elue ¢ KOHPUIypawms, Koero e 00o3HaueHo cbe cobersen UDL

Ha cucremure 1 Habopute 1o wieH 22 ce ompefernis 1 HaHacs TexeH coberser UDL

HpOI/IBBOIII/ITCIISIT onpeners UDI Ha mageHo u3nenue CbIlIaCHO ChOTBETHUS CTaHIAPT 3a O3HAYaBaHE.
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3.9.  Msucksa ce o UDI-DI, Korato e Hamiue NpomsiHa, KOATO OM MOIJa [a [oBede [0 NOTpeliHa MueHTU(MKAuMs Ha
VBIENMETO MMM O HESICHOTAa MO OTHOMICHME HA INPOCIIEMMMOCTTA My; NO-CIIELMATIHO BCSIKA IPOMSHA Ha €OMH OT
CIIeIHNUTE efleMeHTH Ha HaHHuTe B Oazata manuu Ha UDI usucksa Hos UDI-DI:

a) HauMeHOBaHMe WM ThPIrOBCKO HaMMEHOBaHHe,

0) BapuaHT WM MOMEN Ha M3JIENHETO,

B) eTMKETMPAHO KaTo M3[eNMe 3a eIHOKpaTHA ymoTpeba,

I) CTepuIHA ONAKOBKA,

1) HeOOXOMMMOCT OT CTEpUIIM3UpaHe Mpefy ynorpeba,

€) KOMMYECTBO M3MENMs B ONAKOBKATA,

) KPUTMYHY HpeIyTpexXIeHns UM MPOTUBONOKA3aHMs, HalpuMep ChIbpxkaiio natekc umt DEHP.

3.10. [Ilpoussommreny, KOUTO MPEOMAKOBAT VI[N MPEETUKETUPAT M3NENMS CbC COOCTBEH eTmker, 3amassar maHuu 3a UDI Ha
MPOM3BONNTENS Ha OPUTMHAIIHOTO M3MENNE.

4, Hocuren na UDI

4.1.  Hocurensr Ha UDI (AIDC ¢opmar u HRI gopmar ra UDI) ce mocrasst BbpXy €THKETA WM CAMOTO WM3METNE M BBPXY
BCMUKM CTIefBAl HMBA HA ONAKOBaHE Ha u3genmyero. CriemBamiuTe HMBA HAa ONAKOBAHE He BKIIIOYBAT TOBAPHNTE
KOHTEHEPH.

4.2. B cnyqaﬁ Ha 3HAYNTEIIHM OTPaHMUYEHMS Ha MPOCTPAHCTBOTO BHPXY OIIAKOBKAaTa Ha M3IIONI3BAaHATA €OVHMIA, HOCUTEIIAT Ha
UDI moxe na 61)[!6 IIOCTABE€H Ha CJIEIBALLIOTO HMBO HA OIIAKOBAHE.

4.3, 3a m3penusTa 3a egHOKpaTHa ynotpeba ot kiac I u Ila, omakoBaHy u eTMKETMPAHN [OOTHEIHO, He C¢ M3MUCKBA HOCUTENIAT
Ha UDI fa e BbpXy OaKOBKAaTa, HO TOW ce NMOCOYBA Ha CIIEBALIOTO HMBO Ha OMAKOBaHe, HAIpMMep KyTMsTa, ChIbpKalla
HAKOJIKO TOOTIENHO ONaKoBaHu mamenus. Korato obaue He ce OYaKBa MOCTABUMKBT HA 3MPABHU TPUKU JId MM TIOCTBI,
KaTo HAlpyuMep B CIy4ail Ha 30PaBHM TPUXKM B [OMAIUHM YCIIOBMSA, IO CIEABALIOTO HUBO HA OMAKOBaHE Ha M3MENMETO,
UDI ce noctapst BbpXy ONaKOBKaTa Ha OTIETHOTO M3[IENHeE.

4.4.  3a y3menusta, MpegHA3HAUCHM M3KITIOUMTENTHO 33 MYHKTOBE 3a Npomaxba Ha gpebHo, He ce m3ncksa UDI-PI 3a AIDC pma
ce MOCTABST BbPXy OMAKOBKATA HA CaMisl IYHKT 3a IPofax0a.

4.5. Koraro Hocurenn Ha AIDC, pasmuunm ot Hocutenn Ha UDI, ca BKItoueHu B eTykeTa Ha IpofykTa, Hocutenar Ha UDI e
YeTIIMBO IIOCOYEH.

4.6.  Ako ce usnonssar muHeitHn 6apkomose UDI-DI u UDI-PI Morar ia ObIaT Bepu:KHO CBbp3aHM B [1Ba MM MOBeye Oapkoma
Wiu f1a He ObIaT CBbp3aHu. BCUUKM 4acTu M elleMeHTH Ha JIMHelHMs OapKoM ca pasrpaHMuMMM M SICHO OTPETeNTMI.

4.7.  AKO ChLIECTBYBAT 3HAUMTENIHM NPEUKM Ipell eIHOBPEMEHHOTO M3mon3saHe Ha fBata dopmata (AIDC u HRI) Bbpxy
€TMKETa, C¢ M3MCKBA [IOCOYBAHETO BHPXY eTmKera camo Ha ¢opmara AIDC. 3a m3menmst 0baue, KOMTO ca HpeIHA3HAYEHN
3a M3MOJI3BAHE M3BBH 3[PAaBHUTE 3aBElCHNs, HAlpyMep M3IeNus 3a 3[paBHy Ipyky B goMamHy ycnosus, HRI ce nocousa
BbPXY €TMKETA, IOPM aKO BIOCIIENCTBUE He ocTaa MaAcTo 3a AIDC.

4.8.  (Qopmarsr Ha HRI e cbobpasen mpasunata Ha cy6ekra, uzmasam koma 32 UDL

4.9. Axo MPOVBBOOUTENAT M3IOJ3BA TEXHOJIOTMATA RFID, BbpXYy €TUKETa CE€ IIOCOYBA M JIMHEEH WM NBYU3MEPEH 6apK011 B
CBOTBETCTBME CHC CTAaHOAPTA, MPENOCTABEH OT M3HABAILNTE Cy6€KTl/I.

4.10. 3a m3menmsta 3a MHOrokparHa ynotpeba Hocurenst Ha UDI e Bbpxy camoto unerme. Hocutensar Ha UDI 3a m3pmenust 3a
MHOTOKpaTHa ynoTpe6a, M3MCKBALM NOYMCTBAHE, [e3MHQEKLMs, CTepUIM3aMs Wi OOHOBSIBAHE TPy BCSKO CIEMBALIO
UBNON3BaHe OT MALMEHTA, OCTaBa TPAaeH M YETNIMB CJe[l BCEKM IIPOLeC Ha IOITOTOBKA HA M3MIENNMETO 3a NOCIeABallo
MBNON3BaHe B PAMKUTE Ha MPEOBUIEHNS eKCINIOaTallMOHeH CPOK Ha M3fenueTo. V3iCKBaHeTo Ha HACTOSIMS Pasfen He ce
TpUIIAra 3a UBNENNst IPY CIIeIHUTe 0OCTOSITENCTBa:

a) BCEKM BUII HEMOCPELCTBEHO MapKupaHe Oy ce 0Tpasui Ha Ge30MaCHOCTTA MITM [EHCTBUETO HA M3IENUETO;
0) m3menueTo He MOXKe Ja O'bIe HEMOCPENCTBEHO MAPKMPAHO, 3AIIOTO TOBA HE € TEXHONOIMYHO OCBIIECTBYMO.

4.11. Hocurenar va UDI ocraBa yernus mpe3 wsiaTa HOpMaiHa ynorpeba ¥ Leusi NPENBUIEH EKCIUIOATALMOHEH CPOK Ha
U3JIENIUETO.
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6.2.

6.2.1.

6.2.2.

Axo Hocurerat Ha UDI e sicHo yernuB mimm — npu usnonssade Ha AIDC — Moxe [1a ce CKaHMpa Ipe3 ONaKOBKaTa Ha
UB[IENIMETO, He Ce M3MCKBA NOCTaBAHETO Ha HocuTens Ha UDI BbpXy omakoskara.

Koraro OTHENHM TOTOBM MBNENMsL Ce CBCTOSIT OT MHOXKECTBO YacTM, KOMTO TpsiOBa [a Ce CINOOSAT Ipemy TSXHATA IbPBa
yrnorpe6a, e mocrarbuno Hocurenat Ha UDI fa ce moCTaBu camo BbpXy efHa OT YacTHTe Ha BCSIKO M3IENIe.

Hocurensar #a UDI ce mocrass Taka, ue ¢opmarbr AIDC ma Obme HOCTBIEH IO BpeMe Ha HOpMaiHa pabota wim
ChXpaHeHue.

Hocurenure Ha Gapkona, Bkimtousauy UDI-DI u UDI-PI, Morar fia BKITIOYBAT M CHLUECTBEHM HAHHU 32 QYHKIMOHMPAHETO
Ha U3JEIMETO M IPYTY JAHHU.

O6uy mpuHIMIy Ha 6asata gaHHyM 3a UDI

Basata manHM 3a UDI maBa BB3MOXKHOCT 3a M3ION3BaHE Ha BCMYKY OCHOBHM €JIEMEHTM Ha NaHHUTe B 0a3aTa HaHHM 3a
UDI, nocouenu B 4acT b oT HacCTOSIIOTO NPUITOXKEHME.

HpOI/lSBOIII/ITCJ'H/ITC OTIOBAPAT 3a II'bPBOHAYAIIHOTO IIOABAaHE M aKTyaly3allMUTE Ha I/IIICHTI/I(i)I/IKaHI/IOHHaTa I/IH(])OpMaIII/l}I n
Opyry €EMEHTY Ha TAaHHUTE 3a M3IEINETO B Gazata manuy 3a UDL

[Tpunarar ce MOIXOMSIIM METORN/TIPOLIEAYPY 33 BANMAMPAHETO HA [PENOCTABEHNTE TAHHM.

HpOI/ISBOHI/ITCJ’II/ITe NEpUOINYHO IPOBEPSABAT TOUYHOCTTA Ha BCUUKM TIaHHM, CBbpP3aHM C M3OCTINATA, KOUTO Ca ITyCHAJIM Ha
nasapa, ¢ M3KIIIOYEHME Ha M3MENNATA, KOUTO BEYE HE CE IIPENOCTABAT Ha Iasapa.

Hamumero Ha UDI-DI Ha uspmenuero B 6GasaTa manHM 3a UDI He 03HauaBa, ue M3NENMETO CHOTBETCTBA HA HACTOSIIVA
perIaMeHT.

Basata gaHHM IaBa BB3MOXKHOCT 3a CBBP3BAHETO HA BCMUKM HYBA HA ONIAKOBaHE HA M3MIENMETO.
Hannure 3a HoBu UDI-DI ca HanuyHm KbM MOMEHTA Ha IIyCKaHe Ha M3MIENMETO Ha Masapa.

TpoussonuTenMTe aKTyanu3MpaT ChOTBETHHU 3amuc B Gasata manHu 3a UDI B cpok or 30 mHM cied KaTo e HanpaseHa
IPOMsAHA Ha JalleH eleMeHT, KoiiTo He usncksa Hos UDI-DI.

bazara manum 3a UDI m3non3ea BUHarm Korato € Bb3MOXKHO MEXKINYHApOOHO MPpUETN CTaHOAPTH 3a IIOOABAHETO Ha HAHHU
VI TAXHOTO aKTyany3upaHe.

[orpeburerickmsar muTepdeiic Ha Oasara manHm 3a UDI e HammueH Ha Bonmukm opuumanen esumm Ha Chrosa.
M3non3saxero Ha mosera 3a cBOOOIEH TeKCT ofaue ce CBEXKIA O MVUHIMMYM, 33 1a Ce OrPaHUYAT €3MKOBUTE IPEBOTIH.

HaHHuUTe 3a M3MeNns, KOUTO Beue He ce NpenocCTaBAT Ha Masapa, oCTaBaT B Gazata nanHu 3a UDI.

IIpaBua 3a KOHKPETHM TUIIOBE M3MIETINS

MMHH&HTI/IpyeMIA M3IEeNmA:

VmnnasTipyemute u3nenms ce 0003HAYABAT Ha HAli-HMCKOTO HMBO Ha OIAKOBaHE (MAKETHM eMMHULM) MIIM MApKUpaHH,
karo ce m3nomsa AIDC, ¢ UDI (UDI-DI + UDI-PI);

Xapaxrepuctukute Ha UDI-PI ca Haii-ManKo crnegHmTe:
a) cepyeH HOMep 3a aKTMBHUTE MMIUTAHTMPYEMI M3IETNS,
0) cepyieH HOMEp MM HOMEP Ha MAPTUIATA 33 APYTUTE MMITAHTUPYEMHU M3LENsL.

UDI Ha UMIUTIAHTUPYEMOTO U3IEINE Ce 0003HauaBa npeny MMITTaHTMPAHETO.

Vamenust 3a MHOTOKpATHa yoTpe6a, M3MCKBALLY [IOUMCTBAHE, AE3MHQEKINS, CTEPUIM3ALMS WIX OOHOBSBAHE [IPEMM BCSKA
crieqiBaa ynorpeba.

UDI Ha Te3n usgenus ce MOCTaBs BbPXy MIENMETO M OCTABA YETNIMB CJlefl BCAKA IMPOLeAypa 3a MOArOTOBKA Ha M3METNETO
3a crefBalia ynorpeba.

Xapakrepuctuknre Ha UDI-PI, Hanpumep HOMep Ha apTMIATa UM CEPMEH HOMEP, Ce OIPEHENIAT OT MPOU3BOMUTEII.
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6.3.  Cuctemu 1 HabOPU CHITIACHO WiieH 22
6.3.1. (Qu3nueckoTo MM IOPUIMUECKO JIMLIE, TIOCOYEHO B WieH 22, OTroBaps 3a 0003HAUABAHETO HA CHCTEMATa Wi HabOpa upes

UD], sxmousamy UDI-DI u UDI-PI;

6.3.2. Bbpxy OmaKoBKaTa Ha M3eNye, CHIBPXKALIO CUCTEMA MIIM HAOOp, WIM BHPXY CAMOTO MB[ENME Ce MOCTaBs HOCUTEN Ha

UDL

Mskmouenns:

a) M3MCKBAHETO 3a Ha;mmuue Ha cobcTBeH Hocuten Ha UDI He ce mpuwiara 3a OTHENIHMTE M3NETMsi 3a eIHOKpPATHA
ynorpe6a, umaTo ynorpeba Kato ISUIO € M3BECTHA HA JIMLATA, 3d KOMTO Ca MpENHA3HAYCHM, KOUTO Ca BKIIOYEHN B
crcTeMa i Habop ¥ KOMTO He Ca IpelHa3HAYeHN 33 OTHENHA ynoTpeba M3BBH CHCTeMaTa Wi Habopa;

0) m3nckBaHeTo 3a Haimunme Ha Hocuren Ha UDI He ce mpuara 3a M3genusita, oCBOOOTEHM OT M3MCKBAHETO 33 HOCUTET
Ha UDI Ha ChOTBETHOTO HIMBO Ha OIIAKOBAHE, KOTATO Te Ca BKITIOYEHN B CHCTeMa MM Habop.

6.3.3. Ilocrasise Ha Hocuten Ha UDI Bbpxy cuctemute wim Habopure

a) Hocuremnsr va UDI Ha cucteMa my HabOp IO MPUHLIMII Ce IIOCTaBst OT BbHIIHATA CTPAHA HA ONAKOBKATA.

6) Hocuremnsr Ha UDI e uernus vy, npu usnonssaHe Ha AIDC, Moxe [ia ce CKaHMpa, HE3aBUCUMO JAJIM € MOCTaBeH OT
BBHIIIHATA CTPAaHa HA ONAKOBKATA HA CUCTeMaTa Wi Habopa Wi BbB BHTPELUIHOCTTA HA IPO3PavHA OMAKOBKA.

6.4.  Vgenus ¢ KoHdurypauus

6.4.1. UDI ce ompemerst 3a M3MENMETO ¢ KOHPUIYpaLwms B Herosata Lsnoct u ce Hapnua UDI Ha m3penvie ¢ KOHQUIypars.

6.4.2. UDI-DI Ha m3nenue ¢ KOHUIYpawyst ce ONpeerist 3a IPyMi OT KOHQUIYPALMIL, a He 33 BCAKA KOHQUIYpALMS B PaMKITe
Ha rpymara. [pyma or KoHQUrypauuy 03HauaBa ChbBKYIHOCTTA OT BB3MOXHM KOHQMUIYpALMY 38 TAfeHO M3MENNe ChIIACHO
TEXHMYECKATa TOKYMEHTALM.

6.4.3. UDI-PI Ha u3nenue ¢ KOHQUIypamyst ce ONMPENesIst 3a BCSKO OTHENHO M3MENMe C KOHGUIypauust.

6.4.4. Hocurensr na UDI Ha m3nenve ¢ KOHQUIypalms ce MOCTaBsi BbPXY KOMIIOHEHTA, KOMTO MMa Hall-MayKa BEpOSITHOCT [1a

Oble MOJMEHEH NPe3 eKCIUIOATALMOHHIS CPOK Ha CucTeMaTa i ce 0603Hauasa kato UDI Ha uamenve ¢ KOHUrypaumst.

6.4.5. Ha Bceky KOMIIOHEHT, CUMTAH 3a M3MIENNE, KOMTO ce MpeIara Ha Masapa CaMOCTOSTENHO, ce onpenens otaened UDI;
6.5.  Codryep 3a m3nemmsita
6.5.1. Kpurepun 3a onpenensse Ha UDI

UDI ce ompenens Ha CUCTEMHOTO paBHuiie Ha codryepa. ToBa WM3NMCKBaHe ce Npylara camo 3a codTyep, KONTo ce

IpejIiara Ha Iasapa CaMOCTOSITENIHO, 1 COPTyep, KOITO caM 1o cebe Ci MPeNcTaBisiBa U3Nenie.

O603HauaBaHeTO Ha COPTyepa ce CYMTA 33 MEXAaHM3bM Ha NPOM3BOLCTBEH KOHTPON U ce mocousa B UDI-PL

6.5.2. Usucksa ce Hop UDI-DI BuHaru Korato e Hanmue IIpOMsIHA II0 OTHOUIEHME Ha:

a) ITbPBOHAYAJIHOTO JICIICTBE,

0) Ge30macHOCTTa MM MpeBUIEHaTa yoTpeOa Ha codryepa,

B) TBIIKYBAHETO Ha IaHHMTE.

Tes3u MpoMeHM ce OTHACST IO HOBM MM M3MEHEHNM AlIrOPUTMH, CTPYKTypy Ha Gasu HaHHM, ONepaTMBHA IaTdopma,

apXUTEKTypa MM HOBM MOTPeOGUTENICKM MHTEpeicH MM HOBU KaHAIM 3a ONEPAaTHUBHA ChBMECTVMOCT.

6.5.3. HesHaunrenHn npomenn B coryepa usncksar camo Hos UDI-PI, a ne Hos UDI-DL

Hesnaunrennure IIpoOMEHN Ha coc])Tyepa 0OMKHOBEHO ca CBbp3aHN C OTCTPAaHSABAHE Ha I'PELIKM, HOII06p€HI/I$[ Ha M3IOJI3Bae-
MOCTTA, KOUTO HE C€ BBBEXIAT C LEN 6630HaCHOCT, porpamm 3a CUTypHOCT MM Oll€paTVBHA C(i)CKTI/IBHOCT.

HesHaunrertHuTe poMeHyt B codTyepa ce 0603HAYABAT ChC CreLMaHa GOpMa Ha MICHTUUKALIS HA IPOM3BOIMTENIS.
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6.5.4. Kpurepuu 3a nocrassisero Ha UDI 3a codryep

a) Korato coTyepsT ce IpemocTaBsi Ha MarepuarneH Hocuresl, Hampumep upes CD wm DVD, Ha BCIKO HMBO Ha
omakosate ce mocousa menuHyar UDI B wermm 3a xopara m B AIDC dopmar. UDI Ha MarepuasiHusi HOCHTET,
CBIbPKALY COPTYepa, U Ha HEroBata ONaKoBKa, € mueHTHyeH ¢ UDI, IpucBoeH Ha CUCTEMHOTO paBHHILE Ha cO(Tyepa;

6) UDI ce mpemocraest Ha JIECHO NOCTBIIEH €KpaH 3a MONI3BATelis B JIeCHO ueTimB dopmar ,plain-text, Hampumep BbB
daiin ¢ omMcaHKeTo WM BKIIOUEH B HAYIIHUS €KPAH;

B) codryep, KOITO He pasnonara ¢ NOTpeOMTENICKM MHTEPPeEric, KOIMTO HAIpUMep MEXIMHEH MHTEIpaliOHeH coTyep 3a
npeoOpasyBae Ha u3obpaxkenus, Moxe ga npefage UDI upe3 npustoKHO-IporpaMeH MHTepeiic;

I) B eJIeKTPOHHWUTE MUCIUIEY Ha c0<])Tyepa ce M3UCKBA CaMo yeTnmBata 3a xopara uact ot UDI O6osHauasaneto Ha UDI
upe3 u3nomsaHero Ha AIDC He ce M3MCKBAa B eeKTPOHHNMTE MIMUCIUIEH, HANpUMEP MEHIOTO C MHQpOpMauus 3a
ClUCTeMaTa, eKpaHa Ipy 3apexyaHe U T.H.;

1) uernyBuAT 33 xopata ¢opmar Ha UDI 3a cotyep BKiouBa MueHTMMKATOPM 3a IpuioxeHuero (Al) 3a cranmapra,
M3MONI3BaH OT M3NaBAlIMTe CyOEKTH, 3a 1a ce TMOMOTHe Ha rotpebutens na uneHtuduimpa UDI u na onpeneny Koi
CTAaHMApT € M3NOJI3BaH 33 Ch3IABAHETO MY.
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TTPUTIO2KEHME VI

U3UCKBAHUS, HA KOUTO TPABBA TA OTTOBAPAT HOTUQULIMPAHUTE OPTAHU
1. OPTAHVIBALIMIOHHN 1 OBLIM U3NCKBAHNA
1.1.  TIlpasen craTyc M OpraHM3alMOHHA CTPYKTypa

1.1.1. Bcekn HOTI/I(I)I/IHI/IpaH Opran c€ Cb3[aBa CbHITIACHO HALVOHAJIHOTO IPaBO HA ObpXKaBa 4YJIEHKA MM IIPAaBOTO Ha TpeTaTa
ObpXKapa, C KOATO CbIO3bT € CKITIOUMIT CIIOpa3dyMeHMe 3a LeJTa. 3a HeroBara HpaBOCY6€KTHOCT n cTatyc TpH6Ba Ja uma
ITbJIHA JTOKYMEHTalysl. Tazu TOKYMEHTaLMs1 BKITIOUBA I/IH(l)OpMaII]/Iﬂ 3a COOCTBEHOCTTA 1 IOpUINYEeCKUTE NN (l)I/IBI/Il{CCKI/ITC
Jinga, ynpaxmHspaliy KOHTPOIT BbpXy HOTI/I(l)I/IIII/[paHI/ISI OpraH.

1.1.2. AKO HOTM(UUUMPAHMST OpraH € mpaBeH CyOeKT, KOMTO € 4acT OT IO-TONSIMA OPTaHM3ALs, SICHO Ce IOKyMEHTHpAr
JIeITHOCTUTE 1 U HEfHATa OPTaHM3ALMOHHA CTPYKTYpa M yIpaBieHue 1 BPb3KATa ¢ HOTHQUIMPAHUS OpraH. B TakbB ciryuait
MBICKBAHVATA, TIOCOUEHN B pasnen 1.2, ca MPWIOKMMI KAaKTO 33 HOTUQUUMPAHMS OPTaH, TAKa I 3a OPTaHM3ALMATA, KbM
KOSITO TOJi IPMHAILIEXM.

1.1.3. Ako nageH HOTM(MIMPAH OPIaH M3LSUIO MM YACTMYHO MPUTEKABA MPABHM CyOEKTH, YCTAHOBEHM B [IbPXKABA UWIEHKA MIIN
TpeTa IbpKapa, WK € IPUTEKABAH OT APYT MpPaBeH CyOeKT, SICHO Ce OMPENeNAT M TOKYMEHTMPAT JeHOCTUTE U OTTOBOp-
HOCTMTE HA Te3y CyOeKTH ¥ TeXHNUTE MPABHM 1 ONEPATUBHY B3aMMOOTHOLICHNS C HOTMMILMPAHNS OpraH. 3a MepcoHaa Ha
Te3y CyOeKTH, M3BLPIIBALL [EHOCTH MO OLCHSBAHE HA CHOTBETCTBMETO CBITTACHO HACTOSIINS PEIIAMEHT, Ce MpHItarar
CBOTBETHUTE M3NCKBAHMSA Ha HACTOAUIMSA PEITIAMEHT.

1.1.4. OpraHusaumMoHHATA CTPYKTYpa, PA3MpeleliecHNeT0 Ha OTTOBOPHOCTUTE, iiepapXuuHata JMHMS U (YHKLMOHMPAHETO Ha
HOTUQUUMPAHNS OPraH ce OPraHM3MPAT TaKd, Ye A TApaHTMPAT TOBEPUETO B paboTata Ha HOTUQUUMPAHWS OPraH u
pesynTaTuTe OT NPOBEXKIAHNTE OT HEro NEHHOCTM MO OLEHsIBAHE Ha ChOTBETCTBMETO.

1.1.5. HOTI/I(i)I/IHI/lpaHMHT Opran fACHO HOKYMEHTMpPa OpraHm3aluMoHHaTa Cu CTPYKTypa U C])yHKHI/IIATe, OTTOBOPHOCTUTE U
IIpaBoMolMsATa Ha BUCHIETO CM PbKOBOICTBO M Ha OCTaHalMs II€pCOHAl, KOMTO MOKe JTa OKa3Ba BIIMSIHUE BBpXY pa60TaTa
Ha HOTI/I(l)I/IHI/[paHI/IH OpraH " BbPXY pe3ylTaTuTe ot IeIHOCTHUTE My IIO OLEHSIBaHE Ha CbOTBETCTBMETO.

1.1.6. HOTI/I(i)I/IHI/IpaHI/IHT OpraH OIpeHens jmuaTa OT BJUCIIETO CM PbKOBOICTBO, KOMTO MMAT ITHJIHM IIPAaBOMOLINA M HOCAT IThJIHA
OTTOBOPHOCT 3a BCAKO OT CIIEOHMUTE:

— TIPENIOCTaBAHE Ha MOAXONALIM PECYpCH 3a JIEHOCTUTE IO OlEHsABAHE Ha ChOTBETCTBUETO;
— paspaboTBaHe Ha MPOLEAYPY Y MOIUTHUKY 33 GYHKIMOHMPAHETO HA HOTUULMPAHNS OpTaH;

— Hau30p BbPXy MPMIATaHETO HA MPOLENypUTE, MONUTUKUTE M CUCTEMMTE 3a YNpABIICHME HA KAauecTBOTO HA HOTUQU-
LMpaHns Opras;

— Hau30p BHPXY (MHAHCHUTE HA HOTUQULMPAHNS OPraH;
— MEJHOCTY ¥ PELICHIS, B3eTY OT HOTUQUIMPAHIS OPIaH, BKITIOUMTEIIHO CIIOPA3yMEHILS;

— nerlervpaHe Ha MPABOMOLMS Ha MEPCOHNa M[UIM KOMUTETHTE, KOTaTo TOBa € HeOOXONMMO, 3a V3IBJIHEHNETO Ha
oIperienieHy NeHOCTY;

— B3aJMOIEIICTBUE C OpPraHa, OTTOBAPSI 33 HOTHQUMIMPAHUTE OPTaHM, U 3ATBIKCHNS BbB BPB3KAa C KOMyHMKALIMUTE C
KOMIIETEHTHNUTE OpraHy, KOMIcysTa i Ipyru HOTUQUIMPAHN OpraHiL.

1.2, HesaBucumoct u Ge3nmpucTpacTHOCT

1.2.1. HOTI/I(I)I/[III/IpaHI/[HT Opra" € TpeTo JNILE, HE3ABUCUMO OT IIPOM3BOIMUTEIIS HA M3MEIINETO, BBB BPB3Ka C KOETO M3BbPIIBA
HCVIHOCTI/I 110 OL€CHsABAHE Ha CHOTBETCTBMETO. HOTI/[(i)I/IHI/IpaHI/IHT OpraH € CbLIO TaKa HE3aBUCUM OT NIPYIM MKOHOMMYECKN
oneparopu € MHTEPEC KbM M3OETIMETO, KAKTO M OT BCUUKM KOHKYPEHTM Ha IIPOM3BOOMUTEIIA. ToBa He wu3KIIOUBA
BB3MOZKHOCTTa HOTI/I(l)]/ILII/IpaHI/lSIT OpraH Ia MK3BbpLIBa HCﬁHOCTM II0 OLEHABAHE HAa CBHOTBETCTBMETO 3a KOHKYPEHTHU
TPOVBBOOUTEIIN.
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1.2.2. Hotuduumpasusr opraH e opraHusupas u yHKIMOHMpPA Taka, 4ye a ObIAT 3anaseHy HE3aBUCHMOCTTA, OOEKTHBHOCTTA U
0e3IPMUCTPACTHOCTTA Ha HETOBUTE IeMHOCTI. HOTH(UIMPAHUAT OpraH JOKYMEHTHMPA 1 BbBEXKIA CTPYKTYpa M IPOLEAYpU 3a
ocurypsiBaHe Ha Ge3MPUCTPACTHOCT M 33 HACHPYABAHE M IPWJIATAHE HA NMPUHLMINMTE HAa OE3IPUCTPACTHOCT B LsUIaTa CH
OpraHmsauys, Cpef Lenys CU IePCOHan U B AEMHOCTUTE CU IO OLeHsABaHe. Te3y IpoLenypy MpedBUXKIAT yCTaHOBSABAHE,
pascrienBaHe M HAMMPaHE HA pELICHNME IPM BCHYKM CIy4ay, B KOMTO MOXKE [1d BB3HMKHE KOHQIVUKT Ha MHTEPECH,
BKJIIOUMTEITHO YUaCTye Ha CHOTBETHIS CIY>KUTEN B KOHCYNITAHTCKM YCIyTH B cdepara Ha M3OENUATA [pey Ha3HAYaBaHETO
My Ha paboTa B HOTUQUIMPAHNS OpraH. V3IuTBaHeTo, pesyITaTuTe U HAMEPEHOTO PellieHNe Ce IOKYMEHTHpAT.

1.2.3. HOTI/I(I)I/IHI/IpaHI/IHT Oprad, HErOBOTO BMCHIE PBHKOBOLNCTBO M IIEPCOHAIIBT, OTIOBAPALI 3a M3IIBJIHEHNME HaA 3afjadyuTe IO
OLEHsABAaHE HA CbOTBETCTBMETO, HE MOTAT:

a) oa 6'I)IIaT MPOEKTAHT, IPOM3BOOMUTEI, HOCTAaBUMK, JINIE, KOETO MOHTHMpA, KYIyBad, COOCTBEHNK 1IN 712 M3BbPIIBAT
TMOIOPBXKKA Ha M3OETNATA, KOUTO OLEHABAT, HUTO T1a 6'I)IIaT YI'BITHOMOILIEHN TIPENCTaBUTENIN HAa HAKOE OT TE3U JINMIA.
Topa OrpaHMu€HNEe HE W3KIIIOYBA 3aKYIIYBAaHETO U yIIOTpC6aTa Ha OULECHsABAHM WM3OENNs, KOUTO ca H€O6XOIII/IMI/I 3a
HeﬁHOCTMTC Ha HOTI/I(l)I/lHI/IpaHI/IH Opra" ¥ 3a M3BBPUIBAHETO HAa OLIEHSABAHETO HAa CHOTBETCTBMETO WIIN yHOTpC6aTa Ha
TaKVBa M3OETINA 3a JIMYHU LIETIN;

0) ma B3eMar ydacTye B MPOCKTMPAHETO, MPOM3BOLCTBOTO MM M3PabOTBaHETO, MpeMlaraHeTo Ha Ma3apa, MOHTMPAHETO U
VM3MOM3BAHETO MM MONIPBKKATa HA M3IENNUATA, 32 KOUTO Ca Ha3HAueHM, HUTO [Ia MpPeACTaB/IABAT NMIATA, aHTAXIPaHN
C Te3u HeNHOCTH;

B) Ia ce BKIIIOUBAaT B JIEMHOCT, KOATO MOXKe fa € B MPOTHBOpEUNE C TAXHATA HE3aBUCUMMA IPELEHKA VM IOYTEHO IOBENEHNE
0 OTHOLIEHNME HA JIEMHOCTUTE MO OLICHSIBAaHE HAa CHOTBETCTBMETO, 32 KOUTO Ca OIpEneTICHI;

F) Ha Ipemiarat MM IPeHocTaBsAT KaKBaTO M Ha € YCiyra, KOSATO O6u Mmorna l1a 3acTpaliy HOBEPUETO B TsAXHATA
HE3aBUCUMOCT, 6€3HPI/ICTpaCTHOCT Wi 00eKTUBHOCT. HO-KOHerTHO T€ HE IIpenjiarat, HUTO IIPEdOCTaBAT KOHCYII-
TaHTCKM YCIIYyIM Ha IPOM3BOOMTENLS, YI'BIIHOMOLICHNMS My IPENCTaBUTEN, NOCTaBUMK VIV TbPrOBCKM KOHKYPEHT I10
OTHOLLICHNE Ha IIPOCKTUPAHETO, I/[3p616OTBaHeTO, IpenIaraHeTo Ha Iasapa Wi NOAIpPbhXKKaTa Ha OLECHSABAHUTE M3IETNS
Wi npouecu; n

I) [l Ca CBbP3aHM C OPTAHM3ALILS, KOSATO TPETOCTaBst KOHCYIITAHTCKY YCIIyTH, TocodeHy B OykBa r). ToBa orpaHmdeHue He
MBKITIOUBA IEHHOCTY 10 0010 o0ydeHye, KOUTO He KacasT KOHKPETCH KIIMEHT I Ca CBbP3aHM C HOpPMATMBHATA ypemba
Ha M3MIENMATA UM ChC CHOTBETHUTE CTAaHHAPTIL.

1.2.4. YyacTyeTo B KOHCYNTAHTCKM YCIyIH B cdepaTa Ha M3IENIsITa MPEIM 3aMOYBAHETO Ha paboTa B HOTUQUIMpAHNS OPraH e
HAITBIIHO JOKYMEHTMPAHO B MOMEHTAa HA 3alOYBAHETO Ha paboTa M MOTCHLMANIHMTE KOHQIMKTM HA MHTEpecH ce
HAOIMIONABAT M peIaBaT B CHOTBETCTBME C HACTOSIIOTO MNpuioxeHue. UneHoBeTe Ha IMepcoHana, KOMTO ca OMBIIM
CITYKUTeNM HA OINpelernieH KIMEHT MM Ca MPeJOCTaBsIM KOHCYNTAHTCKM YCIIyTM B cdepaTa Ha W3NENMsTa 3a TO3M
KOHKPETEH KIIMEHT, Npefy a 3aro4yHAaT paboTa B HOTUQUIMPAHMS OPraH, He M3BBPUIBAT HEMHOCTH 1O OLEHSBAHE HA
CHOTBETCTBMETO 3a TO3M KOHKPETeH KIIMEHT MM 3a HPYKeCTBa, IIPMHAMUIEXAIM KbM ChlIaTa IPyIa, 3a CPOK OT Tpu
TOIVHIA.

1.2.5. OcurypsiBa ce Oe3mPUCTPACTHOCTTA HA HOTHQUMUMPAHMTE OPraHM, HAa TAXHOTO BNCIIE PHKOBONCTBO M HA IEPCOHANA,
OTrOBapsIll 3a OLEHsBAHETO. HMBOTO Ha Bb3HarpakieHMe Ha BUCIIETO PBHKOBOLCTBO M HA IEPCOHANA, OTIOBapsul 3a
OLICHSIBAHETO, HA HOTM(MIMPAHNMSI OPraH, KAKTO M Ha MOMM3IBIHUTENINTE, YYacTBALIM B IEMHOCTM IO OLICHSIBAHE, He
3aBMCK OT Pe3yITaTUTE HAa M3BHPIICHOTO OleHsBaHe. HoTuduumpanute opranu OMOBECTSBAT IyONMUHO [EKIapalunTe 3a
VIHTEPECH Ha BUCIIETO CU PHKOBOICTBO.

1.2.6. Ako cOOCTBEHMK Ha HOTUQUUMPAHVS OPraH e MyOnMYHOmpaseH CyOeKT MM MHCTUTYLS, Ce FAPAHTUPAT M IOKyMEHTHpAT
HE3aBUCMMOCTTA 11 JIMICATa HA KOH(IIMKT HA MHTEpPECH MEXKIy OpraHa, OTIOBApSI 33 HOTUQUUMPAHWMTE OPraHM, V[Win
KOMIICTEHTHISI OPTaH, OT e[[HA CTPaHa, M HOTUQUUMPAHUS OPTaH, OT APYra CTPaHa.

1.2.7. HotuduimpaHusr opraH rapaHTipa u GOKYMEHTVPA, Ue IEIHOCTITE HA HErOBUTE MOMNENEHNMs WM TMOIM3IIbIHUTEIN 1 Ha
[IPyT CBBP3AH OPraH, BKIIOUMTEIIHO AEMHOCTUTE Ha TeXHUTE COOCTBEHMIIN, HE 3aCSraT HEe3aBUCUMOCTTA, Ge3IpyCTpacTHOCTTa
W 06EKTUBHOCTTA My IIPH [EIHOCTITE MY II0 OLCHSIBAHE HA ChOTBETCTBUETO.

1.2.8. Hotuduimpasusr opraH M3BbpIIBA IEMHOCTUTE CU CHINIACHO HAOOp OT MOCIIENOBATENHM, CIPABEIIMBA ¥ IIPUEMIINBH
YCIIOBUS, KAaTO B3eMa MpENBMI MHTEPECHTE HA MAIKMTe M CPEHWUTE IPEMIpUATUS 1O CMUChIa Ha [Ipermopbka
2003/361/EO BbB Bpb3Ka € TaKCHTE.

1.2.9. UzucksaHwusTa, OIpENETIEHN B HACTOSAIINMSA pasHer], HE M3KIIIoYBaT 0OMeHa Ha TeXHMYecKa I/IH(I)OpMaH]/IS[ " HACOKU BBB
BpBb3Ka ¢ HOpMaTVBHATA ypen6a MEXIy HOTI/I(l)I/IIH/IpaHI/IS[ OpraH M IpoOM3BOANUTELS, KOJATO TIOJIaBa 3asiBIIEHME 3a OLIeHsIBaHE
Ha CbOTBETCTBUETO.

1.3, IlosepurenHocr

1.3.1. HOTI/I(l)I/IHI/IpaHI/[HT OpraH uMa [OOKYMCHTHpaHM Ipouenypu, KOUTO TIapaHTUpaT, Y€ HErOBMAT IIEpCOHAll, KOMMTETH,
TOIeNneHNs], MOOVBITBIIHUTEIN VI OPYT CBbP3aH OpraH WIIM MEPCOHAII HAa BBHIIHM OpraHyM CIa3BaT IOBEPUTETIHOCTTA Ha
I/IH(l)OpMaIII/[HTa, IoIIy4yeHa Ipy U3ITbIIHEHVETO Ha HeﬁHOCTI/[TC 110 OLE€HsBAHE Ha CHOTBETCTBMETO, OCBEH KOraTo HEHOTO
pasriacsBaHe ce€ M3VCKBaA 110 3aKOH.
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1.3.2. TlepcoHarsT Ha HOTUQUUMPAHWS OPraH ClasBa 3ab/KeHNMe 3a CIyxeOHA TailHAa NPU U3IbJIHEHME HA CBOMTE 3ajaun
CBITIACHO HACTOSILMS PEIIAMEHT JIM BCSKA pasnopenda Ha HALMOHANHOTO IIPABO 33 HETOBOTO IpuilaraHe, OCBEH IIO
OTHOICHME HA OPTaHUTE, KOUTO OTTOBAPAT 3a HOTMUQUMIMpPAHMTE OpPTaHM, OpPraHMTE, KOMIICTEHTHY 3a MEIVLMHCKUTE
VBIETMS B [ThpKaBuTe WieHKHM, wrmm Kommcusta. Ocurypsia ce 3ammra Ha rnpasata Ha coOctBeHocT. Horuuumparusr
OpraH MMa JTOKyMEHTUPAHW IPOLEIypy 1O OTHOLICHME HA M3MCKBAHMSTA HA HACTOSILUMS Pa3liel.

1.4. OrtropopHoCT

1.4.1. HotnuumpaHusT OpraH CKIIFOYBA MOAXOMSIIA 3aCTPAXOBKA 3a MOKPHUBAHE HA OTTOBOPHOCTTA CHM BBB BPB3KA C HEIHOCTHTE
CY 1O OlEHsIBAHE Ha CHOTBETCTBMETO, OCBEH KOTaTO OTIOBOPHOCTTA Ce I0eMa OT ChOTBETHATAa IbpKaba UIEHKA ChITIACHO
HALMOHAJIHOTO NPaBO MIIM KOTaTO Ta3y [IbPKaBa WiIeHKA € NPSKO OTTOBOPHA 3a OLEHSABAHETO Ha ChOTBETCTBMETO.

1.4.2. O6xBarsT 1 00MIOTO (MHAHCOBO MOKPUTME HA 3aCTPAXOBKATA 3a IOKPUBAHE HA OTTOBOPHOCTTA CHOTBETCTBAT HA HMUBOTO U
reorpackitst 00XBAaT Ha HEMHOCTMTE HA HOTMMUMPAHMSI OPTaH M Ca ChOOPA3eHM C PUCKOBMS NMPOPWIT Ha M3IENNsTa,
CepTUQUIMPAHI OT HOTUPUUMPAHMS OPraH. 3aCTPaXOBKATa MOKPYBA CIIyyanTe, B KOUTO HOTUGUIMPAHIST OPraH MOXe 1a
OblIe 3ab/IKeH [1a OTHeMe, OTPaHUYN WIIN CIIpe NeiCTBUETO Ha cepTuduKarute.

1.5.  (Punancosu msmckBaHMs

Hotuduumpanusr opran pasmonara ¢ GMHAHCOBUTE pecypcu, HeoOXOIMMM 33 M3BBPIIBAHE HA NEIHOCTHUTE 1O OLEHSBAHE
Ha CHOTBETCTBMETO B PAMKMTE HA ONpEeNieHysi My MAHMIAT ¥ CBbP3aHMTE C TOBA CTONMAHCKM onepaiyi. Toil JOKyMeHTMpa
¥ TIPEIICTaBsi OKA3aTeNICTBA 33 (MHAHCOBUTE CU BH3MOXKHOCTM UM CBOSTA IBJITOCPOYHA MKOHOMMYECKA XKU3HECTIOCOOHOCT,
KATO OTYMTA KOHKPETHUTE OOCTOSITENICTBA NPY €Tara Ha ITbPBOHAYAIIHOTO 3alouBaHE Ha JCMHOCTTA MY, B 3aBUCHMOCT OT
cIIyyast.

1.6.  YuacTue B KOOpIMHALMOHHM JIENTHOCTI

1.6.1. HotmuumpaHusT opraH yuactsa B ChOTBETHMUTE MEHHOCTM IO CTAHTAPTM3ALMS M MEHHOCTHTE HA KOOPIMHALMOHHATA
Ipyna Ha HOTU(UILMPAHUTE OPTaHM, MIOCOUEHA B wiieH 49, WM rapaHTHpa, Ye OTTOBAPSILNSAT 3a OLEHSBAHETO MEPCOHAI e
MHOOPMIUPAH 3a Te3M NEIHOCTH, a OTIOBAPSIIMAT 3d OLEHSBAHETO M B3EMAHETO HA PelIeHNMs NEepcoHa e MHPOPMUpAH 3a
CHOTBETHNTE 3aKOHOHATEIIHM AKTOBE, HACOKM U HAl-T00PU MPAKTUKM, MPUETH B PAMKMTE HA HACTOSIIIMSI PEITIAMEHT.

1.6.2. HotuduimpaHusr opra B3eMa MPeBIL HACOKNUTE U Hail-o0puTe IPaKTUKMU.

2. N3NCKBAHNA 3A YIIPABJIEHMETO HA KAYECTBOTO

2.1. HOTI/I(I)I/IIII/IpaHI/[HT OpraH Cb3HaBa, OKYMEHTUpA, MW3IBIIHABA, NOOObpPXKA M PBKOBOOM CHUCTEMA 3a YIHPABICHME Ha
Kaue€CTBOTO, KOATO € Iogxodsdmla € Orjiend Ha €CTECTBOTO, cc])epaTa n MaIIl363 Ha HOeHOCTUTE My IO OLEHABAHE Ha CbOTBCT-
CTBMETO M KOATO € B CBHCTOSAHME A HOIPUHECE M Ha NOKasdBa IOCIIENOBATEIHOTO MBIBIIHEHME Ha V3VUCKBAHMATA IO
HacToALMS PErilaMeHT.

2.2.  Cucremara 3a ynpasrieHye Ha KaueCTBOTO Ha HOTMQUIMPAHNMS OPTaH BKITIOUYBA Hall-MayKo CIIEIHOTO:

— CTPyKTypa M JOKYMEHTalMs Ha CUCTEMaTa 3a YIpaBICHUE, BKITIOUMTEIIHO TOJIUTUKUTE M LEINUTE Ha HeHOCTUTE Ha
HOT]/[(l)I/lIII/IpaHI/Iﬂ Opran;

— TIIOJIMTUKM 3a Bb3JIaraHe Ha Hei[HOCTI/I 1 OTTOBOPHOCTU Ha II€pCOHAIIa;

— MpOlLleCH HA OLECHSBAHE M HA B3GMAHE HA PeLICHNs ChOOPAa3HO 3amavymTe, OTTOBOPHOCTUTE M POIIATA HA MEPCOHANA U
BVCIIETO PBKOBOICTBO HA HOTHQUMIMPAHNS OpPIaH;

— IUIaHMpaHe, IIPOBEXKIAHE, OLICHSBAHE U, IIPU HeO6XOJII/IMOCT, aanTypaHe Ha MPOLEOypUTE 3a OLCHSBaHE Ha CbOTBET-
CTBUETO;

— KOHTPOII Ha [IOKYMEHTHTE;
— KOHTpOII Ha 3alICUTE;

— IIperiefy Ha YIpaBleHNeTo;

— BBTPELIHY OIUTH;

— KOpUIVMPALIY ¥ PEBAHTUBHI JETCTBILS;
— CHTHATM U XKanbu; u

— NPOIBIKABALIO OOyUEHE.

Ako TOKYMEHTUTE CE€ U3IION3BAT Ha HAKOJIKO €3MKa, HOTI/I(I)I/IIII/[paHI/IHT OpraH rapaHTupa U IposepsABa HOalyn T€ MMAT €JHO
VM CBLIO ChObPKaHUE.
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2.3. Buciero PpBKOBOACTBO Ha HOTI/IC])I/I[II/IpaHI/IH OpraH rapaHTupa, 4e¢ CucreéMara 3a YIpaBlICHME Ha KaueCTBOTO € HAaIIbIIHO
pa36paHa, npuiaraHa ¥ CliasgaHa B IisJ1IaTa OpraHmsanysa Ha HOTI/I(])I/IIII/IpaHI/IH OpraH, BKIIIOUUTEIIHO HETOBUTE IIOACIICHUA
VI MOOVBITBITHUTEIN, KOUTO Y4acTBaT B HEIHOCTM 3a OlIEHsSIBaHEe Ha ChOTBETCTBMETO CHITIACHO HACTOSILVIS PeEriIaMeHT.

2.4, HOTI/I(l)I/IIII/IpaHI/IHT OpraH M3MCKBa OT LN IepCOHall OCI)VI]_[I/IaJ'IHO 1a TI0€M€ aHIaXMMEHT, 4Ype3 Moanmc MUin paBHOCTOECH
aKT, [1a Clla3Ba IIPOLENYpUTE, ONPENENICHN OT HOTI/I(l)I/IL[I/IpaHI/IS[ OpraH. To3u aHraxXuMeHT BKIIIOUBA aCIeKTH, CBbp3aHuN C
MOBEPUTEITHOCTTA V1 HE3aBUCUMOCTTA OT TbPIOBCKM U OPYTM MHTEPECU M BCAKAKBU CBUIECTBYBALIV WUIIM IIPEOXOOHU BPB3KU
¢ kmmentn. Ot MepcoHalna ce M3MCKBA [1a IIOIIBIIHN MVCMEHA HOEKIapauys 3a Ca3BaHe Ha IPUHUUINTE Ha ITOBEPUTEITHOCT,
HE3aBUCUMOCT U 6€3HpI/ICTpaCTHOCT.

3. V3NCKBAHMS 3A PECYPCUTE
3.1.  O6mu nomoxeHns

3.1.1. Hotuduimparute opramu TpsiOBa [a MOTAaT [a M3IBIIHSABAT BCUYKM 3aUaui, BH3TIOKEHM MM CHITIACHO HACTOSIIVS
pernaMeHt, C Hafi-BUCOKA CTeleH HA IOYTEHO MPO(ECHOHAIHO MOBENeHNEe ¥ HEOOXOAMMATa KOMICTEHTHOCT B
ompenerneHara o0IacT, HE3ABUCKMO JAIIM Te3U 3a[aui Ce MBIBIIHSBAT OT CaMisi HOTUQUIMPAH OPraHM MIIM OT HETOBO MMe
1 Ha HEroBa OTTOBOPHOCT.

[To-KOHKPETHO, HOTUQUIMPAHNTE OPraHM PA3IONATaT ¢ HEOOXOMMMMS MEPCOHAN M IPUTEKABAT MIIM MMAT JOCTBI [0
1SUI0TO  000pyMBaHe, ChOPBKEHNMsS M KOMIETEHTHOCT, KOMTO Ca HYKHM 3a NPABWIHO M3ITbIIHEHME HA TEXHMUECKNTE,
HayuHMTE ¥ aIMMHUCTPATVBHUTE 3alaull B PAMKUTE Ha AEMHOCTUTE IO OlEHABAHE Ha CbOTBETCTBMETO, BbB BPH3Ka C KOUTO
ca OIpefeNeHu.

Tosa msuckBane npenrnonara, 4€ 1mo BCAKO BpPEME, 3a BCAKa MpoLENypa IO OLUEHABAHE HAa CbOTBETCTBMETO M 3a BCEKM TUIT
nspenms, 3a KOATO € OIpPEHesieH, HOTI/I(l)]/IL[I/IpaHI/lﬂT Opran pasnojiara IOCTOSIHHO € [OOCTaTbYHO AIMMUHUCTPATUBEH,
TEXHUUYECKM U Hay4y€H INEpPCOHall ¢ ONMUT M 3HaHUS B 00rnacTTa Ha ChOTBETHUTE u3nenust u TexHosornu. To3m nepcoHai e
HOCTAThbYEH KATO 6p0171Ka, 3a HJa ce rapaHTupa, 4€ CbOTBETHUAT HOTI/I(l)I/II.II/IpaH Opran MOXKe J1a M3ITBIIHABA 3afjaduTe II0
OLEHsBAHE HAa CBOTBETCTBMETO, BKITIOUMTEIIHO Ha MEOMUMHCKATA (])yHKIII/IH, J1a M3BbpHIBA KIIMHMYHM OLEHKM, JIa OLICHsBA
HeICTBUETO U 6e30MmacHOCTTa Ha n3penmATa, 3a KOMTO € ONPENENIeH, ¢ OITICH Ha M3MCKBaHMATA 110 HACTOAWMSA PErliaMeHT, 1
[T0-KOHKPETHO TE3U TI0 IPUITOKEHNE L

O6maTa KOMIIETEHTHOCT Ha HOTI/I(])I/IIL]/IP&HI/IH Opran ¢ TakaBa, Y€ Ia My II03BOJISIBa Ha OLEHSBA TUIIOBETEC M3HEINA, 3a
KOMTO € OIpENesicH. HOTM(])]/IHVIP&HI/IFIT Opran pasiosara ¢ IOCTaTbuHa BBTPEIIHA KOMIIETEHTHOCT 32 KPUTUYHO OLICHsIBaHE
Ha OLEHKM, M3BBPIIEHM OT BBHIIHU EKCIIECPTU. 3amaunte, KOUTO HOTVl(l)I/[lH/[paHVIHT Opran HE MOXKE Ja Bb3jlara Ha
NOIMBITHIIHUTEIIN, Ca TIOCOUEHN B pasferl 4.1.

HCpCOHa]'['I)T, KOWTO ydacTBa B YNPaBJICHMETO Ha HEHOCTUTE Ha HOT]/I(I)I/IL[I/IP&HI/IS[ OpraH I10 OLCHABaHE Ha CHOTBETCTBMETO
10 OTHOLIEHME Ha M3IETINATA, NMPUTEXKaBa H€06XOI[I/[MI/ITC 3HaHMA C OINICH Chb3[IABAHETO U (l)yHKlII/IOHI/[paHeTO Ha CUCTEMA 3a
HO]160p Ha IIepCOHaNla 3a OLCHABAHE M TIIPOBEPKA, 3a IIPpOBEPKaTa Ha KOMIIETCHTHOCTTa My, 3a pa3pelllaBaHe Ha
VIBIIBJIHEHMETO Ha 3ajjauiuTe My UM TAXHOTO pasIpenerieHyne, 3a OpraHMsypaHe Ha IIbPBOHAYAIIHOTO M TEKYLIOTO My
O6y‘l€HI/IC, KaKTO I 3a Bb3JIaraHE Ha HETOBUTEC 3aAOBIIZKECHUA U H36H10]16HI/ICTO My, TaKa 4€ fa Cc€ rapaHTupa, 4ye¢ nepCoHaIIbT,
KOMTO npoBexna ¥ M3BbpLUIBA HEeTHOCTM 10 OLIeHSIBAHE U NpOBEpKa, € KOMIIETCHTEH [1a MBIIBJIHSABA BB3JIOKEHNUTE MY
3amaun.

HOTI/I(I)I/IHI/IP&HI/IHT OpraH ompenessd INoHe €OHO JIMLIE B paMKMTE Ha BUCIIETO CUM PBKOBOICTBO, KOETO Ha HOCU LAJIIOCTHA
OTTOBOPHOCT 3a BCUUYKM HEHOCTH 110 OLEHSIBaHE Ha ChOTBETCTBMETO HA M3MIEIMAITA.

3.1.2. HoTu{uimpaHusT OpraH rapaHTypa, uye NEepCOHAITBT, YUACTBALI B NEHHOCTM IO OLEHSBAHE HA ChOTBETCTBUETO, NMOMIbPKA
CBOSITA KBAIM(MKALMS M CKCIEPTEH OIUT, KATO MpPUJIAraT CUCTeMa 3a OOMEH Ha ONMT M IPOrpama 3a MPOIBILKABALIO
olyuerne 1 0bpazoBaHye.

3.1.3. HOTI/I(l)I/IHI/IpaHI/[HT OpraH fICHO TOKyMEHTMpa obxBata u TpaHMNLINTE Ha 3abIIKEHNATA Y OTTOBOPHOCTUTE, KaKTO M HUBOTO
Ha MpaBOMOIINATA HA IEPCOHANIA, BKITIOUUTEITHO IMOOMSIIBIIHUTENINTE M BbHITHUTE €KCIEPTH, KOWNTO yuacTBa B HeHOCTUTE
10 OLEHsBaHE HAa CPOTBETCTBMETO, M1 CHOTBETHO I'M CBEXKMIA MO 3HAHMETO HA TO3M IEPCOHAIL.

3.2, KsanuMKauMOHHM KPUTEPUM O OTHOLIEHNE HA [IEPCOHAIA

3.2.1. HotuuumpaHusr oOpraH ompemenst ¥ HOKYMEHTMpAa KBaMMGMKALMOHHM KPUTEPUM M IpoLedypu 3a mombop u
TNpegocTaBsHe Ha MPABOMOLIMS Ha JMIATA, Y4acTBallM B JIEHOCTM IO OLEHSIBAHE HAa CHOTBETCTBUETO, BKIIOUMTENHO IO
OTHOLICHNME HA 3HAHITA, ONUTA U JIPYra HeOOXONMMA KOMIIETEHTHOCT, M KAKTO ¥ I'bPBOHAYATIHOTO ¥ TEKYIIOTO 00y4eHMe.
KamukaimonHuTe Kputepuy 00XBalar pa3nuuHute GYHKLMM B PAMKUTE Ha IPOLECa Ha OLEHSBAHE HA ChOTBETCTBIUETO,
KaTo HalpUMep ONIWT, OlEHKAa WM M3NUTBAHE HA IIPOMNYKTa, NpErsell Ha TeXHMYecKara NOKYMEHTAalMs M B3eMaHe Ha
peleHne, KaKTO 1 M3IENNATA, TEXHOJIOTMMUTE U OOJNAcTUTE, KaTO HAIpumep GMONOIMYHA CHBMECTVMMOCT, CTepMIIM3aLIs,
TBKAHM U KIIETKM OT YOBELIKM M KMUBOTMHCKY IIPOM3XOM M KIIMHUYHA OLEHKA, KOUTO Ca B cdepara Ha KOMIICTEHTHOCT Ha
HOTUQULIMPAHNS OPTaH.
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3.2.2

3.2.3.

3.2.4.

KBanuukaiyoHHuTe Kputepun, mocodeHy B pasuen 3.2.1, 3aBucar ot cdepara Ha KOMIETEHTHOCT Ha HOTUQUUMPAHYS
OpraH CbIJACHO OMNMCAHMETO Ha OOXBATd, M3ION3BAHO OT [IbPXKABATA UIICHKA 3a HOTUQMUMPAHETO IO WieH 42,
naparpad 3, Karo OCUIypsiBaT IOCTATHYHO HMBO HA MOIPOOHOCT 3a HeoOXOMMMATa KBAMQUKALMS B TOIpAsIeNeHIsITa Ha
OIICAHUETO Ha 00OXBaTa.

Onpefernsr ce Crenyanty KBTMGUKALMOHHN KPUTEPUH Hall-MalIKOTO 38 OLICHSIBAHE HA:
— NpEIKIMHNYHATA OLIEHKA,

— KIIMHNYHATA OLIEHKA,

— TbKaHWTE M KIIETKNUTE OT YOBCIIKM U KMBOTUHCKI TPOU3XOII,

— QyHKLUMOHAHATA 0€30MIaCHOCT,

— codryepa,

— OIaKOBKATa,

— UBLeNNATA, KOUTO BKIIFOUBAT KATO HEPA3MeNHA YaCT JIEKAPCTBEH MPOLLYKT,

— M3OENMATA, CbCTAaBEHM OT BEIIECTBA MIIN KOM6I/[HHIH/II/I OT BEIIECTBA, KOMTO CE€ a6c0p6MpaT OT YOBCLIKOTO TAJIO UIIN CE
pa3npbpCKBaT JIOKAIHO B HETO, U

— PasMuHUTE TUIIOBE ITPOLECH Ha CTEpUIM3alns.

l'[epc0Han1>T, OTroBapsll 3a yCTaHOBSIBAHE Ha KBaJ'II/l(])I/IKaIlI/IOHHVITe Kputepym 1 3a INpeocTaBsHE Ha IIpaBOMOLIMA Ha
Jiniarta, KOUTO 1€ M3BbpIIBAT KOHKPETHU HeHOCTY IO OlleHsIBaHE Ha ChOTBETCTBMETO, € ChCTaBeH OT CITy2KUTENIN Ha
HOTI/I(I)I/IL[I/IP&H]/IS[ OpraH M HE MOXKe€ [a BKIIIOYBA BBHIIHNM EKCIEPTU WM IOOM3ITBIIHUTEIIN. Toii NpuTeXKapa OKa3aHU
3HAHUA U OIUT BB BCUUKM OONIACTH no-mgoiy:

— 3aKoHOaTencTBoTo Ha ChrO3a BBB BpB3Ka C M3OenmATa M CbOTBETHUTE HACOKM;
— TIpOLEAypUTE 3a OLICHABAHE HA CbOTBETCTBUETO, MPEABMIEHN B HACTOSALIMS PETIIAMEHT;

— LIMpoKa 6aza OT 3HaHMS 3a TeXHOJOrMMTe B OOIacTTa Ha mspenmmAaTa M MPOEKTUPAHETO M IPOM3BOACTBOTO Ha
M3IETINATA;

— CuCTeMara 3a yIpaBieHME HAa KaueCTBOTO HA HOTMQUMIMPAHMS OpraH, CBbP3aHMTE IMPOLEIYpPM M HEOOXOmMMMUTE
KBAIMQUKALMOHHU KPUTEPUN;

— 06)"-ICHI/[eTO Ha TiepcoHasa, yJactsaul B HEHOCTUTE IO OlIEHSBaHE HA ChOTBETCTBMETO HA MBMEIMATA;

— TIOOXOOsANI ONMUT B OLUEHABAHETO HAa CHOTBETCTBMETO CBITIACHO HACTOALIMA PETIIAMEHT MIINM IMPUIIOXKUMOTO IPEON TOBa
1IpaBo, B paMKUTE Ha HOTI/I(I)I/ILU/IpaH OpraH.

Hotuduumpannre opranm pasmonarar ¢ [OCTOSHHO HAIMYEH I[EPCOHAN CbC CHOTBETHMSI KIMHMYEH OINT, KaTo IO
Bb3MOKHOCT TO3M MEPCOHAN ¢ HaeT Ha paboTa oT HOTM(uiMpaHust opraH. TO3M MEPCOHAN € YacT OT LeMusi MpoLec Ha
OLICHSIBAHE U B3EMaHE Ha PELICHIS B PAMKUTE HA HOTM(UIMPAHNMS OpPraH, 3a Ma:

— YKa3Ba clIy4JauTte, KOrato c€ M3iCkBa HaMecaTa Ha CIIEUMaJIMCT 3a OLICHsBaHE Ha KIIMHMYHATA OLCHKA, M3BbPIIEHA OT
MpOMU3BOOMUTEIIS, W TIOCOUBA €KCIIEPTU € NOOXOHAIIA KBa]'[I/I(l)I/IKaIII/IFI:

— 06)"{&33 10 IOOXOmAll HauMH BBPHIIHNUTE KIIMHUYHM €KCIEPTM 110 OTHOLIEHME Ha CBOTBETHUTE M3MCKBAHMA Ha
HaCcTOALIMSA PETIIaMEHT, OC, HACOKMTE ¥ XAapMOHMBVMPAHUTE CTAHTAPT WM TapaHTMpa, Y€ BBHIIHUTE KIIMHUYHU
€KCIIEPTM Ca HAITBIIHO I/lH(i)OpMI/[paHI/I 3a KOHTEKCTa ¥ IOCIEONINTE OT OLIEHKATa VIM M MaBAHMUTE OT TAX KOHCYIITALIVIN;

— MOXKe€ [Oa IpaBy IPEInen M Hay4yHo J1a OCIOpBa KIIMHNYHUTE OAHHM, IMPEACTaBEHM B KIIMHMYHATA OLEHKA U BCAKAKBU
JIpyry CbOTBETHM KIIMHUYHM MBNNTBAHMS, M [1a HAITBTCTBA IO HCO6XO]II/IMVIH HauyMH BbHIIHUTE KIIMHUYHM €KCIEPTU IO
OTHOIIEHME Ha OLCHSBAHETO Ha IIPEICTaBeHaTa OT MPOMU3BOOUTES KIIMHNYHA OLEHKA;

— MOXE€ HAayyHO J1a OLCHsABA M NpHU HCO6XOHI/IMOCT Ha ocCIiopBa MNpEOCTaBeHaTa KIIMHMWYHA OLCHKA U PE3YIITaTUTE OT
OLIEHABAHETO OT CTpAaHA Ha BHHIIHUTE KIIVMHNYHM €KCIEPTU HA KIIVHNYHATA OLEHKA Ha IIPOV3BOIUTEILS;

— MOXKE€ [1a MOTBbpXKaBa ChIIOCTABMMOCTTA VM IOCIIENOBATEITHOCTTA HA OLIEHSABAHETO HA KIIVHWYHUTE OLEHKY, M3BBPIIEHO
OT KIIMHMYHUTE €KCIIEPTH;

— MOXKe€ J1a OLICHsABA KIIMHMYHATA OLEHKA Ha NPOU3BOOMUTEIIA M 1a HaBa KIIMHNYHO CTAHOBMIIC OTHOCHO CTaHOBMIIATa Ha
BBHIIHM €KCIEPTH, KAKTO M [a [JaBa IPENOpPbKM Ha JIMLUETO, OTTOBOPHO 3a B3€MAHETO Ha pEHICHME B PAMKUTC Ha
HOTI/[(l)IAHI/IpaHI/IH Ooprag; u

— MOX€ [JOa M3rOTBs 3allMCM M [JOKJIagM, JOKa3pally, 4€ ChOTBETHUTE HeﬁHOCTI/I II0 OLE€HsABAHE Ha CBHOTBETCTBMETO Ca
VI3BBPUIEHN I10 H€O6XOIII/IMI/I$I Ha4ylH.
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3.2.5.

3.2.6.

3.2.7.

HepCOHa]'I'I)T, OTroBapsll 3a M3BbPUIBAHE Ha CBbpP3aHMsA C IPOHYKTa IIPEITIeN (]'II/IL[aTa, VI3BbpUIBALIN TIPEITIEN Ha
I'IpO]]yKTI/ITC), KaToO HalpuMmep Nperien Ha TeXHMYECKaTa JTOKYMCEHTALMsS MM U3CIICOBAHE Ha TUIlA, BKITIOUUTEIIHO aCCKTU
KaTO KJIMHMYHATA OLE€HKA, 6I/IOHOFI/I‘{HaTa 6630H3CHOCT, CTepuim3anysATa, BalMOMPaHETO Ha coc])Tyepa, [puTeXKaBa BCsAKa
€0Ha OT CJICOHNUTE JOKa3aHU KBa]'lI/[(i)I/IKaHI/II/IZ

— 3aBbpUIEHO BICIIE O6paBOBaHI/I€ um O6pa3OBaTeJ'IHO-KBaJ'II/I(1)I/IKaL[I/IOHHa CTEIIEH OT TEXHUYECKM KOJIEXK UMIIN
€KBJBAJICHTHA CTEIIEH B CHOTBETHATA 06H3CT, Hanpumep MenuinHa, (1)apMauM$1, VIHZKEHEPCTBO WMIIM NIPYTU CHOTBETHU
HayKu;

— UCTUpM TOOMHU npod)ecmonaneﬂ omut B obnacrra Ha 3paBHUTE TPOIYKTU WMIIM CBbP3aHU C Ta3n obmnact HeHOCTH,
KaTO HalpyMMep NPOM3BOLCTBO, OOUT VIV HAy4YHM M3CIIEIBAaHNS, OT KOUTO [1BE€ TOOMHM —B obnacrra Ha MpOEKTU-
paHeTo, MPOM3BOLCTBOTO, M3IMUTBAHETO WIIN yrIOTpe6aTa Ha OLEHSBAHUTE M3OENNS MM TEXHOJIOTUM WM CBbpP3aHU C
OLCHABAHUTE HAYUHM aCIIEKTH;

— 3HaHMA BBB BPb3Ka CHC 3aKOHOHATEIICTBOTO 3a WBHENMUATA, BKITIOUUTEIITHO O6I.IH/ITC UBUCKBAHMS 33 0OE30I1aCHOCT U
HeincTBue, YCTaHOBEHM B IIPUIIOKEHME I;

— TOOXOISIIN 3HAHUS U OIUT B o0nacTra Ha CHOTBETHMTE XapMOHM3NPAaHN CTaHOAPTH, OC u Hacoku;

— ToAXoOsIN 3HaHMSA M ONUT BBB BPb3Ka C YNPaBICHMETO Ha pUCKa M CBbP3aHUTE C TOBAa CTAHOAPTU M HACOKM B
olrnacrra Ha M3IOCTINATA;

— TMOOXOIALIN 3HAHUA U ONUT B 00nacTTa Ha KIIMHMYHATA OLICHKaQ;
— TIOOXOOSIIN 3HaHMA 3a UBHENNATA, KOUTO IEPCOHAITBT OLICHSBA;

— TNOAXONALIM 3HaHVA U OIMT BbB BPb3Ka C IIPOLENypHTE 3a OLEHABAHE Ha CHLOTBETCTBUETO 1O npyoxenns IX—XI, nmo-
KOHKPETHO BbB BPb3Ka C aCIEKTUTE Ha Te3U IIPOLENYpH, 3a KOWTO OTIOBapsi MEPCOHAIBT, ¥ MONXONAM NPaBOMOLIMS
3a M3BbPUIBAHE HA TOBA OLEHSABAHE;

— cnocobHOCT Ja M3rOTBA 3aIlliICM M OOKIIaoM, JOKaspally, Y€ ChbOTBETHUTE HCﬁHOCTI/I 110 OLECHSABAHE HAa CHOTBETCTBUETO
Ca VI3BBPUIEHN I10 IMOOXOMALI HAYMH.

HepCOHa]’['bT, OTrOBapAll 3a M3BbPIIBAHE HA OOWTM HA CUCTEMAaTa Ha IIPOM3BOIMTEIIA 3a YNpPABJIEHME Ha KadeCTBOTO
(O]II/ITOpI/l Ha MHCTO), NpuTEXKaBa BCAKA €IHA OT CIIEOHNTE MOKa3aHM KBaHI/I(i)I/IKaHI/II/lZ

— 3aBbpUIEHO BICIIE O6paBOBaHI/I€ nm O6pa3OBaTeHHO-KBaHI/I(1)I/IKaIII/IOHHa CTEIIEH OT TEXHUYECKM KOJIEXK MIIN
€KBJBAJICHTHA CTEIIEH B CHOTBETHATA O6H3.CT, Halpumep MenmimnHa, (1)apMauM$1, VHZKEHEPCTBO VMM NPYIU CHOTBETHU
HayKu;

— YeTVpyu rogmun l'lpO(l)eCI/IOHa]'ICH OIIUT B 06J'IaCTTa Ha 3[IpaBHUTE MPOOYKTU WM B CBbP3aHU C Ta3n 06]'[61CT ]Ief/'IHOCTI/I,
HallpyMep IPOM3BOLNCTBO, OOUT VIIM HAYUHM M3CIIENBAHNA, OT KOUTO HBE TOOVHNA — B obrnacTTa Ha YIIpaBJICHUETO Ha
Kau€CTBOTO;

— TIOOXOIIIN 3HaHWS BbB BPB3Ka ChC 3aKOHOHATEIICTBOTO 3a M3MEINATA U CBbP3aHNUTE XapMOHM3MPAHU CTAaHIAPTH, OCu
HaCOKI;

— MOAXOMSIIM 3HAHWS M ONAT BbB BPB3KA C YNPABIEHMETO HA PUCKA M CBHP3AHMTE C TOBA CTAHIAPTU M HACOKM B
0051aCTTa Ha M3IEINATA;

— TIOAXOOsIIN 3HaHMS 3a CUCTEMUTE 3a YIIpaBJICHME Ha KaU€CTBOTO M CBbP3aHUTE CTAHOAPTU M HACOKU;

— IIOIXONALIY 3HAHVS M ONUT BbB BPb3Ka C NPOLENYPUTE 33 OLEHsBAHE HA ChOTBETCTBUETO 110 npuoxenus IX—XI, mo-
KOHKPETHO BbB BPb3Ka C acMeKTUTe Ha Te3) IPOLEIypM, 33 KOMTO OTroBapsl NEPCOHAIBT, U NOIXOMSAIINM TIPABOMOLINS
3a M3BLPIIBAHE HA TOBA OLEHABAHE;

— 06yquMe B oOnacTTa Ha OIMUTHUTE TEXHUKM, 3a 1a MOKE NEPCOHAIIBT aleKBATHO Ha IOfjIara Ha OLEHKA CUCTEMUTE 3a
yHpaBjI€HNE Ha Ka4€CTBOTO;

— cnocobHoOCT a M3roTBA 3alMCU M IOKJIaou, JOKasBaliy, 4€ CbOTBETHUTE HEHOCTY TIO OlEHSIBAHE Ha ChOTBETCTBUETO
Ca M3BbPUICHN 11O MOAXOMALI HaUMH.

TTepcoHairbT ¢ 00Ia OTTOBOPHOCT 3a 3aKITIOYMTEITHUTE TPEITICN M B3EMaHE HA PELICHNSI BbB BPb3Ka ChC CEPTUQUKALIMSTA
Ce ChCTOM OT CIYKMTEIM HAa HOTUQUUMPAHMSI OPTaH M He BKINIOYBA BBHIIHM EKCIEPTH, HUTO MONM3ITBIHMTENM. To3u
TNIEPCOHAN B ChBKYIHOCTTA CY IIPUTEKABA [OKA3aHY 3HAHVS U LSIOCTEH OIMT BbB BPb3KA C BCSAKO €IHO OT CIICIHMUTE:

— 3akoHOmaTenctBoTo Ha Chro3a BBB BpB3Ka C M3OenmATa M CbOTBETHUTE HACOKM;
— OICHABAHETO Ha CPOTBETCTBMETO HA MBHEIMATA CHITIACHO HACTOALIMSA PEITIAMEHT;
— BUIOBETE KBaJ'II/I(l)I/IKaIII/II/I, OINT M €KCIIEPTHM 3HAHNS, MOIXOOAIIN 3a OLUEHABAHETO Ha CHOTBETCTBMETO HA MBHENMATA;

— lIMpoKa (asa OT 3HaHMA B O0ONACTTa Ha TEXHOJIOIMNTE, CBbP3aHM C MBHOENNATA, BKIIIOUMTEITHO HOCTAaTbUHO OIMUT IIPU
OLICHSABAHETO Ha CHOTBETCTBMETO Ha M3IOENNATA, KOUTO Ca IIPEIMET Ha IpErien 3a CepTI/I(l)I/IHI/lpaHe, CCKTOpa Ha
3HemATa M MPOEKTUPAHETO U MPON3BOICTBOTO Ha M3IETINS;
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— CUCTEMAaTa 3a YNpaBlIeHME Ha KayeCTBOTO Ha HOT]/I(I)I/ILU/IP&HVIS[ OpraH, CBbpP3aHUTE IPOLENYypU M M3MCKBAHATA
KBa]'II/I(])I/[KaIIMH Ha y4daCTBalyMs IEpCOHAIT;

— ¢nocobHOCTTa Oa M3TOTBSI 3alMMCM M HOKJIANM, MOKa3Bally, Ye JIEMHOCTUTE MO OLEHSIBAaHE Ha ChOTBETCTBUETO Ca
V3BbPIICHN IO MMOAXOIAII HAUMH.

3.3, JlokyMmeHTnpaHe Ha KBauQuKauusra, 0OydeHNeTo U YIbITHOMOMIABAHETO Ha NEPCOHAIA

3.3.1. Horuuuupanusr opraH uMa IpOLEIypa 3a IIBIIHO IOKYMEHTMPAHe Ha KBaTM(MKALMSITA HA BCEKM WIEH HA [EPCOHANA,
yuacTBall B JE/HOCTHTE MO OLEHSIBAHE HAa CHOTBETCTBMETO, M HA CIAa3BAHETO HA KBAIMQUKALMOHHWTE KPUTEPUM I1O
pazgen 3.2. Korato npyu M3KIIOUMTENTHN OOCTOSATENICTBA CMA3BAHETO HA KBATM(MKAUMOHHUTE KPUTEPUM 1O pasmen 3.2 He
MOXe MBSO NIa ce JOKaxe, HOTUGUIMPAHUAT OpraH 060CHOBaBA MpeJl OpraHa, OTFOBAPSIIL 33 HOTUQUIMPAHUTE OPraHM,
TIPEIOCTABSHETO HA MPABOMOUIMS Ha Te3) U/IeHOBE Ha IepCcoHaNa N M3BbPLIBAT KOHKPETHM NEHOCTM IO OLEHSBAHE Ha
CBOTBETCTBUETO.

3.3.2. 3a uenmst cu MepcoHan 1o paznenut 3.2.3—3.2.7 HOTUGMIMPAHUST OPraH Ch3[IaBa, MOIbPKA M AKTyalu3Mpa:

— JOKYMEHT, KBIIETO MOIPOGHO Ca OMMCAHM MPABOMOLIMATA 1 OTTOBOPHOCTUTE HA IEPCOHANA BB BPB3KA C NEIHOCTHTE
10 OLIEHABAHE Ha CHOTBETCTBUETO; U

— 3aIlNCH, YOOCTOBEPSABALLN HCO6XO]II/IMI/IT€ 3HaHVA U ONNUT BbB BPb3Ka C HeﬁHOCTTa I10 OLI€HsBAaHE HAa CbOTBETCTBUETO, 3a
KOATO € ONPaBOMOILIEH IEPCOHAITBT. B zamucute ce ChIbpXKa o0ocHOBKa 3a OIIpEHeIIAHETO Ha o0xBaTa Ha OTTOBOp-
HOCTUTE Ha BCEKM UIEH Ha OTIOBapAllMA 332 OLEHABAHETO IEPCOHAIT M 3alMCM Ha U3BbPLICHNUTE IEHOCTY TI0
OILICHABAHE Ha CBHOTBETCTBMETO OT BCEKU UJIEH.

3.4.  Tlomu3IbJIHUTENV U BBHHIIHM €KCIEPTY

3.4.1. be3 ma ce 3acsra pasnen 32, HOTI/I(l)I/lHI/IpaHI/ITC Oprany Morar [a Bb3jlaraT Ha IOOMSITBIIHUTENN HAKOU SACHO OIPENETIEHN
ACIIEKTU OT HOaHdcHa HCﬁHOCT 110 OLEHSBAHE HA CbOTBETCTBUETO.

He ce paspeniaBa Bb3JIaraHETO Ha IOOV3ITBIIHUTENN Ha LIEN MPOLEC Ha OOUT Ha CUCTEMUTE 3a YIIPaBIIEHUE HA KaueCTBOTO
I Ha CBbP3aHUTE C MPOOYKTa MPENIENN, HO BBIIPEKM TOBA YaCTU OT TE3U JIE/IHOCTY MOTaT JIa ce V3BBpUIBAT OT IOOM3ITBII-
HUTEIN W BBHIIHM OOUTOPU U EKCIIEPTH, pa60TCIIII/I OT MMETO Ha HOTI/I(l)I/[III/IpaHI/ISI OpraH. CbOTBETHUST HOTI/I(I)I/IIII/IpaH
Oprad 3amaspa ITbjIHaTa OTTOBOPHOCT 3a TOBA [a € B CbCTOSAHME [1a MPEHNCTaB/ IOIXOIAIIN T0Ka3aTeJICTBa 3a KOMIIETEHT-
HOCTTa Ha NOOMBIIBJIHUTEIINTE U €KCIIEPTUTE [1a M3BbPIIBAT KOHKPETHUTE CU 3ajaul, 3a B3EMAHETO Ha PELIECHNS Bb3 OCHOBA
Ha pe3yNnTaTuTe OT OLEHSABAHETO HAa IMONM3IIBIIHUTEIINTE U 34 pa60TaTa, VI3BbpUIBAHA OT IMOOMBIIBIIHUTENN M €KCIEPTU OT
HEroOBO MME.

HOTI/[(I)I/IHI/IpaHI/ITe Oprany He MOrat na Bb3J1araT Ha IOAUSITBIIHUTEIN CIIETHUTE HEHOCTH:
— TIperien Ha KB&J'IVI(l)I/IKaLU/IﬂTa 1/ H36H}0]16HI/IC Ha pe3ynTaTuTe OT pa60TaTa Ha BbHIIHUTE E€KCIEPTH;

— NEHHOCTH O OIUT M CepTUUIMpAHE, KOraTo MOIM3IbIHEHNETO Ce Bb3llara Ha OIMTOPCKA MM CepTUQPUKALMOHHA
OpraHm3anms;

— Bb3JIaraHe Ha BbHIIHN €KCIIEPTM HAa KOHKPETHN HEHOCTH 110 OlLICHSIBAaHE Ha ChOTBETCTBUETO; U
— (l)yHKIII/II/I 110 M3BBPUIBAHETO HA 3AKJIIOUUTENIEH IPEITIEN M B3EMaHE Ha pEUICHUA.

3.4.2. Koraro HOTI/I(])VIILI/IP&H OpraH Bb3Jjlara Ha IIOOM3ITBIIHUTEIL (opraﬂmsaum nim (1)M3M‘1€CKO ]'II/IIIC) olnpenereHn HeHOCTH 110
OLICHABAHE Ha CHOTBETCTBMETO, OPraHbT pasroiiara ¢ IOIUTMKA 110 OTHOLICHME Ha YCIIOBMATA, IIPY KOUTO MOXKE [a ce
Bb3Jlara Ha IOOM3ITBIIHUTENN, VI TapaHTUPa, Ye:

— TIOJMBITBIIHUTEIIAT OTIOBApA Ha CbOTBETHUTE M3MCKBAHMS 1O HACTOALIOTO MPUITOKCHNE;
— TIOAM3ITBIIHUTEIINTE M BPHIIHUTE €KCIIEPTM HE Bb3J1araT pa60Ta Ha JIpyry opranm3anyy Uiy nepcoHa; n

— (M3MUECKOTO MM IOPUIMUECKOTO JIMIE, KOETO € MOVICKANIO OLEHsBAHEe HA CHOTBETCTBUETO, € GMIIO0 MHPOPMMPAHO 3a
U3MCKBAHMATA 110 ITPBO ¥ BTOPO TUPE.

Bcsiko Bb3nmaraHe Ha NMONMBIBIHUTENM VI KOHCYITUPaHe Ha BBHUIEH NEPCOHAN HAIUIEXKHO Ce OKYMEHTMPA, He BKIIIOUBa
YUACTHETO HA MOCPEIHMIM M € TPeIMeT Ha MUCMEHO CIIOpasyMeHue, OOXBAIIALIO, HAPET C APYTOTO, MOBEPUTETHOCTTA I
KoHMUKTHTE Ha MHTEepeck. ChOTBETHIST HOTUQUMIMPAH OPIaH MOEMa ITbIIHATA OTTOBOPHOCT 33 3aavuTe, M3ILIHSIBAHN OT
TOIM3ITBITHUTEITHTE.,

3.4.3. Koraro ce u3momn3BaT MOOM3ITHIIHUTENIM WM BHHIIHU CKCIIEPTU B OLCHABAHETO Ha CBOTBETCTBMETO, IIO-KOHKPETHO IIO
OTHOILIEHNE HAa HOBUTE, MHBA3MBHUTE M VIMIUIAHTUPYEMUTE MU3HOEINSA VIV TEXHOJIIOTMM, ChOTBETHMAT HOTI/l(])I/IHI/IpaH opraH
Tp51613a J1a pasrojiara C BpTPEIIHA KOMIIETEHTHOCT B cc])epaTa Ha BCEKM €OVH IPOHYKT, 3a KOMTO € OIIpeNeIICH, HaBalla My
BBb3MOXKHOCT [1a PBKOBOOM ILENMA IIPOLEC I10 OLEHsABAaHE Ha CHOTBETCTBMETO, [1a IIPOBEPSBA l.[e]'leC'bO6pa3HOCTTa "
BaJIMIHOCTTA HA €KCIIEPTHUTE CTAHOBMUILA U 114 B3EMa PELIECHNE 3a CepTI/l(])I/IIII/IpaHC.
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3.5.  HaGmionenve Ha KOMIETEHTHOCTHTE, OOyUeHIE M OOMEH Ha OIUT

3.5.1. Hotuduimpasusr opraH BbBexKIa IPOLEIypy 38 IbPBOHAYANIHATA OLEHKA ¥ TEKYLIOTO HAOIIOEHNE Ha KOMIICTEHTHOCTTa,
JIEfHOCTUTE IO OLEHSBAHE Ha CHOTBETCTBMETO M IMOCTUTHATUTE PE3YNTATM HA LeNWsA BBTpelleH M BBHLIEH NepcoHall M
BCUYKY TOTM3ITBITHUTENIM, YUACTBAIM B JEHOCTH O OLEHABAHE Ha ChOTBETCTBUETO.

3.5.2. Homuduumpasute opraHu M3BbPIIBAT PELOBHO IpErjiel Ha KOMIIETEHTHOCTTA Ha CBOSL IePCOHAI, HaGensi3Bar motped-
HOCTHUTE OT OGyUeHMe ¥ M3TOTBST ITaH 3a 00yUeHIe, 3a 1 Ce 3amasyl HeOOXOMMMOTO HYBO Ha KBAIMQUKALIMM 1 3HAHUS Ha
OTJIEJIHITE YIIEHOBE HA [IEPCOHANA. B TO3M Iperyien KaTo MUHMMYM Ce [POBEpsIBa Ay [IEPCOHAITBT:

— ¢ 3aI03HAT C AeicTBAIOTO paBo Ha Cbl03a M HALMOHATIHO IPAaBO B 00NIACTTA HA MBNENMSITA, CHOTBETHUTE XAPMOHN-
aypann crangapty, OC, HacokuTe M pesynTaTuTe OT KOOPIMHALMOHHNTE IE/IHOCTY, IIOCOYEHM B pasnenl 1.6; u

— y4acTBa BbB BBTPEIIHNs OOMEH HA ONMMT M NPOrpamara 3a MPONBIIKABAMO OOyueHme u 0OpasoBaHme, MOCOYCHA B
pasmen 3.1.2.

4, U3NCKBAHUSA 3A TIPOLUECUTE
4.1.  OOum nonoxeHus

Hotuduumpanuar oprasu uMa TOKYMEHTUPAHU MPOLECH M AOCTATHYHO HOIPOOHN NPOLENypH 33 POBEXIAHE HA BCAKA
[EMHOCT 10 OLEHSBAHE HA CHOTBETCTBMETO, 33 KOSITO € OIIPENleNieH, KOETO BKIIIOUBA OTIEHITE eTAIli OT [EMHOCTUTE TpeMyt
[O[IABAHE HA 3ASABJIEHMETO [I0 B3EMAHETO HA PEIEHME M HAN30PA, KATO Ce OTUMTAT, KOTaTo € HeoOXOMMMO, ChOTBETHUTE
0COOEHOCTY Ha M3HETMATA.

VsncksanusATa, npensupgeny B pasgenu 4.3, 4.4, 4.7 n 4.8, ce M3NBIHSABAT KAaTO YacT OT BBTPEIUHMUTE HEMHOCTM Ha
HOTUQUIMPAHNTE OPTraHy M He MOTAT [a Ce BB3NAraT Ha MOAM3ITBIHUTEIIL.

4.2. W3Bectus ot HOTI/I(])]/ILII/IpaHI/lSI OpraH n HEHOCTU pean 1nogapaHe Ha 3asiBJIICHNE

Horu¢uuypanusr opram:

a) myOmnyKyBa OOLIECTBEHO IOCTBIIHO OMMCAHNE Ha TPOLEYPATa 3a MONABAHE HA 3asBIICHIS, UPe3 KOSTO POM3BOMUTENNTE
MOTaT [a IMOJy4aT cepTuuiMpaHe OT Hero. B ommcamero ce mocoua KOV e3WIM Ca TOMYCTVMMI 3a NpelaBaHe Ha
IIOKyMEHTALMATA U 3a BCAKA JIPyra MMalla OTHOIIEHME KOPECTIOHAEHIINS;

0) MMa IOKYMEHTUPAHM IPOLEIYpH, KOUTO Ca CBBP3AHM CbC M CHIbPXKAT JOKYMEHTHPAHM MOIPOGHM HpaBUiia OTHOCHO
TAaKCUTE 3a KOHKPETHI MNEIHOCTH 110 OLEHSBAHE HA CHOTBETCTBUETO M BCUYKM APYTM (MHAHCOBU YCIIOBYSI, CBBP3aHM C
[elHOCTUTEe HAa HOTUQUUMPAHITE OPTaHM 110 OLEHSIBAHE HA CHOTBETCTBUETO 3a MBLENMSTA;

B) JIMa TOKYMEHTMpaHU IIPOLENYpy IO OTHOUIEHNE Ha pasIilacsABaHETO Ha YCIIYyIUTE CU 110 OLICHABAHE Ha CbOTBETCTBUETO.
Tesn npouenypu rapaHtmpar, 4e HEHOCTUTE  T10 pasriacsaBaHe MM IIOMYJIApU3NpaHE€ B HUKAKbB C]'[y‘{éli[ HE
mnpenrnosarat M He MOorat Ja JOBedaT OO 3aKJIIOUCHME, Y€ OLEHSABAHETO Ha CHOTBETCTBMETO OT HEroBa CTpaHa 1Ie
MpEenoCcTaBy Ha MPOV3BOOUTEIINTE TO-PAHEH JTOCTBII HO Iasapa UM Y€ Te 1Ie 61)]1aT HO-6’bp3VI, IO-JIECHU MJIN 110-MaJIKO
CTpOru CIpAMO Te3n Ha Opyru HOTI/I(l)I/IL[I/IpaHI/I OopraHu;

F) yMa TOKYMEHTMPAHM IpoLenypy, KOUTO M3UCKBAT IIperiena Ha I/IH(l)OpMaIlVlHTa npeay MogaBaHETO Ha 3asBJICHUETO,
BKITIOUMTEITHO IIPEABApUTEIIHATA IIPOBEPKa HalliM MPOHOYKTHT IONaja B obxBara Ha HacToAlMs pEriiaMeHT M KakBa €
HeErosara KJ'laCI/I(l)I/IKaIII/IH, npean OTIPaBAHETO Ha M3BECTME O IIPOM3BOOMTENA OTHOCHO KOHKPETHO OLEHSBAHE Ha
CbOTBETCTBUETO; U

J) CIIE[M 3a TOBA BCHYKM IIOTOBOPM, CBBP3aHM C JEHOCTUTE IO OLCHSBAHE HA CHOTBETCTBUETO, KOMTO ca OOXBAHATH OT
HACTOSILMS PEITIAMEHT, NIa Ca CKINOYeHM IMPEKTHO MEXKIy MPOM3BOIMTENSI M HOTMGMIMPAHMS OPIaH, a He C Apyra
OpraHM3aLys.

4.3.  Ilpemen Ha 3asBIEHUETO ¥ [IOTOBOPHU U3UCKBAHMSA

Horuduuupanusr opraH M3MCKBA OPUIMATIHO 3asIBIICHME, TIOAMICAHO OT IIPOM3BOMMTEIT WM YITBITHOMOLICH IPEICTABUTETI,
KOETO ChIbpKa LisUTaTa MHPOPMALMS U AEKIIApALNTe Ha IPOM3BOIUTEIS], HEOOXOMMMI 38 OLEHSIBAHE HA ChOTBETCTBIUETO,
KaKTO € 1ocoueHo B npuynoxenns [X—XI.

JTOroBOpBT MeXKIly HOTUQUUMPAH OPraH ¥ TPOMBBOMUTEN € TOF POpMaTa Ha MICMEHO CHIOpasyMeHMe, MOIIMCAHO OT JIBETe
crpann. Toit ce cbxpaHsBa OT HOTMQMUMpaHust opraH. Tosu HOTOBOP BKIIOYBA SICHM pEl M YCIOBMSL M ChIbpxa
3aIbIKEHNS, KOUTO [aBaT Bb3MOKHOCT Ha HOTUMIMPAHUS OPraH M1a JE/CTBA ChINIACHO M3UCKBAHMATA [0 HACTOSILIMS
PErNIaMeHT, BKIFOUMTENHO 3alb/KEHMe 3a IPOM3BOAMTENS M4 MHPOPMMPA HOTUGMIUMPAHUS OpraH 3a HOKIIAIMTE 3a
npocrensBase Ha 0€30MACHOCTTA, MPABOTO HA HOTM(GMUMPAHMS OPraH 1a CIpe [EfiCTBUETO, Ia OTPAHMYM MIIM JId OTHEME
M3MATIeHNTe CePTUQUMEKATI U 3AIIBIKEHMETO HA HOTUQUIMPAHUS OPIaH [ia M3IbIHABA 3AIIbIKEHMATA CU 33 TPENOCTaBSHE
Ha MHQOpPMALILSL.
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HOTI/[(l)I/IHI/IpaHI/IHT OpraH ¥MMa JTIOKYMEHTVpPaH) NPOLEIypy 3a IPEriel Ha 3asBIIEHNS, KOUTO 06XB3HI3TZ

a) ITbJIHOTaTa HA TE3M 3aABIICHMS MO OTHOIICHME Ha M3MCKBaHMATA Ha IPUIIOXKMMATa IIpoLEdypa 3a OLEHABAHE Ha
CBOTBETCTBJETO, ITIOCOYEHN B MPUIIOKEHMETO, CBITIACHO KOETO € G0 MOMCKaHO 0]]06p6HI/ICTO,

0) mpoBepkara Ha ONpPENENISIHETO HA MPOMYKTHUTE, BKIIOUEHU B Te3M 3asBIICHMS, KaTO V3IENNS, M TEXHUTE PECIEeKTUBHY
KitacuuKaLmm,

B) BBIIPOCA [/ MPOLEIypUTE 33 OLEHSIBAHE HA CHOTBETCTBMETO, M3OPAHM OT 3asIBUTENIS, Ca MPIIOXKNUMU 3a BBIPOCHOTO
MBJIENNE ChITIACHO HACTOSIIMS PEITIAMEHT,

F) CIOCOOHOCTTA Ha HOTI/Iq)VlL[VIpaHI/IH OpraH fia OLCHM 3asBJICHMETO Bb3 OCHOBA Ha CBOATA OIPENEsIEHa KOMIIETEHTHOCT, 1
]1) HaJIMYMETO Ha OOCTaTBbUHO U NMOOXOOALIN PECYPCU.

Pesynrarute oT BCeKM Iperniel Ha 3asBieHne ce HOKyMmeHTupar. OTKasuTe 1 OTHETHTE 3asBIICHNSI Ce HOTUQUUMPAT Ha
€/IEKTPOHHATA CUCTEMa, TI0COYCHA B WICH 57, I Ca NOCTBIIHM 3a OCTAHATIMTE HOTUQUIVMPAHN OPraHIL.

4.4.  Pasmpenenenne Ha pecypcure

Hotuduumpanusar oprany nma IOKyMEHTMPAHM IPOLEIyPH, 3a [ Ce TapaHTMPa, ue BCUUKM MEIHOCTM IO OLeHSIBAHE Ha
CHOTBETCTBUETO CE M3BLPIIBAT OT HAIICXKHO YITHITHOMOIICH M KBATU(MIMPAH MEPCOHAI, KOWTO MMa JOCTATHYHO OMUT B
OLIEHABAHETO Ha U3JENNATA, CUCTEMUTE ¥ IIPOLECUTE ¥ CBbP3aHaTa C TAX JOKYMEHTALMs, KOMTO MOMJIEXAT Ha OLEHsABAHE
Ha CHOTBETCTBUETO.

3a BCSKO 3asiBIICHNE HOTMQUIMPAHMST OpraH Habersi3Ba HyXHMTE PeCypcy 1 OIpefens JIie, OTTOBOPHO 3a TOBA IIa ce
TapaHTHpa, uYe OUEHABAHETO Ha 3asBJIEHMETO Ce M3BHPUIBA CBITIACHO CLOTBETHUTE MPOLENYPU M 4Ye Ce M3MOM3BaT
NOAXOAALINTE PECYPCH, BKITIOUMTENIHO IEPCOHAJI, 32 BCAKA 3aaya M0 OLEHsABAHETO. PasnperienienneTo Ha 3ajaunte, KOUTO
¢ HeoOXOIMMO IIa Ce WBIBIHAT KAaTo 4acT OT OLEHSBAHETO HA ChOTBETCTBMETO, M BCHYKM M3MEHEHMS, HANPaBeHM
BIIOCTIENICTBYE 110 TOBA paspefeNieHue, ce NOKYMEeHTHpAT.

4.5,  JleitHOCTH 110 OLieHSIBAHE Ha CHOTBETCTBUETO
4.5.1. OOy nonoxeHus

HoTuuumpanust oprasy 1 HErOBUST MEPCOHAN M3BBPIIBAT HEHHOCTUTE MO OLEHsABAHE HA CHOTBETCTBUETO C HAIl-BUCOKA
CTeleH Ha MOYTEHO MPO(ECHOHATIHO MOBEIeHNe M HeOOXOMMMATa TEXHMUECKA U HayuHa KOMIICTEHTHOCT B ONpefesieHnTe
obmacru.

Hotuduumpanusar oprany pasmonara ¢ GOCTATHUHM €KCIEPTHYM 3HAHMS, 0OOpymBaHE M IOKYMEHTMPAHM NPOLEIypH 3a
eeKTMBHO IMPOBEXIAHE HA MEHOCTHTE IO OLEHSBAHE HA CHOTBETCTBMETO, 3d KOMTO € ONpEIeNieH, Karo OT4MTa
CBOTBETHNUTE M3UCKBaHN, yCTaHOBEHY B npuioxenus [X—XI, 1 110-KOHKPETHO BCUYKM M3MUCKBAHMSA MO-TONY:

— TI0OXOOsIIO MIaHMPaHE Ha ITPOBEXKIAHETO Ha BCCKM OTIEIIEH MPOEKT;

— CBCTaBBT Ha TPYNNTE 3a OLEHSABAHE A OCUIYypsABAa HAIMYMETO HA HOCTAaThbUEH OINT B 00racTTa Ha ChHOTBETHATA
TEXHOJIOIS, KAaKTO M HENPEKbCHA 00EKTUBHOCT 1 HE3aBJMCUMOCT, M [1a C€ IPEOBMXKOA pOTalVsl Ha YIEHOBETE Ha
Ipynara 3a OLIEHSABAHE IIPE3 NMOOXOMALIN MHTEPBAIIN,

— nocouBaHe 000CHOBaBaHe Ha OIIPENEIICHUTE CPOKOBE 3a 3aBbpIIBAHE Ha HeHOCTUTE IO OlIEHSIBaHE Ha ChOTBETCTBUETO,

— OLCHsABAaHE Ha TEXHNYECKATa TOKYMEHTALVsS Ha IPOM3BOOMTEIA M Ha pEHIEHMATA, KOUTO Ca BB3NPUETH, 3a Ha CE
OTTOBOPU HA M3MCKBAHMATA, MPEOBUIEHN B IIPUIIOKEHNE I,

— IIpemiel Ha IIpOLEdypuTe M HOKYMEHTAlUusATa Ha IIPOM3BOHAMTENISl, OTHACSAWIM Ce IO OLEHKAaTa Ha IpelKIIMHUYHUTE
ACIIeKTH,

— IIperien Ha IpOLeNypuTe ¥ NOKYMEHTAalMATa Ha IIPOV3BOONTEILS, OTHACALIN CE€ 1O KIIMHNYHATA OLIEHKA,

— pasrnexnaaHe Ha B3aMMOJIEIICTBUATA MEXKNy MpoIeca Ha YIPaBIIEHME Ha pVICKAa HA IIPOM3BOOMTEILA V1 HErOBaTa OLEHKA U
dHaIIM3 Ha TIPENKIMHNYHATA M KIMHNYHATA OLECHKA M TAXHOTO 3HAUYEHME 3a J[IOKa3BaHE Ha CBHOTBETCTBMETO CBbC
CBbOTBETHUTE M3MCKBAHNSA IO IIPUTIOKEHNE I,

— IIpOBeXIaHe Ha CHELMAIIHUTE NPOLENYpPU, IOCOUYeHN B pasfenn 5.2—5.4 or npuioxenne IX,

— IIpy M3genuATa OT KJiac Ila wm knac IIb — OLEHsABAHE Ha TEXHMYECKATa NOKYMEHTALVA Ha MBMEINA, H0]16paHI/I BB3
OCHOBa Ha IIpeHCTaBUTEIIHN 0612)3.31H/I,
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— IUIAaHVMpaHE U NEPUONMYHO ITPOBEXKIAHE HA NMOOXOMAIIN HAN30pHM OOUTU U OLEHsABAHE, M3BbPIIBAHE MIIM MCKAaHE 3a

V3BBpUIBAHE HAa HAKOM M3NUTBAHMA, 3a [1a C€ MPOBEPU IMPABUIIHOTO (l)yHKL[I/IOHI/IpaHC Ha CUCTEMATa 3a YIIpaBIICHUE Ha
KaueCTBOTO, M M3BHPUIBAHE HAa BHE3AIIHM OOUTU HAa MIACTO,

— BbB BpPB3Ka C B3EMAHETO Ha Hp06l/l OT u3HmenMATa — IMPOBEPKA, UY€ IPOMIBEKITAHOTO M3MOENINE OTroBaps Ha

TEXHMYECKaTa [TOKYMEHTaUMs; T3 WU3NCKBAHMS BKIIIOYBAT CBOTBETHUTE KPUTEPMM 3a B3EMaHE Ha l'lpO6I/I n
npouenypara 3a M3NNTBAHE MIPEON B3EMAaHETO Ha l'[p06l/IT€,

— U3BBPILIBAHE HAa OLEHKA M MPOBEPKA Ha CIIA3BAHETO OT IIPOM3BOIMUTEISA Ha CHOTBETHUTE IPUIIOKEHNS.

Korato e 1enecs06pasHo, HOTUGULMPAHUAT OpraH B3eMa npemsuuenn Hamuuute OC, HACOKM ¥ Haf-gOOPM MPAKTUKM ¥
XapMOHM3MPAHU CTaHAAPTY, HOPY aKO IIPOUBBOIMTENAT He TBHPIM HAIIMUMETO Ha ChOTBETCTBHUE.

4.5.2. Opguty Ha cucTeMaTa 3a yhpaplieHE Ha Kau€CTBOTO

a)

KaToO 4acCT OT OLECHSBAHETO Ha CUCTEMaTa 3a YINpaBJICHME Ha KadeCTBOTO, MPEOM OOMTa U B CHOTBETCTBME CbC CBOMUTE
HOKYMEHTMPAaHM NPOLEOypun HOTIA(])]/IIH/IP&HI/ISIT OpraH:

— IpaBu OLEHKA HA [IOKYMEHTALMSTA, IMpEICTaBeHa B CBHOTBETCTBME C CHOTBETHOTO IIPMIIOKEHME, YPEKIALo
OLICHSIBAHETO HA CHOTBETCTBUETO, ¥ M3IOTBS OINMTHA IPOrpaMa, B KOSTO SICHO Ce IOCOYBAT OPOSIT M IMOCIIeNOBaTEI-
HOCTTa Ha [eifHOCTHTe, HeoOXOMMMIM 3a [IOKa3BaHe, ue OMTBT OOXBalla IsUlaTa CUCTeMa 3a YIpaBieHye Ha
KauecTBOTO Ha IPOVM3BOIMTENS, M 3a [Ia Ce ONpeHeNy [amyu TS OTToBaps Ha M3MUCKBAHMATA IO HACTOSIIVS
peITIaMeHT,

— mHabensspa BPB3KM MEXJY OTTOBOPHOCTUTE M TAXHOTO pa3MpenciieHne Cpel pasiiMuHUTE MPOU3BOICTBEHN O6€KTI/I,
Ha0esis3Ba CHOTBETHUTE JOCTaBUMILN I/I/I/I]'II/I MOOMBITBIIHUTENIN Ha MPOU3BOOUTENIA M IIPCLCHABA HeO6XOHI/IMOCTI‘a oT
ClieIMasIHO OUTNpaHE Ha HSIKOJ OT Te3M HOCTaBUMIM WITU MOOU3ITHITHUTEIIM, UITM U Ha JIBeTe Kareropum,

— SCHO OIIpENenisd, 3a BCEKU ONWUT, Ha0ers3aH B [porpamara 3a OfuTH, LEINUTE, KPUTEPUNUTE U obOxBaTa Ha omura n
M3roTBsa OOUTEH IIJIAH, B KOMTO ce pasrnexnoar 1o IMOOXOdsll HauMH M CE€ B3EMAaT IPENBUN CHCHI/I(I)I/I‘{HI/ITC
UBMCKBAHMSA 32 0OXBaHATUTE n3nenmsd, TEXHOJIOTUN U IIpoLecH,

— U3IOTBA M aKTyanmsupa, 3a usgerms or kiac Ila u kiac b, mnan 3a B3eMaHe Ha MpoOM 3a OlEHSBAHE HA
TeXHMUECKATa JIOKYMEHTALWs, KAKTO € nocodeHo B mpuinoxerus 11 u III, Kofito obxBama ramara M3genus,
BKJTIOUEHN B 3asBJIEHMETO HA MPOM3BOMUTENS. B TO3M TMaH ce rapadTipa, 4e OT BCUUKM M3MENs, OOXBaHATH OT
cepTiuKaTa, ca B3eTH IpobU Ipe3 CPOKa My Ha BaIMIHOCT, U

— mnogOmpa M Ompenesst NOIXOMSIIO KBAIMGUIMPAH I[EPCOHAT, ONPABOMOIIEH N4 U3BBPIIBA OTHEITHUTE OUTIL.
ChOTBETHNUTE POIIM, OTTOBOPHOCTY U NPABOMOLINS HA WICHOBETE Ha EKMITA Ce ONPENENIAT SICHO M e TOKYMEHTUPAT;

Bb3 OCHOBA HA M3IOTBEHATa OT HETO OMMTHA IIPOTpaMa M CHITIACHO TOKYMEHTUPAHWUTE CH IPOLEIyPU HOTUPUIMPAHKST
OpraH:

— IpaBy OJIMT Ha CHUCTEMATa Ha IPOM3BOIMTEILS 3a yIpaBIeHMe Ha KauecTBOTO C L [ NPOBEPU Ay CHUCTeMaTa 3a
yIpaBeHne Ha KaueCTBOTO T[apaHTMpa, ue OOXBAHATUTE W3NENMSI OTIOBAPST HA CHOTBETHUTE PAa3lopenOm Ha
HACTOSIIVS PEITIAMEHT, KOUTO ce IIPUlaraT 3a M3HENMATA Ha BCEKM elVH eTall — OT NPOEKTUPAHETO Ipe3 KpaiHus
KOHTPOII Ha KAa4eCTBOTO 1O TEKYLIMS Ha[30p, M OIpeHeNs LAy Ca V3IbIHEHM M3UCKBAHMATA 0 HACTOSIINSA
PperTaMeHT,

— Bb3 OCHOBA HA CHOTBETHATA TEXHMYECKA HOKYMEHTALWs M C LeJl Na OIpeleNy Iamy IPOM3BONMUTENIAT CIa3sa
VIBUCKBAHMATA, IOCOYECHN B ChOTBETHOTO NPWIIOKEHME, YPEXKIAIIO OLEHABAHETO HA CHOTBETCTBUETO, IIPABY IpEITel
¥ OIIUT HA IPOLIECHTE ¥ NONCUCTEMIUTE HA IPOMU3BOLUTEILS, O-CIIELMATHO 110 OTHOLICHNUE Ha:

— MPOEKTUPAHETO 1 Pa3pabOTBAHETO,

— IIPOBEPKUTE Ha IIPOM3BOICTBOTO U HPOLECUTE,

— IIPOIYKTOBATA JOKYMEHTALNS,

— IpOBEPKMTE 110 OTHOLICHNE HA CHAOISIBAHETO, BKIIIOUMTEITHO IIPOBEPKA HA 3aKyIICHNTE M3IEIINs,

— KOPUIMPALINTE U IPEBAHTHBHUTE [e/CTBIS, BKIIIOYMTEIIHO 3a HAN30P CIell IIyCKAHETO Ha I1a3apa, KAKTO 1

— KIIIII,

KaKTO M Ha M3UCKBAHUATA U pa3nopen6MTe 3a IIpernel u ogut, INpUETN OT IIpOM3BOOMTEINIA, BKIIIOUMTEIIHO
CBbP3aHNTE CbC CIIa3BAHETO Ha 06IIII/ITC U3VICKBaHMSA 3a 0e30MacHOCT 1 [Ie]?[CTBI/IC, YCTaHOBEH!U B IIPUIIOKEHNE L.
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HpaB}IT €€ M3BA[IKM OT HOKYMEHTalMsATa II0 TaKbB HAUMH, Y€ [1a C€ OTUETAT PUCKOBETE, CBbP3aHN C IPEOBUICHATA
yHOTp€6a Ha M3MOENNETO, CIIOKHOCTTa HA IPOU3BONCTBEHUTE TEXHOJIOTUM, TIaMaTa M KIIACOBETE ITPOMU3BENEHN
M3NeNns, M BCIKaKBa HaJIMUyHaA I/lH(])OpMaIH/IH 3a Haj3opa Ceq MMyCKaHEeTO Ha Iasapa,

— 4aKO BC€ Ol€ HE Ca 00XBaHaT! OT OIMTHATa Mporpama, M3BbplliBa OOUT Ha KOHTPOJIA Ha ITpOLECUTE B IIOMEILLICHMATA
Ha TOCTaBUMINUTE HAa IIPOM3BOIMTEILA, KOTaTO CHOTBETCTBMETO HA TOTOBUTE WU3MENNSA € IOBIMAHO 3HAUUTEIIHO OT
Hei[HOCTTa Ha TOCTaBUMLINTE U, IO-CIEUMAITHO, KOraTO IIPOMBSBOOMUTEIIAT HE MOXKE Ha TOKaXke NOCTaThY€H KOHTPOIL
BBPXY CBOUTE JOCTABUMIIM,

— OLEHSBA TeXHMYECKATa IOKYMECHTALMSI Bb3 OCHOBA HA IUIAHA 3a B3eMaHe Ha NPOOM M KATO B3eMa IPEIBUI
pasperut 4.5.4 u 4.5.5 33 NPENKIIMHUYHUTE U KIIMHUYHUTE OLEHKM, U

— HOTUQUIMPAHMAT OPraH Ce YBepsBa, Ye OIMTOPCKUTE KOHCTATALMM Ca aNeKBaTHO U IIOCIIEHOBATESHO Kilacuu-
LMpaHN B CHOTBETCTBME C M3VMCKBAHMATA Ha HACTOSIIMS PEITIAMEHT M CbC CHOTBETHMTE CTAHHAPTU WIM C Haif-
mobpure npakTuky, paspaborenn wm npuern or KTMIAL

4.5.3. Ilposepka Ha NpOIyKTa
OueHsBaHe Ha TeXHMYECKATa JTOKYMEHTAlVsA

3a OlLIEHSIBAHETO Ha TeXHMUYecKara HOKYMEHTalVs B CbOTBETCTBME C ITIaBa II ot MIpUIIOKCHNE IX HOTI/I(})MIH/IpaHI/ITe opraHnmn
pasnonarat ¢ IOCTaTbYHO €KCIIEPTEH OINT, 060pynBaHe VI TOKYMEHTVPaHU MPOLENYpH 3a:

— OIIPEHCIIIHETO Ha ITOOXOOsAlOo KBaJ'II/I(l)I/[III/IpaH VI ONPAaBOMOILIEH IEPCOHAT 3a M3CIIEIBAaHE HA OTHEIIHU aCIEKTU KaTo
yHOTp€6a Ha U3OEIMNETO, OuonormyHa CbBMECTUMMOCT, KJIMHMYHA OLEHKA, YIIpaBJICHNE Ha pUCKa M CTCpUIIM3alNs, 1

— OLCHSBAHETO HA CBOTBETCTBMETO HA IIPOCKTMPAHETO B CHOTBETCTBME C HACTOSIMS pEITAMEHT Py Cla3BaHe Ha
paspgenmu 4.5.4—4.5.6. ToBa oleHsBaHe BKIIIOYBA IIperniefla Ha UBITBIHEHMETO OT CTPaHAa Ha IPOM3BOIMUTENNTE Ha
BXONISLIMTE, MEXIMHHUTE M OKOHYATETHUTE MPOBEPKM M Ha Pe3yNTaTuTe OT TAX. AKO Ce MBMCKBAT IOIBIIHUTEIHU
VBIUTBAHMSA VM IPYTY JIOKA3aTesiCTBa 3a OlEHsABaHE Ha ChOTBETCTBMETO C M3MCKBAHMSATA 1O HACTOSAWIMS PErSIaMEHT,
CBOTBETHISIT HOTUQUUMPAH OpraH M3BbPLIBA MOAXOMSIIY (QU3NUECKN Wi J1abOpaTOPHM TECTOBE HA MBIENMETO WM
V3MCKBA TIPOM3BOIMUTENIAT [ TV M3BBPIIN.

W3acnenBaHnsa Ha Tuia

HOTI/[(I)I/[III/IpaHI/IHT OpraH ¥MMa ITOKYMEHTMpaHU IPOLENypH, JOCTATBYHO €KCIIEPTEH ONUT M CHOPDBKEHNA 3a M3INUTBAHE Ha
THIIA HA U3OENUATa B CbOTBETCTBUE C IIPUIIOKEHME X, BKJTIOUMTEJTHO C KarammuTeT 3a:

— M3CTIE[BAHE VM OLECHABAHE HA TEXHMUYECKATa JOKYMEHTAlNs, KaTO CE€ B3EMAT IIOJ BHUMAHNE pasHenm 4.5.4—4.5.6. n ce
IpOBEpPU Hanmy TUIIBT € Oun IIPOM3BENCH B CbOTBETCTBUE C Ta3y JOKYMEHTALVA,

— M3rOTBJAHE HaA IIJIaH 3a M3NNTBAHE, B KOITO ce OIIpEHeIAT BCMUKM 3HAUMMU U KpUTUYHN TapaMeTpy, KOUTO TpH6Ba oa
6’bHaT M3INTAaHU OT HOTI/I(l)I/lIH/IpaHI/IH OpraH MM 1ol HeroBa OTTOBOPHOCT,

— JOKYMEHTUpPaHE Ha 000CHOBKATa My 3a 1/1360pa Ha Te3N IapaMeTpu,

— W3BbPLIBAHE HA TOOXONAIINTE M3CIIEOBAHMA M M3NUTBAHMA, 3a [Oa C€ IPOBEPM MalM PEMIEHUATA, BB3IPUETU OT
MPpON3BOOMUTEIS, OTTOBApAT Ha O6HII/ITC U3VCKBaHUA 3a OE30MacHOCT U HeﬁCTBI/lC, YCTaHOBCHM B IIPUTIOKEHNE I. Tesan
M3CTIeOBAHMS M M3NUTBAHMSA BKIIHOUBAT BCUUKU H€O6XOIII/IMI/I VIBIINTBAHMS, 32 A C€ MPOBEPN Tay IIPOM3BOONTETIAT

HCIZCTBI/ITCHHO € IpMIIOXKMIT ChOTBETHNUTE CTAaHOAPTY, KOUTO € M36pan a M3I0J13Ba;

— CbIIACYBaHE CbC 3asBUTENS Kb LI Ce M3BbPLIAT HEOOXOMMMMTE MBIUTBAHMS, AKO Te He TPsiOBAa [a Ce MPOBEXKIAT
[IMPEKTHO OT HOTU(ULIMPAHNUS OPTaH; U

— II0€MaHE Ha IIbJITHA OTTOBOPHOCT 3a PE3YNTAaTUTE OT M3NUTBAHMATA. HpeHOCTaBCHI/ITC OT IIPOM3BOIMTETIA TOKIIAON 3a

M3MNUTBAHMATA C€ B3€MaAT IO BHMMaHME CaMO aKoO Ca 6I/IHI/I V3HANEHN OT KOMIIETEHTHUTE OpPraHM 3a OLIEHsBaHE Ha
CBHOTBETCTBMETO, KOMUTO Ca HE3aBUCUMU OT IIPOMSBOOUTETIA.

HpOBepKa upe3 u3cienBaHe 1 V3NNTBAaHE HAa BCEKU MPOLOYKT

Horuduuupanusr opras:

a) yIMa JOKYMEHTUpaHV IpOLEHYpU, HOCTATbUHO €EKCIEPTEH OIUT M CHOPBAKEHMA 3a IIPOBEpKA Upe3 M3CIIEOBaHE U
M3NUTBAHE HA BCEKM IIPOLYKT B CBOTBETCTBME C YACT b or MIpUIIOKCHNE XI;
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6) M3rOTBS IUIAH 3a U3NNUTBAHE, B KOWTO ce OIIpeNesIAT BCMUKM 3HAUMMM M KPUTUYHU ITapaMeTpy, KOUTO TpSI6Ba a 6’])]]8T
U3NNUTAaHU OT HOTI/I(l)I/IL[I/IpaH]/IS[ OpraH MJM 101 HeroBa OTTOBOPHOCT, C LICIT:

— 3a m3genusta ot kiac IIb — mpoBepka Ha CHOTBETCTBMETO HA M3[ENMETO C THIA, OMMCAH B cepTuduiara 3a EC
V3CIIeIBAHe Ha THIIA, Y1 C M3MCKBAHMATA 110 HACTOSLIMS PEITIAMEHT, KOMTO Ce MPUITAraT KbM Te3) M3IeNs,

— 3a magenuaTa oT kiac Ila — MOTBbPKIAaBaHE Ha CHOTBETCTBMETO C TEXHMUYECKATa HOKYMEHTAlM, IOCOUEHA B
NIPUIIOKCHNA IT m 1II, n ¢ u3MCcKBaHUSITA IO HACTOSIINS perimaMenT, KOUTO C€ IpuiaraT KbM T€3U MBHENNS,

B) TOKYyMCHTMpPA 000CHOBKATa CI 34 M36opa Ha napaMeTpure, 1ocoueHn B 6yKBa 6),

I) 1MMa JOKYMEHTMPaH! MPOLEIypy 3a M3BbPIIBAHE HA TOIXOSNIO OLEHSBAHE M M3IMTBAHNS, 3a JIa C€ MPOBEPY CHOTBET-
CTBMETO Ha M3IENMETO C M3MCKBAHMATA IO HACTOSLIMS PEINIAMEHT upe3 M3CIEHABAHE M M3MMTBAHE HA BCEKM MPOHYKT,
KaKTO € [I0COYeHO B pasnenl 15 or npunoxenne XI;

]1) JIMa DOKYMEHTMpPaHM IPOLENypy, IPEOBMKIAINN TOroBapsiHe CbC 3asBUTEN 32 TOBA KOra M Kble€ II€ CE€ M3BbPIIAT
HCO6XO]1]/[MI/IT€ VIBIIUTBAHNS, KOUTO HE C€ M3BHPILIBAT OT HOTI/I(l)I/[III/lpaHI/IH opraH; n

€) HOCHM ITB/IHA OTTOBOPHOCT 3a PE3yJTaTUTe OT M3IMTBAHETO B ChOTBETCTBME C IOKYMEHTMPAHMTE IPOLEIYPH; MPeocTa-
BEHUTE OT MPOM3BOIMTENs [OKIANM 3d M3NMTBAHMSTA Ce B3eMAaT IMOJ BHMMAHME CaMO ako ca Omny mspageHu or
KOMIIETEHTHUTE OPIaHM 3a OLEHABAHE Ha CHOTBETCTBUETO, KOUTO €A HE3ABMCUMM OT IIPOMU3BOIMUTELS.

4.5.4. OueHsBaHe Ha MPENKIIMHIYHATA OLIEHKA

Horu¢uuupanusr opraH nMa IOKyMEHTUPAHM IPOLEIyPY 3a Mperiiel Ha NPOLEIypUTe U JOKYMEHTALMATA Ha IPOU3BO-
[IITESIST BBB BPb3KA C OLEHKATA HA MPENKIMHMYHMTE acieKTH. HOTMQUUMPAHMAT OpraH IpaBy [persied, Baluuupa ¥
NpoBepsBa Iy NPOLEdypPUTe M JOKYMEHTALMATA Ha IPOM3BOAMTEIS Pa3IexkuaT Mo NOAXOAANINS HauMH:

a) IJIAaHMPAHETO, ITPOBEKIAHETO, OLCHABAHETO, MOKIIAABAHETO M KBOETO € YMECTHO, aKTyaJiM3alyuATa Ha NPEIKIMHNYHATA
OILICHKA, IMO-KOHKPETHO Ha:

— TIPOYYBAHETO Ha NPENKIIMHIYHATA HAyuHA JIUTEPATYpa, KAKTO U

— NPEOKIVMHNYHNATE W3NUTBAHUSA, HAIpUMeEp na6opaTopHM VBIUTBaHMS, TECTOBE Ha CUMYIMpaHaTa yHOTp€6a,
KOMITIOTEPHO MOIEIVMpaHe, U3IOJI3BaHE Ha XKMBOTUHCKM MOIEIN,

6) €CTECTBOTO M MPOIBIIZKMUTEITHOCTTA HA KOHTAKTA C TAJIOTO M CBBP3aHUTE C TOBA KOHKPETHN GuoNOrMuHm puckose,
B) B3aMMOMEIICTBIETO C npoueca Ha ylpaBjieHME Ha pUCKa, KAKTO 1

F) OLICHKaTa M aHajiM3a Ha HaJIMYHUTE MNPEOKIIMHNYHN OaHHU U TAXHOTO 3HA4Y€HME 3a JIOKa3BaHE Ha CbOTBETCTBMETO C
KOHKPETHUTE M3NCKBaHM 110 NPUIIOKEHNE L

B HampaBeHOTO OT HOTM(MIMpAHMSI OPraH OLEHSBAHE HA IPOLENyPUTE U JOKYMEHTAIMSTA 33 MPEOKIMHIYHA OLEHKA Ce
pasmIeXnaT pesynTaTMTe OT MNPOyuBaHMATA HA HAaydyHaTa JIMTepaTypa, KakTO M BCUMYKM M3BbPUIEHM BaJMIMpPaHUs,
NPOBEPKM, M3MUTBAHMA M HANpaBeHM M3BONM, M B HETO IO IPABWIO Ce Pa3IeX[a Bb3MOXHOCTTA 3a M3IOJ3BaHE Ha
alTepHATMBHY MaTepyaiyi M BEWIECTBA M CE OTYMTAT ONAKOBKATA, CTAOMITHOCTTA, BKIIOUMTENIHO CPOKA HA TONHOCT HA
TOTOBOTO M3eIMe. AKO He € M3BbPUIEHO HOBO M3INMTBaHE OT NMPOV3BOIMTENS WM NPYU OTKIOHEHMS OT IPOLENypuTe,
CBOTBETHISIT HOTU(UILIMPAH OPraH M3BbPIIBA KPUTHYHA TPOBEPKA Ha 0OOCHOBKATA, MPEICTABEHA OT POM3BOIMTEILSL.

4.5.5. OueHsBaHe Ha KJIMHMYHATA OllEHKA

Horuduuupanusr opras nmMa IOKyMEHTHPAHM [POLEYPH, CBbP3AHM C OLCHSIBAHETO HA IPOLENyPUTE M TOKYMEHTALMSITA
Ha TPOM3BONNTENS BbB BPb3Ka C KIIMHUYHNUTE OLEHKM — KaKTO 3a IbPBOHAYATIHOTO, TaKa M 3a TEKYNIOTO OlEHsABAaHE Ha
CBOTBETCTBUETO. HOTnuuMpanusT opra mperiexia, BaIMpa 1 IpoBepsBa Najly MPOLEIypuUTe U JOKYMEHTALMsTa Ha
IPOM3BONNTENLS PA3ITIEXKNAT 10 MONXONAIMSA HaUMH:

— IUIAHMPAHETO, IIPOBEXIAHETO, OLEHSABAHETO, NOK/IABAHETO M aKTyalM3alysATa Ha KIMHMYHATA OLEHKA, II0COYeHa B
npuioxenue XIV,

— Hagjzopa cien myckanero Ha masapa n KIIIIII,
— B3aMMOJIENCTBMETO € MPOLIECA Ha YIPaBIIeHME Ha PUCKA,

— OICHKAaTa ¥ aHajin3a Ha HAIIMYHUTE MPEOKIMHNYHM OAHHM M TAXHOTO 3HAYEHME 33 JIOKa3BaHE Ha CBOTBETCTBUETO C
KOHKPETHUTE M3NCKBAHNA IO NMPUIIOKEHNME I, u

— 3aKJIIOYEHMATA, HAIIpABEHM BBB BpPB3KAa C KIIMHUYHUTE [OKA3aTEIICTBA M M3IOTBAHETO HAa [OKJIama 3a KIIMHNYHATA
OLI€HKaA.
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B mpouenypure no mbpsa anmuHest ce B3eMar npensun Hamuaute OC, HACOKY Y HAli-H0OPY IPAKTUKML.
O1leHsIBaHETO OT HOTUQUUVPAHIIST OPTaH HA KIMHMYHKMTE OLEHKM ChINacHO mputoxkenne XIV Brimousa:

— npedBuieHaTa ynorpeda, MocoueHa OT MPOM3BOLUTENLS, 1 TBbPICHUATA 33 UBLENMETO, OIPEIelIeHN OT Hero,
— IUIaHMPAHETO Ha KIIMHMYHATA OLIEHKA,

— MeTOIMKATa 3a IPOy4BaHe Ha Hay4yHaTa JuTepaTypa,

— CBOTBETHATA IOKYMEHTALMS OT NPOYYBAHETO Ha HAyuHATa JIMTEPATYypa,

— KIMHMYHOTO M3INUTBAHE,

— BAJIMOHOCTTA Ha TBbpPHAHATA E€KBMBAJICHTHOCT IO OTHOLIEHME Ha HPYIM M3HENNA, NOKa3BaHETO Ha €KBMBAJICHTHOCTTA,
JTaHHUTE OTHOCHO IMPUTOOHOCTTA M 3aKJIIOUEHMATA OT €KBMBAJIEHTHM M CXOIOHU MBHEINA,

— Haj30pa cIied ImycKaHero Ha masapa u KIIIIII,
— HOKJIafa 3a KIIMHMYHATA OLEHKa, 1
— 000CHOBKaTa BbB BPb3Ka C HEM3BPIUBAHETO Ha KIMHMYHM m3muTBarmst win KIIIIIT.

BB Bpb3Ka C KIVMHWYHUTE [aHHM OT KIMHNYHUTE U3IUTBAHNSA, BKIIIOYEHM B PAMKUTE Ha KIIMHMYHATA OLEHKA,
CbOTBETHUAT HOTVl(l)I/[HI/[paH OpraH rapaHTipa, € HallpaBeHUTE OT MPOM3BOOUTEISA 3aKITIOUCHMS Ca BalIMIHM B KOHTEKCTa
Ha O]IO6PCHI/IFI IJ1aH 3a KIIMHUYHOTO M3IUTBAHE.

HOTI/I(I)I/[III/IpaHI/[HT Opran rapaHTtupa, 4e€ B KIMHMYHATa OLEHKA C€ pasriieXnar IO IOOXOOMLl HauMH CbOTBETHUTE
M3UCKBAHUA 3a 6630H3CHOCT n HCﬁCTBMC, NpeaBuiIcHn B IMPUIIOKCHNC I, e € c1>06pa3eHa 0 IomxXomdall HauuH C
VIBVICKBAHMATA 3a YIPABIIEHME Ha PMCKA, Y€ € M3BbPIIEHA B CHOTBETCTBUE C IIPUTIOKEHNE XIV n ue e TpaBMIIHO OTpa3cHa B
IpencraBeHaTa I/IH(])OpMaIII/IH 3a UBIEINETO.

4.5.6. CneumanHu npouenypu

Hotuduimpanusr oprad uMa JOKYMEHTMPAHY NPOLENyPM, HOCTAThUCH eKCIEPTEH OMUT U ChOPBXKEHMS 33 MPOLEIypuTe,
nocoueHy B pasfeny 5 u 6 ot npunoxenve IX, pasgen 6 or npunoxenne X u pasgen 16 or npunoxenue XI, 3a KouTo €
OIperierieH.

[Ipy m3penys, NpousBeneHN Ype3 MMOJ3BAHE HA THKAHM WM KIIETKY OT KMBOTMHCKM IIPOM3XOM WMIIM TEXHN NPOM3BOIHM,
HampyiMep ot Bupose, momammsu Ha TCE, mocouenn B Permament (EC) Ne 722/2012, Hotu¢uumpanusr opraH mma
IIOKyMEHTUPAHY IIPOLENypH, KOUTO LEIAT M3UCKBAHMATA, IIOCOUEHV B CBUIMSA PEINIAMEHT, BKIIIOUMTENHO M3TOTBAHETO Ha
060011eH OKIIAJ 38 OLEHKA HA CHOTBETHIS KOMIIETCHTEH OPIaH.

4.6. [lokmamsaHe

Hotuduimpanusr oprau:

— TapaHTHpa, Ye BCUYKM CTBIIKY B IIPOLieca Ha OLCHsBAHE HA CBOTBETCTBUETO Ca JOKYMEHTMPAHM, TAKa Ye 3aKIIOYEHMSTA
OT OLICHSIBAHETO 1a O'BIAT SICHNM U 1A [I0KA3BAT ChOTBETCTBUE C M3MCKBAHISITA 110 HACTOSIUMS PEITIAMEHT, I [Jd MOTaT 1a
MOCITyKaT Kato OOEKTMBHO [OKA3aTelCTBO 3a TOBA CHOTBETCTBME HA JIMIA, KOWTO HE YYaCTBAT B OLCHSIBAHETO,
HATIpUMep TepCOHaNIa B OPTaHNTE MO ONPENeNIHETO,

— TapaHTHpa, Y€ ca Ha pasMOJIOKEHME HOCTAaTBYHO 3alVCU 3a OCUTYPABAHETO HAa fACHAa OONMTHA CJlefa 3a LENNTE Ha
OOMUTUTE Ha CUCTEMATA 3a YIIPABIICHNE Ha Ka4e€CTBOTO,

— JOKYMEHTUpA ACHO 3aKJIIOUEHMATa CM OT OLCHABAHETO HA KIIMHMYHATA OLEHKAa B MOKIad OT OLEHABAHETO Ha
KJIMHUYHATA OLICHKA, U

— IpEIOCTaBsi 3a BCKM KOHKPETEH IPOEKT MOZPOOeH HOKIIAN, KOMTO € OCHOBAH HA CTAHHAPTeH (QOpPMAT M BKITIOYBA
MUHIMAJIEH Habop oT eteMeHTH, onpeneery ot KTMU.
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HOK]’[&H‘LT Ha HOTI/I(])I/I].[I/IpaHI/IS[ OpraH:

— JOKYMEHTUPaA SICHO PE3YNITATUTE OT OLECHSBAHETO M BKIIIOYUBA ACHM 3aKIIIOYCHMS OTHOCHO ITpOBEpPKaTa Ha CbOTBET-
CTBMETO Ha IIPOM3BOOMTENIA C M3UCKBAHMATA 110 HACTOALUMA PEIIIAMEHT,

— ChIbpKa MPENopbKa 3a MOCIeNeH Mperrel M B3eMaHe HAa OKOHYATENHO pelieHMe OT HOTUQUIMPAHMS OPraH; Tasu
TpENopbKa ce MOMIMICBA OT OTTOBOPHMSL WIEH Ha NepCOHAa B PAMKMTE HA HOTUQUUMPAHWS OPIaH, 1

— C€ NpenocCTaBs Ha CbOTBETHMS MPON3BOOUTEIL.

4.7.  3aKIoumuTerieH mperern

Tpemy B3eMaHe Ha OKOHYATENHO pelleHye HOTUPUIMPAHWST OpraH:

— TapaHTypa, 4€ IMEPCOHAIIBT, Ha KOMTO € BB3IIOXKEH 3aKITFOUUTEITHUST Mpernen " B3EMAHETO HA PELIEHNMS OTHOCHO
KOHKPETHM IIPOEKTH, MMa CPOTBETHUTE IIPABOMOLINA M € PA3IINYEH OT II€EPCOHANa, KOJTO € VI3BBPLINIT OLEHABAHETO,

— IIpoBepsABa  Oajn HOKHa]I’I)T(I/ITC) 1 nogkpernsiara OOKYMEHTalNd, HCO6XO]II/IMI/I 3a B3EMAHETO Ha peEHICHNUA,
BKJTIOUMTEITHO BBB BPB3Ka C OTCTPAHsABAHE HAa HECHOTBETCTBMATA, KOHCTATVPAHN IO BPEME Ha OLEHABAHETO, Ca ITBHIIHU
M OOCTaTbYHU C OIJIEO Ha 06XBaTa Ha NPUIIOKCHUETO, U

— IIpoBepABa Al Md HEOTCTPAaHEHN HECHOTBETCTBIS, KOMTO BB3IPEIATCTBAT M3NABAHETO Ha CepTI/I(])MKaT.

4.8.  Pewenus u cepruduimpane

HOTI/I(I)I/IIII/IP&HI/IHT OpraH MMa HOKYMEHTMPaHM IPOLENypU 3a B3EMaHE Ha PEIICHMS, BKIIIOYMTEIIHO OTHOCHO paslperie-
JICHMETO Ha OTTOBOPHOCTM 3a U3HABaHE, CIMpaHE Ha HeCTBUETO, OrpaHn4aBaHe WM OTHEMAHE Ha CCpTI/l(l)I/IKaTI/l. Tesu
npouenypy BKIIIOYBAT M3MCKBAHMATA 33 HOTI/I(l)I/IKaLII/ISITa, npeaBuacHn B IjlaBa V or Hacrosmmst periIaMeHT. Te3u
npouenypy MO3BOJIABAT Ha ChOTBETHISA HOTI/I(l)I/IL[I/IpaH OpraH:

— Ja pely, Bb3 OCHOBA HAa HOKYMCHTaUMATa OT OLEHABAHCTO M HaJM4YHaTa [OITBJIHUTEIIHA l/lH(l)OpMaIII/lﬂ, nanm
VMBUCKBAHMATA IO HACTOAIINS PEITIaMEHT Ca M3IThJIHEH,

— IIa pel, Bb3 OCHOBA Ha Pe3yNTaTuTe OT OLEHSBAHETO HA KIIMHMYHATA OLEHKA M YIPABICHMETO HA PWCKA, Haiu
IUIaHBT 38 HAJ30p CIlefl IyCcKaHe Ha nasapa, BkmountenHo miansT 3a KIIII, e nopxoms,

— 7a pew KOM Ca KOHKPETHMTE OCHOBHM €Taly 3a JOMBIHMUTENEH Mperyief OT CTPaHa Ha HOTM(MIMPAHMSI OPraH Ha
aKTyaJlHOCTTa Ha KIIMHMYHATA OLEHKa,

— 7a peum [am 3a cepTUUUMPAHETO TPsOBa Ta ObIAT OIpeHeNieHyt KOHKPETHY YCIOBIS WM pasnopenou,

— [a ompeneny, Bb3 OCHOBaHa HOBOBBBEICHMATA, K]'[élCI/I(l)I/IKaIH/IHTa CIIOpeN puCKa, KIIMHNYHATA OLEHKA ¥ 3aKITIOUEHMATA
OT aHaJIM3a Ha pJMCKa Ha MBHENMETO, CPOK Ha CepTI/I(l)I/IHI/lpaHCTO, KOTO J1a HE HaOXBBbpIIA €T TOONHU,

— Ja JOKYMEHTMpa SCHO B3€MaHCTO Ha pCIICHMS U €TalluTe Ha 01106pe1-me, BKITIOUUTEITHO 0]106p€HI/I€TO C Inogmnuc Ha
OTTOBOPHUTE YJICHOBE Ha II€PCOHAIIA,

— 7a JOKYMEHTMpA SICHO OTIOBOPHOCTMTE UM MEXaHM3MUTE 33 CbOOIIaBaHe HA peLICHNs, MO-CIELMATHO KOraTo
NMOCIIENIHATA CTPaHA, MOMNMMCANa CepTUdMKATa, € pasnuyHa OT B3UMALM(TE) pelIeHMsITa WM HE OTroBapsi Ha
U3MCKBAHMATA, YCTaHOBEHNM B pasnen 3.2.7,

— Iia M31aBa cepTUMKAT(y) B CHOTBETCTBUE C MUHMMAIHKTE M3UCKBaHMS, onpenenern B npunoxkenne XII, cbe cpok Ha
BTIMIHOCT He TI0BEYE OT I1eT TONVMHM, ¥ JIa TI0COYBA Ay €& HAJIMLE CICLMATHY YCIIOBYS WIM OTPaHUYCHNS, CBbP3aHH
ChC CepTUUIIPAHETO,

— J1a m3maBa cepTUMKAT(M) CAMO Ha 3asBUTEIIS M J1a He M3[IaBa CepTUQUKATH, OOXBALIALIN MHOXKCECTBO CYOEKTH, I

— [1a TapaHTupa, 4e MPOV3BOOUTEIIAT € I/IH(l)OpM]/IpaH 3a pE3yNTAaTUTE OT OLCHSABAHETO M IPOMSTUYAILIOTO OT TAX PELICHNE
U 4e T€ C€ BbBEXKIAT B €JIEKTPOHHATA CUCTEMA, IIOCOUEHA B UJIEH 57.
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4.9.  Vsmenenus u npoMeHu

Hotuduuupanust OopraH 1MMa IOKYMEHTHPAHM MPOLELYPM U CIOPAasyMEHNMSI C IPOM3BONMTENN, CBBP3aHM CbC
3a[IBIKEHNMSATA HA IPOM3BOIMTENIS 32 MIPEIOCTaBSIHE HA MHQOPMALIVS ¥ OLCHSBAHETO HA POMEHNTE BbB:

— 0HO6p€HaTa(I/IT€) CI/ICTCMa(I/I) 3a YIIpaBJIEHME Ha KA4€CTBOTO MIIM raMara oT 00XBaHaTH MPOIYKTH,
— O]IO6pCHI/l$I MPOEKT Ha UBIENUETO,

— TIpeBuacHaTa yHOTp€6a Ha M3OEIMETO MUIIN TBbpHEHMATA 3a USHNETINETO,

- O]IO6pCHI/I$I TUIT HA U3IEIINETO, U

— BCAKO BEIIECTBO, KOETO € BKJIIOYEHO WMIIM Ce M3IOJI3BA 3a IIPOM3BONCTBOTO HAa JaleHO M3HENMe ¥ IOMWIeKM Ha
CIeMAJTHUTE NIPOLEYPU B ChOTBETCTBIUE C pasfen 4.5.6.

[Ipouenypute M cnopasyMeHusTa, IOCOMEHM B IIbpBa ajlMHesl, BKIIIOYBAT MEPKM 3a NPOBEpPKA HA 3HAUYMMOCTTA Ha
TIPOMEHMNTE 110 ITbPBa AIMHEs.

B cboTBeTcTBME CBC CBOMTE JOKYMEHTHMPAHH MPOLEIYPY CHOTBETHUAT HOTUPUIIMPAH OPraH:

— TapaHTHpa, ue MPOM3BOIMTEIINTE MPENCTABST 33 MPENBAPUTEIIHO ONOOpEHMe IUIAHOBE 3a MPOMEHM CHINIACHO IThpBA
aMHest ¥ ChOTBETHATA MHOPMALIS, CBbP3AHA C Te3M MPOMEHH,

— OLEHABA MPENTIOKEHNTE IIPOMEHN VM IMPOBEPSABA TANM CIIEH TE3V IMPOMEHM CUCTEMATa 3a YIpPaBIEHNE Ha KauyeCTBOTO
VTN NIPOEKTHT, VIV TUITBT Ha MBOETIMETO MPOMBIIZKABAT [1a OTIOBAPAT HA M3MCKBAHMATA 110 HACTOAIINS PEITIAMEHT, U

— YBEOOMsBA IPOV3BOOMTENA 3a PEIIEHMETO CM M MPENCTaBs HOKIIAI MM, aKO € MPUIIOKMMO, HOITBIIHUTETIEH HOKIIaM,
KOJTO ChIbpXKa 000CHOBaHM 3aKJIFOUEHNUS OT VIBBbPUIEHOTO OT HETO OLIEHSBAaHE.

4.10. [eitHoCTy IO HA30p M HAOJIOMEHNE CIIeT CepTUQUIIIPAHETO

HOTI/I(I)I/[III/IpaHI/[HT OpraH MMa JOKYMEHTUpPaHU ITpoLenypu:

— 3a OIlpenernsiHe Kak 1 Kora [a 6’1:-]1&T OCBIIECTBEHN MEMHOCTUTE 10 Haa30p Ha IPOM3BOOMTENIA. Teau npouenypu
BKJTIOUBAT IIpaBujla 3a BHE3AIIHVM OOMTYM Ha MACTO HAa ITPOM3BOOMUTEIIMNTE M KOraTo € NMPWIOKUMO — Ha IOOM3ITBIIHU-
TEIUTE M JOCTaBUMLINTE, 3a M3BbPUIBAHE Ha MNNUTBAHNMSA Ha IPOLOYKTUTE U Ha6H}OHCHI/Ie Ha CIIa3BAaHETO Ha BCUYKU
ycnosus, O6B’bp333.IlH/l MPOUBBOOUTENINTE ¥ CBbpP3aHNM C pelIeHNATa 3a CepTI/I(l)I/ILII/IpaHC, KaTo aKTyanmsalys Ha
KIIMHMYHU TaHHU IIpe3 OIIpelesIeHN MHTEPBAJIN OT BpEME,

— 3a H0]160p Ha CbOTBETHUTE M3TOUHMLM HAa HAyUYHM U KIMHNYHM OAHHN U I/[H(l)OpMa[II/IS[ ClIell ITyCKaHETO Ha Iasapa,
CBbp3aHM C HEronata cd)epa Ha KOMIIETeHTHOCT. Tasu MH(])OPM&III/IH C€ B3€Ma IIpenBuI Mpy IUIAHUPAHETO U
IIPOBEKIAHETO Ha HeHOCTUTE 110 Ham3opa, 1

— 3a Mperiell Ha JIAHHWTE OT MPOCIIEIsBAHETO HA Oe301aCHOCTTA, O KOSITO MMa IOCTBII B ChOTBETCTBME C uiieH 92,
naparpad 2 c le OnpenersiHe Ha HEHOTO BB3[efCTBME, aKO MMa TAKOBA, BbPXY BAIIMIHOCTTA HA ChIIECTBYBALINTE
ceprudukaty. Pesyntatute OT OLEHKATa M BCUUKM B3€TU PELICHNS e JOKYMEHTUPAT LIATEIIHO.

ITpu nornyuasaxe Ha MHQOPMALINS, MPEIOCTABEHA OT MPOM3BOIMTENS MM KOMIICTCHTHUTE OPraHHM, 3a CIy4al, YCTAaHOBEHM

NPV [POCTICISIBAHETO HA O30MACHOCTT, CHOTBETHMAT HOTUQUUMPAH OpraH m3bupa Ha MPUIOXKM HSKOE OT CIIEIHWUTE

peleHys:

— 7a He NpeAnpueMa AECTBIS, Thil KaTO CIy4asT, YCTAHOBEH IPY MPOCIICIsIBAHETO Ha GE30MaCHOCTTA, OYEBUIHO He €
CBBP3aH C M3[IANEHNTe CepTUdUKaTH,

— na HaOmIofaBa NeiHOCTHTE HA MPOM3BONMTENSE M HAa KOMIICTCHTHMTE OPTaHM M PE3yITAaTUTE OT MPOBEXKIAHOTO OT
TPOM3BOIIMTENISL PascriefBaHe, 3a [1a ONMpeneny Hamu M3NANeHuTe CepTUPMKATH Ca 3acTpalIeHN MM Jamyu ca Oumm

IIPEANPYUETY NOIXOMAIMTE KOPUIMPAILM HECTBIS,

— @a mpefnpueMe M3BLHPEIHM MEPKM 3a HAI30p KATO Hperyief Ha JOKYMEHTH, OIUT C KPAaTKo NpemmsBecTye mim Oe3
TpeAu3BeCTye U M3MUTBAHE HA IPOIYKTH, PY HAIMUME HA BEPOSTHOCT MBNANEHNTE CepTU(UKATH A Ca 3aCTPALICHM,

— [1a YBEIMYM YECTOTaTa Ha HAA3OPHUTE OONTH,
— J1a VIBBBPIINM IPEITIEN Ha KOHKPETHN IIPOAYKTHM VIIN IIPOLECH PN CIEOBALLVA OOUT Ha IIPOM3BOOUTEIA, VTN

— Ha B3eMe IPyTy NOIXOUAIN MEPKINL.
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[To oTHOLIEHUE Ha HaI30pHUTE OOUTU Ha IPOUSBOIUTETINTE HOTM(])M[II/IPE[HI/IHT OpraH MMa IOKYMEHTMpaHU IPOLEnypu 3a
CJIIEOHOTO:

— J1a M3BbpLIBA Haif-MaJIkO BeIHDbK TOOMIIHO Ha HaI30pHM OAMTU Ha NMPOMU3BOOUTEIIA, KOUTO C€ IIIAHMPAT U MPOBEKIAT
B CbOTBETCTBME C KOHKPETHUTE M3NCKBAHNA B pasfeln 4.5,

— JIa TapaHTMpa, Ye OLEHABAT MO aneKBaTeH HAYMH TOKYMEHTALMATA Ha IIPOM3BOIMTENS, CBBP3aHA C MPOCIENsABAHE HA
0e30macHOCTTa, Ham3opa ciiel Iyckadwe Ha mnasapa u KIIIIII, u mpuimaraHeTo OT Heropa CTpaHa Ha pasmopenbure,
OTHACSAIIM Ce O Te3U BBIIPOCH,

— na B3eMa o0pa3iy ¥ [a M3BbPLIBAT M3MMTBAHE HA M3NENMATA M TEXHMUECKATA JOKYMEHTAlMs 1O BPEMe HA OIMTHTE
CBITIACHO IIPEAIBAPUTEITHO ONpefIeTieHINTe KPUTEPM 33 B3eMaHe Ha oOpasuy ¥ NpOLEypuTe 3a M3MMTBAHE, 33 [Ia Ce
TapaHTVIpa, ue MPOM3BOIUTEILIT HEPEKbCHATO MpIara ooOpeHaTa CICTeMa 3a YIpaB/ieHne Ha KauecTBOTO,

— 1a rapaHTHpa, ue IPOM3BOMMTEIIAT CA3Ba 3a[b/IKEHIUSATA OTHOCHO JOKYMEHTAUMSTA ¥ MHQOPMALILSITA, YCTAHOBEHN B
CHOTBETHNUTE NPWMIIOKEHNSI, U ue MPOLEIypuTe My ca ChoOpaseHn ¢ Hai-go0puTe NMPaKTMKM NPV BHBEXKIAHE HA

CUCTEMUTE 3a YIPABIIEHME HAa KaYECTBOTO, 1

— [a rapaHTupa, 4e MpOM3BOOUTEIIAT HE M3IOJI3BA IO ITOOBEXKMALL HAUMH CUCTEMATA 3a YIIPaBIIEHME HA Kaue€CTBOTO WMIIN
O]IO6p€HI/IHTa Ha u3genmsiTa,

— Ja c1>61/1pa TOCTATbYHO I/IH(l)OpMaIlI/IH, 3a Ja oIpefeny manmy CUCTEMAaTa 3a yNpaBJIeHME Ha KaueCTBOTO ITPOABIIKaBa [1a
OTroBaps Ha M3NCKBAHMATA IO HACTOAIINMS PEITIaMEHT,

— IIpM OTKpMBAaHE Ha HECHOTBETCTBMA — JHa M3MCKBA OT NMPOV3BOAMTENS Ha Mpemrnpueme JIeiCTBUS 32 OTCTpaHABaHe Ha
TPelIKM, KOPUIMPAIIM HEACTBUA U, aKO € NPUIIOXKIMO, IIPEBAHTMBHI AENCTBIS, KAKTO 1

— npy HeoOXOIMMOCT — [ Hajlara KOHKPETHY OTPAaHMYCHISI 33 CHOTBETHUS CepTU(MKAT, I CIpe NeHCTBUETO MY WIIN
Jla TO OTHEME.

AKO TOBa ¢ BKITIOUEHO B YCTIOBUSTA 33 CepTUGUIMPAHE, HOTUPUIMPAHMST OPraH:

— U3BbpLIBA IIATEJIEH IIPEIViell Ha IOCIIe[HATa KJIMHMYHA OLEHKA, aKTyalusupaHa OT IIPOM3BOAMTENIS Bb3 OCHOBA Ha
OCBUIECTBEHMA OT IIOCIEOHMS HA30p ciiel IyckaHe Ha nasapa, Ha KIIIII, kakTo m Ha KiIMHMYHATA JIATEpaTypa,
CBbP3aHa C JIEKYBAHOTO ChC CHOTBETHOTO M3MIENIME CHCTOSHME, MM Ha KIIMHMYHATA JIATEPATYpPa, CBbP3aHa ChC CXOIHM

M3IENms,

— JSICHO HOKYMCHTMpa pesylTaTa OT HIATCIIHMA IIpersied M IpencTaBss Ha BHUMAHMETO Ha MPOUSBOOMTENSA BCUUYKU
KOHKPETHM OnaceHus Win My Hajlara KOHKpETHM YCIIOBMS, 1

— TrapaHTHpa, ue MOCIe[HATA AKTyalu3MpaHa KIIMHMYHA OLEHKA € IPAaBMIIHO OTPaseHa B MHCTPYKuMuTe 3a yrorpeba u,
KOTaTo € MPUIOKIMO, B PE3IOMETO 33 0e30MacHOCTTa 1 [EHCTBHETO.

4.11. TloropHo cepruduuupane

Hotuduuypanusar opraH MMa HOKYMEHTMPAHM MPOLELYPH, CBbP3aHM C IpErNednTe Ha IMOBTOPHOTO CepTUMIMpAHE 1
TOJHOBsIBAHETO Ha ceprudukarute. [I0BTOPHOTO cepTuduumpaHe Ha OIOOpeHMUTE CHCTEMI 3a YIIPABICHNE HA KAUECTBOTO
wm Ha ceprudukarure 3a EC oLeHsIBAHE Ha TeXHMUYeCcKara JOKyMeHTauus win Ha ceprudurarute 3a EC m3crensane Ha
TUIA Ce U3BBPIIBA Hali-MaJIKO Ha BCEKM IeET TOIMHIL

Hotuduumpanusr opraH mMa HTOKYMEHTMPaHM MpOLEIypH, CBbP3aHN C IOIHOBABAHETO Ha ceprudukarure 3a EC
OLIEHsBAHE HA TeXHMYeCKaTa JOKyMeHTaums u ceprudukarute 3a EC m3cnenBaHe Ha Tuma, Kato IpH Te3u MPOLEIYpH OT
CHOTBETHMS IIPOM3BONMTEN CE M3UCKBA [1a IIPENCTaBM PE3IOME Ha NMPOMEHMUTE M HayuHMUTe KOHCTaTalyuy 3a MU3HENNUETO,
BKJTIOUMTEITHO:

a) BCMUKM IPOMEHU B IIbPBOHAYAIIHO OIOOPEHOTO M3MeNe, BKIIOUNTEITHO IPOMEHH, KOMTO BCe Olie Ha ca ChoOlIeHH,

0) omura, mPUIOOUT OT HAII30pa CIIEN IyCKaHEe Ha [a3apa,

B) OmuTa, PUIOOUT NPY YIPABIEHNETO HA PUCKA,

I) ONNTA OT aKTya/M3MPAHETO Ha TOKA3ATENICTBATA 33 CHOTBETCTBUETO € OOLINTE M3MCKBAHMS 3a 0€30MaCHOCT 1 [ENCTBHE,
YCTaHOBEHM B npuiioxenue I,

]1) onmuTa OT MPEITIEANTE Ha KIIMHNYHATA OLEHKA, BKIIIOYMTEITHO PE3YNITATUTE OT BCUUKM KIIMHUYHN M3IUTBAHNA U KTIIIII,
C) MPOMEHNTE B M3NCKBAHNATA, B KOMIIOHEHTUTE Ha MBHEIIMETO MIIM B HayUyHaTa VIIM pErynaTopHaTa Cpena,

}K) VIBMEHEHMATA B IIPUIIOKEHNUTE VIV HOBUTE XapMOHM3MPAHN CTaHOAPTH, OC umn paBHOCTOf/iHI/ITe TOKYMCHTH, 1
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3) NPOMEHUTE B MEIMUMHCKUTE, HAYYHUTE M TEXHUUECCKNUTE 3HAHNS, HAIIPUMED:
— HOBU BUIIOBEC JICUCHUE,
— IIPOMEHM B METOOUTE HA V3INTBAHE,

— HOBJM Hay4YHM OTKpUTUA 3a MaTepuaay M KOMIIOHEHTY, BKIIIOUUTEITHO OTKPUTNA I1I0 OTHOLICHME HAa TAXHATa
OuonornyHa CBbBMECTUMOCT,

— OIINT OT IIPOYUBAHMA Ha HOII06HI/I n3aenus,
— HaHHM OT pErucTpu n apxmBi,
— OIINT OT KJIIMHNYHU UBIUTBAHUSA C HOHO6HI/I N3IEINA.

Horuduuupanusr opras 1Ma TOKYMEHTMPAHM IPOLEIYpPH 32 OLEHKA Ha MHQOPMALMATA, IOCOYEHA BbB BTOpA alnMHesl, ¥
o6pbia 0cOOeHO BHMMAHNME HA KIMHMYHMTE IAHHM OT Haj30pa Cilel IycKaHe Ha masapa u geitHocrure no KIIII,
IpenpueTyt  Cel  NPEIXOTHOTO —CepTUQUINMpPAHE M  [OBTOPHO —CepTUQUUMPAHE, BKIIIOUMTEIIHO —CHOTBETHUTE
aKTyanm3auyy Ha JOKJIaMTe 3a KIVHMYHATA OleHKa Ha MPOM3BOIMTETIA.

3a peleHneTo OTHOCHO IOBTOPHOTO CepTU(MLMpPAHe CHOTBETHMST HOTUQUUMPAH OPraH W3ION3BA ChIIMTE METONM U
IPUHIMIYM KATO IpENBUIEHNTE 33 IIbPBOHAUANHOTO cepruduumpane. I[Ipy HeoOXOMMMOCT Ce YTBBPXKIABAT OTIEIHY
dopMysspy 32 NOBTOPHO CepTUMLNpPAHE, B KOMUTO Ce OTYMTAT HEOOXOMMMHUTE 3a CePTUULMPAHETO CTBIKM, KaTo
HarpyuMep 3asBlieHMe U MPerTIel Ha 3asB/IeHMETO.
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TTPUTIO2KEHME VIII

MPABUJIA 3A KITACUOUKALIUA

[TIABA 1

OIPEOEITIEHNS BbB BPb3KA C IIPABUITIATA 3A KITACUQUKALIMSA

1. MMPOIBIXKUTEITHOCT HA YIIOTPEBATA

1.1. ,BpemeHHa“ — u3HeNMeTo OOMKHOBEHO € IPEIHA3HAYEHO 33 HENpPeKbCHaTa yrnoTpeba 10 60 MUHYTH.
1.2. ,KparkorpaitHa“ — m3gemero 0GMKHOBEHO € MpelHA3HAaueHO 38 HellpeKbCHaTa yrnorpeba Mexay 60 munyTy n 30 gHU.
1.3.  ,JIpomb/KuTenHa“ — M3MeMeTo OOMKHOBEHO ¢ IPEHA3HAUCHO 3a HEelpeKbcHaTa yrorpeba Ham 30 aHu.

2. MHBA3VBHUM N AKTVIBHU U3[EIINA

2.1. ,TemeceH OTBOpP“ € BCEKM €CTECTBEH OTBOP Ha TSUIOTO, KAKTO ¥ BBHIUHATA NMOBBPXHOCT Ha OYHATA SOBIKA, MIM TOCTOSHEH
UBKYCTBEH OTBOP, KaTO CTOMA.

2.2, ,XupypIM4yHO MHBA3MBHO M3IENME” €:

a) VHBA3MBHO MBMEINE, KOETO ITPOHMKBA B TAJIOTO IMPE3 MOBbPXHOCTTA MY, BKIIIOUMTEIITHO IPE3 JIMTaBMLATA Ha TEIICCHUTE
OTBOpY, Upe3 WIIN 110 BpEME Ha XMPYprmyecka onepaums; n

0) m3menue, KOETO BOIY O MPOHMKBAHE, PA3NIMYHO OT TOBA TPE3 TENECEH OTBOP.

2.3, Xupypruueckyu MHCTPYMEHT 33 MHOTOKPATHa ynoTpe6a“ e MHCTPYMEHT, M3MO3BaH B XMPYPriuecKara MPaKTHKA 33 Ps3aHe,
npobusaHe, IiMeHe, HaPacKBaHe, CThPraHe, KJIaMIMpaHe, peTpaxupaHe, 3AlUVIBaHe WM HPYTY NMOKOOHM IIPOLEypH,
KOWTO He Ca CBbP3aHM C aKTUBHO M3JIENNe, U € MpeHa3HaueH OT IPOM3BOMMTENIS 33 MOBTOPHA yroTpeba crief M3BbpLIBaHe
Ha TOAXOISIIIY POLENYPH, KATO [IOUMCTBAHE, IE3MHQPEKINS U CTePUITU3ALINSL.

2.4, ,AKTMBHO TepaleBTMYHO M3[eNMe” e aKTMBHO M3HeIMe, KOeTO HEe3aBUCUMMO [aNlu Ce U3MON3Ba CAMOCTOSITENIHO WM B
KOMOMHAaIMA C YTy M3HENMs, CIIYXKU 3a IOIIbpXKaHe, KOPEKUNs, 3aMAHa WM Bb3CTaHOBSBAHE Ha OVMONOrNYHM c]>yHKuvm
WM CTPYKTYPU C LieJ JIeYeHMe WIu obrekuaBaHe Ha 3a00NsIBaHeE, TPABMA MITM YBPEXKIIAHE.

2.5.  ,AKTMBHO W3HeNMe 3a JMArHOCTMUMpaHe M HaOMIofieHMe" e aKTMBHO M3MENMe, KOETO HEe3aBMCUMO [IaluM Ce M3MON3Ba
CaMOCTOSITENTHO WIIM B KOMOMHALIMS € IPYTY UBNETNs, CIIy>KM 3a MPeNOCTaBsiHe Ha MHPOPMALIMS 32 OTKPUBAHE, IMATHOCTH-
uypade, HaOMIONEHNE WK JieueHe Ha QGUBMONOTMYHY (1))7HKLU/II/I, 3IPaBOCIIOBHM CHCTOSIHMS, 3a00NSBaHMS MM BPOIEHN
Masndopmarm.

2.6. llentpanmHa KpbBOHOCHA CMCTeMa“ BKITIOUBA CIEAHMTE KPBBOHOCHM ChioBe: 0en00poOHu apmepuu, ez3xodﬂma aopma,
aopmua 0ved, HU3X004wa aopma 00 Gudyprayuama Ha aopmama, ROPOHAPHU apmepu, o6 CBHHA Apmepus, 8BHIUHA
CBHHA apmepus, 6BMpelna CeHHA Apmepus, MO3BUHLL Apmepull, 2146080~MUHUUEH CMBOA, CBPOeUHL BeHL, 6e/lodpo6nu
8€HU, 20pHa U dosHa RYXa 8eHq.

2.7. ,lleHTpanHa HepBHA CUCTeMa“ BKITIOUBA MO3bKA, MO3bYHMTE OOBUBKY M IPBOHAYHMS MO3BK.

2.8.  ,YBpeneHa KOXa MM JIMTaBUIA“ € MOBBPXHOCT OT KOXKATA MV JIMFABULATA, B KOATO Ce HAOMIOfaBa MATONOIMYHA IPOMSIHA
WIIM [IPOMSIHA BCIIEACTBME HA GOTECT MM paHa.

[TIABA 1I

TIPABUJIA 3A ITPUITATAHE

3.1. IlpuraraHero Ha IpaBuiaTa 3a KIAcK(UKALMs ce ONMPENeNst OT NPeIHA3HAYCHNETO Ha M3eNMsTA.

3.2, AKO BBIPOCHOTO M3MENMe € MPeIHA3HAYEHO 33 ynoTpeOa B KOMOMHALMS C IPYTO M3MeNue, MpaBuiaTa 3a KIacupuKaums ce
NpWIIaraT OTHENIHO 3a BCAKO OT M3menyATa. [IpMHamyeXXHOCTUTE 3a MENMIMHCKO M3JIENMe MIIM MPOIYKT, BKIIIOUEHM B
cvcbka B npwoxkerne XVI, ce Knacuuuumpar OTAEHO OT M3AENMETO, ¢ KOETO Ce M3ION3BAT.

3.3.  Codryep, Koi1TO ymnpasiisiBa U3NEIMETO WIKM MMa OTPaxXeHNUe BbPXy ynorpebarTa My, MOIaja B ChUS KIIAC KATO M3LETMETO.

AKO cOTyepBT € He3aBUCUM OT BCSKO APYTO M3eNIue, TOil ce KIacuuimpa OTIeHO.
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3.4, AKO u3HenMeTo He € IpPelHa3HAYEeHO Ja NefiCTBa eNMHCTBEHO MM OCHOBHO B OIpeNieNieHa 4acT Ha TAJIOTO, TO Ce PasIiexnia
¥ ce KIacUUIMpa Ha IPUHLMIA Ha Hall-KPUTUYHATA MY CleLMaIM3UpaHa ynorpeba.

3.5. AKO 3a €IHO ¥ CBUIO M3JENMe Ce NMPUIIATaT HAKONKO IpaBuia MM HAKOJNKO IOANpaBuia B PAMKUTE HA €IHO NpPaBUIIO
CIoper MpenHA3HAUEHNETO My, Ce IPWIATAT Hail-CTPUKTHOTO IPABIIIO M MONMPABIIO 33 KIACUUIMPAHETO MY B [O-BUCOK
KJIac.

3.6. Ilpu ompenensHe Ha MPOIBILKUTENHOCTTA IO pasmeln 1 ,HelpekbcHaTa ynorpeda“ o3HavaBa:
Yy

a) 1LsUI1aTa TPOIBIKUTETHOCT Ha YIIOTpe0aTa Ha M3MENNETO He3aBUCHMO OT BPEMEHHOTO MPEKbCBaHE Ha ymorpeGara mpu
IpOLIEAypa WM BPEMEHHO OTCTpaHsIBAHE 3a MOUMCTBAHE WM ME3MH(EKUMS HA WM3NENMETO. YCTAHOBSIBAHETO Ha
BPEMEHHMS XdpakTep Ha MPEKBCBAHETO WM OTCTPAHSBAHETO CTaBd CIPSMO NPOIBIKMTENHOCTTA HA M3MOJ3BAHETO
TIpemy M Cref MepHofa, Korato ynorpebara e Ouita MpeKbCHATa WM M3NEMETO € OUII0 OTCTPAHEHO; U

0) o6woTo BpeMeTpacHe Ha ynorpeOata Ha M3ee, KOETO € IPeHA3HAUYeHO OT IPOM3BOIMTENS 3a HEMOCPECTBEHA CMSIHA
C IIPyTO OT ChLIMSA THIL

3.7. Cunmra ce, ye M3MENMETO JaBa BH3MOXKHOCT 3a MPAKO IMATHOCTMIMpPAaHe, KOTaTO CaMOTO TO IIOCTaBsl [MAarHO3aTa Ha
BBIIPOCHOTO 3a00IIsIBaHE MM CHCTOSIHNE, WM KOIaTo OCHIYpsiBA MHQOPMALMS OT PELIABALIO 3HAYCHME 33 TMATHOCTUILM-
panero.

ITIABA 1II

MPABUIIA 3A KITACMQUKALUA

4. HEMHBA3MBHN U3[EITNA
4.1. Ipasuo 1

Bcuuky HeMHBa3MBHU U3HENMs ce Knacm])mumpaT B Kiac [, ocBeH Korato ce npniiara HAKOE OT IIpaBUilaTa, IIOCOYEHM II0-
nomy.

4.2.  Ilpasuno 2

Benukn HeMHBa3MBHM M3MIENNs, MPEIHA3HAUEHM 33 OCUTYpsBaHE Ha IPEMMHABAHETO MIIM 33 CbXPaHsABaHE Ha KPbB, TEJIECHU
TEUHOCTH, KIIETKM WIM ThKaHM, TEUHOCTU VIV Ta3oBe C LNl €BEHTYAlIHO BIVMBaHe, NpMIIaraHe MM BbBEXIAHe B TAJOTO, Ce
kiacuduuypar B xitac Ila:

— aKO MOTAT JIa Ce CBbPKAT C aKTUBHO u3merine ot Kiac la, kiac IIb wm kiac 11T; v

— aKO NpeJHa3HAYEHNETO UM € M1a OCUTYPsBAaT MM CbXPaHsBaT NPEMMHABAHETO HA KPBB MM JPYTM TENECHM TEUHOCTY,
KaKTO 1 33 CbXpaHsBaHe Ha OpIaHy, YacTy OT OpraHM MIIM TeJleCHM KIIETKM VM ThKaHM, OCBeH KPBBHU CaKOBE, KOUTO Ce
xnacuduuupar 8 kiac Ilb.

BbB BCHUKY OCTaHamy CIydau Te3u MBMENus ce KIacuuiupar B Kiac L.

4.3. Ilpasuno 3

BCHUKY HEMHBA3MBHY M3HEINS, NIPEIHA3HAYEHN 32 [IPOMSIHA Ha GMONOTMYHMS WM XMMMYHMS ChCTAB HA YOBELIKM THKAHM
WM KIETKM, KpbB, JPYTV TeNleCHN TEYHOCTY MIM MPYTM TEYHOCTH, MPeNHA3HAYCHNM 33 MMIUIAHTHPAHE WM IIpUIIaraHe B
TAN0TO, ce Kiacuduumpar B kiac 1Ib, OcBeH Koraro JieueHMeTo, MU KOETO Ce W3MON3BA M3IEIUETO, €€ CHCTOM OT
dunrpaus, weHTpodyrnpane win 06MsIHA Ha a3, TOIUTMHA, B KOITO CIIydait ce Knacuuumpar B kiac Ila.

Bcnuky HeMHBAa3MBHUM M3MENNS, KOUTO Ce ChCTOAT OT MaJeHO BELIECTBO MITM CMEC OT BEIECTBa, NnpeoHasHaueHn na ce
M3I0MI3BaT MHBUTPO B IPAK KOHTAKT € YOBELIKM KIIETKM, TbKaHM MIIM OpraHy, B3€TN OT YOBEIIKOTO TAJIO, MIIM M3MOJI3BAHN
VIHBUTPO C YOBCLIKM €M6PI/IOHI/I npeay TAXHOTO MMINNIAaHTMPaHE WIIN IIpUJlaraHe B TAJIOTO, CE KJ'I&CI/I(I)MIIIAP&T B Kkiac IIL

4.4.  llpaswio 4

Bcuuky HemHBa3MBHU M3MIENNSI, KOUTO BIIM3AT B KOHTAKT C yBp€n€Ha KOXa Wiy rasuia, ce Knacm])nunpar BBB:

— KJIac L aKO Ca MNpedHa3HauYeHM pHa C€ M3MOJI3BAT KATO MEXaHM4YHa 6apl/lepa, 3a IIPUTHICKaHE WU a6c0p6u1/1;1 Ha
CKCynaTu;

— Kjac Hb, aKO Ca NpefgHasHa4YeHM Oa Ce€ M3IOJI3BAT OCHOBHO 3a paH) Ha KOXKaTa, NPpU KOUTO € YBPEHEH HEPMalTHUAT
CTIOM WM JIMTaBMULATA M KOUTO MOTAaT Ha 3a3apaBeAT CaMO BTOPUYHO;
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— xuac Ia, ako ca OCHOBHO Ipe[IHa3HaueHN 3a MONOOPsIBAHE Ha MUKPOCPENATA Ha yBpeIeHaTa KOXa MIIM NTUTaBULIa; 1
— Kiac [la BbB BCMUKY OCTaHAIM CIIydan.

Topa NIpaBUIIo ce Ipwiara ¥ 1o OTHOLICHME Ha MHBAa3VBHUTE U3MENNA, KOUTO BIIM3AT B KOHTAKT C yBpeHcHa JIUraBuIa.

5. VNHBA3VBHU M3IOENA
5.1. Tlpasuio 5

Beynuku NPOHMKBALIN ITPE3 TETIECHUTE OTBOPM MHBA3MBHU M3IEINA, C U3KITIOUEHNE Ha XUPYPTUUYHUTE MHBASVIBHU M3IEIINS,
KOUTO HE Ca TIpeiHa3Ha4Y€HM 3a CBbp3BaHE C aKTMBHO M3MENME MM KOUTO Ca NMpEOHa3Ha4Y€HM 3a CBbP3BAHE C aKTMBHO
usnenue ot kinac I, ce KJ'IaCI/I(l)IAIII/IpaT BbB:

— KJIac I, dKO Ca IIpe€IHa3HAY€HN 3a BpEMEHHA yHOTp€6a;

— xiac Ila, ako ca mpeHa3HaYeHM 3a KPAaTKOTpailHa ymoTpeba, OCBeH KOraTo ce ymoTpeOsBaT B YCTHATa KyXMHA IIO
dapuHKca, B yIIHMS KaHAT IO THIIAHYETO MIIM B HOCHAaTa KyXMHA — B Te3! CIIy4ay Te ce KInacuuuupar B Kiac I;

— xiac IIb, ako ca npenHasHaueHM 3a NPOINBIIKMTENHA yNoTpeGa, OCBEH KOraro ce ymoTpeGsiBaT B yCTHATa KyXMHA MO
dapuHKCa, B YIHMS KaHAI IO THIIAHYETO MIIM B HOCHATA KyXMHA U He ce abcopGupar OT JiMraBuuara — B Te3u Cilyyan
Te ce Knacuuuypar B kiac Ila.

Bcuuky MpoHMKBAIUM Mpe3 TeNleCHUTe OTBOPM MHBA3WBHM M3MIENNS, C U3KITIOUEHME Ha XMPYPIUUHUTE MHBa3MBHU U3HENus,
KOUTO Ca TIPENHA3HAYECHM 33 CBbp3BaHe ¢ akTMBHO u3merme or kinac Ila, kmac Ib wmm kmac 11, ce kmacuduumpar B
Kiac Ila.

5.2.  Ilpasuio 6

Benuky XmpyprudHy MHBA3MBHM M3HETVs, NMpeNHA3HAUEHM 33 BpeMeHHa ymorpe0a, ce kmacumumpar B kiac Ila, ocsen
KOIaro ca:

— CIELMATHO NpETHA3HAYeHN 34 KOHTPOJ, AMATHOCTULMpaHe, HaOIoNeHne MM KOPEKIMS Ha ChplieveH nedekT uim Ha
nedeKT Ha LEHTpasHaTa KPHBOHOCHA CUCTEMA upe3 JMPEKTEH KOHTAKT C Te3M YacTM Ha TSIIOTO, B KOWTO CIIyuail ce
kitacuuumpar B knac 1I1;

— XMPYPIMUYECKN MHCTPYMEHTH 33 MHOTOKpAaTHA ymoTpeba, KaTo B TaKbB CIIyuail ce Knacuduumpar B Kiac I;

— CIENMAIIHO IpENHAa3HAauY€HN [a C€ M3IOJ3BaT B MMPEKTEH KOHTAKT CbC CHPLETO MIIM LIEHTpaliHaTa KPbBOHOCHA CUCTEMaA
Wi LEeHTpaJlHaTa HEpBHA CUCTEMaA, B KOJTO cnyqaﬁ ce KJ'IélCI/l(l)I/IIII/IpaT B kyac III;

— MpelHA3HAYEHM [1a JOCTABAT eHeprus Noj (QopMaTa Ha MOHM3MPALLO ITbYeHME, B KOWTO Cilyuail ce Kiacu$puuumpar B
xnac IIb;

— ¢ Guonorruen eekT mm ce abcopOMpAT HATBIHO WM B TO-TONAMATA CU YacT, B KOMTO CTydaii ce KIacuQuipar B
xnac IIb;

— IpelHa3HAuCHN 33 NpUIIaraHe Ha JIEKAPCTBEHU MPOIYKTH MOCPEACTBOM CHCTEMa 33 BhBEXKJIAHE, dKO TOBA [PUTIAraHe Ha
JIeKAPCTBEHH MPOIYKTH Ce M3BbPIIBA M0 MOTEHIMATHO PUCKOB HAUMH [IOPAIM €CTECTBOTO Ha MPUIOXKEHNUETO, B KOUTO
cnyuait ce knmacuduimpar B kiac Ilb.

5.3. [Ilpasuno 7

Beuuxu XupypruuHy MHBA3MBHY U3NETNS, NPeIHA3HAYCHN 3d KPATKOTpaiiHa yroTpeba, ce Kimacuduuupar B kiac Ila, ocsen
KOrarTo ca:

— CIeLMAIHO NpefHA3HAYeHN 32 KOHTPOJ, AMArHOCTULMpaHe, HaOMoeHne Wi KOPEKLs Ha ChpledeH medekT mim Ha
HedeKT Ha LEHTpajHaTa KPHBOHOCHA CUCTEMa upe3 AMPEKTCH KOHTAKT C Te3y YacTM Ha TSUIOTO, B KOWTO CIydail ce
xiacuuuypar 8 kiac 11

— CIEUMANIHO INpeNHa3HAauY€HN Oa C€ M3ION3BaT B OMPEKTEH KOHTAKT CbC CHPLETO MIIM LEHTpaiHaTa KPbBOHOCHA CUCTEMA
WM LIEHTpariHaTa HEPBHA CUCTEMA, B KOWTO cnyqaﬁ ce KJ'IaCI/I(l)I/IIlI/IpaT B kiac II[;

— MpeNHA3HAYEHN [a JOCTABAT eHeprus Noj (GopMaTa Ha MOHM3MPALIO ITbYeHME, B KOWTO Cilyuaii ce Kiacu$puuupar B
knac IIb;

— ¢ GuororyyeH eekT M ce abcopOMpaT HAITBIIHO WM B MO-TONSIMATA CH YaCT, B KOWTO CIIydail ce KiIacu$uumpar B
Kiac III;

— MpenHA3HAUEHM [1a IPETHPISBAT XMMUYHM HPOMEHM B TSUIOTO, B KOITO Ciiyuail cu Kimacuduimpar B kiac IIb, ¢
VM3BKITIOUEHME Ha M3IeNNSTA, IOCTABSHM B 360UTE; MK

— IpelHa3Ha4YeHN 3a IpularaHe Ha JIEKapCTBEHM IIPOLOYKTH, B KOJTO CHy‘{é{]?[ ce KJIaCI/I(l)I/IIH/IpaT B KJ1aC Hb
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5.4. Ilpasuio 8

BCMUKY MMITTAHTHPYEMI MBIETMS M XMPYPIMUHY MHBA3MBHM M3OENMS 32 MPOIBICKUTENHA YIOTpeba ce KITaCUPUIMpaT B
xiac IIb, ocBeH Korato ca:

— IpenHA3HAUEHM [1a Ce MOCTABSIT B 360UTE, B KOITO Ctyuait ce knacuduuupar B Kiac Ila;

— IpedHa3HaueHM [1a Ce WU3MON3BAT B [IMPEKTEH KOHTAKT ChC ChPLETO, LEHTpalHaTa KPbBOHOCHA ClUCTEMA WM
LIeHTpAJIHATA HEPBHA CUCTEMA, B KOITO Ciyyait ce Kiacuuuympar B xnac II;

— ¢ GuororiyeH egekT My ce abcopOMpaT HAITBIHO WK B [O-TONSIMATA CH YACT, B KOWTO ClIydail ce KIacu$puumpar B
knac III;

— MNpenHA3HAuEHM [a MPETHPISIBAT XMMIUYHM IPOMEHM B TSANIOTO, B KOUTO Ciiyuait ce kmacuuumpar B kimac III, ¢
VMBKITIOUCHME Ha VMBIIEINATA, [I0CTABSHY B 360uUTe; Wint

— IpenHA3HAUEHM 3a [IPWIATaHe Ha JIEKAPCTBEHNM IPOAYKTH, B KOMTO Caydait ce kiacuduumpar B kiac III;
— aKTMBHYM MMIUTAHTMPYEMIU M3NENVSL WM [IPMHAIUIEKHOCTY 3a TAX, B KOIITO Ciyyail ce kiacuduuupar B kiac I1I;
— IPBOHM MMIUTAHTY MITM XUPYPIUUECKy MPEXKH, KaTo B TaKbB CIyuail ce Kiacuduuypar B kiac III;

— IIBJIHYM WM YaCTMYHM CTABHM IIPOTe3W, B KOITO ciydail ce knacuduuupar B knac 1II, ¢ M3KiOUeHNe Ha IOIBITHM-
TEJIHUTE KOMIIOHEHTH, KaTO BYHTOBE, KIIMHOBE, INACTYHYU U MHCTPYMEHTH; MIIN

— 3aMeCTBALM VMIUTAHTH 33 TPHOHAYHM IICKOBE MITM VMIUTAHTMPYEMM V3IENVsl, KOUTO BIM3AT B KOHTAKT C TPBOHAUHISA
cTeiib, B KOWTO Cryvait ce kmacuuumpar B kimac I, ¢ M3KITIOUCHME HAa KOMIIOHEHTM KATO BMHTOBE, KIIMHOBE,
IUVIACTUHY U MHCTPYMEHTH.

6. AKTUBHWM M3HENNA
6.1. Tlpasuo 9

BCuuKy aKTMBHM TepaneBTMUHM M3NENVsl, NpefHa3HaueHu 3a NpwlaraHe Wiy oOMeH Ha eHeprus, ce KIacu$uuupar B
knac Ila, ocBeH KOraTo XapakTepUCTUKMTE Ha M3OENUATa ca TaKuBa, ye IIpMIIaTaHeTO Ha eHeprusi KbM UOBEIKMS
OpraHM3bM WM OOMEHBT Ha €HEprus C Hero e NMOTEHILMAJIHO PUCKOB IOPAIM eCTeCTBOTO, IUTBTHOCTTA M MSCTOTO Ha
IpUIIaraHe Ha HEpIUsTa, B KOITO Ciydail uagenusra ce Kiacuguuupar B kiac IIb.

BCHUKM AKTMBHYM M3IENNS, PeNHA3HAYEHM 34 KOHTPON WIM HaONIONEeHMe Ha [EACTBMETO HA AKTUBHWUTE TepAIeBTUUHM
m3nenug ot kiac Ib win npelHasHaueHu MPSKO J1a BIMAAT BbPXY MHENCTBUETO HA Te3u M3HENMs, ce Kiacuuuupar B
knac IIb.

Beyuky akTUBHM MBI, NPEIHA3HAYEHU [1d M3TbUBAT FOHM3NPALLO JTBUEHME WIM 33 TMATHOCTUYHY VJIM TEpANeBTHYHM
LieNY, BKITFOUMTETHO MBMIETMATA, KOUTO KOHTPOIMPAT MIM MPOCIIENSBAT TAKMBA M3NENUS MM MPSKO BIMSAT HA TSAXHOTO
meiicTBue, ce knacuduuupar B kiac IIb.

Benuky akTMBHM M3Henusi, NMpeTHA3HAYEHM 3a KOHTPON, HAOMIONEHMe WM IPSIKO BB3NEICTBME BHPXY MNEHCTBUETO Ha
aKTUBHY VMIUTAHTMPYeMM M3Henist, ce Knacuuuppar B kiac 1L

6.2. Ilpasuno 10

AKTMBHUTE M3MENNMS 32 IMarHocTMuMpane u HabmiomeHue ce Knacuduumpar B kiac [, ako ca:

— IIpe[IHA3HAYEHU Ja JIOCTABAT eHepIys, KOSTO ce NOITBIIA OT YOBEUIKOTO TS0, OCBEH M3MENNsATa, MpelHA3HaueHy [a
OCBETSIBAT TSAJIOTO HA MAlMEHTA BbB BUIMMMUS CIIEKTBP, KATO B TAKBB CITy4ail ce Kracuuumpar B kiac [;

— ITIpeIHAa3HAYEHM Oa BU3yanm3ypaT OBVIZKEHMETO Ha PaOMOAKTUBHM JIEKAPCTBEHM IMPOIYKTN B OpraHyM3Ma; Uin

— IpenHA3HAUEHM 33 AMPEKTHO AMAarHOCTMLMpaHe WM HaOMONeHNe Ha KI3HEHY (M3MONIOTMYHM MPOLIECH, OCBEH KOTaTo
CHELMANHO Ca MpeHa3HAYeHN 33 HAOTIOEHME HA XM3HEHM (QU3MOTIOIMUHY [APAMETPU M OTKIOHEHMSTA OT HOpMara
Ha Te3} IapaMeTpy MOTaT JIa Ch3HalaT HEMOCPENCTBEH PUCK 33 NMALMEHTa, HAIpUMep IIPOMEHM B ChpleyHaTa [eiHOCT,
IVMIIAHETO, MEMHOCTTa Ha LIEHTpalHaTa HepBHA CUCTeMa, WM IIpedHa3HauyeHyl 3a HMarHOCTMUMpPaHe B KIMHMYHK
CUTYaluy, KOTaTO MALMEHTHT Ce HAMMPA B HEIIOCPENCTBEHA ONACHOCT, B KOITO CiIyuait ce kiacuduuypar B kiac 1Ib.

AKTUBHUTE nsnenud, INpeNHasHAYEHM Ta W3IIbYBaT IZOHI/IBI/IpalILO JIBUEHNE ¥ TIPEIHA3HAYEHM 3a OMArHOCTNYHA WM
TepaleBTUUHa PanyoIIorns, BKIIIOUUTEITHO M3HENMATA 34 MHTEPBEHUMOHHA PalVOIIOTUA U MU3OENNATA, KOUTO KOHTPOIUPAT
VM NIPOCIIENABAT TaKMBA UBHOEINSA UIIN IIPAKO BIMAAT HA TAXHOTO HeﬁCTBMC, ce KHaCI/I(l)I/lHI/lpaT B KJ1aC Hb
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6.3. Ilpasmio 11

CodryepsT, npeHa3HaueH 1a OCUIypsiBa MHGOPMALIS, KOSITO Ce M3MON3BA 3d B3EMAHETO HA PEIICHNS 3a MATHOCTUYHY
WM TePaNeBTHYHN Lien, ce Knacuduuypa B Kiac Ila, ocBeH B Cryuante, KOraTo NMOCTEMLMTE OT Te3M PelIeHMs: MOTaT [a
TPUYMHAT:

— CMBPT WIN H606paTI/IMO BIIOIIABAHE Ha 30PABOCIIOBHOTO CHhCTOSHME HaA JIMIE, KaTO B TAKbB cnyqaﬁ e ot knac III; unn

— CEpUMO3HO BIIOLIABAHE HA 3[PABOCIOBHOTO ChCTOSIHME Ha JIMLE MIIM XMPYPrUUecka MHTEPBEHLS, KaTO B TAKbB CIIyuait
ce knacuduimpa B knac IIb.

Codryepsrt, mpenHasHaueH 3a HAOMIOTEHNME HAa QU3MONOTMYHM Mpouecy, ce knacuuumpa B kimac 1la, ocBeH Korato e
NpefHA3HaueH 3a HaOMIONEHNMe Ha KM3HCHM QUBMONOIMYHM MApameTpy, KOTaTo OTKIIOHEHMATA OT HOPMaTa Ha Te3u
IapamMeTpu MOTaT [ Ch3[ajaT HeMOCPECTBeH PUCK 33 MALMEHTa, KATo B TaKbB Cyyail ce knacuuumpa B Kiac 11b.

Besikakbs Apyr codryep ce Kiacuduuypa B kiac L.

6.4. Ilpasumno 12

Beyukm akTMBHYM M3HEMsl, MPENHA3HAYEHU 3a NPWUIIAraHe B TSUIOTO M/WIM OTHENSIHE OT HEro Ha JIeKApCTBEHM MPORYKTH,
TeJleCH) TEYHOCTM WIM OPYTM BellecTsa, ce Kiacuduumpar B Kiac Ila, OCBeH KOraTo (QYHKLMOHMpAT MO MOTEHLMATHO
PUCKOB HAuMH [OPAM €CTECTBOTO HA M3IO3BAHMTE BEIIECTBA, CHOTBETHATA YaCT OT TSUIOTO MIIM HAYMHA HA NPWUIIATaHe, B
KOIITO Ccrydait ce kiacuuumpar B knac IIb.

6.5. TIlpasmio 13

Beuuky ocTaHanyu akTMBHM M3[eNus ce Knacu@uuupar B Kiac L.

7. CIIELIMATIHU TTIPABUTIA
7.1.  TIlpasuno 14

Bcuuky m3penusl, KOMTO BKIIIOUBAT KAaTO HEpasfesiHa YacT BEILIECTBO, KOETO IIPM CaMOCTOsTENHa ymorpeba Moxe Ha ce
CuMTA 3a JIEKAPCTBEH IPOIYKT CHITTACHO OIpeneneHnero B wieH 1, touka 2 or [upekrusa 2001/83/EO, BritoumteHo
JIEKapCTBEH IPONYKT, IIPOM3BOHEH OT YOBEIIKA KPbB MM YOBEINKA IUIa3Ma 0 CMMUCHIIA Ha OIpENENeHMero B wieH 1,
Touka 10 OT cbluaTa IMPEKTUBA, C HEVCTBME, KOETO € CIIOMaraTelIHO MO OTHOUIEHMe Ha TOBA Ha M3HENNATA, ce
kacuuuupar B xiac 111

7.2.  Ilpasmno 15

Benuky mamenusi, npelHa3HAueHM 3a KOHTpALENIMst WM ITpeflasBaHe OT IpPeNaBaHM MO IOJIOB IbT GomecTy, ca oT
xiac IIb, ocBeH KOrato ca MMIUTAHTMPYeMM MITM Ca MHBA3UBHM M3OENNs 3 MPOIBILKUTENHA ynoTpeba, B KOITO Cryyait ce
knacuuumpar B knac I

7.3.  TIlpasuio 16

Beyukn mamenus, CrenyanHo NpenHasHaueHU 3a [e3nHQEKUys, MOYMCTBAHE, U3IUIAKBAHE WM, KOTATO € HeoOXOMmMMO, 33
XMIpaTHpaHe Ha KOHTAKTHM Jiely, ce Kiacuuuypar B kiac IIb.

BCMUKM  M3MENMS, CHEUMANHO TNpeNHA3HAYeHM 3a JE3MHQEKIMS WIM CTepPWIM3ALMA HAa MEMMUMHCKM V3TENus, Ce
knacuduumpar B kiac Ila, ocBeH KOrarto ca Je3vHQEKLMPAlM PasTBOPM WIM MAWIMHM 33 W3MMBAHE M JE3MHQEKIS,
CIIELMATHO NPeHA3HAYCHN 33 Te3MHQEKIA HA MHBA3MBHIL UIENNS KATO MOCTIENeH eTall oT 00pa0oTKaTa, B KOITO Cilydait
ce Kimacuuumpar 8 kiac IIb.

HpaBI/lHOTO HE Ce Ipuiara 3a M3HENMATa, MPEIHa3Ha4Y€HM 3a IOUYMCTBAHE CaMO II0 (l)I/IBI/I‘ICCKI/I ITbT Ha M3OETNS, PasINIHN
OT KOHTAKTHUTE JICIIN.

7.4. Tlpasuno 17

V3nenuara, CEUMANHO TpPeIHA3HAYEHN [Ia 3aIMCBAT IMATHOCTMUHM M300PAXEHMUS, TeHEPUPAHU OT PEHTTEHOBU ITHUM, CE
kacuuuypar B kiac Ila.
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7.5.  Ilpasuno 18

Beuuxu m3penyst, mpousBeneHy ¢ M3MOM3BaHe HA TBKAHM MMM KJIETKM OT YOBEIIKM MIIM KMBOTMHCKM TPOM3XO MM TEXHN
TMPOU3BOIIHM, KOMTO Ca HEXM3HECTIOCOOHM WMIIM Ca HAMpaBeHM HexXM3HecrocoOHM, ce Kmacuduumpar B kiac III, ocsen
KOTaTo M3[IeNysATa Ca IIPOM3BENEHN Ype3 M3ION3BaHe HA TBKAHM MM KIIETKM OT KMBOTMHCKM IIPOM3XOI MIIM TeXHM
TIPOM3BOIHM, KOMTO Ca HEXKM3HECTIOCOOHM MITM Ca HANpaBeH! HEeXXM3HECTIOCOOHM, M ca MpelHa3HAYeH! 32 KOHTAKT CaMo C
HeyBpelieHa KoXa.

7.6.  TIlpasuio 19

Benuky u3menst, ChIIbpKAIM WA ChCTOSIIM Ce OT HAHOMATEepHasy, ce KIaCUULMpPAT BbB:
— xutac III, ako mpuTexaBat rofisiM W CPEHO TOTISM MOTEHLMAT 3 BHTPELIHO OOITbUBAHE;
— xiac IIb, ako npurexkaBaT MaiTbK NMOTEHLMANT 33 BBTPELIHO OOTbUBAHE; U

— xitac Ila, ako mpuTexaBaT mpeHeOPeXMMO MaITbK TOTEHIMA 38 BBTPEIIHO 0OIThYBaHe.
7.7.  Ilpasuno 20

Beuukm nmpoHMKBAIM IIpe3 TeTleCHUTe OTBOPY MHBA3MBHYM M3IENNS, C M3KIIOYeHNME HA XMPYPIMYHUTE, KOUTO Ca MpenHa3-
HAueHM 3a MpHUIIAraHe Ha JIEKApPCTBEHM MPOMYKTH Ype3 BIMUIBaHe, ce knacuduumpar B kinac la, OCBeH aKO HAYMHBT UM Ha
JeliCTBIE MMa CHIIECTBEHO BB3ICICTBIE BbPXY eQUKACHOCTTA M OE30I1aCHOCTTA HA NMPUIIOKEHNS JIEKAPCTBEH MPOIYKT MIN
Te ca MpeIHA3HAYECHM 3a JieYeHMe Ha KMBOTO3ACTPALIABALIM ChCTOSHUS, B KOITO ciiyyaii ce Kiacuduuupar B kiac IIb.

7.8.  Ilpasumno 21

W3nenusita, chCTaBeHM OT BellecTBa MU KOM6I/1H&L[I/II/I OT BEIIECTBA, KOUTO Ca IpEIHa3sHAYCHM HOa 6'1)]1&T BBBCICHU B
UYOBEWIKOTO TANIO MPE3 TEJIICCEH OTBOP MM Ha 61:-113T NPUIIOKEHM BbPXY KOXKaTa M KOUTO C€ a6cop6MpaT OT YOBECLIKOTO
TAJIO MITN C€ Pa3pPbCKBAT JIOKAJIHO B HETO, €€ KJ'I&CI/I(I)MIIIAP&T BbB:

— xiac I, ako Te MM IPOIYKTNUTE HA TeXHMsI MeTAOONM3bM Ce abcopOmpaT CHCTEMATMUHO OT YOBELIKOTO TSIIO C LeN 1A
Ce M3IIBIIHM NPENHa3HAYEeHNETO;

— KJIac HL dKO Ca VIBITBIIHMIIM TPENHA3HA4YE€HMETO CM B CTOMaxa WIIM HOJIHAaTa 4acT Ha CTOMAIIHO-YPEBHUA TPAKT U TE
WIn NpOOyKTUTE Ha TEXHNUA MeTa60HI/I3’LM ce a6c0p6MpaT CUCTEMATUYHO OT YOBELIKOTO TAJIO; U

— xiac Ila, ako ce mpuiaraT BbPXy KOXKaTa MIIM aKO ce ynoTpebsiBaT B HOCHAaTa MIM YCTHATA KyXMHA 1O (papuHKCA U
V3ITBTHABAT IPeIHA3HAUEHNETO CY Upe3 Bh3AENCTBIE BbPXY Te3U KyXUHN;

— xutac IIb BbB BCHUKM OCTAHAIM CITyYan.
7.9. Tlpasuno 22

AKTMBHWTE TEpANeBTYHI M3MENNS C MHTETPUPAHA WINM BIPajieHa IMArHOCTMYHA (YHKLMS, KOSITO ONpeNeNis B 3HAUMTENHA
CTENleH YNPABIIEHMETO HA XM3HEHMTe QYHKLMM Ha NALMEHTa OT M3IENMETO, KATO HATIPUMEp CHCTEMUTE ChC 3aTBOPEH
LVMKBIT WM aBTOMATH3MPAHNTE BHHIIHM me¢ubpunatopy, ce Knacuuumpar B kiac 111
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2.1.

2.2.

TTPUJTIO2KEHME IX

OHEHSABAHE HA CBOTBETCTBUMETO Bb3 OCHOBA HA CUCTEMA 3A YIIPABJIEHUE HA KAYECTBOTO U
OLUEHABAHE HA TEXHUYECKATA TOKYMEHTALIMA

[TIABA 1

CUCTEMA 3A YIIPABIIEHUE HA KAYECTBOTO

[Ipou3BogMTensT Ch3aBa, MOKYMEHTMpPA I BBBEXKIA CHUCTEMA 33 YIpaBIeHME HA KAuecTBOTO ChINMAacHO wieH 10,
naparpad 9, 1 MOIBPKA HeifHaTa eeKTMBHOCT IO BpeMe Ha LeMusl eKCIUIOATAMOHEH CPOK Ha CHOTBETHHUTE M3IEINSL
[Tpou3BogMTENAT OCUTypsiBa IPUIATaHETO HA CHUCTEMATa 3a yIpaBjleHMe Ha KAuecTBOTO CBIIACHO pasfen 2, Karto T
TOMIEXY Ha OMUT, KAaKTO € NPedBMUICHO B pasferu 2.3 u 2.4, ¥ Ha Ha3opa, II0COYEH B pasiien 3.

OueHsiBaHe Ha cHUCTeMaTa 3a ynpasJICHME Ha KaueCTBOTO

HpOI/IBBO]]I/ITe]’IHT nogasa oo HOTI/I(l)I/I]_[I/IpaH OpraH 3asBJIEHME 3a OLECHsABAaHE Ha CUCTEMATA 3a YIpABJIEHME Ha Ka4eCTBOTO.
3asiBIIeHMETO BKITIOUBA:

— MMETO Ha NPOM3BONMTENA M afpeca Ha HEroBOTO PErMCTPUPaHO MACTO Ha CTONAHCKA JAEMHOCT M BCEKM HOIBIHMUTENIEH
TMPOM3BOIICTBEH 00EKT, 00OXBAHAT OT CHCTEMATa 3a YIpaBlIeHME HA KAauecTBOTO, a B CIy4auTe KOTATO 3asBIICHMETO HA
IIPOM3BOIUTENIS € IMOJAIEHO OT HErOBMs YI'BLIIHOMOLIEH MPENCTaBUTeN — MMETO Ha YIBIIHOMOLIEHUS IIPEACTaBUTEN U
afipeca Ha PETMCTPUPAHOTO MACTO Ha CTONAHCKA HEMHOCT Ha YITbIIHOMOUIEHNS IIPEACTaBUTEI,

— [djiata CbOTBETHA I/IH(I)OpMaLII/[H 3a VBOENMETO WIIM TpymaTa W3HENnus, 00XBaHAaTU OT CUCTEMAara 3a yhpapieHne Ha
Ka4y€CTBOTO,

— MICMEHA [eK/apais, ue He e MONABAHO 3asiBJeHNe [0 IPYT HOTMQMIMPAH OPraH 3a ChIIATA CUCTEMA 3a YIpaBlieHMe
Ha KauecTBOTO BbB BPb3KA C MBIEIMETO, M MHPOPMALIMS 33 BCIKO €IHO MPEIXOIHO 3asiBIICHME 3a ChIIATA CUCTEMA 33
yIpaBlieHye Ha KauecTBOTO BbB BPb3KA C U3EIMETO,

— TIPOEKT Ha EC HeKnapanys 3a CbOTBETCTBUE CHITIACHO YJIEH 19 u MPUIIOKEHNE IV 3a monena usnenue, 00XBaHaT OT
npouenypara 3a OUEHABAHE HA CbOTBETCTBMETO,

— HOKYMEHTalVsTa OTHOCHO CHCTEMaTa 3a YIPaBIICH)E Ha Kau€CTBOTO Ha IIPOM3BOONTEILS,

— HOKYMEHTMPAaHO ONMCAHME Ha BBBEJEHMTE IPOLEIYPU 3a UBITbIHEHME Ha 3a(bIKEHNATA, IPOUSTIYALIN OT CUCTEMATa
3a ympapleHMe Ha KauyeCTBOTO ¥ OT M3UCKBAHMATA IO HACTOSIIMSA PEITIaMEHT, KAaKTO M Ha aHraXMMeHTa OT
CHOTBETHMS POM3BOIMTEIT 3a NPUIIATAHETO HA TE3U MPOLEIypY,

— OINCaHMe Ha BBBEOCHUTE MNPOLENYypY, KOUTO TIapaHTVpaT 3alla3BaHETO Ha aJeKBaTHOCTTA U e(l)CKTI/IBHOCTTa Ha
CUCTEMaTa 3a YIpaBIeHNE Ha Ka4€CTBOTO, M Ha aHTaXKVMMEHTA OT IPOM3BOIOMUTEIIA 3a MPIIIaraHEToO Ha TE3U MPOLEnypH,

— IIOKyMEHTalMsATa 3a CUCTeMaTa Ha NPOM3BOIMTEIIS 33 Hal30p CIiell IyCKaHe Ha Na3apa, KaKTo ¥ — aKo € NPMII0KIMO
— mana 3a KIIIIII, u BbBeneHuUTe MpOLENypy 3a OCUTYpsiBaHE Ha MBIIBIHEHME HA 3a[bKCHMATA, IIPOM3TUYALIN OT
pasmopen6uTe 3a npocrensiBaHe Ha 6e30MacHOCTTa B UnieHOBe 87—92,

— OICaHME Ha BBBEAEHUTE MPOLEAYPM 3a aKTyalM3MpaHe Ha CHUCTeMaTa 3a Haj3op CIIell IycKaHe Ha Ilasapa, M, aKo e
npuioxnmo, Ha mana 3a KIIIII, n onmcanye Ha mpouemypute 3a OCUrypsBaHe Ha M3IBIIHEHME Ha 3alIbIIKEHMATA,
IPOM3THHYALIN OT pasnopendure 3a MpoCielsiBaHe Ha 0e30M1aCHOCTTa B WieHOBe 87—92, KAKTO 1 HA aHTAXKMMEHTA Ha
IPOM3BONMTENLA 38 IPUIIATaHeTO Ha Te3y MpOLEAypH,

— HOKYMEHTallVs 3a IUIaHa 3a KIIVHNYHATA OLEHKA, U

— OmnmMcaHye Ha BBBEICHUTE IIPOLEOYPM 3a aKTyalIM3VMpaHE Ha IUIaHA 3a KIIMHNYHATA OLEHKA, KaTO CE€ OTUMUTAT Hail-
HOBUTE HAYUYHM HOCTMZKEHMUA.

BbBexkmaHeTo Ha cucremara 3a yIpaBlieHME Ha KayeCTBOTO TrapaHTMpa CIIa3BAaHETO Ha HACTOSAIINS PETIIaMEHT. Benukn
€IIEMEHTH, VIBVICKBaHMA U IIPENNMCaHs, MPUETU OT IIPOM3BOIMTEILA 3a HEroBaTa CUCTEMA 3a YIpaBII€HNE HAa KA4€CTBOTO, CE
JOKYMEHTUPAT PEHIOBHO M CUCTEMATMYHO I10M cl)opMaTa Ha HapbyHMK I10 Ka4eCTBOTO M IMCMEHM IOIUTUKN M NPOLUCHYpH,
Halpumep InporpaMmy 1o KaueCrBoTo, INIAHOBE 110 KaY€CTBOTO M PErUCTpU 10 KaueCTBOTO.
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OcBeH TOBa JOKYMEHTalMATa, KOSITO ce MpeACcTaBs 3a OlLEHsBaHe Ha CUCTeMaTa 3a yIpasleHue Ha KauecTBOTO, BKIIIOYBA
MO-CIEeNMATHO MOAXOMISALIO OIMCAHNE Ha:

a) ILenMTe Ha MPOM3BOIUTENIS IO OTHOLICHVE HA KA4eCTBOTO;

0) OpraHM3alMATA HA JIEHHOCTTA U MO-KOHKPETHO:

— OpraHM3ALMOHHATA CTPYKTypa C pasmpeferneHne Ha OTTOBOPHOCTHUTE HA MEPCOHANA MO OTHOIICHME Ha KPUTHYHUTE
TIPOLIETYpH, OTTOBOPHOCTHUTE Ha PHKOBOIHNS CBCTAB 1 HETOBUTE OPTaHM3ALMOHHM TPABOMONINS,

— MeTomuTe 3a HAONMIOTEHME MTOKONKO CHCTEMATa 3a YIPaBIeHNME Ha KauecTBOTO (YHKIMOHMPA ePeKTMBHO, M IO-
CTICLMAITHO CITOCOOHOCTTA Ha Ta3) CMCTEMA 1d OCUTYPU JKENaHWS MPOEKT M KaueCcTBO Ha M3HENMETO, BKITFOUMTETHO
KOHTPOIT Ha M3MIETATA, KOUTO He OTTOBAPST HA M3MCKBAHMATA,

— KOTaTo MPOEKTVMPAHETO, MPOM3BONCTBOTO M/MIM KpaiiHaTa MpOBepKa M M3IMTBAHETO HA WMBNEMATA WM TEXHUTE
KOMIIOHEHTH Ce M3BBPIIBAT OT MIPYTO NMLje— OMMCAHME HAa METOmMTE 3a HaOmrofeHNe Ha eQeKTUBHOTO (YHKINO-
HYpaHe Ha CUCTEMaTa 3a ympaslieHye Ha KaueCTBOTO M MO-KOHKPETHO HA BMfa M 00XBaTa Ha MpPIIAraHMs KbM
TPETOTO NuIie KOHTPOT, 1

— KOTaTo NpPOM3BOOMTENAT HSMA PETMCTPUPAHO MACTO Ha CTONMAHCKA HEMHOCT B AbpXKaBa UIeHKA, MPOEKTa Ha
ITBITHOMOIIVETO 33 OINpefeNsiHe Ha YITbTHOMOLIEH MPECTaBUTENT M MMCMO 3a HaMepeHMe OT YITbITHOMOIICHNS
TpeACTaBUTeIT 3a TIPMEMaHe Ha ITbTHOMOMINETO;

B) IpOLEIypuUTe M TeXHUKMTE 3a HAONMIONEHMe, NPOBepKa, BAMIMPAHE ¥ KOHTPON Ha MPOCKTMPAHETO HA MBNEMATA U
CbOTBETHaTa JOKYMEHTAlMsl, KaKTO ¥ NaHHMTE ¥ 3alMCUTe, MPOM3TUYAIIM OT Te3y Mpoueaypu M TeXHMKM. Tesu
IIPOLIENYPU 1 TeXHUKY OOXBALIAT N0-KOHKPETHO:

— CTpaTernsita 3a CbHOTBETCTBME C HOPMATUMBHUTE V3VMCKBAHMS, BKIIIOUMTEIIHO IIpOLIECHTE 3a OIpeHesisiHe Ha
CBOTBETHUTE IPABHM M3MUCKBAHMS, KBTMQUKALMATA, KITacUUIMpPaHeTo, GOPABEHETO ¢ eKBUBATICHTHOCTTA, 1300pa
Ha NpOLEAypUTE 3a OlleHABaHE Ha COTBETCTBMETO U TSXHOTO CIIa3BaHe,

— OMpEMENSHETO HA MPUIOXMMUTE OOLM WM3MUCKBAHMS 3a O€30MACHOCT M MEHCTBME M PELIEHNMATA 33 TAXHOTO
M3ITBIIHEHME, KaTo ce B3eMar npemsui nputoxkumute OC u, B ciydait ue Obuat u3bpaHy TakMBA, XaPMOHM3MPAHNTE
CTaHIAPTY VI IPYTY TIOAXOMSIIN pelleHus,

— YIpaBlieHNe Ha PUCKA CBITIACHO Pa3len 3 OT mpuioxeHve I,

— KIIMHMYHATA OIleHKa 10 uieH 61 u mpuroxerne XIV, BKITIOUMTETHO KIMHNYHOTO MPOCTIeNsiBaHe CIIe IyCKaHe Ha
nasapa,

— pelIeHNSTA 32 M3IBIHEHNE HA MPWIOKNMUTE CIEUMGUUHM M3NUCKBAHMS [0 OTHOLICHNME HA TPOEKTUPAHETO U
13pabOTBAHETO, BKITIOUMTEITHO MOMXOMISIIATA MPENKITMHIYHA OLEHKA, M0-KOHKPETHO M3MCKBaHMATA 1Mo masa Il ot
npunoxenye I,

— peLICHNSITA 32 M3IbIHEHNE Ha MPUITOXKUMIUTE CICIMPUUHY M3VMCKBAHVS 110 OTHOLICHVE HA MHPOPMALIVSATA, KOSITO
ce MPeNocTass € UMIENNETO, NO-CIENanHoO U3MCKBaHuATa 110 1masa III ot npunoxenue I,

— pa3zpaboTeHuUTe ¥ AKTyaIyM3MpaHM MPOLEYpY 33 MICHTUPUKALMS HA M3OEIMETO Upe3 uepTexkH, CelmMpuKaimm
VI IPYTY TIONXOMAIINM JOKYMEHT) Ha BCEKV MPOM3BONCTBEH €Tall, U

— YTpaBleHNETO Ha MPOMEHNUTE B MIPOEKTA VI B CUCTeMaTa 3a yIpasleHne Ha KauecTBOTO; KaKTO U

I) TpoBepKaTa M TEXHMKMTE 3a OCUTYpsiBaHE Ha KauyeCTBOTO Ha MPOM3BONCTBEHMS eTall, M MO-KOHKPETHO MpoLecute 1
npoLenypute, KOMTO TpsiOBa [a ce M3MON3BAT, MO-CIELMATIHO BbB BPB3KA ChC CTEPUIIM3ALMSATA, ¥ CHOTBETHUTE
IOKYMEHTH; U

II) TONXOUSIIMTE U3IMTBAHMS U TECTOBE, KOUTO TPsiOBA 1@ ObIAT MPOBEIEHM MPEH, MO0 BpeMe Ha U CIiefl POM3BOICTBOTO,
YecTOTaTa Ha IPOBEXKIAHE M U3IMTBATENIHOTO OOOpyHBaHe; TPsiOBa 1a € Bb3MOXKHO IMOIXOISIIO IPOCIIEIsBAHE Ha
Ka7MOpUpPaHeTo Ha M3MUTBATEIHOTO 00OPYIBAHE.

OcBeH TOBA NPOM3BOIMTENIST NPENOCTaBsl HA HOTUQUUMPAHMS OPraH MOCTBII [0 TeXHMYECKaTa JOKYMEHTAlys [0

npunoxenns Il n 1L

2.3, Omur

Horuduuupanusr opraH OIMTHpPA CHCTEMAaTa 3a YIpaBlieHMe Ha KauecTBOTO, 3a [id ONpedeN Ialu Ts OTroBapsi Ha
M3MCKBaHMATA 1O pasgen 2.2. Koraro Npou3BOIMTENAT M3MON3BA XapMOHM3MpaH cTaHgapT wm OC, cBbp3aHM CbC
CHCTEMATa 33 YIIPaBIeHNe Ha KauecTBOTO, HOTUQMUMPAHUST OPraH OLEHSBA ChOTBETCTBUETO C Te3u cranmapty wm ¢ OC.
Horuduuypanusr opras mpuema, 4e CHCTeMa 38 YIPaB/IeHNE Ha KaueCTBOTO, OTTOBAPSIIIA HA CHOTBETHITE XaPMOHM3UPAHN
craugapru um OC, OTroBapsi Ha M3MCKBaHMATA B 00xBaTa Ha cranmaprute win OC, OCBeH KOraTo HAIeXHO € 000CHOBATI
TIPOTUBHOTO.
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OmyrHara rpyna Ha HOTMQUUMPAHWMS OpraH BKIIOYBA HAM-MANKO €OMH WIEH C NPEIXOIeH OMUT B OLEHKUTE Ha
CBHOTBETHATA TEXHONOIMA B CbOTBETCTBME C paspeny 4.3—4.5 or npwinoxenue VII. Korato Tosu ommr He e Hemocpen-
CTBEHO OUEBMIICH WM MPUIOKNM, HOTUQUIMPAHUST OpraH IPENOCTaBsi OKyMEHTHpPaHa OOOCHOBKA 3a ChCTAaBa Ha Ta3n
rpyna. [Ipolenypara 1o OleHsBaHe BKITFOUBA OIUT Ha OOEKTHTE HA MPOM3BOMMTENS 1 aKO ¢ HeoOXOmMMO, Ha 0OeKTHTE Ha
IOCTABYMIIATE VI[VJTM MOMM3ITBITHUTENINTE HA TPOM3BOMMTENS, 3a MPOBEPKA HA IMPOM3BOICTBECHMTE M HPYTUTE ChOTBETHU
TIPOLIECH.

OcpeH ToBa, mpy m3gerusita ot kmac Ila u kmac IIb oueHsBanero Ha cucteMara 3a yIpapleHue Ha KauecTBOTO ce
IpUIpyKaBa OT OLEHSBAHE HA TEXHMUECKATa OKYMEHTALMs 33 M3IENMATA, OOOPAHYM B3 OCHOBA HA IPEHCTABMUTENIHA
M3BAJIKa, B ChOTBETCTBUE C pasuern 4.4—4.8. Tlpu u3bopa Ha mpencraBuTeNHM 00pa3iy HOTUPUILMPAHMST OPraH B3eMa
npensuy nyOnuKkyBanute Hacoku, urorsenn ot KIMMU cbrmacHo wier 105, i [O-CleNManHO HOBOCTTA Ha TEXHOJIOTMATA,
CXOJICTBATa B IPOEKTUTE, TEXHOJNIOTMATA, METOMUTE 3a MPOU3BOICTBO U CTEPMIIM3ALIMAS, NPEIHA3HAUYEHUETO M Pe3ymTaTuTe
OT BCUYKM CHOTBETHM MPEIXOIHM OLCHSIBAHS, HANPUMEP IO OTHOLICHNME HA (M3NYHM, XMMMUYHY, OMONIOTMYHM WA
KIIMHMYHY CBOJFICTBA, KOWTO Ca OWIM IPOBENEHN B CHOTBETCTBME C HACTOSIIMS periiaMeHT. ChOTBETHMST HOTU(UIMpPAH
OpraH JOKyMeHTIpa 000CHOBKATA C 3a B3eTuTe 00pa3Ll.

AKO cucTeMara 3a ynpaslieHye Ha KaueCTBOTO OTTOBApsi HAa ChOTBETHNUTE PA3lOpeOM HAa HACTOSLIMS PerIaMEHT, HOTU(M-
LMpaHMAT OpraH u3masa ceprudukar 3a EC cucrema 3a ympasrieHne Ha KauectBoTo. HoTuduimpanusT opra ysegomsisa
TIPOM3BOMMTEIIS 3 PELICHUETO CI [a M3mane cepruurata. PeleHneTo ChIbpxKa 3aKIIOUEHNSITA OT OIUTA M MOTUBMpAH
TIOKJIaf.

2.4, CbOTBETHUST NPOM3BOAMTEN MHPOPMMPA HOTU(UIMPAHUS OPraH, OZOOPIT CUCTeMATa 3a YIPaBIIeHNME HA KauecTBOTO, 3a
BCEKM IUTAH 3a CBUIECTBEHN IPOMEHM B CUCTEMATa 33 YIIPABIeHNME HA KAuecTBOTO WM B IaMara OT OOXBaHATM M3IETNSL
Hotuduuupanusr opraH OueHsBA NPEIOKEHUTe MPOMEHN, OIpedelis HeoOXOMMMOCTTA OT MNONBIHUTENIHN OOUTH U
TIpOBepsBa Many CIiefl Te3u IIPOMEHN CUCTeMATa 3a YNpaBIeHMe Ha KauyecTBOTO MPOIbIIKaBa J1a OTroBaps Ha M3MCKBaHMSATA
1o pasgen 2.2. Toii yBenoMsBa IIPOM3BOIMTENS 33 PEIIEHMETO CM, KATO T10COUBA 3aKIIIOUEHMSATA OT OLEHABAHETO U aKO €
NPWIOKNUMO, 3aKITIOUEHISITA OT HOMBIHNUTENHUTE oguT. OmoOpeHneTo Ha BCSIKA CHIIECTBEHA MPOMSIHA B CUCTEMATa 3a
yIpaBneHne Ha KaueCTBOTO MM B ramara oT OOXBAHATYM WM3NENMsI Ce M3BLPIIBA MON (OpMaTa HA JONBIHEHME KbM
ceprudukara 3a EC cucremara 3a ympasiieHye Ha KauecTBOTO.

3. OueHsBaHe Ha Ha[30pa, IPWIOXKMUMO 3a m3lenusaTa oT kiac Ila, kiac IIb u xnac 11

3.1. IlenTa Ha Hamg3opa € [a ce€ rapaHTypa, 4€ IPOM3BOOMTEIIAT HAIOJIEKHO MBITBIHABA 3alb/IKEHNATA, IMPOMU3TMHALIM OT
0]106peHaTa CICTEMA 3a YIpaBlI€HNE Ha KaueCTBOTO.

3.2. HpOI/ISBOHI/ITCH}IT JaBa Ha HOTI/I(])I/IIII/IpaHI/l}I Opran paspelleH)e T1a IIPOBEXKIA BCUUKN HCO6XOJII/IMI/I OIONTH, BKIIIOUUTEITHO
OONUTY Ha MSCTO, I MY IIPENOCTaBs UsJlaTa CbOTBETHA I/IH(l)OpMaIII/IS[, U NIO-KOHKPETHO:

— HOKYMEHTalMATa OTHOCHO CUCTEMaTa 3d YIIpaBlIeHME Ha KaueCTBOTO,

— IOKyMEHTAalUMATa 3a BCUUKM KOHCTATalMM ¥ 3aKJIOUEHMS OT IPMUIIATAaHETO Ha INIaHA 33 HAO30p CIiel ITyCKaHe Ha
nasapa, BK/ouuTenHo mnaHa 3a KIIIIII, no oTHouweHue Ha HpelcTaBuTeNHM 00pasuyt OT M3HENNs, M OT IpIJIAraHeTo
Ha PasnopenonTe 3a mpocielsiBaHe Ha GE30MaCHOCTTA 1O uileHoBe 87—92,

— [AHHMTE OT YacTTa Ha CUCTEMaTa 3a YIPaBJIeHME HA KauyeCTBOTO BHB BPb3KA C HPOEKTMPAHETO, KATO PE3yNITaTH OT
QHAIIM3M, MBUYNCIICHUS, VBIUTBAHMA W BB3IPUETU PELICHMS OTHOCHO YIpPaBIEHMETO HA pUCKA 10 pasgen 4 or
npuIloxenve I,

— HaHHUATE OT 4YacTTa Ha CUCTEMATa 3a YIpPaBJIEHVE Ha Kaue€CTBOTO BBB BPb3Ka C IPOM3BOOCTBOTO, KAaTO HOKIIAOM OT
KOHTPOJI 10 Kaue€CTBOTO M HAHHM OT M3NUTBAHMA, TaHHU OT Ka]'[]/[6p]/lpaH€, KaKTO M 3aIllniCy 3a KBaHI/I(l)I/[KaHI/[HTa Ha
CbOTBETHMS TI€PCOHAIL.

3.3. HCpI/IOHI/l‘{HO U Haji-MajKo Ha Bceku 12 Mecena HOTI/I(l)I/lHI/lpaHI/ITe Oprany M3BbpUIBAT NOAXOMAIIN OOUTU U OLEHABAHE, 3a
T1a ce yBEPAT, Y€ CHOTBETHMAT IIPOV3BOOMTEIL ITpuUiara 0n06peHaTa CHUCTEMA 3a YIpaBIE€HNME Ha KAayeCTBOTO U IUIAHA 3a
Han3op Cliell IyCKaHe Ha Iiasapa. Te3u onuTM M OlLEHsIBAHE BKJTIIOUBAT OIIUTU B olekTuTe Ha nmpoussoouTed ¥, ako €
MIpUIIOKUMO, B 06€KTI/ITC Ha HOOCTaBUMLUTE I/[/I/IJ'II/I MOOVBITBIIHUTENINTE HA IPOU3BOIMUTEILS. Hp]/[ TE€3) OOUTU Ha MIICTO
HOTI/[C])I/IH]/IpaHI/IHT OpraH, axKo ¢ H€06XOHI/IMO, MpoBeXMIa MV M3MCKBA MPOBEXKIAHETO HA MBINUTBaHMA, 3a 1a MPOBEPN IANIN
CICTEMAaTa 3a YIpaBICHNE HA KauyeCTBOTO (1)yHKIII/lOHI/lpa IIpaBUIIHO. Toit IpenocTaBsg Ha IMPOVM3BOOUTENA MOKIIAl OT
HaI30pHNA OOUT, a aKO € MPOBEXKITAHO VM3NNTBAHE — HOKIIAM OT M3INTBAHETO.

3.4. Haii-manko BemHBXK Ha IeT TOMMHU HOTI/I(l)I/ILU/IpaHI/IﬂT OpraH M3BbpIIBA HAa CITyYa€H IPVHLNII BHE3AITHN OOUTU Ha MSCTO
Ha IIPOM3BOOMTEILA U, aKO € uenec1)06pa3H0, Ha JOCTaBUMLIUTE I/I/I/UII/I TOIVBITHIIHUTEIINTE Ha IPOV3BOOUTEIS, KOUTO MOTraT
T1a ce ChUeTaAT C NMEPUOONYHOTO OLEHABAHE HAa HAI30pa IO pasmernn 3.3 wim fa ce VI3BBpLIBAT B MOITBIIHEHME KBM HETO.
HOTI/I(l)I/IlII/[paHI/ISIT OpraH M3roTB4 IUIaH 33 TE3U BHE3AITHM OOUTI Ha MACTO, HO HE TO C’BO6IL[3B& Ha IMPOM3BOIUTEIIA.
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Hp]/[ Te3U BHE3AITHM OOUTU Ha MSICTO HOTI/I(])I/IHI/IpaHI/IS[T OpraH M3BbpIIBa M3MUTBAHE HA MOOXONSALIN 06pa3uM OT Ipoun3Be-
TIEHUTE M3OENVs M ITOOXOonAnla M3BagKa OT IPOM3BOICTBEHMSA IIPOLIEC, 3a 1a C€ IOTBbPHON, Y€ IIPOU3BEKITAHOTO M3MIEINE
OTroBapsl Ha TEXHMYECKATa HOKYMEHTALVs, C MBKIIIOUCHME Ha M3HEINATA, IOCOUEHUM B UIICH 52, naparpacl) 8, BTOpa
aJInHes. l'[pe]m BHE3AIICH OOUT Ha MACTO HOTI/I(i)I/IHI/IpaHI/[HT Opran yTOYHfBAa CBOTBETHUTE KpUTEPUNM 3a B3EMaHE Ha
06p3311]/[ U IIpouenypara 3a M3INTBaHE.

BMeCTO 10COUEHOTO BbB BTOpA a/MHes! B3eMaHe Ha 0Opasiyt WM B JOI'bJIHEHME KbM HEr0 HOTUQUUMPAHVST OPraH B3eMa
obpasiy OT M3eNMTA HA Ma3apa, 3a Ja MPOBEPM [y IPOM3BEKIAHOTO M3NEIMe OTTOBAapsl HAa TEXHMUYECKATa
OKyMEHTALVs, C M3KIIOYCHNE HA M3IETIITA, [OCOUeHN B wieH 52, maparpad 8, sropa ammHest. [Ipemy BeMaHeTo Ha
06pa3iy ChOTBETHISIT HOTUQUIMPAH OPTaH YTOUHSIBA CHOTBETHMTE KPUTEPUH 3 B3eMaHe Ha 0Opasuy M MpoLedypata 3a
U3IUTBAHE.

Hotuduuypanusr opra npegocrasst Ha ChOTBETHMS MPOM3BOIMTEN HOKITA OT OIMTA HA MSCTO, KOVITO BKIIIOYBA, aKO €
TNPUIIOKNUMO, pe3yNiTaTa OT M3MUTBAHETO Ha oOpasela.

3.5.  3a msmermmst ot kiac Ila u kmac IIb oueHsBaHeTo Ha Haj30pa BKITIOYBA J OLCHSBAHE HA TEXHMYECKATA IOKYMCHTALVs
ChriacHo pasmenu 4.4—4.8 3a ChOTBETHOTO(MTE) M3MENMe(s) Bb3 OCHOBA HA JIOMBITHUTENHM MPECTABUTENIHN 00pasuy,
u30paHu B CHOTBETCTBUE C OOOCHOBKATA, KOATO HOTU(MUMPAHMAT OpPraH MOKYMEHTMpA CBINIACHO pasmen 2.3, Bropa
anmHes.

3a m3permst ot kitac 111 oreHsIBaHeTO Ha HAN30pa BKIIOUBA M M3IMUTBAHE HA ONOOPEHMTE YacTV M/ MATepuaiy, KOUTO
Ca OT OCHOBHO 3HAY€HME 34 LIENIOCTTA HA M3MNENMETO, BKIIOYMTEIIHO, aKO € LelechoOpasHo, POBepKa a KOJINYeCTBOTO
IIPOM3BENEHN WM IPOIaeHI YacTy V[Vl MaTepyaiy ChOTBETCTBAT Ha KOJIMUECTBOTO [OTOBY M3HETISL.

3.6.  Horuduuypanusr opraH rapaHTipa, de ChCTaBLT HA IPyIaTa 3a OLEHSBAHE € TAKDbB, Y€ €A OCUTYPEHM HYXKHIST OINUT B
00/1acTTa Ha OLEHSBAHETO HA M3HEINSITA, CHCTEMHUTE M IPOLIECHTE, HEMPeKbCHAaTaTa OOEKTMBHOCT 1 Oe3MpMCTPACTHOCT;
TOBA BKIIIOUBA POTAlVsl HA MOAXOMSILNM MHTEPBAM HA WICHOBETE HA TIpymara 3a oleHssade. Karo obmio mpasumso
BOJICIMAT ONUTOP MOXe [1a M3IIBIHABA BOLENIA PO ¥ [a M3BbPUIBA OIUT MO OTHOIIEHME Ha €IVH ¥ ChII NPOU3BOIMTEIN
He T0Beye OT TPY MOCIIEAOBATENIHI TOIMHNA.

3.7.  AKO HOTMQUUMPAHMSAT OPraH yCTAHOBM paslMKa MEXIy B3eTusi 0Opasell OT MPOM3BEACHMTE M3MIENMs MIM OT Masapa u
creuMuKALMUTE B TEXHMYECKATa [OKYMEHTAlMs M OIOOpEHMs IPOEKT, TO/ OTHeMa WM CIMpa IeCTBUETO Ha
CHOTBETHISI CEPTUQPUKAT, UM BHACSI OTPAHMUEHNS B HETO.

[TIABA 1I

OLEHSABAHE HA TEXHUYECKATA TOKYMEHTALIMA

4. OueHsBaHe Ha TeXHMYECKATa HOKYMEHTauys Ha mapemuaTa or kiac Il n Ha uspgenmara or Kiac IIb, mocouena B wieH 52,
naparpad 4, BTopa anyHes

4.1. B pombiHeHMe KbM 3aIBIKCHISITA, NPEABMACHNM B pasfen 2, MPOM3BOAMTENST [OfaBa [0 HOTUQUUMPAHMS OpraH
3asB/IeHNME 33 OLEHABaHe Ha TeXHMYECKaTa MOKYMEHTAlus BbB BPb3Ka C M3IIENMETO, KOETO IUIaHMpa Jia ITyCHe Ha Masapa
WM J1a IyCHE B JIEVCTBME 1 KOETO € BKIIIOUEHO B CUCTEMaTa 3a yNpaBJieHMe Ha KauecTBOTO, II0COYeHa B pasiern 2.

4.2. B 3agBneHuero ce OMMCBAT NMPOEKTHT, IIPOMU3BOICTBOTO U JIEHICTBMETO HAa CHOTBETHOTO umafenme. TO BKIIOYBA TeXHUYECKATA
IOKyMeHTauus, nocoveHa s npyioxennus I n 111

4.3, HOTVI(l)I/[lII/IpaHI/IHT OpraH pasrjiexna 3asBJICHNETO, KaTO U3IOJI3Ba YCIIYTUTE Ha HAET OT HETO NMEpCOHall C JIOKa3aHN 3HaHM
U OIUT MO OTHOILIEHNE Ha ChOTBETHATA TEXHOJOTUS M HEMHOTO KIIMHUYHO NpUIoKEHNE. HOTMd)I/IIlVIpaHI/IHT Opran MoOzxe
J1a M3MCKa 3asBJICHMETO J1a C€ NOITBIIHU Upe3 MPOBEXKIAHETO Ha NOITBIIHUTEIIHM MBINUTBaHUS WIIN [1a U3NCKA TIPENICTABAHETO
Ha JOI'BJIHATEITHU JOKa3aTeIICTBA, MaBalllyl Bb3MOXKHOCT 3a OLICHsABAaHE Ha CHOTBETCTBUETO C IPUITOKUMUTE U3UCKBAHNS 110
HacTOAIMS PEriiaMeHT. HOTI/[(l)I/IIII/IpaHI/IHT OpraH M3BbpILIBA MOIXOISALIN Q)Msuqecm nim na6opaTopHM M3IUTBAHUA Ha
MBIEIINETO MITN M3NCKBA MMPOU3BOOUTENIAT J1a I IIPOBENC.

4.4.  HotuuumpaHusT OpraH Mpasy TPEINel Ha KIMHWYHUTE [IOKA3ATENICTBA, MPEICTABEHNM OT MPOM3BOMMTENS B IOKNIANA 3a
KIIMHIYHA OUEHKA, M M3BBPUICHATA BbB BPH3KA C TAX KIIMHIYHA OUCHKA. 3a LETMTE HA TO3M TPEITEN HOTHQUIMPAHUST
OpraH HaeMa Ha TPOBEPSIBALIM M3MENMETO IIMIA C JOCTAThYEH KIMHMUEH eKCIIEPTeH OIMT, KaTo IPY HEOOXOMMMOCT
U3MOM3Ba M BHHIIHM €KCIIEPTU C NPSK U aKTyaJleH OMUT, CBbP3aH ChC ChOTBETHOTO M3MENME MM C KIMHUYHUTE YCTIOBUS,
TIpY KOMTO TO CE U3MOJI3BA.
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4.5. Korato KimMHMUHUTE [T0KA3aTeJICTBA C€ OCHOBABAT YaCTMUHO WJIM M3LSJIO HA MAHHU 3a M3MENNs, 32 KOUTO Ce TBbpOY, Ue ca
€KBMBAJICHTHM Ha OLICHSBAHOTO M3IEIINE, HOTM(l)]/I[II/IpaHI/ISIT OpraH OLEHsIBa HeJ'ICC'LO6pa3HOCTTa Ha M3IIOJII3BAHETO Ha TE3U
TTaHHY, KaTO C€ B3E€MAT IPENBUL (])aKTOpI/I KaTO HOBM IIOKa3aHMSA UM MHOBALVMN. HOTI/I(l)I/IIH/IpaHI/IﬂT OpraH JOKyMEHTUpa
SICHO CBOUTE 3aKJIIOUEHMS OTHOCHO TBBPHEHMETO 3a €KBMBAJIEHTHOCT M OTHOCHO HCHCC'LO6p33HOCTTa " a€KBATHOCTTA Ha
HaHHUTE 3a MOKa3BaHe Ha ChOTBETCTBMETO. 3a BCSIKA XapaKkTEPUCTMKA Ha MBOENMETO, 34 KOATO IIPOM3BOIMUTEIIAT TBHPON, Y€
€ MHOBATMBHA, MJIM 3a HOBM IIOKA3aHMNA, HOTI/I(l)I/[III/lpaHI/IHT OpraH OLEHfABA MO KakKBa CTENEH CbOTBETHUTE TBBbPHEHNSA Ca
MOIKpENEHN OT KOHKPETHN NMPEIKIIMHNYHN Y KIIMHUYHY TAaHHUM M aHAJIU3 Ha pUCKa.

4.6.  Horu¢uumpanust opraH nposepsiBa aleKBaTHOCTTA Ha KIIMHUYHNTE JOKA3aTeNICTBA M HA KIIMHMYHATA OLEHKA U IIPOBEpsIBa
3AKITIOYCHSATA HA TIPOM3BOIMTENIS 33 ChOTBETCTBUE C MPUIIOKMMHUTE OOLIM M3MCKBaHMsI 32 Ge3omacHocT u meitctsue. Tasu
TIpoBepKa BKJIIOUBA Pa3Iylex[aHe Ha TOBA JOKOJKO Ca NOAXONSAIIM ONpedeNeHOTO ChOTHOLIEHNE MeXIy PUCKA ¥ HOM3NTE,
YIPABIEHNETO HA PUCKA, MHCTPYKIMKUTE 3a yrnoTpeba, 06yueHNeTo Ha moTpebuTeNis 1 IUlaHa Ha IPOM3BOIMTENIS 3a HAI30p
CIIel MyCKaHe Ha I1a3apa, KaKTo M KOraTo € MPUIIOXKMMO — IIperieq Ha HeoOXOmMMOCTTa OT mpetoxkenst miaH 3a KITII
11 JIOKOJIKO € MOJIXOALL TO3M IIJIaH.

4.7.  Bb3 ocHOBAa Ha OLCHsBAHE HA KIMHNYHMTE [OKA3ATENICTBA HOTU(MUMPAHMST OPraH pasIiiexia KIMHIYHATA OLCHKA 1
OTIPCIICIISIHETO HA CHOTHOLICHMETO MEXKIY PUCKAa M TON3UTE M NpElCHSBA JamyM € HEeoOXOMMMO [ ce ONpefersT
KOHKPETHUTE OCHOBHM €Taly, 3a [ia MMa Bb3MOXKHOCT [1a HAIpaBy IIperfiell Ha aKTyanM3alMaTa Ha KIIVMHUYHUTE [10Ka3a-
TEJICTBA B PE3YIITAT OT IaHHMUTE OT HAI30pa Cilefl IycKaHeTo Ha nazapa 1 ot KIIIII.

4.8. HOTVI(l)I/[lII/IpaHI/IHT OpraH JIOKYMEHTUpaA SACHO PE3yNTaTUTE OT OLCHABAHETO B HOKJIada OT OLEHSABAHETO Ha KIIMHMYHATA
OLICHKA.

4.9.  HormuumpaHusT OpraH IpeNCTaBs Ha NPOM3BOLMTESIS JOKIIAI OT OLEHSABAHETO HA TEXHMYECKAaTa HOKYMeEHTALsl,
BKITIOUMTEITHO JIOKVIAJ OT OLICHSBAHETO Ha KIIMHMYHATA OLCHKA. AKO M3IE/METO OTrOBApsi Ha ChOTBETHUTE Pa3nopenon Ha
HACTOSILIMS PETTIaMeHT, HOTUQUUMPAHNAT OpraH u3nasa ceprudukar 3a EC 3a oueHsBaHe HAa TEXHIYECKATa TOKYMEHTALISL.
CepTUUKATHT ChIbpXKA 3aKIIOUEHUATA OT OLEHSBAHETO HA TCXHMYECKATA JIOKYMEHTALMsl, YCIIOBUATA 33 BAIMIHOCTTA HA
cepruuKaTa, TaHHUTE 32 MICHTUQUIMPAHETO Ha OMOOPEHMs MPOEKT ¥ aKO ¢ HeOOXOMMMO — OIMCAHME Ha MpeIHa3Ha-
YEHUETO Ha MBLIENNETO.

4.10. 3a mpomeHy B 0mOOPEHOTO M3HENe ¢ HeOOXOMMMO OTOOpeHe OT HOTUUIMPAHUS OpraH, KOMTO e M3man cepTudukata 3a
EC oueHsiBaHe HA TeXHJMUECKATA NOKYMEHTALUS, KOIATO Te3U NPOMEHM MOXe [a MOBIMSST Ha Oe30MacHOCTTa M
[efiCTBIETO HA M3MENMETO WIM Ha YCIOBMSITA, NIPEIMCAHN 3a Herosara yrorpeGa. Korato nmpom3BOgmMTeNST MaHypa na
BbBEJIE HSKOSL OT [IOCOYEHMTE [10-TOPe [POMEHM, TOil MHPOPMUPA 3a TOBA HOTM(UUMPAHNS OpraH, M3nan ceprudukara 3a
EC oueHsiBaHe Ha TeXHMYeCKaTa TOKyMeHTawysl. HOTM(MUMPAHWAT OpraH OLeHsIBa IUIAHMPAHNUTE IPOMEHM 1 pellaBa 1aiu
Te M3UCKBAT HOBO OLICHSIBAHE HA CHOTBETCTBUETO B CHOTBETCTBME C WieH 52 WIM MOraT ha ObIAT HAIpaBeH!M upe3
[OIbIIHeHNe KbM ceprudukara 3a EC oleHsBaHe Ha TeXHMUYeCKaTa IOKyMeHTALysl. B nocienuus ciydait HOTHUUMpaHusT
OpraH OLICHsSBA [POMEHNMTE, YBEIOMsIBA MPOM3BOLMTENS 3d CBOCTO pelieHNMe M aKO MPOMEHWTe ca OHOOpeHM, M3[aBa
[OITbIIHeHNe KbM ceprudukara 3a EC olLieHsIBaHe Ha TeXHMUECKATa [TOKYMEHTALSL.

5. CrieuyianHy TOIBJIHUTENIHN IIPOLEHyPY
5.1.  Tlpouemypa 3a oweHsiBaHe Ha ompenerneHn ngenist ot kiac I n kmac IIb

a) 3a nmmianTupyemure manenust ot kiac 111 v akrusrure u3menus ot kiac IIb, npeaHasHaueHu 3a npuoXeHue u/umm
OTIIeIISIHE HA JIEKAPCTBEH MPOMIYKT, KAKTO € MOCOYeHO B pasmen 6.4 (mpasuno 12) ot mputoxenve VIII, Hotudmuu-
PaHUAT OpraH, CIied Karo € IIPOBEpUIT KauyeCTBOTO Ha KIIMHMYHMTE JaHHM B NOMKpPENa Ha JOKIaga 3a KIIMHUYHATA
OLIEHKA HA MPOM3BOAMTENS N0 wieH 61, maparpad 12, M3roTBs OKJIJ OT OLEHSBAHETO HA KIIMHUYHATA OLICHKA, B
KOJTO M3/1ara CBOMTE 3aKIIIOUEHMS MO OTHOLIEHME HA KIMHMUHMTE [OKA3ATeNCTBA, MPEJOCTaBEHN OT MPOU3BOIMTEIIS,
I0-CIEUMAJIHO 110 OTHOIIEHME HA ONPENENIAHETO Ha ChOTHOIUEHMETO MEXKMIy pUCKA U IOJI3UTE, ChINIACYBAHOCTTA Ha
Te3) JOKA3aTeJICTBa C IPeHa3HAYEHNETO, BKIIIOUNTENIHO MEAMLIMHCKMTE MOKasaHus, ¥ miaHa 3a KIIIIT no unen 10,
naparpad 3 u vact b or npuwoxenne XIV.

Horuduuupanusr oprad mpemasa Ha Komucusira CBOs IOKJIag OT OLEHSBAHETO HAa KIMHMYHATA OLEHKA, 3A€IHO C
[OKyMEHTALMSTa 33 KIMHMYHATA OLEHKA HA INPOM3BOMMTEII, MOCOYeHa B pasmen 6.1, OykBu B) u 1) OT
npunoxenue II.

Komucusra nezabaBHO npenasa TE3Y MOKYMEHTM Ha CbOTBETHATA €KCIIEPTHA IPyIIa, IIOCOUEHA B UIIEH 106.

6) Ot HOTMMIMpAHUST OpraH MOXe [1a Oble M3MCKAHO f1a IPECTaBN CBOWTE 3aKIIOUeHNMs 1o OyKBa a) Ha CHOTBETHATA
eKCIiepTHa IpyTa.
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B) ITon Hal3opa Ha Komucusra €KCIIEpTHATA IpyIa B3eMa pELICHME Bb3 OCHOBA Ha BCUUKIM KPUTEPUM IO-[IOITY:

i) MHOBaTMBHMSA XapakTep Ha M3NENMETO M Ha IIpUilaraHata ChOTBETHA KIIMHMYHA IIPOLENypa, KakKTo U
Bb3MOXKXHOTO My CBIIECTBEHO KIIMHUYHO BB3MENCTBYE VI OTPaXeHye BHPXY 3[IPaBeTo;

i) 3HAUMTENTHO HEONATONpPUATHA MPOMSHA B CHOTHOMICHMETO MEXIY PUCKA U ION3UTE HA KOHKPETHA KATErOPUs VI
Tpymna M3NeNus MOpamy HAay4yHO BAIIMIHM 3[IPaBHYM ONACEHMsA 1O OTHOLIEHME Ha KOMIIOHEHTM MIIM M3XOHEH
MaTepyal MM 10 OTHOIIEHME Ha BB3NECTBUETO BBPXY 3[PABETO B CIIyuail Ha IIOBpeNa Ha M3MIENNETO;

111) SHAUNUTEIIHO YBEJIMYEH ITPOLIEHT Ha CEPMO3HM MHIMIEHTU, HOKJIAOBaHM CBINIACHO YIIEH 87 1O OTHOLIeHMEe Ha
KOHKpETHA KaTeropus WIN Irpyna MUsnenms,

[amM [a TPEHCTaBy HAyYHO CTAHOBMILE OTHOCHO HOKNIAfa OT OLEHSBAHETO HAa KIIMHMYHATA OLEHKA HAa HOTUQU-
LMpaHUs OpraH Bb3 OCHOBA HA KIIMHUYHUTE [I0KA3ATEJICTBA, IIPECTABEHM OT HPOU3BOIMTEIS, NO-CIEUMAIHO BbB
BPb3Ka C OIPEeSIHETO HAa ChOTHOUIEHMETO MEXIy PUCKA ¥ IOI3UTE, ChIJIACYBAHOCTTA HA Te3M [10KA3aTeJICTBa C
MeIMUMHCKMTE NoKasaHus 1 1iaHa 3a KIIIIII. Tosa HayyHO cTaHOBMIUIE Ce NpeNCTaBs B CPoK oT 60 IHM, CYUUTAHO OT
[IeHs Ha TONyYaBaHe Ha OKyMEHTHTE OT KOMucusTa, Kakto e mocoueHo B Gyksa a). OCHOBaHMSATA 33 pELICHNMETO 1A
ce TpeICTaBy HAyuyHO CTAaHOBMIIE Bb3 OCHOBA HA KpuTepuure B MONTOUKM i), ii) um iii) ce BKIIOYBaT B HayuHOTO
craHopume. Korato mpemocraBeHaTa MHQOpPMALMs € HENOCTATbYHA, 33 @4 [OCTMTHE €KCIEpTHaTa Ipyma [0
3aKJIIOUEHNe, TOBA Ce 110COYBA B HAYUHOTO CTAHOBMULIE.

1) ExcreprHara rpyma Moxe [a per, [OJ Haj3opa Ha Komcnsra u Bb3 OCHOBA Ha KpUTEpUMTE, IOCOUEHN B GYKBa B),
I1a He IPEMICTaBsi HAyYHO CTAHOBUILIE, KATO B TAKbB CIy4ail MHYOPMUPA HOTUGULMPAHIS OPTaH BH3MOKHO HAli-CKOPO
¥ IIPY BCUYKY CIydan B CPOK oT 21 [Hu cren morydvasade ot Komucusira Ha goKymeHTuTte 1o Oyksa a). B pamkure
HA TO3M CPOK EKCIIEPTHATA Ipyma TPsiOBa [1a MPENOCTaBM Ha HOTMQMUMPAHMs opraH 1 Komucusra ocHOBaHmsITa 3a
PelIeHNeTo Cu, CIell KOeTo HOTM(UIMPAHMAT OpPraH MOXKe [a 3alouHe MpOLeMypaTa 3a cepTuMIMpaHe HA TOBA
U3JIeNe.

m) B cpok or 21 gHu cren noiydyaBaHeTo Ha IOKyMeHTMTe OT Kommcusrta ekcreprTHata rpyma ysegomsisa Kommcusira
upe3 Eudamed nanu Bb3HamepsiBa [1a MPeNCTaBy HAyYHO CTAHOBMIIE CHINIACHO OYKBA B) WM [a He IPEICTaBsl HAYUHO
CTaHOBHIIE CHITIACHO OYKBA T).

e) Korato He e mameHO cTaHoBMe B CPOK OT 60 IHM, HOTMQUUMPAHMST OPraH MOXe [a 3allOYHE MPOLEypata 3a
CepTUQUUMPAHE HA ChOTBETHOTO M3JIEIINE.

k) HoruuumpaHmst opraH HaUTeXXHO B3eMa MPENBII MHEHMSITA, M3IOXKEHNM B HAYYHOTO CTAHOBMIIE HA KCIEPTHATa
rpyma. AKO eKCIepTHaTa Ipyna yCTaHOBM, 4e HMBOTO Ha KIIMHUYHUTE [OKA3aTeNICTBA € HEJOCTaThYHO MM IO JPYT
HauyH JaBa IMOBOJ 3a CEPUO3HM ONACEHMS OTHOCHO OINPEHENAHETO Ha ChOTHOLIEHMETO MEXIy pUCKa U IOTBUTE,
CBITIACYBAHOCTTA Ha Te3M [I0KA3aTeJICTBA C MpeJHa3HAueHNeTO, BKIIOUNTEIHO MEIMUMHCKITE MOKA3aH!s, U C IJIaHa 3a
KIIIIII, HOTMQUIMpPAHUAT OpraH, ako € HEOOXOMMMO, MPENOpbUBa Ha MPOM3BOIMTENIS 4 OTPAHNYN MPEIHA3HAYEHIETO
HA M3IENMETO [0 ONpeIeNieHy TIPYIM MNAlMeHTXM WM MeNMIMHCKM [OKA3aHMs, M[WIM Ha OrpPaHMYM CPOKa Ha
BAIUMIHOCT HA CepTMQUKATa, [a MpeanpyuemMe KOHKpeTHM mnpoyusanms B pamkure Ha KIIII, ma apmanTupa
VHCTPYKIMNUTE 32 ynoTpeOa Wi pe3loMeTo 3a Ge30MacHOCTTA M IeNCTBMETO, WM [a HATIOXKM IPYTH OrPAHNYEHMUS B
CBOA MOKJIA[ 32 OLEHABAHE HAa CHOTBETCTBMETO, B 3aBUCMMOCT OT ciyyad. Korato He e criemBan HpenopbKuTe Ha
eKCIepTHATa TPyl B JOK/Iafa CY 33 OLEHSBAHE HA CHOTBETCTBMETO, HOTUQMUMPAHMST OPIaH MPETOCTaBs IThIIHA
obocHoBka 1 Komucmsra, 6e3 ma ce 3acsra unen 109, ocurypsisa mybmmden gocrsi upes Eudamed mo HayuroTo
CTAHOBHIIE HA eKCIEPTHATA IPyMa 1 IO MUCMeHaTa 000CHOBKA, IIPEJICTABeHA OT HOTUQUIMPAHNS OpraH.

3) Cren KOHCynTauyst ¢ IbpXKaBUTE UIEHKM M KOMIIETEHTHUTE HayuHM excrepty Komucusita ocurypssa Ha eKCIEpTHHUTE
TPy HACOKM 3a MOCTIENOBATENIHO THIIKYBAHE HA KPUTEPUNUTE, TOCcOueHN B OykBa B), mpemyt 26 Mait 2020 r.

5.2.  Tlpouenypa npm usgenus, BKIIFOUBAILM JIEKAPCTBEHO BEILECTBO

a) Korato mazeHo umanmernie BKIIIOYBA KAaTO HepasleslHA 4acT BELIECTBO, KOETO NPV CAMOCTOSTENIHA YIOTpeOa Moxe [a ce
cueTe 3a JIEKAPCTBEH IPONYKT IO CMIUCHIa Ha wieH 1, Touka 2 or [upekrusa 2001/83[EO, Bkioumrento
JIEKaPCTBEH MPOJYKT, TOIyYeH OT YOBEUIKAa KPbB MIIM UOBEUIKA IUIa3Ma, M C NIEVCTBME, KOETO € CIOMAraTesiHo IO
OTHOIIEHME Ha JEVCTBMETO HA M3HEIMETO, KAueCTBOTO, (GE30MacHOCTTA M IOJI3aTa HA BELIECTBOTO CE MPOBEPSBAT IO
aHarnorus ¢ Meromute mo npuioxenvie I kbm Tupektusa 2001/83[EO.



L117/152 Oduumarien BecTHUK Ha EBporeiickus cbio3 5.5.2017 r.

0) Ilpenu na umame ceprudukar 3a EC oleHsBaHe HA TeXHMYECKATA IOKYMEHTALS M CIIEH KATO € IPOBEPMIT MOJI3ATa OT
BELIECTBOTO KATO YacT OT MBNENIMETO C Oe[l Ha HEroBOTO NpeNHA3HAYCHMe, HOTUPUUMPAHUAT OpraH ce o0pblia 3a
HayuHO CTAaHOBMILE KbM €AMH OT KOMIIETEHTHMTE OpraHy, OIpPEHde/eHM OT HbpXKaBUTE UIIEHKM CBIJIACHO [mpektnsa
2001/83[EO, umn keM EMA — HapuuaHu B HACTOSLIMS Pa3fes ,KOHCYITMPAH OPIaH 3a JIEKAPCTBEHUTE IPOIYKTH",
B 3aBUCHMMOCT OT TOBA KOI1 OT M1Bata ¢ OJI KOHCY/ITHPAH IO HacTosimiata OyKBa, BbB BPb3KA C KaueCTBOTO 1 Oe3omac-
HOCTTA Ha BEIIECTBOTO, B TOBA YMCIO IONI3aTa MM PUCKA OT BKIIIOUBAHETO HA BEIIECTBOTO B M3MNENMETO. AKO
VMB[IENMETO BKIIIOYBA IPOM3BOIHO HA YOBEIIKATA KPbB MM IIA3Ma VTN BEIIECTBO, KOETO MPY CAMOCTOSITEIHA yroTpeba
MOXE [a Ce Cuere 3a JIEKapCTBEH MPOMyKT, MONAtall M3LSUI0 B o0XBata Ha mpuiioxeHnero koM Pernament (EO)
Ne 726/2004, Hotumumparust opran ce o6pblia 3a craHosuile KbM EMA.

B) [lpy M3roTBsIHE Ha CBOETO CTAHOBMILE KOHCYNTMPAHMAT OPraH 3a JIEKApPCTBEHMTE MPOIYKTH B3eMa IPEIBNUI IIPOU3BOI-
CTBEHMs NpOLEC ¥ NaHHMTE, CBBP3aHM C IMOJI3aTa OT BKIIOUBAHETO Ha BEUIECTBOTO B W3IEIMETO, YCTAHOBEHM OT
HOTU(ULIMPAHNUS OPTaH.

1) KoHcynmupaHusT OpraH 3a JeKapcTBEHUTE IPOIYKTI MPENCTaBsi CTAHOBUIIETO CH HA HOTM(UIMPAHNS OPraH B CPOK OT
210 mHu cre MONyYaBaHe Ha ISUTATa HEOOXOMMMA IOKYMEHTALIVSL.

n) HayuHoto cTaHOBMIIE Ha KOHCYITMPAaHMSI OpraH 3a JIEKAPCTBEHMTE MPOIYKTHM, KAKTO M BCSAKA EBEHTyallHa
aKTyanu3alysl Ha TOBA CTAHOBMIIE, C€ BKIIOYBAT B [OKYMEHTALMSTA HA HOTUQUIMPAHMS OpraH BbB BPB3Ka C
uagenviero. [Ipu B3eMaHe HA PELICHNETO CH HOTUQMUMPAHMST OPraH OTYMTA HANIEXKHO MHEHISIT, M3DA3CHN B
HAy4HOTO cTaHOBHIIe. HoTnduumpanusT opran He u3nasa ceprudyKar, ako HayUHOTO CTAHOBMUILE € HEOIArONPUSTHO,
11 ch00I[aBa OKOHYATETTHOTO CI PEleHNe Ha KOHCYIITHPAHNS OPraH 3a JIEKapCTBEHNTE TPOLIYKTIL.

€) Ilpemyt ma ce HampaBsT MPOMEHM O OTHOLICHNME HA CIIOMATATeNIHO BEWIECTBO, BKIIIOWEHO B WB3MENNe, 0COOCHO IO
OTHOIICHME HA TPOM3BOLCTBEHNMSI My IPOLEC, TPOM3BOIUTENAT MHGOPMUpPA HOTU(MUMPAHUS OPraH 3a MPOMEHMTE.
ChpsiT HOTMGUIMpPAH OpraH ca oOpblila 33 CTAHOBMIIE KbM KOHCYNITHPAHMSI OPraH 3a JeKapCTBEHUTE NPORYKTH, 3a
1a ce MOTBbPIM, UYe KAuecTBOTO M Oe30MacHOCTTa Ha CIOMAraTesHOTO BEIIECTBO OCTABAT HerpoMeHeHM. KoHcyntu-
PAHMSIT OpraH 3a JIEKapCTBEHNTE MPOIYKTM B3eMa MpEBUI MHPOPMALIMATA BB BPB3KA C MOI3aTa OT BKIIIOYBAHETO Ha
BEIIECTBOTO B BMENMETO, KAKTO € YCTAHOBEHO OT HOTMQMIMPAHMSI OPraH, 3a 1a ApaHTUPA, ue MPOMEHNTE HsIMAr
OTPULATENTHO BB3MIENCTBIE BbPXY NPENBAPUTENIHO YCTAHOBEHOTO ChOTHOLIEHNE MEXKIY PUCKA M TON3UTE BbB BPb3KA C
BKJIIOUBAHETO Ha BEWIECTBOTO B M3MIeNMero. KOHCYNTMpaHuAT OpraH 3a JIEKapCTBEHMTE IIPOHYKTU MpENCTaBs
CTAHOBMIIETO CM B CPOK OT 60 IHM Crel MONyyaBaHe Ha IisiiaTa HeoGXOMMMa OKYMEHTAlysi OTHOCHO MPOMEHMTE.
Hotuduuupanusr opraH He u3[aBa JOMbIHEHMETO KbM cepru¢mkata 3a EC oleHsBaHe HA TeXHMYeCKaTa
IIOKyMEHTAlNsA, aKO HAyYHOTO CTaHOBMIIE, NPENOCTaBEHO OT KOHCYNTMPAaHMsA OpraH 3a JIEKapCTBEHMTE IPONYKTH, €
HebrmaronpusitHo. Hotuduumpanusr opraH cpo6lIaBa OKOHYATETTHOTO CM pelieHMe Ha KOHCYNTHPAHMS OpraH 3a
TIEKAPCTBEHMTE TPOIYKTIA.

k) Korato KOHCYNTHPAHMSIT OpraH 3a JIeKApCTBEHWUTE NMPOIYKTM MONY4M MHPOPMALMS 3a CIOMATATENIHOTO BEIIECTBO,
KOsITO G6M MOIa fa MOBIMsie HA MPEIBAPUTEIIHO YCTAHOBEHOTO CHOTHOLICHNME MEXKIIY PUCKa M IOI3UTE OTHOCHO
BKJIIOYBAHETO HA BEWICCTBOTO B M3IENNMETO, TOW NPEACTaBs HA HOTU(MLMPAHMS OpraH MHEHMe MOKOIKO Tasu
MHpOPMALMs MMA BB3ICICTBIE BbPXY MPENBAPUTEITHO YCTAHOBEHOTO ChOTHOLICHME MEXKIy PMUCKA M MON3UTE OTHOCHO
BKITIOYBAHETO HA BEIIECTBOTO B M3emneto. HOTUUIMpPAHUAT OpraH oTYMTa TOBA MHEHNE IPHU MPEpasriekiIaHeTo Ha
OLIEHKATa CY TI0 MPOLEAYPaTa 3a OlEHSABAHE HA ChOTBETCTBUETO.

5.3. l'[pouenypa 3a M3[ACINATa, IPOU3BEACHN Ype3 U3ION3BAHE WMIIM BKIIIOYBAHE Ha TbKaHM WMIIM KJIIETKM OT YOBELIKM MIN
KMBOTMHCKM IIPOM3XOM MIJIM HA TEXHU ITPOM3BOIHM, KOUTO Ca HEXV3HECIOCOOHM WM ca HallpaBeHU HEKM3HECTIOCOOHM

5.3.1. Yosemwku ThbKaHM UM KIIETKU MIIA TEXHUTE ITpOM3BOIHA

a) 3a M3uenuATa, MPOM3BENEHY YPe3 M3IOJN3BaHE HA MPOM3BOIHM HA TbKAHM WIIM KJIETKM OT YOBEIIKM IIPOU3XOH, KOMTO
nonagar B 00XBata Ha HACTOSILIMS PEINIAMEHT ChIIACHO wieH 1, maparpad 6, Oyksa ), ¥ 3a M3NENMATA, BKITFOYBALIMN
KATO Hepas[IeHa 4acT ThKAHM MM KJIETKM OT YOBELIKM IPOV3XOI MM TeXHM IPOV3BOIHM, MONamaly B o0xBaTa Ha
Hupekrusa 2004/23[EO, u ¢ meiicTBue, KOETO € CIOMAraTeHO IO OTHOLICHME HA MEHCTBUETO HA M3NEIUETO, Hpemyt
u3nasaHe Ha cepruukar 3a EC oleHsBaHe Ha TeXHMYECKATa JOKYMEHTALWs HOTUGUUMPAHUAT OpraH ce oOpblua 3a
Hay4yHO CTaHOBMIUE KbM €IMH OT KOMIIETEHTHMUTE OpraHu, ONpENeNieHU OT IIbPKABUTE UJIEHKM ChIJIACHO [{upekTysa
2004/23/EQ (,KOMIICTEHTHUST OpraH 3a YOBEWIKMTE THKAHM M KIIETKH®), 3 ACIEKTUTE, CBbP3AHM C MAPSBAHETO,
JIOCTABSIHETO ¥ VM3MMTBAHETO HA THKAHV VUM KIETKM OT YOBELIKY NPOM3XOI MM TeXHU Npou3BofHu. Hotuduumpanmsr
OpraH Ipe[CTaBs pe3lOMe Ha IIPEeABAPUTEIHOTO OLEHSBaHE Ha ChOTBETCTBMETO, KOETO BKIIIOYBA, Hapell € OPYroro,
MHYOPMALMS 38 HEXM3HECTIOCOGHOCTTA HA CHOTBETHMTE YOBEWIKM THKAHM VI KIIETKM, TAXHOTO [ApsiBaHe, IOCTABSHE
U VBIUTBAHE, KAKTO ¥ PUCKA U IOJI3UTE OT BKIIKOUBAHETO HA ThKAHM MM KJIETKU OT YOBEUIKM IIPOM3XOI MIIM TEXHUTE
HPOU3BOIHY B UI3[IEIAETO.
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6) B CpOK OT 120 pHu cnen nojly4aBaHe Ha IsjiaTa H€O6XOHI/IM3 HOKYMEHTaLMsl KOMIIETCHTHUSAT OpraH 3a YOBEHIKUTE
TbKaHUN U KIIETKU IIPEACTaBsl CBOCTO CTAHOBMILE Ha HOTI/I(l)I/I].[I/IpaHI/ISI OpraH.

B) Hay‘{HOTO CTAaHOBMIIE Ha KOMIIETEHTHMSA OpraH 3a YOBEHIKUTE TbKAaHM M KIIETKM, KaKTO ¥ BCAKa €BEHTyallHA
aKTyanm3anys, Ce€ BKIIIOUBAT B TOKYMEHTALVATA Ha HOTI/I(I)I/IIII/[paHI/IH Opran OTHOCHO M3HEIMETO. HpI/I B3EMAHETO Ha
pemeHneTo cn HOTI/I(l)I/ILU/IpaHI/I}IT Opran OT4YMTa HAJIEKHO MHEHMATA, M3pa3€HM B HAYYHOTO CTAaHOBUILE HaA
KOMIIETEHTHMA OpraH 3a YOBEUIKUTE THbKAHM W KIIETKIL. HOTI/I(i)I/IHI/IpaHI/IHT OpraH He nsnaBa CepTI/I(l)I/IKaT, dKO TOBa
HAy4YHO CTaHOBMUIIE € He6J’IaFOHpI/IHTHO. Toit c%06maBa OKOHYATEITHOTO CM PELIEHNE Ha CHOTBETHMA KOMIIETEHTEH
OpraH 3a YOBEIIKNTE THKAHN M KIIETKN.

1) Ilpemn ma ce HAMPABAT MPOMEHNM MO OTHOLICHNME HA HEXM3HECTIOCOOHM THKAHM WM KIETKM OT YOBEUIKM MPOM3XOM
WIM TeXHY IIPOVM3BOIHM, BKIIIOUEHM B M3[IEJINe, NO-CIENMaIHO N0 OTHOUIEHVME HA TAXHOTO NapsiBaHe, M3IMTBAHE MM
IIOCTaBsIHE, TIPOM3BOIUTENAT MHPOPMIUPA HOTUPUIMPAHMSI OPTaH 3a MIIAHMpaHuTe npomenn. HoTuduimpanust oprax
ce KOHCYNTMpAa C OpraHa, KOMTO € yuyacTsayl B ITbPBOHAYalHAaTa KOHCYNTALMs, 3a Ja ce HOTBBPIM, Y€ Ca 3araseHn
KAuecTBOTO M OE30MaCHOCTTA Ha BKIIOYCHMTE B M3IEIMETO THKAHM WM KIIETKM OT YOBEWIKM IPOM3XOH WM TeXHM
npon3onHy. CHOTBETHMAT KOMIIETEHTEH OPraH 3a YOBEWIKMTE THKAHM M KIIETKM B3eMa MPEHBUI NaHHUTE BbB BPb3KA C
TOJIE3HOCTTA OT BKIIIOUBAHETO HA ThKAHM WM KIIETKM OT YOBELIKM MPOM3XON WMIIM TeXHV IPOU3BOIHM B UB[IEIINETO,
YCTAHOBEHM OT HOTMQUUMPAHMsS OpraH, 3a J1d TAPaHTUPA, Ye MPOMEHNMTE HSIMAT OTPUILATEIHO Bb3IEHCTBME BBPXY
YCTAaHOBEHOTO CHOTHOLIEHNME MEXJy PUCKA M MOI3UTE OT H00aBSHETO HA THKAHM JUIM KIIETKM OT YOBELIKM MPOM3XOL
WIN TeXHV TIPOM3BOIHM B M3HenmeTo. Toil NpencTass CTAHOBMILETO ¢ B CPOK OT 60 IHM CIief NollyyaBaHe Ha Lulata
HEoOXO[MMa JOKYMEHTALMsi OTHOCHO IUIaHMpaHuTe npoMmenn. HOTMQUUMPAHUSAT OpraH He M3IaBa HOMbIIHEHUE KbM
ceprudukara 3a EC oueHsBaHe Ha TeXHMYECKaTa NOKYMEHTALWS, KO HAYYHOTO CTAHOBMIIE € HEONAronpusTHo, u
ch00I1aBa OKOHYATEITHOTO CU PellieHNe Ha ChOTBETHMSI KOMIICTEHTEH OPTaH 3a YOBEIIKMTE ThKAHM M KIICTKM.

5.3.2. TbKaHM MM KIETKM OT KMBOTMHCKY IIPOMBXOM WIIM TEXHM IIPOM3BOIHM

5.4.

KbM m3nenmaTa, mpousselieHy upes M3IOJI3BAHE HA ThKAHM OT KMBOTMHCKM IPOM3XOI, KOUTO Ca HANpaBeH! HeXM3HeC-
NOCOOHY, MM Ha HEKM3HECTIOCOOHM NPOLYKTH, MOIYUEHM OT ThKAHM OT KMBOTMHCKM IIPOM3XOL, NOCOYCHY B PermameHTt
(EC) Ne 722/2012, HOTMUUMPAHUSIT OPraH Ipuiara CbOTBETHUTE M3UCKBAHMS HA [IOCOUEHMS! PErJIAMEHT.

HpOIIC]IypI/I 1py u3aenmnsd, CbCTaBeHM OT BeElleCTBa UM OT KOM6I/IH3HI/II/I BEILIECTBA, KOUTO CE€ a6c0p6mpaT OT YOBECILIKOTO
TAIIO UM CE€ Pa3lIPbCKBAT JIOKAJIHO B HETO

a) KauecrBoto 1 6e30MaCHOCTTA Ha MBNENUSITA, CHCTABEHY OT BEIIECTBA MV KOMOMHALIMM OT BEIIECTBA, KOMTO Ca IPEIHa3-
HaueHy 1a ObIaT BHBENEHNM B YOBELIKOTO TSUIO IPE3 TeJleCeH OTBOP MM M1 OBIAT NMPUIOKEHN BbPXY KOXaTa I KOUTO
ce abcop6MpaT OT YOBEWIKOTO TSUIO WM Ce PAa3NpbCKBAT JIOKAIHO B HETO, Ce IIPOBEPSIBAT, KOrATO € HPUIOKUMO 1 CAMO
N0 OTHOLICHME HA M3UCKBAHUATA, KOWTO HE IOMAgar B OOXBaTa HA HACTOSIIMS PEINIAMEHT, B CHOTBETCTBHE C
NPWIOKMUMUTE VM3VMCKBaHMs B mpuioxerne | xkbM Hupekrnsa 2001/83/EO 3a ouensBane Ha abcopbuus, pasmpo-
CTpaHeHye, MeTabOIM3bM, OTIEIISHE, JIOKAIHA IOHOCMMOCT, TOKCMYHOCT, B3aJMMONEICTBUME C APYIM M3HENs,
TIEKAPCTBEHM IIPOIYKTU MIIM JIPYTV BEIIECTBA M TIOTEHLMAIl 3a HeXKellaHM PeaKIi.

0) OcBeH TOBa 3a WM3HENMATA WM NPOIYKTUTE HA TeXHMsS MeTabONM3bM, KOMTO ce abcopOMpar CHCTeMATMUHO OT
YOBEIIKOTO TSUIO, 32 [a Obe M3IBIHEHO TSXHOTO MpeNHA3HAUEHNE, HOTHQMIMPAHUAT OPraH ce oOpbIIA 3a HAYUHO
CTAaHOBMILE KbM EIMH OT KOMIIETEHTHHUTE OMpeEfeNieHnTe OT IbPXKaBUTE WIeHKM chrmacHo Tupektnsa 2001/83[EO
opranu wm kbM EMA, HapuuaHM B HacTosMs pasgern ,KOHCYITMPAaH OpraH 3a JIeKapCTBEHMTE IIPOHYKTH®, B
3aBMCUMOCT OT TOBA KOj1 OT mBata e GMi KOHCYNTMPaH IO Hacrosimata GYKBa, BbB BPB3Ka ChC CHOTBETCTBUETO Ha
VBIETNETO C TPMITOKIMMIUTE M3NCKBaHNMs B puoxenne [ koM upektisa 2001/83[EO.

B) KOHCYJ'ITI/IP&HMHT OpraH 3a JICKapCTBEHUTE ITPOJYKTU M3rOTBS CTAHOBMIIETO CU B CPOK OT 150 mHM cnen roiy4aBaHe
Ha [gyiata HCO6XO]1VIM3 JOKyMEHTaLINA.

I') Hay‘-lHOTO CTAaHOBMIIE HA KOHCYITHMpaHMsS OpraH 3a JICKapCTBEHUTE TIIPOJYKTM, KAKTO WM BCAKA €BEHTyallHa
aKTyamsauys, ce BKIIIOUBAT B JOKYMEHTALIMATA Ha HOTI/I(])VIIH/IP&HI/IH OpraH BbB Bpb3Ka C UBHEIUETO. Hp]/[ M3rOTBAHE Ha
pElIEHNETO CU HOTI/[(l)I/IIII/IpaHI/IHT OpraH HaJJIEZXHO OTYMTa MHEHMATA, M3pa3eHM B HAYYHOTO CTAHOBMILE, M c1>06u1aBa
OKOHYATEITHOTO €U PELICHME Ha KOHCYNTUPAHNA OPraH 3a JIEKaPCTBEHUTE NMPOTYKTIN.

[lpoepka Ha napTMaM IpM M3LENMs, BKIIOYBAIM KATO Hepas[elHa YacT JIEKAPCTBEHO BEWIECTBO, KOETO Mpy
CaMOCTOSITENHA yroTpeba OM ce CUMTano 3a JEKApCTBEH MPOIYKT, NONyYeH OT YOBEWIKA KPbB MM YOBELIKA IUIA3Ma,
CBITIACHO WieH 1, maparpad 8

Hp]/[ 3aBbpIIBAHE Ha IIPOM3BOACTBOTO HAa BCAKA IapTuia W3OENNsA, BKIIIOYBALIM JIEKAPCTBEHO BEUIECTBO, KOETO IIpU
CaMOCTOSATEIIHA yHOTp€6a Ou ce cumrano 3a JIEKApCTBEH IPOIOYKT, IOIYYEH OT 4YOBEUIKAa KPbB JIIM YOBEIIKA INIa3Ma,
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CBINIACHO wiieH 1, maparpad 8, mbpBa anuHesi, POM3BOIUTENAT MHPOPMUPA HOTUGULIMPAHNUS OPTaH 3a OCBOOOKIABAHETO
Ha NapTUIATa M3NEVUsl M My M3Ipala OPUUMATHUS CepTUQUKAT 32 OCBOOOXKIABAHETO HA IIAPTUIATA OT U3IOI3BAHOTO B
M3ENMETO NPOM3BOJHO HA UYOBENIKA KPbB WM IUIa3Ma, M3ANeH OT IbpxXasHA Jabopatopus wim Jrabopatopus,
OIIpelieNieHa 3a LiesTa OT IbpKaBa WIEHKA ChIacHO wieH 114, maparpad 2 or Hupekrusa 2001/83[EO.

ITIABA 1II

AIDMUHUCTPATUBHM PA3ITIOPENIBU

7. B nponbikenve Ha Haii-Manko 10 rogmey, a B CJlydyauTe Ha MMIUIAHTUPYEMM MBIENNSA — Hai-Manko 15 rogmum cren
IIYCKaHETO Ha Ia3apa Ha IOCIEOHOTO M3[Iesiie, NPOM3BOMMTENIAT MM HErOBUAT YIIBIIHOMOUIEH IpEICTaBUTe]l — KOTaTo
IIPOM3BONMTENIAT HSIMA PETMCTPUPAHO MSCTO Ha CTOMAHCKA MIEHHOCT B [IbpKaBa WIEHKAa —CbXPaHsBA HA Pa3oNoKeHNe Ha
KOMIIETEHTHIUTE OPraHi:

— EC nexnapaumsra 3a ChbOTBETCTBHIE,

— IOKyMEHTALMsATA 10 pasner 2.1, meTo Tvpe, U MO-KOHKPETHO HAHHWUTE ¥ 3aIMCUTE OT IPOLeNypuTe IO pasmen 2.2,
BTOpa ajHest, GyKBa B),

— MHOpMALIIITA 32 IPOMEHNTE N0 pasmen 2.4,
— [OKyMeHTaumsra 1o pasgen 4.2; u
— pelleHNsITa U IOKJIAJMTe Ha HOTH(ULMPAHHUS OPTaH IO HACTOSIIOTO MPUIOKEHNUE.
8. Bcska ppxKaBa 4ileHKa M3MCKBA JOKYMEHTALMATA MO pasfen / Ha ce ChbXPaHABa Ha pasMoNOXKeHNe Ha KOMIETEHTHUTE

Opranm 3a CpoK, ONIpPENENEH B ChbIUMA pasdell, ako IMPOV3BOOUTEN VTN YITBIIHOMOUWIEHMAT MY IPENCTABUTETI, YCTAHOBEH Ha
HelfHa TEPUTOPNIS, M3IANHE B HECHCTOATEITHOCT MIJIV IIPEKPATH CTOIIAHCKATa CU HeHOCT Npeny M3TUYAHETO HAa TO3M CPOK.
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TPUJTOKEHME X
OLIEHABAHE HA CHbOTBETCTBUETO Bb3 OCHOBA HA U3CJIEOBAHE HA TUIIA
1. EC um3crnempaHe Ha THIA € IPOLEYPATa, PU KOATO HOTHQUIMpPAH OPraH MPOBepsiBA ¥ MOTBHPKIABA, Ue MANCHO MBIETNE,
BKITIOUMTEIIHO TEXHMYECKaTa My HOKYMEHTAlMs M ChOTBETHMTE MPOLECH IO BpeMe Ha EKCIUIOATALMOHHMS MY CPOK U
CBOTBETCTBALL TPEICTABUTENIEH 00pasel] OT WMBMEINMATA, YMETO MPOM3BOLCTBO CE MPENBVIKIA, OTIOBAPS HA CHOTBETHMTE
pasropenOy Ha HACTOSLMS PEITaMEHT.
2. 3asBneHue
[Ipou3BOMTENAT OAABa O HOTUQMIMPAHNUS OpTaH 3asBIIeHNE 32 OLEHsBaHe. 3asBICHIETO BKITIOUBA:
— JMETO Ha HPOM3BOIMTEIIS M alipeca Ha PErMCTPUPAHOTO MSICTO HA CTOINAHCKA MIEHOCT Ha MPOM3BONMTENS, @ B CIIydauTe
KOTaTo 3asIBNEHUETO € MOJAIEHO OT YIIbIIHOMOILEH MPEICTaBUTe]l — MMETO Ha YIIbIHOMOLUEHMs MpPeICTaBUTeN U afpeca
Ha PErMCTPUPAHOTO My MSCTO HA CTONAHCKA MEIHOCT,
— TexHMUecKara JOKyMmeHTauws no npuioxenus I u III. 3asBurersr nmpenocTaBs Ha HOTMQUIMPAHMS OPIaH MpeHCcTa-
BUTENICH 00pasell OT M3MENMATA, YMETO TPOU3BOICTBO ce mpempuxna (,mun’). HotuduumpaHusr opran Moxe fa movicka
¥ IPYTH 00pasLiy Py HeOOXOMMMOCT, U
— ICMeHa JeKiapauys, Ye He e Owio NOJaBaHO 3asBIEHME O [PYr HOTUGMUMPAH OpraH 3a CHUWAS TUI, WIK
vHPOPMALWS 32 BCSIKO €HO NPEIXOAHO 3asBIIEHME 33 CHLUMS TUIL [0 KOETO MMa OTKA3 OT APYr HOTM(UIMpAH OpraH,
WM KOeTO € OMIO OTTEINIEHO OT NPOM3BOIMTENIS WIM OT HEIOBMs YIbIHOMOLICH MpPENCTABUTEN IpPemy MHPYIVsT
HOTUULMPAH OPraH [1a M3BbPLIY OKOHYATEIHO OLEHSIBAHE.
3. OueHsBaHe

Hortnduumpanusr opras:

a) pasmiexna 3asBlICHNETO, KaTO M3ION3BA IEPCOHAN C MOKA3aHM 3HAHMS M ONMT IO OTHOUIEHME Ha CHOTBETHATA
TEXHOJIOTNSL M HEMHOTO KIIMHMYHO NpmioxeHue. Hotuduumpanusr opraH MoXKe [1a M3MCKA 3aSIBIICHUETO 1A CE HOIBIHU
C U3BHPLUIBAHETO HA MOIBIHUTEIHM M3MUTBAHMS JIM C JOIBIHMUTENIHM [IOKA3aTeJICTBA, HABAIIY BB3MOXKHOCT 34
OLICHSIBAHE Ha CHOTBETCTBMETO C MPUWIOXMMUTE M3UCKBAHMSI HA HAcCTOSIIMs pernameHt. Horumumpanmst oprad
M3BbPILIBA MONXOMSIIM (M3MUECKN WM JTaOOPaTOPHM W3IMTBAHMS HA M3OENMETO WM M3MCKBA [POM3BOMUTENT [a TN
TpoBefe;

0) m3cremBa M OLEHSBA TEXHMUYECKATa IOKYMEHTALMs C Ll OMNpeNesIsiHe Ha CHOTBETCTBMETO C NPUIIOXKMMUTE 3a TOBA
MBIENME M3MCKBAHMS HA HACTOSUIMS PEITIaMeHT M IPOBepsiBa [ajiM TUIBT € OMIl MpOoM3BeleH B CHOTBETCTBUE C TA3M
IOKYMEHTALMS; TOJ OMNpeNens M eleMEHTHUTE, MPOEKTUPaHU B ChOTBETCTBUE C NMPUIOKMMUTE CTAaHAAPTY 1O 4nleH 8 muimm
npwioxumute OC, KakTO U eJleMeHTUTe, KOUTO He Ca MPOEKTMPaHU Bb3 OCHOBA HA ChOTBETHUTE CTAaHIAPTU IO 4ileH 8
i Ha cpotBeTHuTe OC;

B) MpaBy Mpernel Ha KIMHUYHMTE [IOKA3aTeJICTBA, MPEICTABeHNM OT IPOM3BOIMTENS B MOKNAla 3a KIMHMYHA OLEHKA B
CHOTBETCTBHUE C pasfien 4 ot mpunoxerue XIV. 3a uenuTe Ha TO3M Mperniell HOTUPUUMPAHMST OPTaH HaeMa IPOBepPsIBALLM
MBIENMATA JIMIA C JOCTaThUeH KIMHMYEH eKCIEpTeH OMMT, KATo NPy HeOOXOIMMOCT M3IMON3BA M BBHHIIHU EKCIEPTH C
TIPSK M aKTyasleH OIUT, CBbP3aH CbC ChOTBETHOTO M3JIENMe MY KIMHIYHUTE YCIIOBYS, IPU KOUTO TO Ce M3ION3BA;

I) KOraro KIMHMYHMTE JOKA3aTeficTBA Cé OCHOBABAT YAaCTUYHO MM M3UANO HA JAHHM OT M3HENNs, 33 KOUTO Ce TBHPIM, Ye
Ca CXO[IHM WIIM eKBMBANICHTH) HA OLEHSBAHOTO M3MENMe, OLEHSBA LeNecb0Opa3HOCTTa Ha M3IOI3BAHETO HA Te3M AHHI,
KATO Ce B3eMaT IpemBuI (aKTOPM KATO HOBM IOKa3aHMsl M MHOBauyMy. HOTMQUIMpPAHMAT OpraH JOKYMEHTHMpA SICHO
CBOWTE 3aKITIOYEHWS OTHOCHO TBbPHCHMETO 3a eKBIMBATICHTHOCT, LeNeChOOPA3HOCTTA 1 afieKBATHOCTTA HA [AHHMTE 3a
JIOKa3BaHe Ha ChbOTBETCTBUETO;

H) HOKYMEHTMpPA ACHO pe3yliTaTa OT OUEHABAHETO CM B MOKIIAM OT OLICHABAHETO Ha IPEOKIIMHNYHATA U KIIVTHNYHATA OLEHKA,
KaTo yacT oT mokiana 3a EC m3crenBaHe Ha TMIa 1o 6yKBa I/I);

€) MpOBeXIA WM OpPraHM3upa MPOBEKIAHETO HA NOAXOMSILMTE OLEHKM M Qu3nueckum Wi 1abOpaTopHM HU3MUTBAHMA,
HEoOXOMMMM [1a Ce NPOBEPU [ PELICHNSITA, BB3IPUETH OT MPOM3BOAMTEINs., OTIOBAPAT Ha OOLIMTE M3MCKBAHMS 3a
0€3011aCHOCT U [EHCTBIE, YCTAHOBEHN B HACTOSILMS PEIAMEHT, B CIlyyall ue He Ca IPWIAraHM CTaHOapTUTe IO uieH 8
wm OC. Ako m3genmero TpsOBa Ia ce CBbp:Ke KbM Apyro(u) msgenme(s), 3a ma paboTu MO MpeqHAa3HAYeHMe, ce
IIPEACTaBs [IOKA3ATE/ICTBO, Y€ TO CHOTBETCTBA Ha OOMIMTE M3MCKBAHMS 3a OE30IaCHOCT M [ENCTBUE IPU CBBHP3BaHE C
U3IENe(s), IPUTEXABALIO(V) ONpeHeNeHUTe OT IIPOU3BOIMUTENS XapaKTePUCTHKY;
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)K) MpoBeXpna WIM OpraHusypa NpPOBEXKNAHETO Ha IMOOXOOALINTE OUEHKN U (l)I/IBI/I‘ICCKI/I nim na6opaTopHI/1 M3NUTBAHUSA,
HCO6XO]II/IMI/I T1a ce IpOoBEPU NN aKO NMPOUBOOUTEIAT € M36pan Ja 1puiara CbOTBETHUTE XapMOHM3MPaHN CTaHIAPTH,
TE€3U CTAaHOAPTU Ca Oum JIeJiCTBUTEITHO IIPpUIIOKCHN;

3) CbITIaCyBa CbC 3aSABUTENIA MSCTOTO, KBIETO [1a €€ IpoBenaT H€O6XOHI/IMI/[T6 OLCHKM U UINUTBAHUSA; U

) m3roTBs moKnan 3a EC M3ClelBaHe Ha TMIIA OTHOCHO PE3yNITATUTE OT OLEHKUTE M M3MUTBAHMATA, M3BBPIICHN CHIIACHO
OykBuM a)—x).

4. Ceprudumxar

AKO THITBT CHOTBETCTBA Ha HACTOSILNS PEITIAMEHT, HOTMQUUMPAHMST OpraH m3pasa ceprudukar 3a EC m3cnensare Ha Tuma.
CeprudukarsT ChIbPXKA MMETO M afpeca Ha MPOM3BOAMTENS, 3aKIIOUEHNMSITA OT OLCHSBAHETO HA M3CIEOBAHETO HA TUIA,
YCIOBMSITA 32 BAJIMIHOCT HA CepTUQUKATA Y HEOOXOMMMUTE NAHHM 33 MueHTHQUUMpaHe Ha opobperust Tuit. CepTUdyKaTHT
ce M3roTBsI B ChoTBETCTBYE C mprtoxerye XII. ChOTBETHNTE YacTy Ha TOKYMEHTALIITA CE IIPUIATaT KbM CepTUQUKATA, KATO
HOTU(UUMPAHNST OPraH ChXPAHSIBA KOIIME.

5. Ilpomenu B TMHA

5.1. 3asBurensar uHOpMMPa HOTMUQMUMpPAHMS OpraH, KOMTO e m3man ceprudmrara 3a EC m3cnempaHe Ha Tuma, 3a BCSKA
IJTAHMpaHA POMSIHA Ha OTOOPEHIs TUIT IV HErOBOTO MpeIHA3HAYCHME U YCIIOBUSATA Ha ynoTpeba.

5.2. 3a IpOMEHM B OIOOPEHOTO M3MENMe, BKIIOUNTEIHO OTPAHMYEHILS [0 OTHOLIEHNE HAa HETOBOTO HPeNHA3HAYEHNE M yCIOBUSTA
Ha ynorpeba, ce WM3UCKBA MONBIHUTEIHO OHOOpeHMe OT HOTMMUMpAHMSI OpraH, KoiiTo e m3man cepru¢ukara 3a EC
VM3CIIENBAHE HA TUIA, KOTATO Te3M MPOMEHM MOIAT [a MOBIIMSST Ha CHOTBETCTBUETO C OOLIMTE M3MCKBAHMS 3a Ge30MaCHOCT U
MelICTBUE MM C YCIIOBMSITA, IpEMIIICAHN 3a yroTpeGata Ha mpomykra. HoTmuuupasusT opraH pasriexna ITaHUPAaHUTE
NIPOMEHM, YBEOMABA NPOM3BOIMTEINIS 3a pelIeHNeTO CM ¥ M3aBa JOMbIHEHMe KbM Nokiama 3a EC macrensane Ha Tuma.
OnoGpennero Ha BCsKA MPOMSIHA Ha OHOOpEHMS TUII Ce M3BbpLIBA MON $opMaTa Ha HOMbIHEHMEe KbM ceprudukara 3a EC
M3CIienBaHe Ha TUIIA.

5.3. 3a NpoMEHUTE B TPCOHA3HAYCHMETO M YCIIOBMSATA Ha yn0Tpe6a Ha 0]106p€HOT0 n3nenme, OCBEH 3a OrpaHMYeHuATa I0
OTHOILLIEHNE Ha MPENIHa3HAY€HMETO ¥ YCIIOBMATA Ha yHOTpe6a, € HCO6XO]]I/[M0 HOBO 3adBJIEHNE 3a OLICHSABAHE Ha CbHOTBET-
CTBUETO.

6.  CneuvanHy OOIBIHUTENTHY NIPOLETYpPU

Pasgen 5 or mpunoxenme IX ce mpuiara ¢ ycrIoBMETO, ue BCAKO I030BaBaHE Ha ceprudukar 3a EC oueHsBaHe Ha
TeXHMYECKATa TOKYMEHTALMS Ce CUMTA 3a [1030BaBaHe Ha ceprudukar 3a EC uscnensane Ha TuMa.

7. AIMMHUCTPAaTMBHY pa3nopenou

B nmpombmkeHne Ha Hait-Manko ot 10 rommHu, a B CIydauTe Ha MMILTAHTMPYeMM M3METMs — Hali-Manko 15 rogmHyu cren
MyCKaHEeTO HA Ma3apa Ha IOCIEOHOTO M3[eNie, MPOM3BOOMTENAT MM HETOBUAT YIBIIHOMOIUIEH IIPENCTaBUTell — KOTaTo
TIPOM3BOIMTENIAT HSIMA PEIVCTPMPAHO MSCTO Ha CTONAHCKA MNEHOCT B AbPXKaBa WieHKa —CBXPAHABA HA PA3MONIOXKEHME HA
KOMIIETCHTHIUTE OPTaHM:

— IIOKyMeHTalusTa 0 pasfen 2, BTOpO TUPE,

— MHQOpMALILITA 32 IPOMEHNUTE IO Pa3men 5, u

— Kommsa OT CepTI/I(l)I/IKaTI/ITG 3a EC V3CIIEBaHE Ha TUIIA, HAYYHUTE CTAHOBMINA M [OKJIaONTE, WU JIOH'I)HHCHI/IS[T&/
NIPWIOKEHMATA KbM TAX.

[lpunara ce pasgen 8 or npwioxenue IX.
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ITPUJIO2KEHME X1

OHEHABAHE HA CbOTBETCTBMETO Bb3 OCHOBA HA IIPOBEPKA HA CbOTBETCTBMETO HA ITPOYKTA

1. [IenTa Ha OLECHABAHETO Ha CHOTBETCTBMETO BH3 OCHOBA Ha IIPOBEPKA HAa CHOTBETCTBMETO Ha IIPOOYKTA € M1a C€ rapaHTupa,
e usnmenMAaATa OTroBapsAT Ha THUIIA, 3a KOJTO € n3nancH CepTI/I(l)I/IKaT 3a EC V3CIENBaHe Ha TUIA, VI Ha NPUIIOXKVMUTE KbM
TAX pasnopen6m Ha HaCTOALIMSA PEITIAMEHT.

2. Korato e 6mnn m3pamen cepruurar 3a EC m3crensaHe Ha THIA CBINIACHO MpuioxeHye X, MPOM3BOIMUTENST MOXE 1a
IpUIOXM Tpolenypata mo yact A (,OcurypsBaHe Ha KauyecTBOTO Ha IpPOM3BONCTBOTO) MM IpoLeAypaTa Mo 4acT b
(,I1poBepka Ha TPOMYKTa“) OT HACTOSIIOTO MPUIIOXKEHMeE.

3. Upes meporaums or pasgen 1 m 2 mo-rope npouenypute B HACTOSIIOTO NPUIIOKEHME, CbUETAHM C M3IOTBAHE Ha
TeXHM4ecKara JoKymeHTauus no npunoxenus II u III, Moxe cblo 5a ce mpwiaraT OT NPOM3BOIMTEIINTE HA MU3LENNUS OT
Knac Ila.
YACT A

OCUTYPABAHE HA KAYECTBOTO HA ITPOU3BOICTBOTO

4. TIpoM3BOMMTEIIAT OCUTYpsIBA BbBEXKIAHETO HA CUCTEMATa 33 YIPABIICHME HA KAueCTBOTO, OMOOpeHa 3a NMPOM3BOICTBOTO Ha
CHOTBETHUTE VM3[eINs, MU3BbPLIBA KpaliHATa IPOBEpPKa 1O pasfien 6 M MOMNeXKN Ha HAI30pa Mo pasgen 7.

5. Korato npoussonurenaT M3IbIHABA 3aIbIKEHNUATA, IIPEIBUIEHN B pasferl 4, Toi u3rotss u cbxpansasa EC meknapaums 3a
CHOTBETCTBHUE CBITIACHO WieH 19 1 mpunoxerue [V 3a usmenuero, 06XBaHATO OT NMPOLEIypaTa 3a OLCHSIBAHE HA ChOTBET-
creuero. C msmapanero Ha EC pekmapanys 3a ChOTBETCTBME Ce IpMEMa, ue NMPOM3BOIMTENAT rapaHTHpa M HeKJapypa, ye
CHOTBETHUTE M3[eNNsi OTTOBAPSAT HA TWIIA, OMMCaH B cepTudukara 3a EC macrenBaHe Ha THIA, M HA NPWIOXUMUTE KbM
UBIENNETO M3MCKBAHMS Ha HACTOSLIMS PErflaMeHT.

6. Cucrema 3a yrpaslieHue Ha KayeCTBOTO

6.1. HpOI/ISBO]]I/ITe]'IFIT nomasa 1o HOTVI(])I/ILU/IP&H OpraH 3asBJIEHME 3a OLEHsABaHE Ha CUCTEMATa 3a YIpaBJIEHME Ha KayeCTBOTO.
3asiBIIeHMETO BKITIOUBA:

— BCUYKM eJleMeHTH 110 pasfen 2.1 or npunoxenue IX;
— TexHMUecKaTa OKyMmeHTaist no npunoxenst 11 u 111 3a omobpennte Timose;

— xome ot cepruurarure 32 EC m3crmempane Ha Tima mo pasmen 4 or npunoxeHme X; ako ceprudukarute 3a EC
M3CIIENBAHE HA TVIA Cd M3NANEHN OT ChIUMsSI HOTUQUUMPAH OPIaH, HO KOTOTO € MONAJEHO 3asBIECHNETO, B 3asBICHUETO
Ce BKIIIOYBA M II030BaBaHE Ha TEXHMYECKATA TOKYMEHTAlVs M HEVHUTE aKTyanM3upaHM BEpCUMM M HA M3JaleHuTe
cepruduKaTi.

6.2.  BbBeXJAHETO Ha CUCTEMATa 3a YNpaBIeHME HAa KAaueCTBOTO € TAKOBA, Ue J1a rapaHTUpa CHOTBETCTBMETO C TUIIA, ONMCAH B
ceprudukara 3a EC u3crenBane Ha Tina, u ¢ pasnopen6ute Ha HACTOSILIMSL PEIIAMEHT, KOUTO Ce TPWIIATaT KbM M3IeNsTa,
Ha BCEKM eTall. BCHUKM efleMeHTH, M3MCKBAHMSA M NpENNMCAaHMsA, IPUETH OT IPOM3BOIMTENS 3a HEroBaTa CMUCTeMa 3a
yIpaBneHne Ha KaueCTBOTO, Ce JOKYMEHTMPAT PENOBHO M CUCTEMATMYHO MOX $OpMaTa Ha HAPBUHNK [0 KAuecTBOTO U
IMCMEHY TIONUTUKM M IIPOLENypH, HanmpuMmep IpPOIpaMy IO KauecTBOTO, IUIAHOBE IO KauyecTBOTO M PETUCTPU IO
KauecTBOTO.

[To-KOHKPETHO B Ta3y JOKYMEHTALMs Ce BKIIIOUBA OLXOMSIIO OIMCAHME HA BCUYKM efleMeHTH 1o paspen 2.2, Gyksu a),
0), 1) u m) ot npunoxexue IX.

6.3.  Ilpunara ce paspmen 2.3, mbpsa 1 BTOpa anuHes OT npwioxenue [X.

AKO cucTeMara 3a YIIpaBlIeHME Ha KAaY€CTBOTO rapaHTVpa, Y€ M3MOENVATa CbOTBETCTBAT HA THUIIA, ONMCAH B CCpTI/I(l)I/IKaTa 3a
EC m3cnemBaHe Ha TUIa, M Ha CbOTBETHUTE pasnopen6l/1 Ha HacCTosAWMs pEriiaMeHT, HOTI/[(])I/IHI/IpaHI/I}IT OpraH usmasa
CepTI/l(])I/IKaT 3a EC OCUTYpSIBAHE Ha Kadu€CTBOTO. HOTI/I(l)I/I].[I/IpaHI/IS[T OpraH yBeIOMsBa IIPOM3BOOUTEILA 3a PEIICHUETO CU Oa
usnane CepTI/I(l)I/lKaT. PelmieHneTo BKITIOUBA 3aKJIFOUEHMSATA OT OfIUTA Ha HOTI/I(I)I/IIII/[paHI/ISI OpraH 1 MOTUBMpaHa OLICHKA.
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6.4.  Ilpunara ce paspmen 2.4 or npwioxenue [X.

7. Hanzop
Ipunarar ce paspen 3.1, pasgen 3.2, mbpBo, BTOpO ¥ 4eTBLPTO TUpe M pasnenu 3.3, 3.4, 3.6 u 3.7 or npunoxenne IX.

3a mzpemuara ot knac Il Ham3opbT BKITIOUBA CHIIO TaKa IIPOBEPKA Ha CHOTBETCTBMETO MEXMY KONMYECTBOTO IIPOM3BENEHN
VJIM 3aKyIeHN CyPOBVHM M OCHOBHI KOMIIOHEHTH, OOOPEHM 3a THIIA, U KOJIMUECTBOTO FOTOBY M3HETISL.

8. [IpoBepka Ha mapTumM NOpyM U3HeNNs, BKIIOUBAIIM KATO Hepas[elHa 4acT JIEKapCTBEHO BEIECTBO, KOETO IMpu
CaMOCTOSITeTHA yroTpeba OM ce cumMTao 3a JIEKApCTBEH MPOMYKT, MOJyueH OT YOBEIUKAa KPbB WMIIM YOBELIKA IIIA3Ma,
ChriacHo wieH 1, maparpad 8

[lpn 3aBbplIBaHe Ha NPOM3BONCTBOTO HAa BCSKA MApTHIA M3NENMs, BKIIIOUBALIM KATO HepasdelHa YacT JeKapcTBEHO
BELIECTBO, KOETO IIPM CAMOCTOSITENHA YIIoTpea Gy ce CUMTANo 3a JeKapcTBeH MPOIYKT, MOJyYeH OT 4OBElIKa KPbB MM
YOBELIKA I71a3Ma, ChITIACHO ureH 1, maparpad 8, mbpBa anmuHesl, NPOM3BOIMTENAT MHGOPMUPA HOTUUUMPAHNS OPTaH 3a
0CBOOOXIABAHETO HA MAPTUIATA M3HENS M My M3Npala OPUIMAIHNS CepTUUKAT 33 OCBOOOXKIABAHETO HA MApPTUHATA OT
M3MOII3BAHOTO B M3[IEMMETO [POM3BOIHO Ha YOBELIKA KPbB MIM IJ1a3Ma, M3NANEH OT JIa00paTopysi Ha AbpXKasa WieHKa
wi ot nabopatopuis, ONpelelieHa 3a LeNTa OT IbpXKasa WIEHKAa ChIMAacHO wieH 114, maparpad 2 or [mpekrusa
2001/83/EO.

9. AIIMMHUCTpAaTUBHY pa3nopen6n

B nponbixenve Ha Haii-Manko 10 rogmuy, a B CJlydauTe Ha MMIUIAHTUPYEMM M3IENNS — Hai-Manko 15 rogmum cren
IYCKaHETO Ha Ia3apa HA IOCTIETHOTO M3[IETIMe, POM3BOIMTENISAT VM HETOBUAT YI'BIIHOMOUIEH MpEICTaBUTe] — KOTaTo
TIPOM3BOIMTENIAT HSMA PETMCTPUPAHO MSCTO Ha CTOMAHCKA MEHHOCT B IbPKAaBa YWIEHKA —CbXPAHsBA HA Pa3oNoOXKeHNe Ha
KOMIIETEHTHNUTE OPraHu:

— EC mexmnapaunsra 3a CbOTBETCTBME,
— JOKyMeHTaumsTa 1o pasgen 2.1, mero tupe or npuioxenue IX,

— [OKyMeHTalmsTa mo pasgen 2.1, ocMo tupe or npunoxenue IX, BrmountenHo cepruukara 3a EC m3crensare Ha
TUMa 1o npuioxenue X,

— uHpOpMAaLIATA 32 IPOMEHMTE 10 pasner 2.4 ot npwioxerne IX, u
— peleHNsITa U NOKIAANTe Ha HOTUGUUMpPaHNs opraH no pasgenu 2.3, 3.3 u 3.4 or npuioxenne [X.

[punara ce paspen 8 or npunoxenue IX.

10.  TlpunaraHe BbB Bpb3Ka ¢ m3nenus ot Kiac Ila

10.1. Ypes meporaums ot pasgen 5, Bb3 ocHOBa Ha EC peKapaumsTa 3a CbOTBETCTBME C€ NPUEMA, Y€ POU3BOIUTEIIAT TapaHTMpa
U [eKnapupa, ye ChOTBETHMTe M3fenms oT Kiac Ila ca mpousseneHy B CHOTBETCTBUE C TeXHMYECKATa NOKYMEHTAlMsl IO
npunoxenus II u Il n oTroBapAT Ha MPMIIOXKMMUTE KbM TSX M3UCKBAHMS 1O HACTOSLIMS PEITIAMEHT.

10.2. 3a m3pmenmsra ot Kiac [la, KaTo YacT OT OLEHABAHETO MO Pa3nes 6.3 HOTUPUIMPAHVAT OpraH OLEHSBA A/ TEXHIYECKATa
mokymeHTauyst o npuoxenns I u I1 3a u3menusara, monOpany Bb3 OCHOBA Ha MPENCTABUTENHN 00pa3iy, ChOTBETCTBA Ha
HACTOSIIMS PEITIAMEHT.

Ilpn m3bopa Ha mpencrauTerien OOpasel WIM NpPeNCTABUTENHM 0Opasuyt OT M3Henusi HOTUQUUMPAHMST OpraH B3eMa
IpelBUI HOBOCTTA HA TEXHONOIMATA, CXOICTBATA B MPOEKTMTE, TEXHOJOIMATA, METOOMTE 3a IPOM3BOLCTBO U
CTepyIM3aLysl, IpeIHa3HAYEHVeTO 1 Pe3yNTaTUTe OT BCAKO ChOTBETHO IIPENXOIHO OLICHsBAHE (HAIpyMep IO OTHOLIEHNe
Ha QU3NYHY, XMMUYHY, OMOTIOTMYHY WM KIMHMYHY CBOJCTBA), KOMTO € OMIIO IPOBEOEHO B CHOTBETCTBME C HACTOSIIIVS
pernament. ChOTBETHUAT HOTUQUUMPAH OpraH JOKYMEHTMpPa 0OOCHOBKATA CH 3a B3eTusi 00pasell Win BeTute 00pasiy Ha
U3HENNATA.
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10.3. Axo npu oueHsBaHeTo 1o pasgen 10.2 ce MOTBBPIY, Ye ChOTBETHMTE M3[eNMst OT Kiac Ila oTroBapsiT Ha TexHUYeCKaTa
nokymenTauust 1o npuoxeryst 11 u 111 u Ha IPUIIOKMMUTE KBM TSX M3MCKBAHMSL [0 HACTOSILMSL PEITIAMEHT, HOTHQUIM-
PaHMAT OPraH M3[aBa CePTUQUKAT CHITACHO HACTOSIIATA YACT OT HACTOSIIOTO TIPUITOKEHNE.

10.4. Karo yacT OT OLIHSIBAHETO HA HA[30pa IO Pa3fer / HOTUQUIMPAHMAT OPIaH OLeHsBa 0OPa3Ly, B3CTH B IOILIHEHNE KbM
B3ETUTE 3a ITbPBOHAYATIHOTO OLIEHABAHE HA CHOTBETCTBMETO HA M3IIETIMATA.

10.5. Ypes peporaums oT pasmen 6 M B NPONbILKEHME Ha Hai-Manko 10 rommHy ciell MyCKaHETO Ha Ia3apa Ha MOCIEIHOTO
U3HeNMe TPOU3BONMUTENIAT MM HETOBMAT YITBIIHOMOLIEH IPeNCTaBMUTeNl ChXpaHsBA HA PAa3IOIOXEHME HA KOMIIETEHTHUTE
OpraHu:

— EC mexnapaumsra 3a ChOTBETCTBHE,
— TeXHMYeCKaTa [IOKyMeHTauus 1o npuioxenus II u IILu
— ceprudukara 1o pasmen 10.3.

[Ipunara ce paspen 8 or npunoxenue IX.

YACT b

ITIPOBEPKA HA ITPOJYKTA

11.  TlpoBepka Ha NMPOAYKTa O3HayaBa IpOLEAYpaTa, IPU KOSATO, CIIell KATO M3CNeNBa BCSAKO MPOM3BENEHO M3ENHe, ce IpyeMa,
ye ¢ u3gaBanero Ha EC pekmapaums 3a ChOTBETCTBME CBIIACHO uileH 19 u mpunoxenue IV mpoyM3BOIMTENAT rapaHTypa U
IeKJIapypa, e M3MeNMATa, KbM KOMTO e MPMIIOXKeHa Ipouenypata no pasuermu 14 u 15, oTrosapsT Ha Tuia, OmucaH B
ceprudukara 3a EC macrenane Ha TMIA, ¥ Ha IPUIIOKMMITE 38 TAX M3MCKBAHYS [0 HACTOSIUMS PeryIAMEHT.

12. HpOI/ISBOJ]I/ITC]'ISIT npenrpueMa  BCMUKU H€O6XOHI/IMI/I MEpKM, 3a [a rapaHTtupa, 4e INpy NPOU3BOLOCTBEHUSA IIPOLEC CE
mpon3BexnaT U3Neinsa, KOMTO OTTOBApPAT Ha TUIl4, OIMCAH B CCpTI/I(l)I/[KaTa 3a EC u3cnensane Ha THnIa, 1 Ha IpuI0XKUMUTE
KbM TAX M3UCKBAaHMS I10 HACTOSAIIMSA PEITIAMEHT. HpC[II/I Ha4yaJIOTO Ha IPOU3BOOCTBOTO IIPOM3BOOMUTENAT M3TOTBSA
TOKYMEHTH, ONMCBALLN ITPOM3BOOCTBEHM MPOLEC, ITO-KOHKPETHO 11O OTHOUIEHME Ha CTEpUIM3almATa, ako € H€06X0[II/IMO,
3a€MTHO C BCUMYKM PYTMHHM, NPEOBAPUTENIHO YCTAHOBEHM IPOLIENYpY, KOUTO Tpﬂ6Ba T1a C€ MBITBIHAT, 3a Ha C€ OCUrypu
XOMOI€HHa IIpOOyKIMs, M aKO € IOOXOOAHmO0 — CBOTBETCTBMETO Ha M3HENMATa C TUIIA, ONMCAaH B CCpTI/I(l)I/[KaTa 3a EC
V3CIeNBaHe Ha TUTIA, Y C TIPVMITOKMMUTE KbM TAX M3UCKBAHMSA 10 HACTOAUINS PETTIAMEHT.

OcBeH TOBa 3a M3MENMATA, YCKaHN Ha Na3apa CTEPUITHM, M CaMO 3a OHE3Y aCIEKTH OT NPOM3BOICTBEHNMSA MPOLEC, IIPeHas3-
HAUEHM [1a 3aI1a3BaT 11 MOIIbPKAT CTEPMUITHOCTTA, IPOM3BOIMUTEIIAT IPUIIara pasnopendute Ha pasgeru 6 u 7.

13.  Ilpom3BommreIiT ce 3ablIXaBa JJa M3TOTBM M aKTyanu3upa IUIaH 3a HAI30p Crlef] IyCKaHe Ha Ia3apa, BKIIOYMTEHO IUIaH
3a KIIIII, u mpouemypy 3a M3IbIHEHME HAa 3aIbIKEHMSTA HA NPOM3BONMTENS, IPOM3TMYAIM OT pasnopenbute 3a
npocrensBaHe Ha G30MaCHOCTTa M CHCTeMAaTa 3a Ham3op CIief yCKaHe Ha Mas3apa, mpempumeHn B rmasa VIIL

14.  HoruduuupaHusr OpraH WM3BbpLIBA IONXOMSIIATE M3CIEOBAHMS ¥ M3IMTBAHMS, 33 [a IPOBEPM CHOTBETCTBMETO Ha
U3JIENIMETO C M3MCKBAHMATA IO HACTOALIMA DEIIAMEHT upe3 M3CIIedBAHE 1M M3NMTBAHE HA BCEKM MPOIYKT, KaKTO €
II0COUY€EHO B pasmen 15.

M3cnenBanusaTa ¥ M3NUTBAHUSATA, MOCOUEHU B ITbpBa aJIMHEA OT HACTOALIMSA pasHer], HE Ce€ IpuiiaraT KbM acClEKTUTE OT
IPON3BOOCTBEHM IPOLIEC, IIPENHA3HAYEHN 3a 3alla3BaHE Ha CTEPMITHOCTTA.

15.  TlpoBepka upe3 u3cilefiBaHe 1 M3MUTBAHE HA BCEKM MPOIYKT

15.1. Bcsko um3menue ce m3ciensa IMOOTIETHO U Ce VI3BbpIIBAT IOOXOMALINTE (I)I/ISI/I‘IeCKI/I uim na6opaT0pHM M3NUTBAHUSA,
OIpEnETieHN B CbOTBETHNSA CTAaHOAPT MIIM CBOTBETHUTE CTAHOAPTU IO YIIEH 8, WM eKBUBAJIEHTHU M3MUTBAHUS U OLIEHKMU,
3a a ce mposepy, ako € uenec%06pa3H0, CbOTBETCTBMETO HA M3OEIMATA C TUIIA, OIIMCAH B CepTI/I(l)I/IKaTa 3a EC uacnensane
Ha TuIna, ¥ ¢ NIpWIOKNUMUTE KbM TAX M3NCKBaHMA 110 HACTOALIMS PEIIIAMCHT.
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15.2. HOTM(I)I/IIII/IP&HI/ISIT OpraH HaHacsl WM M3MUCKBa [a €€ HaHece M]IeHTI/I(l)I/IKaIII/IOHHI/IHT My HOMEp BBPXY BCSIKO 0]106p€HO
M3Oenme M N3roTBs CepTI/I(])I/IKaT 3a EC NpoBEpKa Ha IPOIOYKTa II0 OTHOUIEHNE Ha U3BbPUICHUTE MU3INTBAHMSA M OLIEHKU.

16.  Ilposepka Ha mHapTMAM INpM WU3LENMS, BKIIOYBAIM KAaTO Hepas[elHa YacT JIEKAPCTBEHO BELIECTBO, KOETO Mpy
CaMOCTOsITeNHA yroTpeba OM ce CuMTano 3a JEKapcTBeH MPOMYKT, IONyYeH OT YOBEWIKA KPbB MM YOBEWIKA IUIA3Ma,
CBITIACHO wieH 1, maparpad 8

Ilpn 3aBbpiIBAHE HA NMPOM3BOICTBOTO HA BCSIKA MAPTMNA MBMENNS, BKIIIOYBALIM KAaTO HEpasfelHAa YacT JIeKapCTBEHO
BEILIECTBO, KOCTO NPY CAMOCTOSTENHA yrotpeba Oy ce CUMTANO 3a JNEKapCTBeH MPOMYKT, MONyUYeH OT YOBEIIKA KPbB WMIIH
YOBellIKA [U1a3Ma, ChITIACHO wieH 1, maparpad 8, mbpsa anmyHesi, IPOM3BOMMTENST MHPOPMMUPA HOTUPUIUMPAHNS OPIaH 3a
0CBOOOXIABAHETO HA MAPTHUIATA M3LETMS M My M3NpAlia OPUIMATHNS CepTUQUMKAT 33 OCBOOOKIABAHETO HA MAPTUIATA OT
M3MON3BAHOTO B MBNENMETO MPOM3BOTHO HA YOBEIIKA KPbB WM IUIA3Ma, M3IafieH oT abopaTopusi Ha [IbpKaBa UIIeHKa
w0t nabopatopusi, OmpemenieHa 3a LENTa OT IbpXKaBa WieHKAa CbIMacHO wieH 114, maparpad 2 or [upekrysa
2001/83/EO.

17.  AIMMHMCTpaTMBHM pasmopentn

B nponbikeHne Ha Haii-Manko 10 rommHm, a B ClyyauTe Ha MMIUIAHTMPYEMM M3LENMSA — Hail-Manko 15 rommnm crep
TyCKaHEeTO Ha Ma3apa Ha MOCTIEHOTO M3[Ierue, MPOU3BOIMTENAT MM HErOBUST YITITHOMOIIEH TPelCTaBuTeNl CbXpaHsaBa Ha
PasnonoxeHyne Ha KOMIIETEHTHUTE OpraHu:

— EC pmexmapammsTa 3a CbOTBETCTBHE,

— JOKyMeHTaLumsTa 1o pasgen 12,

— ceprudukara o pasgen 15.2, u

— cepmudukara 3a EC uscrensane Ha Tvna mo npuioxenue X.

[lpunara ce paspen 8 or npunoxenue IX.

18.  Tlpunarane BB Bpb3Ka C usnemuara or kiac Ila

18.1. Upes meporaums or paspgen 11, Bb3 ocHoBa Ha EC pexnapaumara 3a ChOTBETCTBME Ce IIpVEMA, Ye ITPOM3BOLMTENIAT
rapaHTMpa ¥ [eKnapupa, ue ChOTBeTHMTE M3Henus oT knac Ila ca npomssemenm B CLOTBETCTBME C TeXHMUECKaTa
nokyMeHTauus mo npusoxennus II u III u oTroBapsAT Ha NMPUITOXKMUMUTE KbM TSX M3MCKBAHMSA 110 HACTOSAUINS PEITIaMEHT.

18.2. [lpoBepxara, M3BbplIEHA OT HOTMGMULMPAHNS OPraH CHINACHO pasmen 14, e mMa 3a Lefl [a MOTBBHPOM CHOTBETCTBUETO Ha
cboTBeTHUTE M3nenms oT kiac Ila ¢ Texumueckata moxymenrtauus no npunoxenus II u III u ¢ npunoxumure KbM TX
U3MCKBaHNS 110 HACTOSIIINS PEITlaMeHT.

18.3. Axo npu nposepkaTa 1o pasgen 18.2 ce moTbpmy, 4e ChOTBETHMTE M3LENMst OT Kiac Ila oTroapsAT Ha TexHMYecKaTa
mokymeHTauyst mo npywtoxerust 11 u III ¥ Ha DPUIOXMMHUTE KBM TSAX M3MCKBAHMSA 1O HACTOSALIMS PEITIAMEHT, HOTHMIIN-
PaHMSIT OpraH M3aaBa cepTUUKAT ChITACHO HACTOSILIATA YACT OT HACTOSLIOTO IPIIIOXKEHIE.

18.4. Upes geporaums oT pasnen 17 u B IpOIbIKeHMe Ha Hail-ManKo 10 TOOMHM CIiefl MyCKaHETO Ha 1a3apa Ha IOCIEIHOTO CU
u3gene MPOU3BOAMTENAT MIIM HETOBMUSAT YITBIIHOMOILIEH IIPENCTaBUTENl ChXpaHsABA Ha PA3NoNOXeHMe Ha KOMIETEHTHUTE
OpraHu:

— EC peknapanmsara 3a CbOTBETCTBME,
— TexHMYecKara JoKyMeHTaumsa 1o npynoxenus I u III, n

— ceprudukara 1o pasmen 18.3.

[Ipunara ce pasmen 8 or npunoxenue IX.
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TTPUITIO2KEHME XII

CEPTUPUKATH, U3TABAHU OT HOTUPULIMPAHUTE OPTAHU

[TIABA 1

OBIIN U3NCKBAHUA
1. Ceprudukarure ce MTOTBAT Ha €AMH OT oduuyanHuTe e3uuy Ha Chrosa.
2. Bcexy cepTiuKaT ce OTHACS CaMO MO e[Ha HPOLEAypa 3a OLEHsBAHe Ha CbOTBETCTBHUETO.

3. Ceptudukatute ce M3ABAT CAMO HA eMH IPOM3BONMTEIN. VIMETO 1 afpechT Ha MPOM3BONMTENIS, BKIIOUCHM B CepTUUKATA, ca
ChUIMTE KATO PErMCTPUPAHUTE B €lIEKTPOHHATA cucTeMa 1o wied 30.

4. OO6xBaTbT Ha cepTUQUKATUTE MIEHTUPUIMPA TIO HEABYCMUCIIEH HAUMH O0OXBAHATOTO(MTE) M3merme(s):

a) ceprudukarute 3a EC oueHsBaHe Ha TeXHM4ecKaTa JOKyMeHTauusi, cepTudukarute 3a EC uscrenpane Ha Tuma u ceprudu-
karute 3a EC mpoBepka Ha MpOIyKTa BKITIOYBAT SICHA MIEHTM(MKALNS, B TOBA YMCIO HAMMEHOBAHMETO, MONIENA ¥ TUNA Ha
V3[IENMETO(SITa), TIpe[HA3HAYEHNETO, [IOCOUYEHO OT IPOM3BONMTENSE B MHCTPYKLMMUTE 3a yroTpeba, BbB BPb3Ka C KOETO
M3LENMeTo € OWIO OLiEHEHO B paMKMTE Ha IPOLENypaTa 3a OLEHsBaHe Ha ChOTBETCTBUETO, KIIACH(UKALMATA B 3aBUCUMOCT
ot pucka u 6asosus UDI-DI cbriacHo uneH 27, naparpad 6;

0) ceprudukarure 3a EC cucrema 3a ympasieHue Ha KauecTBoTo M cepruduiarure 3a EC ocurypsiBaHe Ha KauecTBOTO
BKJIIOUBAT MICHTUQUKALNS HA MBNENMSITA WA TPYIUTE M3NENVs, KacuQuKamysITa B 3aBUCHMOCT OT PUCKa, a 33 M3IEIs,
kiacuduuypany B kiac I[Ib — npenHasHauenvero.

5. Horu¢uumpanusr opraH TpsiOBa 1a MOXe IPM IOMCKBAHE [a MOKaXXe KoM (OTHENHM) M3NeNust ca 06XBaHATU OT cepTUQUKATa.

HoTuuumpaHusT opraH yCTaHOBSBAa CUCTEMA, KOSTO YIeCHSBA OINpENEITHETO Ha MBIENMATA, BKITIOUMTENIHO TAXHATA
kiacuukanys, oGXBaHATU OT CepTUPUKATA;

6. CeprudmkaTure ChIbPXKAT, aKO € MPUIOKMMO, GerexkKa, Ue 3a IyCKAHETO HA I1a3apa Ha M3eNueTo(sra), oOXBaHATH OT TO3M
cepTUQUKAT, e HeOOXOMMM IPYT cepTUUKAT, M3ANeH B ChOTBETCTBIE C HACTOSIIMS PETTIAMEHT.

7. Ceprudukarure 3a EC cucrema 3a ympasieHye Ha KauectBoto 1 ceprudukarute 3a EC ocurypsisaHe Ha KauecTBOTO 3a M3MENIs
OT Kiac I, 3a KOMTO ce M3NMCKBA yuacTie Ha HOTUQUUMPAH OPraH ChITACHO uiieH 52, maparpad 7, BKITIOUBAT [EKIIapamys, uye
HOTUQUUMPAHNAT OPTaH € HAMPABWI OIMT Ha CHMCTEMaTa 3a yIpaBIeHMe Ha KaueCTBOTO, OTPAHMYEH [0 aCIEKTUTE, M3MUCKBAHM
CBITIACHO [IOCOYEHNMs maparpag.

8. HpI/I OOIbJIBAHE, M3MEHEHME WM IIOBTOPHO M3[aBaHE Ha CepTI/I(l)I/IKaT, B HOBUA CepTI/I(l)I/lKaT CE€ I0COYBa IMPEOXOOHUAT
CepTI/I(])I/IKaT VI 1aTaTa My Ha M3OaBaHE, 3a€MHO C BHECEHUTE USMEHEHMA.

ITIABA 1I

MUHUMATIHO CbObPXKAHUE HA CEPTUQUKATUTE

1. Wwme, ampec u nueHTHUKALMOHEH HOMEP Ha HOTUQUUMPAHIS OPIaH;

2. uMe ¥ afipec Ha IPOM3BONMUTENIA M aKO € IPUIIOKIMO — Ha YITbIIHOMOLIEHUS PeACTaBUTe];
3. yHMKaJIeH HOMep 3a MIEHTH(ULMPaHEe Ha cepTuduKara;

4. ako Beue e u3naneH, EPH Ha npoussommrens cornacHo wie 31, maparpad 2;

5. [aTa Ha U3[aBaHe;

6. CPOK Ha BaJIMIHOCT;

7. HaHHM, HEOOXOIMMM 3a HENBYCMUCIICHA MIEHTUQUKALMS Ha U3ENMETO(sITa), KOTaTo € NMPWIOKMMO, ChITIACHO NOCOYEHOTO B
vact |, pasmen 4;
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8. aKo e MPUIIOKMMO — TOCOUBAHE HA BCUUKM MPEIXOIHM CePTUQUKATH ChITIACHO B IJ1aBa I, pasmen 8;

9. mo3oBaBaHe Ha HACTOSIINS permaMenT M Ha CbOTBETHOTO IIPUJIOKEHME, CBITIACHO KOE€TO € M3BbPLICHO OLEHABAHETO Ha
CBOTBETCTBUETO;

10. w3BbpIIEHN M3CTIENBAHMA U M3NUTBAHNA, HAIIpUMep NpenpaTkyu KbM cboteeTHM OC, XapMOHM3MPAHY CTaHOAPTH, JOKIIamM OT
M3NUTBAHNSA M ONUTEH NOKIAM WM OIUTHY NOKJIany;

11. ako e NpUIIOKMMO, I1030BaBaHE€ Ha CBOTBETHUTE YacT¥ OT TEXHUYECKATa HOKYMEHTaMA WM Jpyru CepTM(l)]/IKaTl/l,
HeO6XOHI/IMM 3a ITyCKaHETO Ha I1a3apa Ha O6XB€[H3TOTO(I/IT€) I/ISJICJ'II/IC(FI);

12. ako e mpuoxMMo, MHGOPMALIKs 32 HaJ30pa OT HOTUPUUMPAHUS OPIaH;

13. 3akiroueHus OT OLEHSBAHETO Ha CBOTBETCTBMETO, M3BBPUIEHA OT HOTI/I(i)I/IHI/IpaHI/[H Opran BBB BpB3Ka C MNPWIOKNMOTO
NIPUTIOKCHUE;

14. ycroBusi 32 BaMMIHOCTTA MM OTPaHMYECHMS HA BAIMIHOCTTA HA cepTU(MKATa;

15. mpaBHOOGBBP3BALL MOMMIC HA HOTUPUIMPAHIISL OPIAH B CHOTBETCTBME C MPUIIOXKNMOTO HALMOHATHO IIPAaBO.
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TTPUJIO2KEHME XIII

TMTPOLEOYPA 3A U3JEINSA, U3PABOTEHM 110 IIOPBUKA

1. 3a U3BIOENNATA, I/IBpa6OTCHI/I 10 IIOpPBYKA, IPOMSBOOUTETIAT WIIM YII'BIIHOMOLUEHMAT MY IPENCTABUTENl M3TOTBAT [EKIIapaLs,
ChIbpXKallla LsiaTa I/IH(])OpMaLII/I}I o-goiy:

— MMETO U ajpeca Ha IMPOMU3BOANTEIIS M Ha BCMUKM NMPON3BOIOCTBEHN O6eKTI/I;
— dKO € NPWIOXKNMO, MMETO 1 afpeca Ha YIIBIIHOMOIIEHNS NIPENCTaBUTET;
— JIaHHMU, ITO3BOJISABALIN I/I]ICHTI/I(])]/IILI/IP&HC Ha CbOTBETHOTO M3JIEIINE;

— IeKIapauys, ye M3IENeTo € NpedHa3HaueHo 33 M3KITIOUNTEIHA yoTpeGa OT KOHKpETEeH MALMeHT Wik MoTpeGuTert, KoiTo
ce 0003HaUaBa C UMe, ChKpALIEHMe WK [PPOB KOT;

— MMETO Ha JIMLETO, KOETO € IpENIICATIO M3IETMETO M KOETO pasmoliara ¢ NMpaBo 3a TOBA ChINIACHO HALMOHAIHOTO IPaBo
nopanyt mpodecuoHaNHaTa CY KBATMQUKALILS, 1 aKO € MPUIOKIMO — JMETO Ha CHOTBETHOTO JIeueOHO 3aBelieHIe;

— KOHKPETHUTE XapaKTCPUCTUKIN Ha MPOIOYKTa, KaKTO €a OIMCAHN B NPEOINNCAHNETO;

— JeKiapauys, 4€ CbOTBETHOTO MBMENNE OTIOBaps Ha O6H.II/IT6 M3VUCKBaHMA 3a 0e30MacHOCT U He/iCTBIE TIO NPUIIOKEHNE In
dKO € IPUIIOKMMO — YKa3BaHE Ha O6H.II/ITC MBUCKBAHMA 32 6€301acHOCT U ]1€I7[CTBI/I€, KOUTO HE Ca U3LAJIO M3ITBIIHEHU,
KaTo €€ MmocouBaT MPUUMHNTE;

— aKO € NPWIOKMMO, NOCOUBAHE, Ye MIEIMETO ChIbPXKA WM BKIIIOUBA JIEKAPCTBEHO BELIECTBO, B TOBA YMCIIO IPOM3BOIHO
Ha YOBEWIKA KPbB WMIIM IUIA3Ma WM THKAHM WM KIIETKM OT YOBEUIKM WM KMBOTMHCKYM TPOM3XON TO CMUCHIA HA
Pernament (EC) Ne 722/2012.

2. HpOI/ISBOHI/ITeJ'IHT C€ 3afbjlkaBa J1a CbXpaHsABa Ha pa3IOIIOKEHME HAa KOMIICTCHTHUTE HALIMOHAIIHM OpraHy NOKYMEHTalMATa,
nocoysalia HpOI/IBBOHCTBeHVIH(MTC) O6€KT(I/I) U JaBallla Bb3MOXKHOCT 3a (l)OpMI/IpaHC Ha pas6MpaHe 3a IIPOEKTa, NMPOU3BOLCTBOTO
U JIEACTBUETO HA U3MENIMETO, BKITIOUMTEIIHO OYAaKBAHOTO MENCTBME, TaKa ue J1a I03BOJIM OLEHSBAHETO Ha CHOTBETCTBUETO C
VBUCKBAHMATA 110 HACTOSALINS PEITIaMEHT.

3. TIpousBomguTensT MpenmpyuemMa BCUUKM HEOOXOMMMIM MEpKHM, 33 [1a IapaHTMpa, ue MpPU TPOU3BOICTBEHIS MPOLEC Ce MOMyyaBar
U3IENNs, KOUTO Ca IIPOM3BENEHN B CHOTBETCTBUE C HOKYMEHTAlNATA 110 pasmen 2.

4. ]ZleKnapauMﬂTa, II0COY€Ha B yBOOHATA 4YacT Ha pasmen 1, C€ CbXpaHsABa B IIPOOBIIKEHNE Ha Haii-Manko 10 roguHun Ciien
IyCKAaHETO Ha VMBIEIMETO Ha Iasapa. 3a VIMIUTAHTUPYEMU U3TETINSA CPOKBT € Hai-Manko 15 romuHu.

Ilpunara ce pasgen 8 or npunoxenue IX.

5. Ilpou3BOOMTENAT Mperiexna i HOKyMeHTHpa OuUTa, ChOpaH B Crefl NPOM3BOICTBeHNMs etam, BrmountenHo ot KIIIIII no yact b
ot mpunoxenve XIV, u BpBeXKIa MOTXOMALM CPEICTBA 3a MPEANPUEMAHETO Ha HEOOXOMMMUTE KOPUIMPALIM IeicTBIs. B To3n
KOHTEKCT, B ChOTBETCTBHME C urieH 87, maparpad 1 Toii OK/IaaBa Ha KOMIETEHTHIUTE OPTaHY BCHUKM CEPUO3HM MHLMICHTY MU
KOpUIHMpAILY Je/CTBISL BbB BPb3Ka ¢ Oe30MaCHOCTTA, MM U JIBeTe, BEIHATa CIIell KaTo Hay4y 3a TSX.
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1.

TTPUTTIO2KEHME XIV

KIIMHUMYHA OLEHKA U KIIMHUYHO IPOCIIENSBAHE CIIE[ ITYCKAHE HA ITA3APA

YACT A

KIIMHUYHA OLIEHKA

3a ma m1aHupar, M3BbpIIBAT HEIIPEKBbCHATO M TOKYMEHTUPAT KIIMHMYHATA OLICHKA, IIPOM3BOIUTETINTE:
a) VBTOTBAT M aKTyanmaypar IUIaH 3a KIIMHNYHATA OLEHKA, KOJTO BKITIOUBA HAli-MaJIKO:

— YCTAHOBSIBaHE Ha O6].1II/[T€ M3UCKBaHMA 3a Oe30IacHOCT 1 ueﬁcmme, KOMTO TpH6Ba J1a Ca MOIKpeNneHn CbC CbOTBETHUTE
KIIMHUYHU TaHHU;

— IIOCOYBAaHE Ha NPENHA3HAUEHNETO Ha UBLEINETO;
— SCHO IIOCOYBAHE Ha IPEOBMOEHNUTE LIETIEBY I'PYIN C SACHY IIOKa3aHMA M MPOTUBOIIOKA3AHVIS;

— HOIIpO6HO ONMCaHME€ Ha IUIAHMPAHUTE KIIMHNYHU IION3M 3a TAUMEHTUTE C OTHOCMMM ¥ KOHKPETHO IIOCOYEHU
IMapaMeTpy Ha KIIMHNYHUTE PE3YIITATH;

— IIOCOYBAaHE Ha METOIUTE, KOUTO HOa CE€ M3IIOJI3BAT 3a M3CJICHBAHE HAa KAYECTBCHUTE M KOJIMYECTBCHUTE aCIEKTU Ha
KIIMHMYHATa 6€30I1acHOCT € SCHO MO30BaBaHe Ha OIPENETIAHETO HA OCTATBYHNUTE PVICKOBE M CTPAHNYHNUTE e(])eKTI/I;

— OPMEHTMPOBBUCH CHMCBK U IIOCOUBAHE Ha MapaMETpUTE, KOUTO Tp516Ba T1a ce M3IOJI3BAT 3a OINPENEIAHE, Bb3 OCHOBA
Ha Hail-HOBUTE HayuyHM HOOCTMKEHUS B obnacrra Ha MEOMIMHATa, Ha TIPUEMIIMBOCTTA Ha CHOTHOLWICHMETO MEXIY
pucka ¥ MOJI3UTE 3a OTHEITHUTE BMUIOOBE IIOKa3aHUA U Hpe]lHaZiHa‘iCH]/Ie(H) Ha MU3OEIINETO,

— o6o3HauaBaHe Ha HauyHa, 10 KOWTO Tpﬂ6Ba 6’1:-]1&T peuieHy BBIIPOCUTE 3a CbOTHOLIEHMETO MEXKIY pUCKa U IOJIBUTE,
CBbp3aHM C KOHKPETHM KOMIIOHEHTM, KaTO M3IIOJI3BaHE Ha (])apMaHCBTI/I‘{HI/I NpOImyKTH, HEXM3HECTIOCOOHN
KUBOTMHCKU MJIN YOBECLIKN THKAHU; U

— IUIaH 3a KJIMHMYHO pa3BUTHE, IOKa3Ball IIPEMMHABAHETO OT MBIMUTBAHMA C L€ IPOyuBaHE, KaTo IPOY4YBaHMA 3a
M3INTBAHE BBPXY XOpa 3a IbPBU ITBT, IIPOYUBAHMA 32 OCHIIECTBMMOCT M NWIOTHM NPOyYBaHMS, KbM MIUTBAHNA 3a
CHOTBETCTBMETO, KaTo OCHOBHM KimHMuHM wu3mmtBanus, u KIIIII nmo wact b or Hacrosmoro NpuIIokenne, ¢
MOCOYBAHE Ha OCHOBHMUTE €TaIlM M OINMCaHME Ha Bb3MOXKHUTE KPUTEPUN 3a TIPUEMAHE;

0) upes cuCTeMATHyeH NperTiel] HA HAyYHATa JMTepaTypa Ompeferis HAMMYHUTE JaHHNM OT 3HaYeHMe 3a M3IENETO M HEroBOTO
IIpefHa3HavYeHye 1 eBEeHTYallHy IPONYCKY B KIMHIUYHNTE [OKA3ATeNICTBa;

B) OLICHABAT BCUUYKM OTHOCMMM KIIMHMYHM TTaHHM 4pe3 OLICHKAa Ha NPUTOJHOCTTa MM 3a OIIpEHeaHe Ha 6e30macHOCTTa U
HeCTBMETO HA U3MIENTUETO;

F) Ha6aBHT, Upe3 HAIJIE2KHO MPOEKTUPAHM KIIMHNYHM MBIMUTBAHMSA B CHOTBETCTBME C IUIAHA 3a KIIMHMYHO Pa3BUTIE, HOBU
VI OOITBJIHUTEIIHU KIIMHUYHU TaHHU, HCO6X0]1]/IMVI 3a pelllaBaHe Ha HEPELIECHUTE BBIIPOCU; 1

]1) aHaIM3MpaT BCUUKM OTHOCMMM KIIMHMYHM [OaHHM, 3a Oa CTUTHAT OO 3aKIIIOYCHUS 3a 6e30macHOCTTa ¥ KIMHUYHATA
e(l)eKTI/[BHOCT Ha M3IOETNETO, BKITIOYNTEITHO KIIMHNYHUTE MY ITOJI3N.

KiiHnuHaTa OueHKa € M3uepraTesHa i OOeKTHBHA, KaTO Ce OTYMTAT U MONOXUTEIHNTE, I OTPULATENHUTe JaHHU. Heilnata
3aIBIO0YEHOCT M 00XBAT Ca MPONOPLVOHAIHYM ¥ LeNechoOpasHM C OIVIE Ha eCTECTBOTO, KIACMQUKALMSTA, IpeIHA3HA-
YEHMETO M PUCKOBETE OT BBIIPOCHOTO M3IENNE, KAKTO M TBbPIECHMATA Ha IPOM3BOIUTEIIS 10 OTHOLICHNE Ha U3IEIHETO.

KnuHmnyHaTa olleHKa MOXe M1a cé OCHOBaBa Ha KIIMHMYHUTE MAHHU 3a M3Melye, eKBUBAJIEHTHOCTTA Ha KOETO C BBIIPOCHOTO
M3OEIMe MOXe Ha e moKaxe. HpI/I TIOKa3BaHE Ha €KBVMBAJICHTHOCTTA CE€ B3€MAT IPEOBNUI CIIEMHUTE TEXHNYECKY, OMONOTMYHK
M KIIMHNYHU XapaKTCPUCTUKI:

— TEXHNYECKM: MBHCTIMATA VMMAT CXOHOEH IIPOEKT;, M3ION3BAT C€ IpU CXOOHU YCIIOBMS Ha yHOTp€6a; UMAT CXOOHU
CHCIII/I(i)I/IKaHI/II/l "n CBOﬁCTBa, BKJIFOUNUTEITHO (1)]/[3]/IKOXI/IMI/I‘{HI/[ CBOﬁCTBa, KaTO MHTEH3MBHOCT Ha €HEPIUATA, AKOCT Ha OITBH,
BJ/ICKO3UTET, IIOBbPXHOCTHM XapaKTEPUCTMKY, TBIIXKNHA Ha BBIIHATA U CO(l)TyepHI/I AJITOPUTMM; M3IION3BAT CXOOHN METOIN
3a paslioniarate, Korato € IpuiioXumo; NMaT CXOOHM NMPUHINIIN Ha pa60Ta VI MBVICKBAaHNA 3a KPUTUUHO HCﬁCTBMe;

— 6I/IOHOFI/I‘IHI/IZ V3HenmATa M3MNO0I3BAaT €JHAKBY MaTEpyany MM BEIIECTBA, KOUMTO €a B KOHTAKT C €IHU ¥ CHIIV YOBEIIKU
TbKaHU WMIIM TEJIECHU TEYHOCTU 3a 1'[0]1066}{ BUO M NPOOBIIKUTEIIHOCT Ha KOHTAKTd, M CXOOHM XapaKTEPUCTUKM Ha
OTHOEIIAHE Ha BELIECTBATA, BKIIIOUMTEIIHO MIPOOYKTU OT pa3rpaiaHe U OTHEIIAHE;
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— KIIMHUYHA: U3OENMATA C€ M3IOJN3BaT 3a €O0HO M ChUIO KIIMHUYHO CBCTOSHME WMIIM Ca C €OHAaKBO IpEIHa3HaYCHMUE,
BKJIFOUUTEITHO HOHO6Ha CTereH M CTalMil Ha 60]’16CTTa, Ha €OHO M CpUIO MACTO B TAJIOTO, IIpU MICHTMYHA IpyIa,
BKITIOUMTEITHO IO OTHOULIEHME Ha Bb3pACT, aHATOMMU, (l)I/IBI/lOJ'IOI‘I/IS[; MMaT €OMH U ChUI TUII HOTp€6I/IT€J'I, UMaAT CXOOHO
KOHKPETHO KPUTUYHO HeicTBIe npeasu O4aKkBaHMs KIIMHNYCH e(i)eKT 3a OIPENENIEHO IpEIHa3HAYECHNE.

XapaKTepMCTI/IKI/ITe, I/I36p0€HI/I B IIbpBa ajiMHEsd, Ca CXOOHM OO CTEIEH, Y€ HsAMa CbUICCTBEHA KIIMHUYHA pasinka Io
OTHOLIEHME Ha 0E30MacHOCTTa M KIIMHUYHOTO HeIiCTBME HA U3BHENUETO. C'l:-O6pa)K€HIA$IT3 33 €KBMBAJICHTHOCT C€ OCHOBABaT Ha
nopxopsilla Hay4dHa o6ocHOBKa. ScHO ce TIOKa3Ba, Y€ IPOM3BOOMTENINTE pasnojiaraT € HJOCTaTbYHM HMBA Ha HOCTHI 1O
OaHHUTE 3a UBHENMATA, 32 KOUTO TBBPHAT, Y€ € HaMIe €KBUBAJIEHTHOCT, C L€ N1a C€ NOKaXe TBHPHEHMETO MM 3a €KBMBA-
JIEHTHOCT.

4. PeSyHTaTV[Te OT KIIMHMYHATa OLEHKA ¥ KIIMHNYHUTE JI0KA3aTEIICTBA, HA KOMTO TS C€ OCHOBaBa, C€ MOKYMEHTMPAT B MOKIIAM 3a
KIIMHUYHA OILIeHKa, KOWTO NOJKper OUEHABAHETO Ha CHOTBETCTBMETO Ha MBHEIMETO.

KnuHuuHute nokazartencTsa ¥ HEKIMHMYHUTE JAaHHM OT METOOM 3a HEeKIMHMYHO M3MUTBAHE U BCSKA apyra OTHOCMMa
TOKYMEHTALVA MO3BOJIABAT HA IPOV3BOOMTEIS 1a MOKAaXKe CbOTBETCTBMETO C O6HII/ITC M3VCKBaHMA 3a 0e30MacHOCT U HeicTBIe
VI Ca 4acT OT TEXHNYECKATa JOKYMEHTAlM 34 JAOCHOTO U3HENINE.

B rtexnuueckara TOKYMEHTALMS C€ BKITIOUBAT KAKTO IIOJIOKMTEITHUTE, TakKa ¥ OTPULATEITHUTE HaHHM, B3E€TU IPEOBUL IPU
KIIMHMYHATa OLICHKA.

YACT b

KIIMHMYHO NMPOCIIEASIBAHE CIIET ITYCKAHE HA ITA3APA

5. KIIIII o3HayaBa HeNpeKbCHAT IIPOLEC HA aKTyalM3MpaHe Ha KIMHMYHATA OlEHKA N0 wieH 61 1M yacT A OT HacTOsOTO
IPUIIOXKEHME V1 Ce OTpa3sBa B INIaHA Ha IIPOM3BONMTENIS 33 HAH30p Cilefl ITycKaHe Ha masapa. Ilpu mspbpusanero Ha KIIIII
TIPOM3BONMTENISAT AKTMBHO CbOMpAa M OLICHSIBA KIIMHMYHUTE AHHU OT ynoTpeb6aTa B HOBEIIKOTO TSNIO WM IpPM XOpa Ha
uzgenue ¢ Mapkuposkata ,,CE®, KoeTo e IycHaTo Ha Nasapa Miam B J€ViCTBME IO NMPEIHA3HAYEHUETO My CBITIACHO ChOTBETHATA
TpOlieNlypa 33 OLHsBAHE HA CBOTBETCTBMETO, KATO LENNTE Ca NMOTBBbPXKIABAHE HAa OE30IACHOCTTA M MEHCTBUETO Mpe3 Lemus
OYaKBaH €KCII0ATALMOHEH CPOK Ha M3HENMETO, 3ala3BaHe Ha NPMEMIIMBOCTTA HA YCTAHOBEHMTE PUCKOBE M YCTAHOBSIBAHE HA
HOBOBB3HVKBALIM PUCKOBE Bb3 OCHOBA Ha (aKTMUYECKM JOKA3aTerCTBa.

6.  KIIIII ce mn3BbpiIBa CBITIACHO ITOKYMEHTMPAH METOH, M3I0KEH B IUIAHA 3a KIIMHMYHOTO NpOCINEMsiBaHe CIIel IIyCKaHe Ha
nasapa.

6.1. B mmana 3a KIIIIIT ce mocouBat MeTomuTe U pouenypuTe 3a aKTUBHO C'b6]/[paH€ " OLICHKA Ha KJIMHUYHUTE JAHHU C LEII:
a) NOTBbpXKIaBaHE Ha 6e30macHOCTTa U HECTBMETO Ha MBHENUETO Ipe3 Henms My O4akBaH €KCIUIOATALIIOHEH CPOK;

0) yCTaHOBsIBAHE HAa HEM3BECTHM IO ChOTBETHMSI MOMEHT CTPAHMYHM eeKT! ¥ HabIlIoNeHMe Ha yCTAHOBEHMTE CTPAHMYHM
eeKTI 1 IPOTUBOIOKA3AHILSE;

B) YCTaHOBSIBaHE M aHalIM3 Ha HOBOBb3HMKBALIM PUCKOBE Bb3 OCHOBA Ha q)aKTI/I‘leCKI/I TOKa3aTEeIICTBA,
l") 3alla3BaHe Ha IPUEMITMBOCTTA Ha CbOTHOIIEHMETO MEXMY pVICKA ¥ IOJIBUTE CBITIACHO pa3nernn 1u9or NPUIIOKEHME Lu

[I) OIPENENAHE Ha Bb3MOXKHM CITydyayl Ha CUCTEMAaT/YHa HEIpaBUIIHA yHOTp€6a B IPOTMBOPEUNE HA YKAa3aHOTO Ha €TMKETA Ha
VIBHENNETO, 3a [a CE MPOBEPU MPABMITHOCTTA HA MPEOTHA3HAYEHNETO MY.

6.2. Ilnanst 3a KIIIIIT BKITIOUBa Hall-MaJiko:

a) obumre merou u npouenypu 3a KIIMII, kouto TpsiGBa 1a ce mpuiarar, Kato chOMpaHe Ha HATPYIaH KIIMHIYEH OIINT,
obpaTHa Bpb3Ka ¢ IOTpe6MTeNNUTE, MPOCIeNsIBaHe HA HAy4HATA JIMTEPATypa M HA IPYTM UBTOUHMLM Ha KIMHUYHY NaHHY;

0) crempaamuTe Metomm u npouenypy 3a KIIIII, komto TpsOBa a ce mpuiarar, Karo OLeHKA Ha MOIXOMSALI PETUCTPU MK
npoyusanus Ha KIIIIIT;

B) 00OCHOBKA Ha LeNechoOpa3HOCTTa Ha METOTMTE M MpoLeypute mo Oyksu a) u 6);

I) I030BaBaHE HA CHOTBETHMTE YaCTM OT HOK/IAfiad 3a KIIMHMYHA OLEHKA IO pa3uen 4 ¥ I030BaBaHE HA YIIPABICHMETO Ha
PMCKa 10 pasfen 3 oT npuioxenue [;
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II) KOHKpeTHMTe Lieiy, Kouto cu noctass KIIIIT;
€) OleHKa Ha KIMHNYHUTE TAHHY BbB BPb3KA C EKBMBANICHTHN MITM CXOMHM M3MENNS;

XK) nocouaHe Ha cpoTBerHMTe OC, XapMOHM3MpPAHMTE CTAHOAPTH, KOTATO TaKMBA C€ M3IOJ3BAT OT IPOM3BONMTENS, 1
CbOTBETHUTE HacOKM BbB Bpb3Ka ¢ KIIIIT; un

3) mnogpobeH u fmoOpe obocHoBaH rpaduk 3a meitHocTte mo KIMIII (sampumep anamm3 Ha mamemre ot KIIMIT u
JIOK/aIBaHe), KOMTO TPsiOBa 1a GBIAT NPEANPUETH OT HPOU3BOIMTENISL.

7. Tlpousommrenar ananmusupa 3axmouennara ot KIIIIT u moxymenTupa pesyntatute B HOKIaH 3a oueHka Ha KIIIIII, koiito e
4acT OT HOKJIafa 33 KIIMHMYHATA OLEHKA M OT TeXHMUeCKaTa [IOKyMeHTalus.

8. 3axmoueHusTa oT moxinaga 3a oueHka Ha KIIIIII ce B3eMaT mpenBuu 3a KIIMHMYHATA OLIEHKA, [OCOYEHAa B ulleH 61 u B
YacT A OT HACTOSILIOTO NPWIIOKEHME, I B YIPABICHMETO HA PUCKA MO pasmen 3 or mpuwioxenne I Ako mpu KIIIIT 6bme
yCTaHOBeHa HEOOXOIMMOCT MPEBAHTHUBHIY V[V KOPUTMPALIM MEPKY, IPOVM3BOLUTEIIAT MPELpHeMa Te3n MepKIL.
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ITPUTIO2KEHME XV

KIITMHUYHU U3NUTBAHUSA

[TIABA 1

OB M3NCKBAHUA
1. ETnunn npuanmmm

Bcsko meitcteue Npyn KIIMHUYHOTO MBIUTBAHE, OT ITbPBOHAYATHOTO PAa3ITIEKIaHE Ha HCO6XO]II/IMOCTT8. 1 000CHOBKATa Ha
M3MNUTBAHETO U 10 HY6J'IMKyBaH€T0 Ha pe3yJiTaTuTe, CC U3BbpLIBA c1>o6pa3H0 NpU3HATUTE CTUYHM NPUHLINIIN.

2. Metonn

2.1.  KnuHMYHWMTE VM3NMTBAHMS Ce WM3BBPLIAT Bb3 OCHOBA HA MONXOMSUI IVIAH 33 M3IMTBAHETO, CHOOpAseH C Haii-HOBUTE
Hay4H! J TEXHMYECKV 3HAHMS M M3TOTBEH IO TAKBB HAUMH, Y€ [ NOTBBPHM WM ONPOBEprac TBHPAEHNMATA Ha NPOM3BO-
MTEIs OTHOCHO OE30MaCHOCTTA, HEMCTBMETO M acleKTUTe, CBBP3AHM CbC PUCKA ¥ ION3MTE OT M3OENUATA, CHINIACHO
wieH 62, maparpad 1; Te3w KIMHMYHM M3MUTBAHMS BKIIOYBAT MOMXOMAIN Opoil HaOMIOmeHMs, 3a ma ce TapaHTMpa
Hay4YHaTa BAMIAHOCT Ha 3aKmodeHysita. OGOCHOBKATa 3a MPOEKTA 1 130paHATa CTATMCTIYECKA METONMKA Ce IPEICTABSIT,
KaKTO € OIMCAHO I0-HATaThK B IMaBa II, pasgen 3.6 OT HACTOSIIOTO MPUIIOKEHNE.

2.2, Hpoueuypme, V3IIOJNI3BaHM 3a MPOBEXKIAHE Ha KIIMHNYHO M3IUTBAHE, Ca TOOXOUAIIMN C OITIEN Ha M3OETNETO 3a KIIMHUYHO
M3INTBAHE.
2.3. Hay‘IHOMBCHCHOBaTCHCKI/ITe METOOVKM, W3ION3BAaHN 3a INPOBEXKIAHE Ha KIIMHNYHOTO M3MMUTBAHE, Ca IMOOXOIALIM C OITIEN

Ha M3OENNETO 33 KIIMHUYHO M3IUTBAHE.

2.4, KnuHMYHMTE M3MUTBAHMS Ce MPOBEXKIAT B ChOTBETCTBUE C IUIAHA 33 KIVHMUYHOTO M3IMTBAHE OT OCTAThUEH OpOIl Lieresy
norpeOuTenM M B KIMHMYHA CPENa, KOATO € NPENCTABMTENIHA 3a MPENBYNEHUTE HOPMAIHM YCIIOBMsI Ha yrmorpeba Ha
M3HENMETO B LeNieBaTa Ipyna OT NauyeHTH. KIMHMYHNTe M3MUTBAHMS Ca B ChOTBETCTBME C IJIaHA 33 KIIMHIMYHATA OLEHKA,
KaKTO € [I0COYEHO B 4acT A oT npuioxenue XIV.

2.5. Bcnuky nopxomsmy TeXHUUYECKU U q)yHKI.II/IOHaHHI/I XapakTEPUCTMKM Ha MBHEIMETO, M IMO-CIIELMAIIHO TE3M, KOUTO Ca
CBbp3aHN C 6e30macHOCTTa U ]]CI‘/JICTBI/ICTO, ¥V OYaKBaHUTE KIIMHMYHM PE3YNITaTN OT TAX, Ca 3aCTBHIICHM IO IOOXOJIALIL
HayMH B IPOEKTa Ha M3IMUTBAHETO. npeHOCTaBH CE CIMCBK Ha TCXHUUYECCKUTE U ¢yHKHMOHaHHMT€ XapaKTEPUCTUKM Ha
V3HEINETO M CBbP3aHUTE C HETO OYAaKBAaHM KIIMHUYHN PE3YNITATU.

2.6. Kpajinute nokasateny Ha KIMHMYHOTO M3NMTBAHE OTPa3sABaT NpEIHA3HAYEHMETO, KIMHUYHUTE IIONI3M, HEVCTBUETO U
OesomacHocTTa Ha m3menuero. KpaiiHute IOKasaTenu ce ONpENENIAT ¥ OLEHSBAT IOCPENCTBOM HAYYHO OOOCHOBAHM
MeTonuky. [TbpBOHAYANHMAT KpaeH MOKA3aTel e MOMIXOMSII 3a M3ENMETO U € KIMHUYHO 3HAYMM.

2.7. Uscnemoarennte MMat HOCTHI 10 TEXHUUECKUTE M KIIMHUYHUTE TaHHU BbB BpB3Ka C M3HEINETO. HepCOHa]’I'LT, yJacTBaug
B IPOBEXKMIAHETO Ha MBIMUTBAHETO, € HAIJIEKHO MHCTPYKTUPAH U 06y‘-ICH B IPaBMJIIHOTO M3IOJI3BAHE Ha M3IOCIIMETO 3a
KIIMHUYHO M3MNUTBAHE UM 110 OTHOLICHME Ha IJIaHA HAa KIIMHUYHOTO M3MIUTBAHE U 1106paTa KIIMHMYHA NpaKThKa. Tosa
o6yl{eﬂme Ce IIpoBepsiBa U aKo € HeO6XOHI/lMO, Ce opraHusupa OT CIIOHCOpa U €€ JOKYMEHTMpA IO NOOXOHIl HaYMH.

2.8. JokmambT 3a KIMHWMYHO WM3MUTBAaHE, MOMIMCAH OT M3CIeNnoBaTesis, CbIbpKa KpPUTMYHA OLEHKAa Ha BCUMYKM [IaHHMU,
C'L6paHI/I 1O BpEME Ha KIIMHUYHOTO MBMMUTBAHE, M BKIIIOUBA €BEHTYATHM OTPULATEIIHM 3aKIIIOUECHMA.

[TIABA 1I
TOKYMEHTALIVISI BbB BPB3KA CbC 3AABITEHMETO 3A KIIMHNYHO U3IMUTBAHE

3a u3nenusTa 3a KIMHMYHO M3IMTBAHE, MONMANAlM B 00XBaTa HAa WieH 62, CIIOHCOPDBT M3TOTBS M IPELCTaBsl 3asiBIICHMUE CBITIACHO
wieH 70, MPUIPYKEHO OT CeAHNTE TOKYMEHTH:

1. Obpasew Ha 3asiBIeHMe

OGpazewsT Ha 3asIBIICHMETO CE MIOMbIBA HAIIEXKHO, KATO CE [IOCOUBA CIENHATA MH(OPMALIL:

1.1. JMe, anpec 1 HaHHM 3a BPB3Ka ChC CMOHCOpA M — aKO € NMPUIIOKMMO — JMe, allpec 1 NaHHM 3a BPb3Ka C JIMLETO My 3a
KOHTAKT MV HETOBMs NPECTABUTENT ChITIACHO uileH 62, maparpad 2, ycraHoseH(o) B Cbro3a;
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1.2, Ako ca pa3nyunM OT Te3u B pasgen 1.1, vMe, ajpec 1 NaHHY 3a Bpb3Ka C NPOM3BOLMTENIS HA M3MEIMETO 33 KIMHUYHOTO
VBIIATBAHE U aKO € MPWUIIOKNMO, Ha YITHITHOMOLIEHMS My IpPeICTaBUTEl;

1.3. HauMeHoBaHMe Ha KIIMHUYHOTO M3IUTBAHE;

1.4, Craryc Ha 3asiBICHMETO 33 KJIMHMYHOTO M3MMTBAHE (T.e. NpENCTaBsiHE HA ITbPBO 3asBIICHME, IOCIIENBALIO 3asiBICHME,
ChILECTBEHA MPOMSHA);

1.5.  Tlompo6Ha MHGOpPMALMSL M/WIM IIPENpaTKa KbM IJIAHA 33 KIIMHUYHATA OLECHKA;

1.6. [Ipu momaBaHe Ha MOCTETBAILO 3asiBIICHNE BbB BPh3Ka C M3MIETIME, 32 KOETO Beue € NOHaNeHO 3asBlIeHne — [aTaTa(ute) u
pedepeHTHUAT(MTE) HOMep(a) HA TPEMXOMHOTO(MTE) 3asBIIEHME(sT), UM TIPU CHUIECTBEHO M3MEHEHMe — IOCOYBAHE Ha
ITbPBOHAYANHOTO 3asiBrieHne. CIOHCOPBT IOCOYBA BCMUKM IIPOMEHM CNPAMO IIPENXONHOTO 3asBleHNE, 3aelHO C
060CHOBKA 34 TSX, M TO-CIELMAIHO AT €4 HATIPABEHM HSKAKBY IPOMEHM BbB BPb3KA ChC 3aKITIOUEHMATA OT NPEIXOIHM
Tpereny Ha KOMIETEHTHNS! OPraH MM Ha KOMUCUSATA IO €TUKA;

1.7. Ilpu nopasaHe Ha 3asBIICHUETO, EIHOBPEMEHHO CbC 3asIBIICHNE 33 KIIMHNYHO M3MNTBAHEe B choTBeTcTBME C Permament (EC)
Ne 536/2014 — nocousase Ha OQULMAIHUS PETUCTPALMOHEH HOMEp Ha KIMHUYHOTO U3NUTBAHE;

1.8. ITocouBaHe Ha IbpKaBUTE WIEHKN M TPETUTE IbpPXKaBU, B KOUTO 1€ C€ IPOBENE KIIMHNYHOTO M3NUTBAHE KAaTO YaCT OT
MHOTOLEHTPOBO UJIYI MHOTOHAIMOHAJTHO KIIMHMYHO M3INTBAHE KbM MOMEHTA Ha IIONABAHE Ha 3asBIICHNETO;

1.9.  Kparko omucaHyue Ha M3NEIMETO 3a KIMHMYHO VM3NUTBAHE, HETOBaTa KilacuuKaLysi u npyra MHdopMaums, HeoOXOmmMa
32 MICHTUQUIMPAHETO HA UBNEIMETO U HETOBUS TUIL

1.10. ]/[H(l)OpMaIII/[H 3a TOBA Ml M3METVETO BKITIOUBA JIEKAPCTBEHO BEIIECTBO, BKIIIOUMTEIIHO ITPOM3BOIHO Ha YOBEIKA KPBHB
Wi 1U1asMa WM pgany M3OENMETO € IIPOM3BENEHO Ype3 M3IIO0NI3BaHE Ha HEXM3HECTIOCOOHM THKaHM WM KIIETKM OT
YOBELIKM UIY KVBOTMHCKM IIPOM3XOM MITV TEXHN IIPOM3BOIHI;

1.11. Pestome Ha myaHa 3a KIIMHUYHOTO MBIUTBAHE, BKITIOUMTEITHO LEJITA MIIM LEIIUTE Ha KIIMHUYHOTO M3INUTBAHE, 6p051 " 1oJj1a
Ha YYaCTHULUTE, KPUTCPUNTE 11PN n0n60pa Ha y4aCTHMUMTE, Haly MMa JIMLa 104 18-rogumina BB3pacT, KOUTO y4acTBaT
B KIIMHMYHOTO WM3NUTBAHE, IPOEKTAa HA U3NUTBAHETO, HANPUMEP HAIM € KOHTPOIMpPaHO I/I/I/IHI/I pangomMusnpaHo
VIBIINTBAHE, IUIAHVPAHUTE HavYallHU U Kpal?[H]/I AT Ha KIIMHUYHOTO M3INTBAHE;

1.12. AKO e MIpUIIOKMUMO, I/IH(l)OpMaHI/ISI OTHOCHO KOMIIapaTopa, Herosata KHaCI/I(l)I/IKaIII/IH, KaKTO M HOpyra I/lH(])OpMaIII/IH,
HCO6XO]II/IM3 3a I/l]IeHTI/I(l)I/IIII/IpaHC Ha KOMIIapaTopa;

1.13. HOKaSaTCHCTBa OT CIIOHCOpaA, Y€ KIMHWYHMAT M3CIIEOOBATEIl M LEHTHPBT 3a IIPOBEXKMNAHE Ha M3MMTBAHETO MOraT Ha
MPOBENAT KIIMHNYHOTO M3NUTBAHE B CHOTBETCTBNE C IINIAHA 33 HETO;

1.14. HaHHI/[ 3a OYaKBaHaTa HayaJlHa HaTa M MPOOBIIKUTEITHOCTTA HA M3IMUTBAHETO;

1.15. HaHHI/I 3a I/I]IeHTI/I(l)I/IlH/IpaHC Ha HOTI/I(I)I/IIH/IpaHI/IS[ Oprad, aKO TaKbB B€YE y4aCcTBa KbM MOMEHTAa Ha IIOaBaHE Ha
3asBJICHNME 3a KIIMHUYHO M3IUTBAHE;

1.16. nOTB’bp}KHCHI/IC, Y€ CIIOHCOPBT € 3allo3HaT C (l)aKTa, Ue KOMIIETCHTHMAT OpraH MOXKeE Ha €€ CBbpP2KE ¢ KOMUCKUATA 110 €TUKA,
OLICHsBAIllA MJIM OLICHUIIA 3asBJICHUETO; U

1.17.  [exnapauusra no pasmen 4.1.

2. Bpourypa Ha uscnenosarens

BpomypaTa Ha M3CIIeJoBaTeg (BM) CbIbpXKa KIIMHMNYHATA UM HEKIIVHNYHATA I/IH(l)OpMaIH/l}I 3a UBOEIMUETO 3a KIIMHUYHO
U3NUTBAaHE, KOSATO € OT 3HaueHMe 3a M3IMUTBAHETO M € HajMyHa KbM MOMEHTa Ha IoIaBaHe Ha 3asBiieHuero. Bcsika
aKTyanmsauys Ha b/ wnmu Hanuumero Ha Ipyra HOBa I/[H(l)OpMaLII/ISI OT 3HAu€HME 3a WUBIUTBAHETO CE c1>06u1aBa
CBOCBPEMECHHO Ha M3CIICTOBATEIINTE. BU e acHo o6o3HaueHa u ChIbpXKa IMO-KOHKPETHO CII€IHATA I/IH(l)OpMaIII/lHZ

2.1. ]/[IICHTI/I(l)I/lKaLII/l}I M omImMcCaHue Ha WU3BIOEIMETO, BKITIOUUTEIIHO I/IH(l)OpMaHI/Iﬂ 3a IpENHa3HAYEHUETO, KHaCI/I(l)I/lKaIH/l}ITa B
3aBUCUMOCT OT pHUCKa M INPWIOXKNMOTO MPaBUIIO 33 KJ'IaCI/l(l)]/IKa[I]/IS[ CBITIACHO IIpUJIOKEHNE VIII, IIPOCKTUpPAHE U
MPON3BONCTBO HA M3METINMETO ¥ IIOCOUBAHE HA IMPEIXOOHM M CXOIHM ITOKOJIEHMS Ha UBHEIUETO.
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2.2. MHCprKHI/H/I Ha IPOM3BOOMTETIA 338 MHCTalIMpaHe, NOANPBHKKA, NMOOIbpPKAaHE HAa CTAHIAPTUTE 3a XUTMEHA U yHOTp€6a,
BKITIOUUTEITHO M3UCKBAHUA 3a CBXPaHEHUETO U pa60TaTa C M3IEIINETO, KAKTO M, JOKOJIKOTO € HaJIMyHa, I/[H(l)OpMaIlI/IH,
KOATO TpH6Ba fa ce 1mocouy Ha €TMKETa, M MHCTPYKUUN 3a yl'[OTpC6a, KOUTO Tpﬂ6Ba T1a ce MPEnoCTaBAT C MUNEINETO NMPU
IyCKaHETO MY Ha I1asapa. OcBeH ToOBa ce CbIbpxka I/IH(l)OpMaHI/IH, CBbp3aHa CbC CbOTBETHOTO O6y‘{€HI/IC, KOE€TO C€ M3MCKBA.

2.3. IanHm ot NpENKIMHNYHATA OLIEHKA, OCHOBAHA HAa CHOTBETHOTO IPEOKIIMHNYHO VBINTBAHE M E€KCIIEPUMEHTAIIHN TTaHHY,
MO-KOHKPETHO 110 OTHOIIEHME Ha IPOEKTHUTE MSUNCIIEHNS, V3IMUTBAHNSA VIHBUTPO, MU3IMUTBAHUSA €X ViVO, VIBIINTBAaHNSA TIpU
KVBOTHY, MEXaHMYHM WM €TIEKTPUUECKN M3NUTBAHMSA, V3NNTBAHMSA Ha HAOEXIHOCTTA, BAIMOMPAHE Ha CTEPUIIM3aLNA,
NpoBEpKa ¥ BaIMOMpPaHE Ha CO(I)Tyepa, M3INUTBAHMA Ha HCiICTBI/ICTO, OILICHKAa Ha OMONIOIMYHATA CBBMECTUMOCT U
6630HaCHOCT, B 3aBMCHMOCT OT CITy4as.

2.4, CpuecTsyBauy KIVHAYHM HaHHY ¥ HO-KOHKPETHO:

— OT OTHOCMMA HaJIMYHa Hay4dHa JINTEpAaTypa OTHOCHO 6630H8CHOC'I'I‘3., ]ICI7[CTBI/I€TO, KIIMHUYHUTE II0JI3M 3a MALUECHTUTE,
NPOEKTHUTE XAPAKTEPUCTUKM U NIPEIHA3SHAYCHMETO Ha MU3OCINETO I/I/I/IHI/I Ha €KBUBAJICHTHU UJIN CXOOHU U3IECITNS;

— OT [Opyrm OTHOCMMU HaJIMYHM KIIMHUYHM HAHHU OTHOCHO 66301'13CHOCTT8., MeCTBUETO, KIIMHUYHUTE MON3M 3a
MalMEHTUTE, TMPOEKTHUTE XapaKTEPUCTUKM U MPEOHA3HAUYEHMETO Ha EKBMBAJICHTHUTE WMIIM CXOOHMUTE MBHEINA Ha
CbLIMA IPOU3BOOMTEI, BKIIIOUMTETIHO OT KOra C€ IpemiaraT Ha Ia3apa ¥ IIperrnen Ha CBbp3aHu C MeiCTBUETO,
KIIMHMYHATA 0134 U 6e301acHOCTTa BBIIPOCK U KOpUTUpaLIN HeCTBUS.

2.5. Pestome Ha aHanmmsa Ha pucka u MOJI3UTE U YIPaBIEHMETO Ha PUCKA, BKIIIOUUTEITHO I/IH(])OpMaIlI/Iﬂ 3a M3BECTHUTE MUIIN
MpeBUINMUTE PUCKOBE, HEKEITaHUTE 6(1)6KTI/I, NpOTUBOIIOKA3aHMATA M IIPEAYNPEXKICHNUATA.

2.6. 3a u3Mmenys, BKIIOUBAIIM IIEKAPCTBEHO BEWIECTBO, BKITIOUMTENIHO MMPOM3BOIHO HA YOBEWIKA KPbB WM IUTA3Ma, WM
MBMETNS, TIPOM3BEIIEHY Upe3 WM3IOJ3BAHE HA HEXKM3HECIOCOOHM THKAHM WM KIIETKM OT YOBEIUKM WM KMBOTMHCKM
IIPOM3XOIL M TEXHU TPOU3BOIHM — MOAPOOHA MHPOPMAUMS 32 JIEKAPCTBEHOTO BELIECTBO MM THKAHUTE, KIIETKUTE MU
TEXHUTE IPOM3BOIHM, M 32 CHOTBETCTBMETO C IPWIOXMUMMUTE OOLIM M3MUCKBAHMS 33 O€30MACHOCT M IENCTBUE U 32
YIPABIEHNETO HA KOHKPETHUS PUCK BbB BPb3KA C BELIECTBOTO MM ThKAHUTE, KIIETKUTE MIIA TEXHU [POM3BOIHU, KAKTO U
IOKa3aTeJICTBa 33 J00aBeHaTa CTOMHOCT OT BKIIIOYBAHETO HA MOMOOHM CHCTABKM OT IVIEAHA TOYKA Ha KIIMHUYHUTE MOM3U
/v Ge30MacHOCTTa Ha M3IENMETO.

2.7.  Cmmcsk ¢ mogpoGHa MHGOPMALMS 33 VM3ITBITHEHMETO HAa CHOTBETHMTE OOLIM M3MCKBAHMS 33 GE30MACHOCT M [EiCTBIE,
onpefesieHn B npuioxene I, Brimountento craugaprute 1 OC, IPWIOXeHN M3LSANO WM YaCTUYHO, KAKTO M OIMCAHME
Ha pelIeHMSTa 33 V3IbIIHEHME Ha CHOTBETHMTE OOLIM WM3MCKBAHMA 33 OE30MACHOCT UM MEICTBHE, IOKOJKOTO Te3M
crarpapmy u OC He ca M3IbITHEHH, U3IbIHEHN Ca CaMO YaCTHUYHO WMITH JIMIICBAT.

2.8.  TlompobHo omycaHMe Ha KIMHMYHUTE IPOLENYPU M OMATHOCTMYHNUTE TECTOBE, M3ION3BAHM B NPOLeca HA KIMHUYHOTO
VM3IUTBAHE, U MO-CTIELNATHO MHPOPMALINSI OTHOCHO BCSKO OTKIIOHEHME OT HOPMAJlHaTa KIIMHIMYHA NPAaKTHKA.

3. [naH 3a KIMHUMYHOTO MBIUTBAHE

B mnana 3a kimuHuyHoTO M3nuTBaHe ([IKM) ce mocouBatr OCHOBAHMSITA, LENMTE, MPOEKTHT, METONMKATA, HAOTIONEHMETO,
TNPOBEKIAHETO, CbXPaHABAHETO HA pe3yNlTaTuTe M MeTOfla Ha aHANM3 3a KIMHMYHOTO M3MuTBaHe. [1o-KOHKpeTHO TOI
ChIbPXKA MHPOPMALWATA, [OCOYEHA B HACTOSLIOTO NPWIOXeHMe. AKO YacT OT Tasu MHOpPMALMs e IpeicTaBeHa B
OT/eIIeH TOKYMeHT, ToBa ce nocousa B ITKI.

3.1. O61IY TTOTIOXEHNS

3.1.1. EnuHeH uueHTMQUKALMOHEH HOMEp Ha KIMHUYHOTO M3IMTBAHe, MocoueH B uieH 70, maparpad 1.

3.1.2.  VneHTMMKALMOHHM TAHHM HA CTIOHCOPA — MMe, afipec M TaHHM 3a BPb3KA ChC CIIOHCOPA M KOTATO € TIPIIOKMMO, UME,
ampec M JaHHM 32 BPB3KA C JIMLETO 3a KOHTAKT WMIIM MPENCTABMTENS Ha CIIOHCOpA ChITIACHO WieH 62, maparpad 2,
ycraHoBeH(0) B Chbio3a.

3.1.3. UudopMaums 3a IJaBHMSL WM3CIENOBATENl BbB BCEKM LEHTHP 33 IMPOBEXIAHE HA M3MMTBAHETO, KOOPIMHMPAIINS
U3CTIEeNIOBATeN 3a M3MUTBAHETO, allpeca Ha BCEKM LIEHTHD 3a MPOBEKHAHE Ha KIIVMHMYHO M3MMTBAHE M HAHHU 3a BPb3Ka C
ITIABHMS U3CTIENIOBATEN TIPM CIEIIHOCT BbB BCCKM €IMH OT LIEHTPOBeTE. POTE, OTTOBOPHOCTHUTE M KBANMQUKALMUTE HA
pasIMUHUTE BUIOBE M3CIIegoBaTeny ce yrounssar B [IKN.
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3.1.4. KpaTKO OIMCAHME Ha HAUMHUTE HaA (])]/IHaHCI/IpaHe Ha KIIVMHUYHOTO M3NUTBAHE M KPAaTKO OINMCAaHME Ha NOTOBOPEHOCTTA
MEXKMy CIIOHCOpa M LEHTbpaA 3a IPOBEXIAHE.

3.1.5. O6HIO pesoMe Ha KIIMHUYHOTO M3IMUTBAHE Ha O(I)I/IIH/IEU'[CH e3nk Ha Cbio3a, OIlpenerieH OT CbOTBETHATA Ibp2KaBa UJICHKA.

3.2 V[]]CHTI/I(l)I/lKa].II/lH M ONMCaHMe Ha M3OCIMETO, BKIIIOUUTEIIHO MNpEIHasHauY€HME, ITPOM3BOIMTEN, MPOCIEAMMOCT, LENeBa
Ipyna, Matepuaii, KOUTO BIIN3aT B KOHTAKT C YOBCLIKOTO TAJIO, MEAMIMHCKM MM XMPYPIUUECKN NMPOLECTYypPU BbB BPb3Ka
C MBIION3BAaHETO MY U HCO6XO]II/[MO 06yquMe " OIUT 3a HEroBaTa yrIOTpe6a, Npoy4BaHe Ha GasoBaTa Hay4dHa JIMTepaTypa,
dKTyaJIHO CbCTOSAHME Ha KIIMHUYHUTE I'PUXKU B CbOTBETHATA obnacr Ha NpUIOKEHNE Ha HOBOTO M M3MEINE U MpEHjiarann
OT HETO ITOJI3N.

3.3. PuckoBe M KIMHMYHM TON3M OT M3OCIINETO, IMOMICXKAIIO Ha M3CIIEOBAHE, C 000CHOBKA Ha CBOTBETCTBALINTE OYaKBAHU
KIIMHUYHU PE3YNTaTN B INIaHa 3a KIIMHUYHOTO MIUTBAaHE.

3.4. OnycaHye Ha 3HaYEHNETO HA KIIMHUYHOTO M3MMTBAHE B KOHTEKCTA HA HaNpel’bKa B KIMHMYHATA IIPAKTHKA.
3.5. Lenn n xunorte3n Ha KIMHUYHOTO M3MMUTBAHE.
3.6. [IpoekT Ha KIIMHMYHOTO M3IMTBAaHE C [IOKA3aTeIICTBA 3a HEroBaTa HayyHa M3IbPXKaHOCT M BaJMIOHOCT.

3.6.1. O6ma uupopMauys, HampuMep BMI Ha M3MUTBAHETO C ODOCHOBKA 3amw0 € M30paHo M OOOCHOBKA 3a KpailHuTe
TIOKA3aTeNy ¥ 3a MPOMEHIIMBNUTE, KAKTO € II0COYEHO B MJIaHA 3a KIIMHMYHATA OLIEHKA.

3.6.2. MH(])OPM&III/IH 3a MBHETMETO 3a KIIMHNUYHO U3NUTBAHE, KOMIIAPATOPa ¥ BCAKO HPYIO M3MEINE MM JIEKapCTBO, KOETO 1LE Ce
M3M0J13Ba B KIIMHNYHOTO M3MNUTBAHE.

3.6.3. Vudopmauys 3a y4acTHMIWTe, KpUTepuy 3a nonbop, padmep Ha MBMMTBAHATA IPYI, MPEICTABUTENHOCT HA M3MMTBAHATA
IPylia CIpsIMO LieTieBaTa IPyNa M aKo € NMPUITOXKUMO — MHQOpMALMs 33 YS3BMMUTE YYaCTHULM, KaTo Jelid, OpeMeHHM
KeHU, JTMIA C HaMaJleH MMYHUTET WIIM Bb3PACTHU XOpa.

3.6.4. TlompobHoCTM 3a MepKMTe, KOUTO Ile Ce MpedpueMar, 3a 1a ce cBefe N0 MUHMMYM HEOOEKTMBHOCTTA, KaTO HANpyMep
PaHIOMMU3ALINS, U 33 YIIpaBeHNe Ha NOTCHLMATHUTE CMyLIABaly GaKTOPHL.

3.6.5. Ommcanne Ha KIMHUYHUTE npouenypm u OMarHoCTUYHUTE METOOM, CBbpP3aHM C KIIMHMYHOTO M3IMUTBAHE, M KOUTO I10-
CIIEIMAITHO Ha0mAraT Ha OTKJIOHEHMATA OT HOpMaJIHaTa KIIMHNYHA ITPaKTHKa.

3.6.6. IlnaH 3a HaOmoIEHMeE.

3.7.  Cratuctmueckn cboOpaxkeHus, ¢ OOOCHOBKA, BKIIOUMTENIHO M3UMCIIABAHE HA MOIIHOCTTA HA MU3BaIKaTa, aKo e
TIPUITOKMMO.

3.8. YrpasrneHue Ha JaHHUTE.

3.9. Vudopmaumst 3a Besika npoMsiHa Ha TTKVL

3.10.  Bo3npuer nmonxon Bbe Bpb3Ka C IPOCIENSIBAHETO U yHpaBieHMeTO Ha oTKiIoHeHusATa oT IIKV B 1eHTbpa 3a mpoBexnaHe
Ha M3MUTBAHETO U KaTeropyuyHa 3abpaHa 3a M3ION3BaHe Ha M3KiodeHus ot [KM.

3.11.  OrtyeTHOCTTa BbB BPb3Ka C M3MEINETO, NMO-KOHKPETHO KOHTPON Ha HOCTBIIA JO M3HENMETO, MPOCIEAsBaHe BbB BPb3KA C
M3IONI3BAHOTO M3[IeNye B KIMHIYHOTO M3MMTBAHE ¥ BPBLIAHE HA HEM3IOJ3BAHMTE MBIENNS, M3NENMATA C U3TEKBI CPOK
Ha TOHOCT WITM HEMPABUIHO GYHKUVMOHMPALATE U3TEISL.

3.12.  [lexnmapaums 3a cnaspaHe Ha NMPU3HATUTE eTMYHM NPVHLMIMN 3a KIMHAYHNATE M3MMTBAHMA NPU XOpa M NPUHLMINATE Ha
moOpara KIMHMYHA TPAaKTMKAa B OONMACTTa HAa KIMHMYHUTE W3MMTBAHMS HA WBNENMSTA, KAKTO M Cla3BaHe Ha
TPUIIOXMMUTE HOPMATUBHM M3MCKBAHMA.

3.13. OmwucaHye Ha IpoLEypaTa Ha JaBaHe HA MHPOPMIPAHO ChITIACHE.

3.14. TloxsamsaHe BbB BPB3Ka ¢ 0€30MACHOCTTA, BKIIIOUMTENHO OMNpeNENeHns Ha HeXeNaHu ChOUTUS M CePUO3HM HeXeNaHu
CHOUTHS, HEMOCTATBIM HA U3MENMSATA, TPOLEIYPU 1 CPOKOBE 33 OKIIANBAHE.
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3.15. KpI/(TepI/II/I U IIpoLenypy 3a M3BbPILIBAHE HAa IIPOCIIENABAHE HA YYAaCTHMUUTE CIIET NPUKITIOYBAHETO, CIIMPAHE MUIIM NpexXne-
BpEMEHHOTO INPEKpATABAHE Ha MIIUTBAHE, 3a IPOCIIEIABAHE Ha Y4aCTHULNTE, KOMTO Ca OTTEINIMIN CBOETO ChbINIache, U
npouenypyu 3a y4aCTHULMUTE, KOUTO HE MOraT 1a 6’])]13.T OTKpUTH 3a MPOCIIENSABAHE. 3a VIMIUTAHTUPYEMUTE UBHENNUSA TE3N
MMpouenypy BKIIIOUBAT IIOHE IIPOCIICONMOCT.

3.16. Onucanme Ha MEpKUTE 3a II0JIaraHe Ha IpVZKU 33 YYaCTHMUUTE CIIEH NPUKIIIOYBAHE Ha TAXHOTO ydacTue B KIIMHUYHOTO
VIBIINTBaHE, KOIaTO TaKyMBa HOI'BIIHUTEIIHM TPUXKMU Ca HCO6XO]1MMI/I nopagy y4acTMeTo Ha YYaCTHULUTE B KIIMHUYHOTO
VIBINTBAHE M KOIATO Ca PasiMuHM OT OYaKBAHUTE 11O IPUHUMNII 38 BBIIPOCHNSA 3PABOCIIOBEH HpO6H€M;

3.17. B'I)3l'lpI/ICT TIOIXO0[I 3a U3rOTBAHE HA MOKIJIANa 3a KJIIMHUMYHO M3IUTBAHE U Hy6HI/IKyBaHC Ha pe3yNTaTUTE ChINIACHO IIPpAaBHUTE
VIBVICKBAaHUA M €TUYHUTE IIPUHIMIN II0 pasfenn 1 or rmasa 1.

3.18. Crnucek Ha TeXHUUECKUTE U (l)yHK]_[I/IOHaJ'IHI/ITC XapaKTEpUCTUKN Ha M3OEINETO, KaTO CIICHMAIHO €€ IT0COUBAT XapaKTepu-
CTUKUTE, 00XBaHaTM OT U3MUTBAHETO.

3.19.  Bubnuorpadus

4. Hpyra nHpopMaLms

4.1. IMomnucana JIeKiiapaimnsa ot C])I/IBIA‘«IQCKOTO WIN IOpUANYECKOTO JIMLE, OTrOBapAUIO 3a IPOM3BOOCTBOTO Ha MBHEIMETO 3a
KIIMHUYHO WM3IUTBAHE, Y€ CHOTBETHOTO WMBMEIME OTroBaps Ha 06IIH/IT€ UBUCKBAHUS 3a Oe301acHOCT U HeincTBue, ¢
M3KIIIOUEHME Ha aCIIEKTUTE, 00XBaHaTM OT KIIMHUYHOTO M3NNUTBAHE, M Y€ II0 OTHOLICHME Ha TE€3M aCIIEKTU Ca B3E€TU
BCMUYKM IIPENINasHN MEPKM 3a 3aKpuila Ha 30pPaBeETO U 0e30MacHOCTTa Ha yJaCTHULMUTE.

4.2. AKO € NPWIIOXMMO CBITIACHO HAIMOHAIHOTO NPABO — KOIME OT CTAHOBMINETO(aTa) Ha CHOTBETHATA(UTE) KOMUCHUS(M) IO
eTuKa. Koraro ChbITTacHO HAIMOHAIHOTO IPABO CTAHOBMIUIETO(aTa) Ha KOMMCMATA(MTE) IO €TMKA He Ce M3MUCKBA(T) Ipu
TIOJJABAaHETO Ha 3asIBIICHNMETO —KOIMe OT CTAHOBMILETO(aTa) ce MPENICTaBs, BeHAra IIOM TaKoBa(yBa) e(ca) Hanuue.

4.3, TIOKa3aTesCTBO 3a 3aCTPAXOBATENHO MOKpUTMe WM [pyra popMa Ha ofeslieTeHue 3a yYaCTHHMUMTE 3d IPUYMHEHUTE
YBPEeXKIAHNS, CBITIACHO 4leH 69 U ChOTBETHOTO HALVMOHAIIHO IPaBo.

4.4, TIOKyMeHTM, KOMTO Lie CE M3MOI3BAT 3a IMONyYaBaHE Ha MHPOPMMPAHO ChbITIACHE, BKIIIOUMTEIHO (OPMYISp C
MHPOPMALYS 32 TALVMEHTA M TOKYMEHT 33 MHPOPMUPAHOTO ChITIACHE.

4.5. Onucanue Ha NpennpUETUTe MEPKM 3a Clla3BaHE Ha NPWIOKUMUTE IpaBuiia 3a 3allMTa U MOBEPUTETTHOCT HA JIMYHUTE
JJaHHU U 11O-KOHKPETHO:

— OpraHM3ALMOHHYM M TEXHMYECKM MEPKM, KOMTO Ile ObAT MpemrpyeTy C Led Ha ce u30erHe HepaspelleH MOCTBIL,
OIOBECTsIBAHE, PA3NPOCTPaHeHNMe, IPOMsIHA Iy 3aryba Ha 06paboTBaHA MHQOPMALINS ¥ JINYHU [TAHHY;

— omycaHMe Ha MepKuUTe, KOWTO e ObOaT MpEenpueTst C LN [a Ce TapaHTMpa MOBEPUTENIHOCTTA HA 3AIMCUTE U
TIMYHNUTE JAHHM Ha Y4aCTHULINTE; U

— OIIMCaHNUe Ha MEPKUTE, KOUTO 1IE 6’1)]1&T NpennpueTn B cny!{aﬁ Ha HapyleHue Ha CUTYpHOCTTa Ha JaHHUTC, 3a 1a CE
CMEKYAT €BEHTYAJTHATE HEXKEIIaHN TOCIICONIN.

4.6. Ha xomneTreHTHMsI OpraH, KOWTO pasIiexia 3asBIEHMETO, IIPM INOUCKBAHE C€ IPEHCTABAT ITbIIHM JaHHM 33 HaJlMyHaTa
TeXHUUECKA JOKYMEHTAls, HanpuMep MopoGHa JOKYMEHTAlMs 33 aHaNM3a ¥ YIPABIEHUETO HA PUCKA MIIM KOHKPETHU
IOKJIa[M 3 M3MUTBAHUATA.

ITIABA 1II

OPYTU 3AITBIIKEHUA HA CITIOHCOPA

1. CHOHCOp‘bT C€ 3ambllkaBa Ja CbXpaHsABa Ha pa3lOJIOKEHME HAa KOMIIETEHTHUTE HaUMOHAIHM OpraHy ugdiaTa
JOKyMEHTaL s, HCO6XO]II/IM3 3a ITIPENCTaBAHE Ha [OKa3aTENCTBa 3a HOKYMEHTalMATa IIO IT1aBa II or HacrosimoTo
MIpUIIOKECHME. Ako CIIOHCOPBT HE € (l)MSVI"ICCKOTO WIN IOPUONYECKOTO JINIE, OTroBapAlIOo 3a IIPOM3BOACTBOTO Ha
VIBIENMETO 3a KIIMHMNYHO M3NNTBAHE, 3aIbIIZKEHMETO MOXKE a C€ MBIBIIHM OT TOBA JIMLE OT MMETO Ha CIIOHCOpa.
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2. CIIOHCOPBT MMa JOTOBOPEHOCT, 33 a Ce IAPAHTUPA, Y€ CEPUO3HMUTE HEXKeNaHM CHOUTMS WM BCSKO IPYTo ChOMTHe,
nocoueHo B wieH 80, naparpad 2, My ce HOKJIafiBaT CBOEBPEMEHHO OT M3CTIENOBaTesI(MTe).

3. HokymeHTaLmsTa, I0COYEHA B HACTOSALIOTO HPUIIOKEHME, Ce ChbXPaHsBa B NMPONbIKEHME Ha Hail-Manko 10 rogmuu cnep
Kpas Ha KIIMHMYHOTO M3MUTBAHE HA CHOTBETHOTO M3IENNME MIIM — aKO BIIOCIIENCTBME U3IENMETO € IyCHATO Ha Ma3apa —
Haji-Manko 10 romyHM criell MycKaHETO Ha Ma3apa Ha MOCIEHOTO M3Menye. 3a MMIUTAHTUPYEeMM M3JIeNns CPOKBT € Haif-
Manko 15 roguum.

BcAka mbpKapa uieHKa YCTAaHOBABA V3MCKBAHE TasM [IOKYMEHTAaUMsA @a Ce CbXpaHABA Ha PasNoNOXeHMe Ha
KOMIIETEHTHUTE OpIaHM 3a IePMOHa, NMOCOYEH B IIbpBa alyHes, aKO CIOHCOPBT MIIM HETOBOTO JIMIE 3a BPb3Ka, I
HETOBVSIT MPENCTABUTEN CBITIACHO wiieH 62, maparpad 2, ycTaHOBEH(0) HAa TEPUTOPMSITA I, M3IAIHE B HECHCTOSITENTHOCT
WM TIPEKPATH CTOMAHCKaTa CM HEVHOCT Mpey M3TMYAHETO Ha TO3M CPOK.

4. CnoHCOpBT Ha3HAYaBa KOHTPOJIBOP, KOJTO € He3aBUCUM OT LIEHTBbPA 3a MPOBEXKIAHE HA M3MMTBAHE, 3a [ Ce FapaHTVpa,
ye M3MMTBAHETO Ce HpoBexkma B chorsercreue ¢ IIKV, mpmHummmre Ha go6pata KIMHMYHA IPAKTHKA M HACTOSIMS
peryamMeT.

5. CroHCOpBT NPOBEXNA IOKpali IIPOCIENsBAHETO Ha YYaCTHULMTE B U3IUTBAHETO.

6. CrIOHCOPBT NpEACTaBsi [OKA3aTeNCTBA, 4Ye WM3MMTBAHETO Ce IPOBEKIA B CHOTBETCTBME C MNPMHLMIMTE Ha moOpata

KIIMHUYHA MPAKTMKA, HAIPUMEpP Ype3 BbTPEIIHN MM BbHIIHM IMPOBEPKN.

7. CHOHCOp'bT M3roTBs MOKJIada 3a KIIMHUYHOTO MU3IIMTBAHE, KOJTO BKITIOYBA Haii-MajIKO CIIETHOTO:

— KOpMI[3ar7aBHA(M) CTpaHMIA(M), TOKA3BaWA(M) HAMMEHOBAHMETO HA W3MMTBAHETO, W3IENMETO 33 KIMHUYHO
V3NMTBAHE, e[IMHHMS MIeHTUPUKAIMoHeH HoMep, [IKV HOMepa ¥ IaHHM 33 KOOPHAMHMpALIMTE M INABHUTE M3CIIENO-
BaTE/M OT BCEKM LIEHTHP 3a MPOBEXIAHE HA M3IMUTBAHETO C TEXHUTE MOMIMICH;

— JIaHHM 3a aBTOpa M JaTa Ha HOOKIaaa;

— Pe3IOMETO HAa VBIMTBAHETO, BKIIIOYBAIIO HAMMEHOBAHNMETO, LEINTA, OMNMCAHMETO, IIPOEKTA HA M3MUTBAHETO,
V3IOJI3BAHMTE METOMM, pe3yNTaTuTe M 3aK/IIOYeHMATa OT Hero. [laTata Ha NPMKIIIOYBAHE HA VBIMTBAHETO, M IIO-
CIELMATHO MTOIPOOHOCTI 33 HETOBOTO MPEICPOUHO NMPEKPATSIBAHE, BPEMEHHO MPEKbCBAHE MITN CIIMPAHE;

— OmMCaHue Ha M3OETMETO 3a KIIMHUYHO M3IMUTBAHE, MO-CIIELMAIIHO SCHO OIPENENIEHO IpENHa3HaYeHNE,;

— pe3ioMe Ha IUIaHa 33 KIMHMYHOTO M3MMUTBaHE, OOXBALIAMIO LM, POEKT, €TMUHY ACIIEKTH, HAOMIONeHNe 1 MepKH 3a
KaueCTBO, KpUTepuy 3a Nonbop, LeseBy IPymy OT MALMEHTH, Pa3Mep Ha M3BANKaTa, IpadyiyM Ha JeUeHNe, POIBILKY-
TENTHOCT Ha IIPOCTIENABAHETO, CBITBTCTBALIN JIEYeHNMs, CTATUCTUYECKY TIJIaH, BKITIOYMTENIHO XMIIOTE3a, M3UMCIIABAHE Ha
pasMepa Ha M3BAKaTa M METOIM 33 AHANM3, KAKTO 1 OOOCHOBKA;

— Ppe3ynTaté OT KIMHUYHOTO MIIUTBAHE, O6XBaHIaHII/I 000CHOBKA U CTaHOBMIIIE, ]ICMOl'pa(l)CKI/I TTaHHM 34 YYaCTHULMNTE,
AHAIM3 Ha pPE3YNTATUTE, CBBP3aHN C I/136paHI/I Kpaf/’[HI/I [I0Ka3aTeNny, aHanmM3 Ha HAHHUTE 3a IOATrpyIara, KakKTo U
cvotBerctBue ¢ [IKU, a cbiio Taka O6XBaIIIaHII/I npociendaBaHe Ha JIMICBAINUTE NaHHNM U Ha MalMEHTUTE, KOUTO Ca CE
OTTEITINIIN OT KIIMHMYHOTO M3IUTBAHE UIIM HE MOraT na 6'I)IIaT OTKPUTHN 33 IPOCIIENSABAHE;

— pesloMe Ha CEpMO3HM HeXeNaHM CHOUTMS, HeONarompusTHu eQekTy, HeNOCTATBLM Ha M3IENMETO M CHOTBETHMUTE
KOPUTMpALIN JIEHCTBIS;

— obchxmaHe v o0 3aKITIOYeHNs], OOXBALIAIIN PE3yNTATH, CBbP3aHM C OE30MMACHOCTTA M HEHCTBIMETO, OLICHSBAHE Ha
PUCKOBETE ¥ KIIMHUYHUTE NOJI3M, ODCHXKIAHE HA KIMHMYHOTO 3HAYEHUE B CHOTBETCTBME C HAji-HOBMTE HAyYHM
[OCTUKEHMS B KIMHMYHATA OOIIACT, KOHKPETHM IPEMNa3HN MEPKY 32 KOHKPETHU IPYIM OT MALMEHTH, HOCIENCTBIS
32 M3MENIMETO 32 KIMHMYHO M3IIATBAHE, OTPAHUYEHUS HA U3LITBAHETO.
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TTPUTTIO2KEHME XVI

CIIMCBK HA TPYIIMTE INPOAYKTU BE3 MEOULIMHCKO IPEMHA3HAYEHME, IIOCOYEHM B YIEH 1,
TAPATPAQ 2

1. KoHTakTHUM nemm uinm Ipyru apTUKYIyY, NpEeqHa3HauY€HN 38 BbBEXKMIAHE BbB WM BBPXY OKOTO.

2. HpO]]yKTVl, NpegHa3HaueHn [a 6'I>JIaT M3LSTI0O MM YaCTUYHO BBBEHOEHM B UYOBELIKOTO TAJIO 4YPE3 XMPYPIUUECKM VHBA3VBHU
CpencTsa € L€ NMpOMSAHA Ha aHAaTOMMATA WIM 3a NPUKPENAHE Ha YaCTM Ha TANIOTO, C MBKIIIOYCHMUE Ha IIPOOYKTUTE 3d
TaTyupaHE U MUbPCUHTUTE.

3. BeuiecTBa, KOMOMHALMM OT BELIECTBA MIIM APTMKYNM, MpeOHA3HAYeHM [a ObIAT M3MON3BAHM 33 IIMIEB MM OPYT U Ha
KOXAaTa MM JIMIABMIATA Ype3 IMOAKOXHO, CyOMYKO3HO WMIIM MHTpAlepMallHO WMHXEKTHPAaHe WIM JPYTo BbBEXMIAHE, C
MBKITIOUEHME Ha Te3M 3a TaTyMpaHe.

4. OGopynBaHe, NpeIHA3HAYCHO 33 HAMAIISBAHE, [PEMAXBaHEe MM YHMINOXABAaHE HA MAacTHA TbKAH, KaTO HampuMep 0bopymBae
3a JIMIOCYKUWSA, JIMIIONM3A UM JIMTIONIIACTHKA.

5. O60pynBaHe C BUCOK MHTEH3UTET Ha €JIEKTPOMArHUTHO M3ITbUBAHE (Hanp. B I/[H(l)pa‘{CpBCHI/IH, BUOMMUS 1 YIITPaBUOJICTOBUS
CHCKT'bp), NpeIHa3HAYEeHO 3a M3IOJI3BaHE BbPXY UYOBEIIKOTO TAJIO, BKIIIOUNTEIIHO KOXCPEHTHU M HEKOXEPEHTHM, MOHOXPOMHI U
HIVPOKOCHEKTHEPHN U3TOUHMIIY, KAaTO HAIIPUMEp J1asepu n 060pynBaHe C VHTEH3MBHA ITyJICOBA CBET/IHA 33 BB3CTAHOBSBAHE Ha
KOXKaTa, OTCTpaHsABaHC Ha TaTyMPOBKM WMIIM Ha OKOCMSBAHE MIINM OPYro TPETpaHEC Ha KOXKaTta.

6. O6opy1113a1-1e, NpeHa3HAYeHo 3a CTUMYyIalyus Ha MO3bKa, IPU KOETO Ce€ NpuiiaraT €JIeKTPUMYECKM TOK VI MarHUTHU MU
€JICKTPOMArHUTHU I10JI€TA, KOUTO IIpEMMHABAT IIPE3 Yeperia 1 MPpOMEHAT HEBPOHHATA HeMHOCT Ha MO3bKa.
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TTPUTIO2KEHME XVII

TABIIULUA HA CbOTBETCTBMETO

Hupekrnsa 90/385/EMO Ha Cosera

Hupekrusa 93/42/EMO na CobBera

Hacrostmsrt periiamMenT

Yrten 1, maparpad 1
Yren 1, naparpad 2
Yren 1, maparpad 3
Yrten 1, maparpadm 4 n 4a
Ynen 1, maparpad 5

Yren 1, naparpad 6

Unen 2

Unen 3, mbpBa anuHes

Unen 3, BTOpa anuHes

Yrien 4, naparpad 1

Yrten 4, naparpad 2

Yrten 4, maparpad 3

Unen 4, naparpad 4

Urten 4, maparpad 5, Oyksa a)
UneH 4, maparpad 5, Oyksa 6)
Unen 5, maparpad 1

Ynen 5, maparpad 2

Yren 6, maparpad 1

Ynen 6, naparpad 2

Unen 7

Uren 8, maparpad 1
Yren 8, naparpad 2

Unen 8, maparpad 3
Yrten 8, maparpad 4
Ynen 9, maparpad 1

Ynen 1, naparpad 1

Yren 1, naparpad 2

Unen 1, naparpad 3, mopsa anuues
Uren 1, naparpad 3, Bropa anutes
Urer 1, naparpadu 4 u 4a

Ynen 1, maparpad 7

Ynen 1, maparpad 5

Yren 1, naparpad 6

Yren 1, naparpad 8

YUnen 2

Ynen 3, mbpsa anuHes

Ynen 3, Bropa anuHes

Uren 4, naparpad 1

Yrten 4, naparpad 2

Yren 4, naparpad 3

Unen 4, naparpad 4

Unen 4, naparpad 5, mppBa anuues
Unen 4, naparpad 5, BTopa anutes
Ynen 5, naparpad 1

Ynen 5, maparpad 2

Unen 5, maparpad 3 u uneH 6
Ynen 7, maparpad 1

Ynen 8

Ynen 9

Ynen 10, maparpad 1
Ynen 10, naparpad 2

Ynen 10, maparpad 3
Yrten 10, maparpad 4
Yren 11, maparpa¢ 1
Yner 11, naparpad 2
Yren 11, maparpad 3
Ynen 11, maparpad 4

Ynen 11, maparpad 5

Unen 1, naparpad 1

Unen 2

Yren 1, maparpad 9, mbpea anurest
Yren 1, maparpad 9, Bropa arnusest
Yren 1, maparpad 8, mbpea anuuest
Yren 1, maparpag 11

Yren 1, maparpad 6

Unen 1, naparpad 13

Uren 5, maparpad 1

Unen 5, maparpad 2

Uren 1, maparpad 12

Unen 24

Unen 21, maparpam 1 un 2

Ynen 21, maparpad 3

Ynen 10, maparpa¢ 11

Ynen 20, naparpad 6

Yren 8, maparpad 1

Yren 8, maparpad 2

Unen 114

Unenose 94-97

Ynen 51

Yrien 87, naparpad 1 u unen 89, mapa-
rpad 2

Yren 87, maparpad 10 u unen 87, mapa-
rpad 11, mepsa anuuest

Ynen 89, maparpad 7
Unen 91

Unen 52, maparpad 3
Unen 52, maparpad 6
Unen 52, maparpau 4 u 5

Uren 52, maparpad 7
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Hupexrusa 90/385/EMO Ha Cbbeta

Hupexrisa 93/42/EMO Ha Coeera

Hacrostmsrt periamMeHT

Yren 9, naparpad 2

Yren 9, maparpad 3
Yren 9, naparpad 4
Yrten 9, maparpad 5
Yren 9, naparpad 6
Yrten 9, naparpad 7
Yren 9, naparpad 8
Yren 9, maparpad 9

Uren 9, maparpad 10

Unen 9a, maparpa¢ 1, mspso Tupe

Ynen 9a, naparpa¢ 1, Bropo Tupe

Usnen 10

Urten 10a, maparpad 1, unen 10a, napa-
rpa¢ 2, Bropo u3peueryue u uneH 10a,

naparpad 3

Yrten 10a, maparpad 2, mbpBo M3peueHume
Ynen 106

Unen 108

Yren 11, maparpad 1
Yrten 11, maparpad 2
Uren 11, maparpa¢ 3
Yrten 11, maparpad 4
Unen 11, maparpad 5
Yren 11, maparpad 6
Ynen 11, maparpad 7

Ynen 12
Unen 13
Unen 14
Unen 15
Unen 15a
Unen 16
Unen 17

Ynen 11, maparpad 6
Yrer 11, maparpad 8
Ynen 11, maparpad 12
Ynen 11, maparpad 7
Ynen 11, naparpad 9
Yrer 11, maparpa¢ 10
Yren 11, maparpa¢ 11
Yren 11, maparpa¢ 13
Ynen 11, maparpad 14

Unen 12

Ynen 12a

Yrern 13, maparpad 1, Oyksa B)
Ynen 13, maparpa¢ 1, Oyksa r)
Unen 13, maparpad 1, Oyksa a)

Unen 13, maparpad 1, Gyksa 6)

Ynen 15

Unen 14, maparpad 1, unen 14, mapa-
rpadp 2, BTOpo u3peueHye ¥ uineH 14,
naparpad 3

Yrten 14, naparpad 2, mbpBo M3peyeHwe
Unen 14a

Ynen 146

Ynen 16, maparpad 1

Yren 16, maparpad 2

Ynen 16, maparpad 3

Uren 16, maparpad 4

Yren 16, maparpad 5

Yren 16, maparpad 6

Unen 16, maparpad 7

Unen 17
Unen 18
Unen 19
Unen 20
Unen 20a
Unen 22
Unen 23
Unen 21

Yren 52, maparpad 8
Yren 11, maparpad 3
Ynen 52, maparpad 12
Yren 53, maparpad 1
Unen 53, naparpad 4
Ynen 56, naparpad 2
Unen 59

Urten 4, maparpad 5 u unen 122, Tpera
anuHes

Unen 22
Ynen 17
Uren 4, maparpad 1

Unen 51, maparpad 3, 6yksa a) u wien
51, maparpad 6

Unen 51, mnaparpad 3, Oyksa 6) u
e 51, maparpad 6

Urnenose 62—82

Ynen 29, nmaparpad 4 u ueHose 30 u
31

Yren 11, maparpad 1
Unenose 33 u 34
Unen 98

Unenose 42 n 43
Unen 36

Unen 46, naparpad 4
Yren 56, maparpad 5
Unen 56, naparpad 4
Unen 38, maparpad 2 u unen 44, mapa-
rpad 2

Unen 20

Unenose 94—97
Unen 99

Ynen 109

Unen 102
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