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To3u TeKCT CIy:KH caMo 32 MH(OPMAIMOHHU LeId M HsIMAa mpaBHO AeiicTBue. UHcTuTynnute Ha ChI03a He HOCAT
OTrOBOPHOCT 32 HErOBOTO Ch/bP:KaHHe. ABTEHTHYHUTE BEPCHH HA CHOTBETHHUTE AKTOBE, BKIIOUMTETHO TEXHUTE NMpeaMooJiu,
ca BepcuuTe, nyoauxyBanu B O¢puuuanen BectHuk Ha EBpomneiickus cbio3 u Hantuuynu B EUR-Lex. Te3u opuuuanuu
TEKCTOBE €a MPSIKO JOCTHIIHH 4Ype3 BPb3KHTE, MyOIHKYBAHH B HACTOSIIMS AOKYMEHT

»B PETJIAMEHT (EC) 2017/745 HA EBPOINIEMCKHUS IAPJIAMEHT U HA CHBETA
ot S anpua 2017 roauna

3a MeIULIHHCKUTE u3aennsi, 3a u3meHenne Ha Jupexrusa 2001/83/EO, Peraament (EO) Ne 178/2002
u Pernament (EQ) Ne 1223/2009 u 3a ormsiHa Ha aupextuBu 90/385/EMO u 93/42/EUO na CobBerta

(Texer or 3Hauenue 3a ENII)

(OB L 117, 5.5.2017 ., ctp. 1)

M3meHeH cbe:

Od¢unuaneH BECTHHK

Ne  crpanuna Jara
> M1 Pernament (EC) 2020/561 na EBponelickus napiaament u Ha Cpera ot L 130 18 24.4.2020 r.
23 anpun 2020 rogunHa
> M2 JHenerupan pernament (EC) 2023/502 wa Komucusata ot 1 nekemBpu L 70 1 8.3.2023 r.

2022 romguHa

ITonpaBeH ChC:

»Cl1 IMompaska, OB L 117, 3.5.2019 r., ctp. 9 (2017/745)
»C2 IMomnpaeka, OB L 334, 27.12.2019 r., ctp. 165 (2017/745)
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PETJIAMEHT (EC) 2017/745 HA EBPOIIEMCKUSA MMAPJIAMEHT
" HA CBBETA

oT S anpua 2017 roouna

3a MeIHIMHCKHTe u3Jeaus, 3a u3Menenue Ha {upextusa 2001/83/EO,
Pernament (EO) Ne 178/2002 u Persament (EQ) Ne 1223/2009 u 3a
ormsiHa Ha AupexTuBu 90/385/EUO u 93/42/EMO na CobBera

(TexeT oT 3HaueHue 3a EWII)

I'JIABA 1

OBXBAT M OIIPEJEJIEHUS

Ynen 1

IIpenmer u ob6xBaT

1.  C HacrosuMs periaMeHT ce YCTaHOBSIBAT MpaBMJia MO OTHOLICHHE
Ha IyCKaHETO Ha Ia3apa, NPEeAOCTaBIHETO HA Ia3apa WIN IIyCKAaHETO B
JICHCTBUE HAa MEIWIMHCKMA M3JIeNUsl 32 XyMaHHa yrnoTpeda W HpUHAa[I-
JEeKHOCTH 3a TakuBa m3nenuss B Cpro3a. HacrosmumsaTr perimameHT ce
mpuiara ¥ MO OTHOUIEHHWE Ha mpoBexaaHuTe B Cbhlo3a KIMHUYHU
W3IIATBAHUS HA TAKWUBA MEIUIMHCKHU M3JENHS M MTPUHAICKHOCTH.

2. Hacrosmmar periaaMeHT ce mpujara W 3a rpyluTe NpoayKTH Oe3
MEIMIMHCKO MpeHa3HaueHHe, KOUTO ca U30poeHu B mpuioxenue X VI,
CUYMTAHO OT HayallHaTa JaTa Ha NpuiaraHe Ha oOumre creuuuKauu,
MPHETH CBITIACHO WIeH 9, KaTO Ce B3eMaT MPEIBHJ JOCTIKCHHATA Ha
TEXHUYECKHUS MPOrpec U B YACTHOCT CHIIECTBYBAIIUTE XapMOHHU3HPAHU
CTaHJApTH 32 AHAJOTHMYHH M3JCIHS C MEIUIMHCKO TpeJIHA3HAuYCHHE,
OCHOBaBaIllM Ce Ha MOJ00HA TexHoyorus. OOmmTe crerudukanum 3a
BCSIKA OT TpYyNUTE€ OT MPOAYKTH, W30poeHH B mpuioxenue XVI,
BKJIIOYBAT HAW-MaJKOTO TpHIAraHe Ha YIpaBICHHE Ha PHUCKa,
MOCOYCHO B NpWiIOKeHHe I, 3a chboTBEeTHAaTa rpyna OT NPOAYKTU H,
aKo € HeoO0XOOWMO, KIWHHYHA OIICHKAa II0 OTHOIIEHHWE Ha Oe3omac-
HOCTTA.

Heobxomnmure obmm cnenuduxanuu ce mpuemar go M1 26 wmai
2021 r. « Te 3amoyBar Aa ce HMpwiiarar mecT Mecela Cliej jJarara Ha
BJIM3aHETO UM B cunia uiu oT M1 26 maif 2021 r. €, B 3a8BHCUMOCT
OT TOBa KOE€ CHOWTHE HACTBIM MO-KHCHO.

HesaBucumo ot wnmeH 122, Mepkute Ha AbpPKAaBUTE WICHKH TI0
OTHOIICHHE Ha KBAIU(PHUIMPAHETO HA TMPOAYKTHTE, OOXBaHATH OT
npwioxkeHne XVI karo MeAMIMHCKHM H3IenMsl ChbIVIacHO JlupekTuBa
93/42/EMO, ocraBaT B cuia 0 MOCOYEHAaTa B IIbpPBa aluHes HadyaIHa
JaTa Ha MpUiIaraHe Ha OOIIMTE CrenU(HUKAIMK, KOMUTO CE OTHACAT 3a
Ta3u rpyna oT HPOIYKTH.

HacrosimusT periiamMeHT ce mpujiara M 3a KIMHUYHUTE H3IUTBaHMSA,
u3BbpiuIBaHd B Chl03a 10 OTHOLICHHE HA MOCOYEHHUTE B IIbpBA AJMHES
TIPOAYKTH.

3. Wznenust ¢ MEIUIOHUHCKO M C HEMCIAUIMWHCKO MNPEAHA3HAYCHUEC
OTroBapsAT CBBKYIIHO Ha HW3UCKBAaHUATA, HNPUIIOKHUMHU 3a HU3ACIUATA
CBOTBETHO ChC MK 0e3 MCOUIIMHCKO NPEIHA3HAYCHUEC.

4. 3a uenuTe Ha HACTOSIUSA PErjJaMeHT MEIULMHCKUTE W3Jenus,
NPUHAMJICKHOCTUTE 32  MEAWIMHCKUTE  M3JeNHs,  IPOIYKTHUTE,
n30poeHn B mnpuioxeHue XVI, 3a KOUTO ce mpuiara HAaCTOSLIUAT
periaMeHT ChIVIacHO maparpad 2, ce Hapuyar Mo-HAaTaThK ,,U3JCHsITa.
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5. Koraro ToBa € 000CHOBaHO MOPAIM CXOJICTBO MEXKIY IIyCHAaTO Ha
masapa H3jieliie ¢ MEAWIMHCKO NpefHa3HadeHWe M MPOAYKT 0e3 Menu-
IIMHCKO IIpEIHA3HAUCHUE BBB BPb3KA C TEXHUTE XAPAKTCPUCTUKU U
puckoBe, Ha Komucusara ce npenocraBs NPaBOMOIIMETO Ja IIpUEMA
JeIerupaHd aKkToBe B CBHOTBETCTBUE ¢ wieH 115, 3a 1a u3MeHs
CnuchbKa B mnpuiaoxeHne XVI, xato no0aBs HOBM I'PyHH OT NPOLYKTH
C IleNl 3aKpHia Ha 3ApaBeTO M OE30IIaCHOCTTa Ha MOTPEOUTEIHTE MM
JpYyru JMLA WIK Ha JPYrH acleKTU Ha OOIIECTBEHOTO 37paBe.

6. Hacrosusat PEeTJIaMCHT HE CC IIpujara 3a:

a) MEIUIMHCKUTE W3IeNHs 3a WHBUTPO IHATHOCTHKA B 0OXBara Ha
Pernament (EC) 2017/746;

0) JekapCcTBEHUTE NPOAYKTH CBIVIACHO ONIpPEINeNeHueTo B wWieH |,
touka 2 ot JupektuBa 2001/83/EO. Ilpm B3emaHe Ha pelIeHHE
Jlaly JaJeH NpoAyKT momana B oOxsara Ha Jupektusa 2001/83/EO
WIY Ha HACTOSILUS PErjJaMeHT, CIELUalHO BHUMAHUE ce 0Opblla Ha
OCHOBHMS HauuH Ha JEWCTBHE HA MPOLYKTa,

B) JIEKapCTBEHUTE TMPOAYKTH 3a MOJCpHAa Tepamusi B 00XBaTa Ha
Pernament (EO) Ne 1394/2007,;

r) 4YOBEIIKATA KPbB, KPBBHHUTE IPOAYKTH, IUIa3MaTa WIA KPHBHUTE
KJICTKA OT YOBEHIKA TWPOW3XOJ WM W3JCNUATa, KOHTO HPHU
MyCKaHe Ha Ma3apa WM IMycKaHe B JCHUCTBHE BKIIOYBAT TaKHMBa
KPBBHH TPOAYKTH, IUIa3Ma WM KICTKH C H3KIOYCHHE Ha
uzgenusaTa no naparpad 8 ot HacTosIIUS YieH;

) KO3METHUHMTe INpoAykTh B obxBara Ha Permament (EO)
Ne 1223/2009;

e) TpaHCHHaHTaHTHTe, TBKAHUTC NiIn KJIICTKUTEC OT JKHUBOTHHCKHU
MIPOM3XO/ WM TEXHUTE MPOM3BOIHHN WIH MPOIYKTHTE, ChIBPIKAIIN
WIH CHCTOSIIH CE OT TSIX; HACTOSIIUSIT PErJIaMEeHT 0bade ce mpuiiara
3a W3JENUATa, TPOM3BEIEHM Ype3 W3MOA3BaHE Ha THKaHW WIIH
KJICTKH OT XUBOTHHCKHU l'[pOI/ISXOZ[ UJIIN TCXHU l'[pOI/l3BOI[HI/I, KOUTO
ca HEXXU3HECTIOCOOHU WJIM Ca HAIlPaBEHH HEKU3HECIIOCOOHHU.

) TPAHCIUIAHTaHTHUTE, THKAHUTE WIN KIETKHTE OT YOBEUIKH NPOHM3XOL
WIM TEXHUTE Npou3BOIHM, oOxBanaTH oT [upektusa 2004/23/EO,
WIM TPOAYKTHTE, CBIBPKAIIM WIM CBCTOSIIM C€ OT THX;
HACTOSIIMAT pErjaMeHT oOade ce Npwiara 3a H3IeNusTa, MpOu3-
BEJICHU 4Ype3 M3IOJI3BAHE HA THKAHW WM KJICTKH OT YOBEIIKH
MPOM3XO0/I, KOUTO Ca HEKU3HECIIOCOOHH WM Ca HANpPaBEeHHW HEXH3-
HECIIOCOOHH;

3) NPOIYKTUTE, DPAa3IUYHH OT IIOCOYEHUTe B OYKBH TI), €) H X),
CBHIBPXKALIM WK CBCTOSIIM C€ OT JKM3HECHOCOOCH OHMOJIOTHYEH
Marepuan WiIH JXH3HECIIOCOOHHW OPraHW3MH, BKIFOUHTENHO YKUBHU
MHUKPOOPTaHU3MH, OaKTepHH, I'bOMYKM WM BUPYCH, C LIeN Ja ce
MIOCTUTHE WM TIOANIOMOTHE MpeJHa3HaYeHHETO Ha MPOAYKTa;

u) xpanute B obOxBara Ha Permament (EO) No 178/2002.

7. Uzpmenmmara, KOWTO TpW IIyCKaHE HaA IMa3apa WM IIyCKaHe B
JeiCTBUE BKJIIOYBAT KAaTO HeEpas3/leiHa 4acT MEIUIMHCKO H3/eiHe 3a
MHBUTPO AMArHOCTHKA 110 CMHUCHJIA Ha wieH 2, Touka 2 oT PermameHt
(EC) 2017/746, ce ypexxnaT OT HACTOSIIMS perjaMeHT. V3uckBaHUsTA
Ha Permament (EC) 2017/746 ce mpunaraT 3a 4acTra OT W3ZICIHETO,
KOSITO TIPEICTABIIIBA MEAMIIMHCKO M3JEIHe 32 WHBUTPO TUATHOCTHKA.
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8. Bcsaxo uspenue, KOeTo Npu IMyCKaHE Ha Mazapa WM IIyCKaHE B
JeficTBHEe BKIIFOYBA KAaTO HepasjiellHa YacT BEIIeCTBO, KOETO NPH CaMo-
CTOsITENIHA yNOTpeba MOXeE Ja ce cueTe 3a JIEKapCTBEH HPOIYKT II0
cMHchia Ha wieH 1, Touka 2 ot Jupektusa 2001/83/EO, BKIHOUUTEITHO
JIEKapCTBEH IPOAYKT, MOTyYeH OT YOBELIKA KPbB MM YOBELIKA ILIA3Ma
[0 CMHCBJIA Ha ompejeleHuero B uneH 1, Touka 10 or chbmjara
JUPEeKTHBa, KOMTO ¥Ma CIIOMaraTellHO HAeiicTBHE MO OTHOIICHHE Ha
JEeHCTBUETO Ha U3JIEIMETO, CE OLEHABA U pa3pellaBa B ChOTBETCTBHUE C
HACTOSIINS PETJIaMEeHT.

Axko obaue neifcTBHETO Ha TOBA BELIECTBO € OCHOBHO U HE € CIIOMa-
TaTeJHO II0 OTHONICHWE Ha HEHCTBHETO Ha W3JENUETO, IITIOCTHHUSAT
npoaykt ce ypexaa ¢ Jupexktusa 2001/83/EO mmu ¢ Permament (EO)
Ne 726/2004 na Espomeiickus mapmament u Ha Coeera (1), B 3aBH-
CHMOCT OT TOBa KOW € NMPHJIOKHMUSAT aKkT. B To3m cimydail choTBeTHHTE
001K M3MCKBaHUS 3a OE30MACHOCT M JCHCTBUE MO MpUiIokeHue | KbM
HACTOSIINS pErfaMeHT ce IpHIarar, JOKOIKOTO ce Kacae 3a Oe3omac-
HOCTTa M JI€HCTBUETO Ha W3IEIHETO.

9. Bcsko wu3menue, KOETO € TMpeIHAa3HAYEHO 3a NPUIIOKEHHE Ha
JIEKapCTBEH MPOJYKT IO CMHCHIAa OT wWwieH 1, Touka 2 ot [upekTuBa
2001/83/EO, ce pernameHTHpa OT HACTOSALIMS pErjiaMeHT, 0e3 na ce
3acsraT pa3nope0OuTe Ha BBHIPOCHATA JUPEKTHBA, HUTO Ha PerimameHTt
(EO) Ne 726/2004 1o OTHOUICHHE HA JICKAPCTBEHHS MPOJYKT.

Ako o00aye U3AEIMETO, MPEJHA3HAYCHO 3a MPHIOXKCHUE HAa JICKAPCTBECH
MPOAYKT, W JISKAPCTBEHUAT MPOIYKT ca IIyCHATH Ha Ia3apa M0 TaKbB
HauWH, Ye 00pa3yBaT €IWH Hepas3ziescH MPOAYKT, U3KIHOUUTEITHO Mpe-
Ha3HaueH 3a ynorpeba B JajeHaTa KOMOHMHAIUs M KOHTO He € 3a
MHOTOKpaTHa ynotpe0a, TO3W EIWHEH IBUIOCTEH MPOAYKT C€ peria-
mentupa ¢ JupektuBa 2001/83/EO wmm ¢ Permament (EO)
Ne 726/2004, B 3aBUCHMOCT OT TOBa KOH € MPWJIOKHMHAT akT. B To3u
ciydail ChOTBETHHTE OOIIM M3HCKBAHUA 3a OE30IACHOCT M JCHCTBHE MO
npuiokeHue | KbM HacTOSIIMS PErjiaMeHT ce Mpuiarar, JOKOJKOTO ce
Kacae 3a 0e30MaCHOCTTa W JICHCTBHETO HAa W3JEIUETO, KOETO € YacT OT
€IMHHUS ISUIOCTEH MPOIYKT.

10.  Bcesko u3nmenwe, KOETO MPH IMyCKaHe Ha Ia3apa WIHM ITyCKaHe B
JeHCTBUE BKIIOYBA KAaTO HEPa3eHAa 4acT HEXXKU3HECIOCOOHH YOBEIIKU
THhKaH! WJIN KJIIETKW WK TE€XHU MPOU3BOAHH, KOUTO UMAT CriIOMaraTejino
JeWCTBHE O OTHOIIEHHWE Ha NEWCTBHETO HAa W3JAENIHETO, Ce OLEHSIBA M
paspelllaBa B CbOTBETCTBUE C HACTOAIIUS peryiaMeHT. B To3u cityvait ce
IpuiiaraT pasnopenduTe 3a JapsBaHETO, NOCTAaBSHETO M KOHTPOIA,
npensuaeHu B Jlupextusa 2004/23/EO.

Axo obaye nmeiicTBHETO HAa THKAHUTE WM KIETKUTE WIM Ha TEXHHUTE
NIPOU3BOJHM € OCHOBHO M HE € CIIOMaraTeJHO II0 OTHOIIEHHE Ha
JIEHCTBUETO Ha W3JEIHEeTO U NMPOAYKTHT HE ce ypexna oT PermameHt
(EO) Ne 1394/2007, npoayktsT ce ypexnaa ot dupekruBa 2004/23/EO.
B To3u ciy4aif ChOTBETHHTE OOIIM HU3MCKBaHMS 3a O€30MACHOCT U
JeficTBUE MO NpWIoKeHHe | KbM HACTOAIIMS PErVIaMeHT ce Ipujarar,
JOKOJIKOTO c€ Kacae 3a 0e30MacCHOCTTa U AEHUCTBUETO HA U3JAEIUETO.

11.  HacrosmmsT periameHT € CHelHajieH 3aKOHOJATeJeH aKT Ha
Cpro3a o cMuchia Ha wieH 2, naparpad 3 ot dupekrusa 2014/30/EC.

(") Pernament (EO) Ne 726/2004 wa Esponeiickus mapiamedt 1 Ha ChBeTa OT

31 mapr 2004 r. 3a ycraHoBsiBaHe Ha mpoueaypu Ha OOMIHOCTTa 3a paspe-
[IaBaHe M KOHTPOJI Ha JIEKAPCTBEHH MPOIYKTH 3a XyMaHHA W BETepHHapHA
ymoTpeba W 3a ch3maBaHe Ha EBpomeiicka arenimsi mo nekapcrBara (OB
L 136, 30.4.2004 r., cTp. 1).
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12. W3nenusi, KOUTO ca CHIIO TaKa M MalTMHU 10 CMUCHJIA HA YJIEH 2,
Bropa anuHesi, OykBa a) ot JupekruBa 2006/42/EO na EBpomeiickus
napiament u Ha Cweera (1), TpsiOBa, KOraTo ¢ HaJWIle ChOTBETEH PHCK
M0 CMHUCBHJIAa Ha Ta3u JUPEKTHBA, ChIIO Ja OTTOBAPST HA CHIECCTBEHUTE
WU3MCKBaHUS 110 OTHOIIEHHE Ha 0e30I1aCHOCTTAa M 3/IPaBETO, OIpEesICHH
B NpuiIokeHHe | KbM JUPEKTHBATA, JOKOJIKOTO TE€3M M3UCKBAHHUS Ca IO-
KOHKPETHH OT OOIIWTe W3UCKBaHHS 3a 0E€30MacHOCT W JeicTBHeE,
u3joxeHu B rnaea I ot mpusnoxenue | KbM HacTOSIIUS pErJIaMEHT.

13.  HacrosmmusT periiaMeHT He 3acsra MpuiaraHeto Ha J[UpeKTHBa
2013/59/EBpatom.

14. Hacrosust PETJIIaMEHT HE 3acsara MpaBOTO Ha AbpiKaBa YJICHKaA
Ja OorpaHn4vaBa H3IM0JI3BAHCTO Ha KOWTO U Ja € KOHKPETCH THIT U3OCITUE
II0 OTHOHLICHHE Ha AaCIICKTH, HEOOXBaHATH OT HaCTOAIIWA PETIIaMECHT.

15. Hacrosmmstr perimaMeHT HE 3acsira HAIMOHAIHOTO IMPaBO
OTHOCHO OpraHu3allisiTa, JIOCTaBKaTa WM (UHAHCHPAHETO Ha 3/paBHU
yCIyrM W MEAUIMHCKO  OOCIIy)KBaHe, HampuMep H3HCKBAaHETO
ompeNesieHH H3JeNus Jla MOoraT Jia c€ JOCTaBAT EJUHCTBEHO II0
JIEKapCcKO MpEeANHCAaHUEe, W3UCKBAHETO CaMO ONpPENeleHH MEIUIHUHCKU
CTEHAINCTH WM JieueOHW 3aBEACHHS Ja MOTraT Ja MPEAOCTaBsT WA
U3IOJI3BAaT ONpEleleHH H3AEIMs MIM H3UCKBAHETO Ja ce MOa3Bar
KOHKPETHH CIICIMATM3UPaHN CHBETH NPH yIoTpedaTa nM.

16. Huxos pasmopen6a OT HACTOSIIMS PErJaMEHT HE OrpaHHYaBa
cBoOojaTa Ha TMe4yara HIM CBOOOJAaTa Ha H3pa3siBaHe B MEAUUTE,
JIOKOJIKOTO Te3u cB0OOJM ca rapaHTupanu B Cbl03a M B IbPKABUTE
YIEHKH, TO-CIIENHaTHO Mo cwiata Ha wieH 11 or Xaprara Ha
OCHOBHHTE TIpaBa Ha EBpomnelckus chio3.

Ynen 2

Onpenenenus

3a HOCJIUTEC Ha HACTOAIIHA PETJIaMCHT C€ Ipujiarat CJICIHUTE OIIPEa-
CIICHUA

1) ,,MemumuHCKO wu3Aenue oO3HauaBa WHCTPYMEHT, amapar, ypen,
coryep, UMIUIAHT, pEareHT, Marepuan WiH JPyr apTUKYJ, Npei-
Ha3Ha4YeH OT IPOW3BOIMTENS 3a CaMOCTOSTENHA YNoTpeba WM B
KOMOMHAIMg IIpY XOpa C €JHa WIM T[IOBeYe OT CICIHUTE
KOHKPETHH MEIMIMHCKH LENH:

— JMarHoCTHKa, NpOoQHIaKTHKA, HAOJIOACHUE, MpEeBIKIAHE,
MPOTHO3HpaHe, JeueHNue WiIH OOJeKJYaBaHe Ha 3a00JSIBaHUS;

— JWArHOCTHKA, HaOMIOACHHE, JICYeHHe, OOJIeKYaBaHe WU
KOMITEHCHpaHe Ha TPaBMH WM MHBAIHIHOCT,

— H3CJICABAHC, 3aMsHa WM KOPCKIHA Ha aHATOMHWYHA 4aCT WIK Ha
(I)I/ISI/IOJIOFI/I‘IGH WM MIaTOJIOTUYEH MMpoueC HUJIU CbCTOAHHUEC,

— mpenocTaBsiHe Ha MHOpManus 4Ype3 MHBUTPO H3CIIEIBaHE Ha
npoOu OT YOBEIIKOTO TSUIO, BKIKOUUTETHO HAa JapeHH OpraHu,
KPBB M THKaHH,

(") Hupexrusa 2006/42/EO Ha EBpomneiickus napnament u Ha CbBera oT 17 maif

2006 T. oTHOCHO MammMHHWTE W 3a mW3MeHeHWe Ha J[lupektusa 95/16/EO
(OB L 157, 9.6.2006 r., ctp. 24).
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2)

3)

4)

5)

U KOETO HE IMOCTUTa OCHOBHOTO CH JICHCTBHE IO ITpeIHa3HAuCHHE
BBB WM BBPXY YOBEHIKOTO TSUIO NO (papMakoIOTHUeH, HMYHO-
JIOTMYEH MWIM MeTabOJIMTeH IbT, HO KOETO MOXe Ja ce
MOJTIOMara Mpu CBOETO AEHCTBHE OT CPEICTBA C TaKbB €(EeKT.

CrnenHure IMPOAYKTH CBIIO C€ IpUEMAT 3a MCIWOUHCKH H3ICIINA:

— UM3JENUTa 32 KOHTPOJI WM TOANOMAarane Ha mpoiieca Ha 3a0pe-
MEHSIBAaHE;

— MPOAYKTHTE, NPEAHA3HAYCHHU CIHEIHMAIHO 3a MOYUCTBAHE, JC3HH-
(exus WK CTepUIIU3alMs] Ha W3JCNUATa, TOCOYCHU B WiICH 1,
naparpad 4, KakTo U Ha M3JENHATA, TOCOUYCHH B ITbPBA aJMHES
OT HACTOSIIAaTa TOYKa;

,IIPAUHAICKHOCT 338 MEIUIHMHCKO H3Iene” O3HayaBa apTHKYJL,
KOWTO BBIIPEKH Y€ caM II0 ceOe CH He ¢ MEIMIMHCKO H3JeiHe, ©
IpeaHa3sHa4YeH OT MPOU3BOIUTEISI My 38 M3IOJI3BAHE 3aCHO C CIHO
WM HSIKOJKO KOHKPETHH MEIWIMHCKU W3JENHUs, 33 Ja MO3BOJISIBA
ynoTpedaTa Ha MEAUIMHCKOTO(UTE) U3/eNnue(s) 1o npeAHa3HaAYeHUE
WM KOHKPETHO U TIPSIKO Ja MOANOMAara MeJUIMHCKaTa (QOYyHKIUS Ha
BBIIPOCHOTO(MTE) MEAULIUHCKO(HM) M3aenue(s) ¢ Orjie] Ha IpeaHa3-
HaveHHeTo(sTa) My(um);

,A37ienre, W3paboTeHO MO TOpbhYKA™ O3HA4YaBa BCSIKO H3ICIHE,
CHELUAIHO MPOM3BENEHO 10 MEIUIMHCKO NpEeANUCaHNe, U31a/IeHO
OT JIMIE C TAKOBA MPAaBO ChITIACHO HALIMOHAIHOTO 3aKOHOIATEJICTBO
mopajy npoQecuoHa HaTa My KBaTH(pUKALKUS, KOSTO ONpenels, Ha
OTTOBOPHOCTTa HAa TOBA JIMIE, KOHKPETHHUTE MPOCKTHU XapakKTe-
PHCTHKH Ha M3JCIHMETO, a NPEJAHA3HAUYCHHETO MY € 3a W3IO0JI3BaHEe
CaMO OT KOHKPETEH MaIMeHT, WU3KJIIYUTEIHO 3a J1a OTTOBOPU Ha
WHAMBUAYAIHOTO MY 3/PaBOCIIOBHO ChCTOSIHAE U MOTPEOHOCTH.

ChLIEBPEMEHHO MAaCOBO MPOM3BEKIAHUTE H3MCIHs, KOUTO TpsiOBa
Jla ce aJanTupar, 3a Ja OTroBapsAT Ha CHCUU(DUYHUTE M3MCKBAHUS
Ha TpOQECHOHANCH MOTPEOUTEN, W H3JCIHUS, KOUTO Ca MacoBO
MIPOM3BEXKJaHU Upe3 MPOMHUILICH MPOU3BOJCTBEH MPOLEC MO MEIH-
[IUHCKUTE MPEAMUCAHNS Ha JIUIIE C TAKOBA MPaBO, HE CE CUMUTAT 3a
u3zenus, u3paboTeH! MO MOPBYKA;

,,dKTUBHO I/I3,HGJ'II/I€“ O3Ha4YaBa HU3ACIHUEC, YHETO d)yHKHPIOHPIpaHe
3aBHUCHU OT HM3TOYHUK Ha CHEPrus, pasjingyHa OT I'€HEpUpaHaTta OT
YOBCIIKOTO TAJIO 3a Ta3dW LEJI WIKX OT 3€MHOTO IIPUTCTIIAHC, U
KOCTO (bymcunomdpa, KaTo MPOMCEHs INIBTHOCTTA Ha Ta3u CHECPIUsA
WK KaTo s Hpeo6pa3yBa. MSL[EHI/IHTa, Nnp€aHa3HA4YCHU Oa npeaaBaT
CHEprus, BCIICCTBA WM OpPYyru CJIEMEHTH MCEXKIAY aKTUBHOTO
U30CIIUC M IalUCHTA 0e3 3HAYUTEITHO U3MCHCHHUEC, HC CC CUMTar
3a aKTUBHH HU3ACIIHA.

CO(i)Tyep’BT CbIIO CC€ CUYHMTa 3a AaKTUBHO H3ACJIHE,

,AMIUIAHTUPYEMO H3JeTre’ O3HauyaBa BCSAKO U3JCIUE, BKIIIO-
YUTEIHO TaKOBa, KOETO YaCTUYHO WJIM W3IS0 ce abcopbupa, u e
[peIHA3HAYCHO:

— Ja 6’[)[[6 U300 BBBCACHO B YOBCIUIKOTO TAJIO, HUIIH
— Jla 3aMCHHU CIIUTECJIHA MOBBPXHOCT UJIK IMMOBBPXHOCTTA Ha OKOTO

gpe3 KIIMHUYHA MHTCPBCHIUA U KOCTO € MPCAHA3HAYCHO da OCTAaHC
B TAJIOTO CJICO MHTCPBCHIUATA.



02017R0745 — BG — 11.03.2023 — 002.001 — 7

6)

7)

8)

9)

10)

11)

12)

13)

14)

15)

16)

17)

Besiko u3nmenue, mpenHazHaueHO ga ObJE€ YaCTUYHO BBBEICHO B
YOBEIIKOTO TSJIO Ype3 KIMHMUYHA WHTEPBEHIMS W Jia OCTaHe B
TAJIOTO CJIe[, MHTEepBeHUusATa MmoHe 3a 30 IHH, CHLIO ce IMpuema
32 UMIUTAHTHPYEMO H3JIejIHe;

,AHBA3MBHO H3IeNHe” O3HA4YaBa H3JC/HE, KOETO ISJIOCTHO HIIN
YaCTHYHO TPOHHWKBA B YOBEIIKOTO TSUIO TIPE3 TEIEeCEH OTBOP WIIH
1pe3 NOBBPXHOCTTA Ha TSIIOTO;

,TEHEpUYHA Tpyna H3JeNus O03HayaBa CHBKYNHOCT OT H3JENHUs C
€/IHAaKBO HJIM TMOAOOHO NpeJHa3HAuYEHHE WM CXOJHA TEXHOJOTHS,
KOETO TO03BOJsIBa KJIACH(QUIMPAHETO MM B oOIa rpyna H3Iemws,
0e3 1a ce OTYUTAT KOHKPETHUTE UM XapaKTEPHCTHKWY,

,A3JACIINE 3a €AHOKpaTHa yHOTpe6a“ O3HavaBa H3ACIIHUEC, NPEAHA3-
HAQYCHO 3a M3MO0JI3BAaHC MpU €AHO JHMIEC B PAMKHTC Ha CJUHHUYHA
TpoLeypa;

HhanmumpuuupaHo u3enue’ o3HayaBa W3ZCIHE C HEBSPHO Mpe-
CTaBsHEe Ha HEroBaTa HMICHTHYHOCT H/WIIM HAa HETOBHS HW3TOYHHK
W/MIM Ha HEroBUTe cepTudukaTd 3a MapkupoBka ,,CE®“ wmm
JOKYMEHTH, CBBpP3aHH C TMpouenypuTre 3a MapkupoBka ,,CE®.
HacrosimoTro omperneneHre He BKIIOYBA HEMPEJHAMEPEHOTO HECh-
OTBETCTBHE M HE C€ OTHACS [0 HapyLICHUSATa Ha IpaBaTa BBPXY
HHTeJIeKTyallHaTa COOCTBEHOCT;

,,Ha0op* 03HayaBa KOMOMHAIMS OT NMPOAYKTH, OMIAKOBAHH 3a€IHO U
IIyCHaTH Ha I1a3apa, 3a Ja Ce W3I0J3BaT C KOHKPETHAa MEIMLIMHCKA
uern;

»CHCTEMa" 03Ha4aBa KOMOMHALIUS OT MPOJYKTH, ONAKOBAaHH 3a€THO
WIM HE, KOUTO ca TNpEeJHA3HAYCHH 32 CBHP3BaHE MJIM KOMOWHHpaHE
C OrJieJl MOCTUTAHEeTO Ha KOHKPETHA MEIHIIMHCKA IIeT;

LIpenHa3HaueHne  o3HayaBa yIoTpedaTa, 3a KOATO € IpeaHa3-
HAueHO [aJEeHO U3JeJIUE CBIJACHO IPEIOCTaBEHUTE OT MPOU3-
BOIUTENSl NTAaHHU BBPXY €THUKETa, B HMHCTPYKIMHUTE 3a yHoTpeba
WIN B PEKIAMHHTE WM THPrOBCKHTE MaTepPHAIN WIM TBHPACHHS,
U CBIVIACHO MOCOYEHOTO OT MPOM3BOJUTENSI B KIMHUYHATA OLICHKA;

,,eTI/IKeT“ O3Ha4YaBa IMCMC€HAaATa, OTII€4YaTaHaTa WA Fpa(bI/IlIHaTa
PIH(i)OpMaLII/IH Ha CaMOTO HU3JCIHMEC HJIM Ha OIIaKOBKaTa Ha BCsjKa
CIMHUYHa 6p01‘/'11<a WM Ha OIIaKOBKAaTa Ha HAKOJKO H3ACIIHA;

LAHCTPYKIIMH 3a ymoTpeOa“ o3HayaBa WHPOpPMAIUATA, TpE-
OCTaBeHa OT MPOW3BOJMTENS, 3a Ja HWHpOpMHpa MOTpeOUTeNs 3a
NpeIHa3sHAYCHHETO W TOYHATA YHOTpeda Ha [aJeHO H3JelHe,
KakTO ¥ 332 HCOOXOAMMHUTE MPEINa3Hu MEpPKU;

»yHUKaneH uaeHtudukarop Ha uzgenusra (UDI) o3nauaBa cepus
OT NU(POBU WK OYKBEHO-IIM(POBH 3HAIM, KOSTO € Ch3/IajeHa Upe3
MEXKIYHApOJHO MpHeTa HACHTU(UKALMS Ha U3ICIHATA U CTAaHIAPTH
3a O3HAaYaBaHE U KOSTO JaBa BB3MOXHOCT 3a SICHA MICHTHU(UKALIUS
Ha CHOTBETHHTE M3JEIMs Ha I1a3apa;

,,HC)KI/I3HGCHOC066H“ O3Ha4YaBa CBHCTOAHUEC, B KOCTO HE MNpOTHUYAT
METaOOIUTHH U PasMHOXKUTEIIHU MPOLECH;

,»[IPOM3BOJHO O3Ha4yaBa ,,HEKJIETHYHO BELIECTBO™, W3BJIECYEHO OT
YOBEWIKM WM >KUBOTHMHCKH TBKaHH WM KIETKH TOCPEICTBOM
TPOU3BOJCTBEH Tporec. [Ipu TOBa OKOHYATETHOTO BEIIECTBO,
U3M0JI3BAHO 32 MPOM3BOJCTBOTO Ha M3JIENIUETO, HE ChIbpPKA HUTO
KJIETKH, HUTO ThKaHH;
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18)

19)

20)

21)

22)

23)

24)

25)

26)

,HaHOMaTepuaia“  oO3HauyaBa  €CTECTBEH, CBIBTCTBAIl MU
MIPOM3BEAEH MaTepHall, ChIbPXKAaL] YacTHId B HEOOBBP3BAHO
CBCTOSIHME WJIK Toj] (opMaTa Ha arperaT WIH arjioMepar, MpH
KOETO BBHIIHMAT pPa3Mep B €IHO WM IOBEYe M3MEPEHHs Ha ITOHE
50 % ot obumsa Opoit yactunm e B obxsara 1-100 nm;

Oynepenute, Tpa)eHOBUTE JIHCTOBE M €IHOCIOWHUTE BBIIEPOIHH
HAHOTPHOM C BBHIIECH pa3Mep B €AHO WITH TIOBEYE M3MEPEHHS IMOX
1 nm chIIO ce mpueMaT 3a HaHOMaTepUaH;

,»4aCTHIA®, 3a IeJIUTe Ha OINpEeleIEHHEeTO 3a HaHOMaTepuasl B
Touka 18, o3HauaBa MHOro Majka 4acT OT Marepuan ¢ jaodpe
ompeeneHn (PU3NIECKH TPaHHIH;

arnoMepar’, 3a LeIMTE Ha OIpEACIICHUETO 3a HaHOMaTepual B
To4ka 18, 03HauaBa CHBKYHMHOCT OT C1a00 CBBbP3aHM YaCTHLU WIU
arperatd, KaTo IIOMy4eHATa BBHINIHA IUIOMNI HAa IIOBBPXHOCTTA
IpUOIM3UTETHO CHOTBETCTBA HAa CyMaTa OT IIOBBPXHOCTUTE Ha
OTZICITHUTE KOMIIOHCHTH;

»arperat™, 3a IeJnTe Ha ONPEIeICHHETO 32 HAHOMATEpHal B TOYKA
18, o3Ha4yaBa yacTulla, KOSITO C€ ChCTOM OT CHJIHO CBBP3aHH WJIH
CJIETH YaCTHIIN;

,,JIEMCTBHE" HA M3JEIMETO O3HAYaBa CIIOCOOHOCTTA Ha U3JEIHMETO 1A
W3IIBJIHU TIPEHA3HAYEHUETO CH, 3asBEHO OT MPOU3BOIUTEIIS,;

,,pI/ICI(“ O3Ha4daBa ChUYCTAHHUCTO OT BEPOATHOCTTA 34 BB3HHUKBAHC Ha
Bp€aa U CCpHO3HOCTTa Ha Ta3u Bpela,

,ONPEIENITHE Ha CBHOTHOIICHHETO MEXAYy pHUCKa M MOJIBHTE™
O3HayaBa aHAJM3 Ha BCEKM Cllyyail Ha OIICHSBaHE Ha IIOJI3UTE U
pHucka, KouTO OMxa MOIJM Ja ObJaT OTHOCHMH 3a H3IOJI3BAHETO
Ha M3EIHMeTO IO IpenHa3HaueHHe, KOraTro Ce HW3IOJI3Ba B CHOT-
BETCTBHE C NpPEIHA3HAYCHUETO, ONPENEIIEHO OT MPOU3BOJUTEIIS;

,CBBMECTHMOCT O3HauaBa CIIOCOOHOCTTa Ha M3JENHe, BKIIIO-
YUTENHO CcOo(Tyep, KOraTo C€ H3IO0N3Ba 3aeMHO C CAHO WIIH
MOBeYEe JPYTH HM3IENHs B CHOTBETCTBHE C IPEJAHA3HAYCHHETO CH:

a) Ja neiictBa, 0e3 na ce u3ryOu WiM Ja Hapyliu clocoOHOCTTa Ja
JeiicTBa CHIVIACHO MPEIBUICHOTO, W/WIA

0) ma ce wuHTerpupa wu/winm na pabotu 0e3 HEOOXOJUMOCT OT
MpOMSIHA WJIM aJaliTHPaHe Ha KOs J1a € 4acT OT KOMOMHUpPAHUTE
U3JIENHs, W/ WU

B) Ja ce um3moyi3Ba ¢ apyro(u) uzaenue(s) 0e3 koH(IMKT/Hameca
WM HEXEIaHH PEaKIn;

,,OlIepaTUBHA CHBMECTHMOCT O3HayaBa CIIOCOOHOCTTAa Ha JBE HIIH
NOBEYE W3ZCIHS, BKIIOYUTEIHO COPTyep, OT €IHH M CHUIH HPOU3-
BOIMTEI WU OT Pa3INYHHU IMPOU3BOJUTEIH:

a) ma oOMensT wuHpOpMAalMs W H300I3BaT  OOMEHEHaTa
uHdopMalus 3a MPABIIHOTO HW3MBJIHCHHE HA OMpe/esieHa
¢byHKuusA, 63 1a ce MPOMEHS ChABPKAHUETO HA JaHHHUTE, W/HITN

0) 1a KOMYHHKHpAT TOMEKIY CH, W/HIU

B) Ja (pyHKIMOHHpPAT 3aeAHO IO NpeIHa3HAYCHUE;
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27)

28)

29)

30)

31)

32)

33)

34)

35)

36)

37)

38)

39)

,TIPEIOCTaBsIHe Ha Ma3apa’ 03HavaBa BCSAKA JOCTAaBKA Ha H3JIETHE,
Pa3IMYHO OT W3JCNHE 332 KIMHWUYHO M3MUTBAaHE, 33 TUCTPHOYLIHS,
notpedseHe WX U3MOoJI3BaHe Ha ma3zapa Ha Chio3a B mpoleca Ha
THProBCKa JCWHOCT, CpEIly 3aIulaliaHe WK Oe3IUIaTHO;

,IIyCKaHe Ha ma3apa‘’ o3Ha4aBa MPEIOCTaBSIHETO 32 IBbPBU IBT HA
W3JeNue, Pa3IMyHO OT M3JeNre 3a KJIMHUYHO M3NUTBAaHE, Ha Ia3apa
Ha Cb103a;

»IIyCKaHe B JeWcTBHE O3HayaBa €TambT, NPH KOWTO H3IENHe,
Pa3IM4YHO OT W3JETHe 3a KIMHWUYHO M3IMHUTBAHE, Ce MPEIOCTaBs Ha
na3apa Ha Cbro3a 3a IbPBU BT HA KPaeH MOTPEOUTEN KAaTO rOTOBO
3a ynorpeba 1o MpeaHa3HaYeHHE,

,IIPOM3BOAMUTEN O3HAa4YaBa (PU3MYECKO WM FOPHIUYECKO JIHUIIE,
KOETO TPOM3BEXK/Aa WM HAITBJIHO IpepadoTBa U3AEHe WM KOETO
BB3JIara NPOEKTHPAHETO, MPOM3BOACTBOTO WIIM ITbJIHATA MpepaboTka
Ha M3JelMe W Ipeijiara ToBa M3JIeNIe Ha Ia3apa CbC CBOETO UMeE
WJIN THProBCKa Mapka,

»IBJIHA TpepaboTKa®, 3a LEeIuTe Ha ONpPEAENeHHETO 32 IPOU3-
BOJMTEN, O3HAUaBa IUIOCTHO IIPEYCTPOWBAHE Ha W3JENHE, KOETO
€ MyCHAaTO Ha Tas3apa MIU B JIeWCTBUE, WM Ch3aBaHETO Ha HOBO
M37IeNe OT W3MON3BaHU M3JENUs C I NPUBEXAAaHEeTO My B CHOT-
BETCTBHE C HACTOSINUS PEIIaMEHT, ChbUETAaHO C OHPEENISHETO Ha
HOB €KCIUIOATallMOHEH CPOK Ha MpepaboTeHOTO U3MEIHE;

,»YI'BJIHOMOIIIEH MpPEACTaBUTEN" O3HadaBa BCAKO (M3UUYECKO HIIH
IOPUIIMYECKO JinIle, ycTaHoBeHO B Cbhro3a, KOETO € MONY4YHJIO H
IpUETI0 MHCMEHO ITBJIHOMOINME OT IPOU3BOAUTEN C MECTOHa-
xoxeHre u3BbH Chro3a J1a JeiicTBa OT MMETO Ha MPOM3BOIHUTEINS
BBB BpPbB3Ka C OINpeJeNICHH 3a/1a4ul, CBbP3aHU ChC 33abJDKCHUITA Ha
MIOCJIEIHUSI TI0 HACTOSIINS PErIaMeHT;

,»BHOCHUTEJI O3HauaBa BCSAKO (PU3MYECKO WIIM FOPHIUYECKO JIHUIIE,
ycraHoBeHO B Cbr03a, KOETO ITycka Ha mnasapa Ha Cpro3a uzaenue
OT TpeTa IbpPXKaBa;

,»AUCTPUOYTOP* 03HAUaBa BCAKO (HU3MUECKO WM IOPHIMYECKO JIHIE
BbB Bepurara Ha [OCTaBKd, Da3jIM4HO OT HPOM3BOAUTENS WIH
BHOCHTEJIS, KOCTO IPEJOCTaBsl ONPEIENCHO U3JeNUe Ha Ia3apa, 10
MOMEHTa Ha IIyCKaHeToO B JIeHCTBHUE;

,»AKOHOMHUYECKH OIeparop” o3Ha4aBa MPOU3BOAUTEN, YITBI-
HOMOILIEH TMPEJICTABUTEN, BHOCHUTEN, JAUCTPUOYTOp WM JIUILE,
ocoueHo B wieH 22, maparpadu 1 u 3;

,JIC4eOHO 3aBeJIcHNE  03HaYaBa OpraHM3alis, YUATO OCHOBHA IIEI €
rprKaTa 3a MalueHTH WIW JICYCHHETO WM WM MOA0OpSIBaHETO Ha
0OIIECTBEHOTO 3JIpaBe;

,TIOTpeOUTEN O3HauaBa MEAMLIMHCKH CIHCHHUAINCT WK HeCIe-
LHAJINCT, KOWTO H3II0JI3BA U3JEIIHE;

,,HCCHGHI/IEUII/ICT“ O3Ha4YaBa JIUILEC, KOECTO HiAMaA HEOO0XO0IUMOTO 06pa3-
OBaHHE B 00JIaCTTa Ha CHOTBETHHUTE 3IpaBHU TPUXU WU TI0 MEOU-
IMUHCKA JUCHMIIINHA,

,[IOBTOpHa 00paboTKa™ O3HauaBa TMpOLEC, HA KOWTO ce Mojyiara
W3IIOJI3BAHO M3JIEJIE C OrJie[ Ha Heropara Oe30nacHa IIOBTOpPHA
ynotpeba, BKIIOUUTEIHO TOYUCTBAHE, Ne3UMH(EKINS, CTepUIIN3anns
U CBBP3aHUTE NPOLENYPH, KaKTO U HM3MUTBAHE M BBH3CTAHOBSIBAHE
Ha TeXHH4YeckaTa U (yHKIMOHAIHATa OE30MacHOCT Ha U3IOJ-
3BaHOTO WH3JENHE;
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40)

41)

42)

43)

44)

45)

46)

47)

48)

49)

50)

,,OLEHSBaHE Ha CHOTBETCTBUETO™ O3HadaBa IpOIEC, KOMTO JOKa3Ba
Jani ca W3MBIHEHH W3MUCKBAHMATA II0 HACTOSIINS pETJIaMEHT,
CBBP3aHU C JIAJIEHO U3JIETIHE;

»OpraH 3a OIEHSABAaHE HAa CBHOTBETCTBUETO O3HAyaBa OpraH,
OCBILECTBsIBAL] AEHHOCTH 1O OLIEHSABaHE HAa CHOTBETCTBUETO KaTo
Tpera CTpaHa, BKIIOYHTENHO KaIHOpHpaHe, W3IHTBaHE, CepTH(U-
LUpaHe U MPOBEPKa;

,,HOTI/I(i)I/IHI/IpaH opraH“ O3HavaBa OpraH 3a OLCHABAHC Ha CBHOT-
BECTCTBUETO, OIPCACIICH CHIVIACHO HACTOALIWSA PETIIaMCHT,

,MapkupoBka 3a cohoTBercTBHe,CE“ wmmm ,mapkupoBka ,,CE®
03HauaBa MAapKUPOBKA, 4Ype3 KOSATO MNPOM3BOJMTENAT YyKa3Ba, 4Ye
JAJICHO M3JICINC € B CHOTBETCTBUE C MPHIOKHUMUTE HU3UCKBaHUS,
YCTaHOBEHHU B HACTOSAIIMS PETJIAMEHT M JIPYrOTO MPHIIOKUMO 3aKO-
HomarencTBo Ha Cpbro3a 3a XapMOHHU3AIMS, MPEIBIKAANI0 HEHHOTO
HaHaCsHE;

,KIMHAYHA OLIEHKA™ O3HAa4YaBa CHCTEMATHYCeH W IUIAHUPaH MPOLEC
Ha HENpPEKbCHATO TEHEpUpaHe, ChOUpaHe, aHAIM3 U OlEHKA Ha
KIMHUYHUTE JaHHM 3a JaJeHO H3JeNue C OIJie] Ha IpoBepKara
Ha HeroBaTa OE30IIACHOCT W JACHCTBUE, BKIIOYUTEIHO KIMHHYHHUTE
HOJI3M, KOraTo ce M3II0JI3Ba, KAaKTO € MPEABHICHO OT IIpOU3-
BOJUTEILS;

,KIIMHIYHO M3MUTBaHE O3HayaBa BCAKO OPraHU3MPAHO HU3MHUTBAHE,
BKJIFOYBAIIO €IMH WJIM TOBEYEe WHIMBUAN, KOETO CE IMPOBEXKIA C
orjen OICHSABaHE HAa OE30MACHOCTTa WM JEHCTBHETO Ha NaJeHO
H3CIHE;

,A3ACTINE 3a KIMHHUYHO M3MUTBAaHE O3HAYaBa HU3aCINE, KOECTO CC
OLICHABA B PaMKHUTEC Ha KIIMHUYHO HU3IUTBAHE,

»IUIAH Ha KIMHAYHOTO HW3MHUTBaHE O3HA4YaBa JOKYMEHT, KOMTO
omucBa OOOCHOBKaTa, LIEJINTE, 3aMHChiIa, METOAUKaTa, HaOIIO-
JNCHUETO, CTAaTUCTHYECKHTE CHOOpPaKEHHs, OpraHu3alusaTa M|
MIPOBEXKJAHETO HA KIIMHMYHOTO HM3IHUTBAHE;

,,KITMHIYHU IaHHA 03Ha4YaBa MH(GOPMAIUSA OTHOCHO 0E30MacHOCTTa
Wy AeHCTBUETO Ha JaJeHo u3jenue, cbOpaHa mpu ynorpebara My
1 I0JIyYeHa OT:

— KIMHUYHO(M) M3NHUTBaHe(Ms) Ha BBIIPOCHOTO H3JIEINHE,

— KIMHUYHO(M) wW3nuTBaHe(Ms) WIM APYTH TNPOydYBaHHS, MyOIH-
KyBaHU B Hay4yHaTa JIUTEpaTypa, 3a H3JeJHe, 32 KOSTO CKBHBa-
JICHTHOCTTA C BBIPOCHOTO H3JEIHE MOXKE [a ce JOKaxe,

— JoKJagy, IyONMKyBaHM B €KCHEPTHO IIpPOBEpEeHaTa HaydHa
JIUTEpaTypa, OTHOCHO [Pyl KIMHWYEH OIMUT Ha BBIPOCHOTO
U3JeUe WIN Ha CXOJHO U3ZEIHE, 33 KOETO €KBMBaJEHTHOCTTA
C BBIPOCHOTO H3JIENIME MOXE Jla ce JOKaxe,

— I/IH(I)OpMaI_[I/IH C KJIMHUYHO 3HAa4Y€HUEC, IIOJYUCHU IIpU HaA30pa
(&) (S} ITyCKaHEe Ha rasapa, IO-CIICIHATHO KIIMHUYHOTO
pocieasaBaHe CJC€ IIyCKaHE€ Ha Ia3apa,

,,CIIOHCOP™ O3HauaBa (U3MYECKO JHIE, APYKECTBO, HHCTHTYIIHS
WIM OpraHu3alysl, KOWUTO OTrOBapsT 3a 3al04YBaHETO U YIpaB-
JICHUETO Ha KIIMHUYHOTO M3MHMTBAHE M OCUTYPSBAT (DMHAHCHUPAHETO

My,

,,y‘-IaCTHI/IK“ O3HavaBa JIMIEC, KOCTO YJacTBa B KIIMHUYHO U3IIUTBAHEC,
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51)

52)

53)

54)

55)

56)

57)

58)

,»KJIMHUYHU JI0Ka3aTeJCTBA' O3HA4YaBa KIMHUYHUTE JAHHH U Pe3yll-
TaTUTe OT KIMHUYHATA OLEHKAa, B JOCTATBYHO KOJHMYECTBO U
Ka4eCTBO, OTHACSIIM C€ 3a JaJICHO U3Jellue, KOUTO MO3BONABAT Ja
ce HanpaBu KBaJH(HUIMPAHO OIEHSABAHE HA TOBA JAJH H3IEIHETO €
0e3omacHO M TOCTHra >KeylaHata(uTe) KIMHWYHA(M) Tnon3a(u),
KOTaTo Ce M3II0J3Ba, KAKTO € MPEABUACHO OT IIPOM3BOIUTEINS;

»KIMHUYHA e(EeKTUBHOCT oO3HauaBa CIOCOOHOCTTa Ha [JaJICHO
u3JieNne, B PEe3yNTaT HA BCHYKH TMPEKH WM HEMPEKH MEIUIIUHCKU
BB3ACHCTBHUSI, TPOM3THYAINNA OT HETOBUTE TEXHUYECKH WA
(YHKIMOHATHH, BKJIIOYUATEIHO AWATHOCTUYHH, XapaKTEPUCTHKH,
Ja H3IBJIHU TB'bp}:(ﬂHOTO oT l'lpOI/I?)BOZlI/ITC.]'lﬂ l'IpC)IHa?;Ha‘{CHI/IC u
II0 TO3M HAa4yuH Ja JOHece KIMHMYHA II0J13a 3a IIallMEHTHUTE,
KOTaToO Ce M3IMOJ3Ba, KAKTO € MPEABUACHO OT MPOHM3BOIUTEINS,

,KIMHUYHA 110133 O3HayaBa IOJOKUTEIIHOTO BB3JACHCTBHE Ha
n3ere BhpPXY 3[paBeTO Ha IAJICHO JIMIE, KOeTO ce H3pas3siBa B
3HaYuM(¥), U3MepuM(¥), MOAXOAAN(M) 32 MAlMEHTa KIMHUYCH(HH)
pe3ynTar(u), BKIIOYHTETHO pe3ynTar(v), CBbp3aH(M) C JMarHosa
WM TOJOXUTEITHO BB3ICHCTBHE BBbpPXY TIpHXKATA 32 MAIUCHTHTE
WM OOILIECTBEHOTO 3/IpaBe;

,,I/I3CJ'IC,I[OB3,TCJ'I“ O3HavyaBa JHMIE, OTTOBAPAMIO 3a IMPOBCKIAHETO Ha
KIIMHUYHO M3NUTBAaHC B LCEHTHP 3a IPOBEKAAHEC Ha KIMHUYHH
NU3NTUTBAHUA,

»AHQOpPMUpaHO ChINIacHe” O3HA4YaBa CBOOOJHO W JTOOPOBOJIHO
n3passiBaHe OT CTpaHAa Ha JaJeH yYaCTHHK Ha HErOBOTO JKEIAHUE
Jla y4acTBa B KOHKPETHO KIMHHYHO W3IHUTBAaHE, CJICA Karo ¢ Omi
“H(OPMHpPaH 32 BCUYKU HETOBH aCIEKTH, KOMTO Ca OT 3Ha4YCHHUE 32
PCUICHUCTO Ha Y4YaCTHHKA Ja YydacTBa, WK 3a MAJIOJETHU WU
HCMBJIHOJICTHH  JIMOAd WM  HENCEeCIIOCOOHM  yYacTHHUIH —
pa3pelieHHe MM ChIVIACHE OT TEXHUsS 3aKOHHO OIpEIeNieH Ipej-
CTaBHTEN 3a BKIFOYBAHETO UM B KIMHHYHOTO H3IUTBAHE,

,, KOMHUCHA 110 eTHKAa“ O3HauaBa HE3aBHCHM OopraH, CB3AaACH B
AbpXaBa WICHKa B CBHOTBETCTBHEC C IIPAaBOTO Ha Ta3u OdbpiKaBa
WICHKa #W OIPaBOMOIICH Oa JaBa CTAaHOBHIIA 3a INCIUTEC Ha
HaCTOAIMUA PETJIaMEHT, KaTo C€ B3€MaT HNpPCABUA MHCHHUATA Ha
HECTICHUATINCTH, IO-CICUUAIHO IMAMEHTH WA OpraHu3alyyd Ha
NaluCHTH,;

»HOKEIAaHO ChOUTHE O3Ha4aBa BCSAKO HEOIArONMpUsATHO MEIH-
LIMHCKO SIBJICHUE, HEOYAKBAHO 3a00JIIBaHE WM YBPEXKIAHE WM
HEXXEJaHW KIUHUYHUA CUMIITOMH, BKIIFOUMTEIHO OTKJIOHCHHS B
na0opaTOpPHUTE H3CJICABAHMS, TPU YYACTHHIHM, TOTPEOUTENN MU
JOpyrd JIMIa, B PaMKUTE Ha KIMHUYHO M3MHUTBAaHE, HE3aBHCHMO
JIalld ca CBBP3aHH C U3JCIHETO 32 KJIMHUYHO W3MHUTBAHE,

»CEPHO3HO HEXKENaHO ChOMTHE O3Ha4YaBa BCSIKO HEKEIAHO
CHOUTHE, KOSTO BOIU JO:

a) CMBPT,

0) CepHO3HO BIIOIIABAaHE HA 3PAaBETO HA YYAaCTHHMKA, B PE3yJTAT Ha
KOETO HACTBIIBA:

l) JKMBOTO3acTpalraBamio 3a00JIIBaHE WJIH yBpCKAaHE,

il) MOCTOSIHHO YBpEX/JaHe Ha TeJeCHaTa CTPYKTypa WM Ha
TenecHa (QyHKIHS,

iil) XOCHHUTAIM3AIUS WIH YAbDKABAaHEe HA XOCIUTATH3AIMATA HA
MAIUCHT,

V) MeOULUHCKAa WIM XUPYyprUYHa WHTEPBEHNHUS 3a MPEeAOTBpa-
TABaHE Ha JKMBOTO3acTpamaBalmio  3a0oJsiBaHE MM
YBpeXKAAaHE WM IIOCTOSHHO YBpEXIaHe Ha TelecHaTa
CTPYKTypa WJIM Ha TenecHa (YHKIHSA,
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59)

60)

61)

62)

63)

64)

65)

66)

67)

V) XpOHHMYHO 3a00JsBaHe,

B) (I)eTaJ'IeH AUCTpEC, (beTanHa CMBPT WA BPOJACHA (1)I/I3I/I‘IGCK3 nin
YMCTBE€HA HECAOCTATBYHOCT WM BPOIACH }le(l)eKT;

,»HEIOCTAThK Ha HW3JENHETO” O3HayaBa BCSKO HECHOTBETCTBHE IO
OTHOIICHUE Ha WACHTHYHOCTTA, KAaueCTBOTO, TPAWHOCTTA, HAJCK-
HOCTTa, O€30MacHOCTTa WM NEWCTBHETO Ha JaJeHO H3AeNHe 3a
KJIMHUYHO M3MHMTBaHE, BKIIOYUTEIHO HETPABWIHO (YHKIHOHHpAHE,
TPENIKH IpH ynoTpedaTa Win HECHOTBETCTBUE B MPEIOCTaBEeHATa OT
MIPOU3BOJUTENST UHPOPMAIHS;

,»HaJ30p cJen IMycKaHe Ha Ta3apa” O3HayaBa BCHYKH JEWHOCTH,
W3BBPLIBAHU OT IIPOU3BOJAUTENUTE B CBHTPYJHHYECTBO C JIPYTH
WKOHOMHYECKH OIEPaTOpH 3a YCTAHOBSBAHETO U aKTyalM3UPAHETO
Ha CHCTEMHa IpolLeaypa 3a aKTHBHO CbhOMpaHe W TIperyies Ha
HATpyMaHUs ONMUT OT W3JCIHs, KOUTO Te IyCKaT Ha masapa, Mpef-
OCTaBST Ha Ia3apa WIX IyCKaT B JEHCTBUE C LEN Jla C€ YCTaHOBU
JAlId € HY)KHO He3a0aBHO MpHIIaraHe Ha €BEHTYaHH HEOOXOIUMHU
KOPUTHpAIH WA NMPEBAHTHBHU JCHCTBHUS;

,»HaI30p Ha Maszapa“ o3HauaBa W3BBPLICHUTE AECHHOCTH U Mpea-
IpHETHTE MEPKH OT KOMIICTEHTHHTE OPTaHH C IIeN Ja ce HMPOBEpH
1 J]a ce TapaHTHpa, 4ye M3JeNusTa CbOTBETCTBAT HA M3MCKBAHUATA,
ompeereH: 0T ChOTBETHOTO 3aKOoHOAaTeNncTBO Ha Chro3a 3a XapMo-
HU3aLus, U Y€ He IPeJCTaBisiBaT OIACHOCT 3a 3ApaBeTo, Oe3omac-
HOCTTa MWIM 3a JPYrH acleKTH, CBBP3aHH CBbC 3allUTaTa Ha
OOIIIeCTBCHUS WHTEPEC;

,»A33€MBaHE O3Ha4yaBa BCAKa MspKa, IeNslla BpbBIIAHETO Ha
W3[eNiie, KOETO Beue € OWIo MNpeJoCTaBeHO Ha KpaiHus
noTpeduTer;

,,I/IBTCI‘J'UIHG“ O3HavaBa BCsdKa MiApKa, LEJAIa NpEAOTBpATsABAHE Ha
INO-HATaTBIIHOTO IMPEAOCTAaBAHE Ha I1a3apa Ha U3ACJIUE, KOETO € BbB
BE€purara Ha I0CTaBKa,

»AHIUJICHT O3Ha4yaBa BCSIKO HENPAaBWIHO (YHKIHOHHUPAHE HIIH
BIIOIIABAHE HA XapAaKTEPHCTUKHUTE WM ACHCTBHETO Ha M3ZEIHe,
KOETO € TMpEJOCTaBEeHO Ha Ia3apa, BKIIOYUTEIHO TpElIHa
ynorpeba, AbDKalla Cce HAa EPrOHOMHUYHUTE XapaKTePUCTHKH,
KakTO U BCSKO HECHOTBETCTBHE B IPENOCTAaBEHaTa OT IPOU3-
BOIUTENS WHOpMalusi, a ChUI0 M BCEKH HEXEIaH CTPaHWYCH
eeKT;

,»CEPHO3€H HMHIUIACHT® O3HauaBa BCEKM WHIUACHT, KOWTO TPSIKO
WIM HENPSKO € JIOBEJ, MOXE Ja € JIOBEJl WM MOXE Jia JO0Be/e N0
HSIKOE OT CIIEAHUTE CHCTOSHHS:

a) CMBPT Ha IALUEHT, NOTPEOUTEN UM JIPYro JHIE,

6) BpEeMEHHO WA TpPAiiHO CEpHO3HO BIOIIABAHE HA 3APaBOC-
JIOBHOTO CBCTOSIHME Ha IAIMEHT, MOTPeOUTEN WIM APYro JIUIE,

B) CCpHUO3HAa 3aIuiaxa 3a O6H.[eCTBeHOTO 31paBeE;

,»CEPHO3Ha 3ariaxa 3a OOIIECTBEHOTO 3/paBe’ O3Ha4aBa CHOUTHE,
KOETO OM MOTJIO J]a TOBEIC 0 HEIMOCPEACTBEH PHCK OT HACTHIIBAHE
Ha CMBPT, CEPHO3HO BIONIABAHE HA 3J[PAaBOCIOBHOTO CHCTOSHHE Ha
JMLETO WIM TEXKKO 3a00NsiBaHe, 32 KOETO MOXKE [a CC HaJOXKH
mpeAnprueMaHe Ha He3a0aBHO O3APAaBUTEIHO JACHCTBUE, W KOETO
MOXKE [a JIOBeIe A0 3HAYUTENHA 3a00JICBaCMOCT MM CMBPTHOCT
328 YOBEKa, WM KOETO € HeOOWYallHO WIIM HEOYaKBaHO 3a ChOT-
BCTHOTO MSCTO U BPEME;

, KOpUTHPAIIo ,HeﬁCTBHe“ O3Ha4YaBa ﬂeﬁCTBHe 3a OTCTPAaHABAHC Ha
IpuyrHaTa Ha NMOTCHUUAJIHO WJIU IlCﬁCTBI/ITGJ'IHO HECBHOTBCTCTBUEC C
MU3UCKBAHUATA WA Apyra HEXCIaHa CUTyallus,
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68) ,,KopurHpailo JAeHCTBHE BBB BpB3Ka € 0e30MacHOCTTA™ O3HAuaBa
KOpUTHpAIIO JEWCTBHE, MPEANPUETO OT TNPOU3BOAUTEN  IIO
TEXHUYECKH MM MEAMUMHCKH ChOOpaKeHHs 3a NpeloTBpaTsBaHe
WM HaMaJIsBaHE Ha PUCKA OT CEPHO3EH WHIUAEHT, CBBP3aH C Mpea-
OCTaBEHO Ha Ia3apa U3JeIue;

69) ,,ipenynpexacHue BbB Bpb3Ka ¢ 0€30MacCHOCTTA™ O3HAayaBa CHOO-
[IEHHETO, H3MPaTeHO OT MPOU3BOJMTEN JO IMOTPEOUTEIHUTE WU
KJIMEHTUTE OTHOCHO KOPUTHPAIO IeHCTBHE BHB BpBb3Ka ¢ OGe3omac-
HOCTTa,;

70) ,XapMOHM3UpaH CTaHAApPT O3HA4YaBa CBPOINCHCKH  CTaHIApT
cbriacHo wieH 2, Touyka 1, OykBa B) ot Permamentr (EC)
Ne 1025/2012;

71) ,,00mm crnemupukanun (OC) o3HayaBa HAOOp OT TEXHHYECKH
W/WIM KIMHAYHE W3WUCKBaHMA, PA3jIMYHH OT CTaHAapT, KOUTO
JaBaT BB3MOXKHOCT 32 W3ITBJIIHEHHE Ha MPaBHHUTE 3aJbDKCHUS BHB
Bpb3Ka C U3JENUE, IIPOLEC UM CUCTEMA.

Ynen 3

HN3MeHeHne HA HAKOU onpeaeacHus

Ha Komucusra ce mpemoctaBsi MpaBOMOIIMETO Ja MpPHEMa JeIerHpaHu
aKTOBE B CHOTBETCTBUE C WieH 115 3a u3MeHeHHe Ha ONpeesIeHHETo 3a
HaHOMaTepHal, ChABPIKAIIO C€ B WICH 2, TOUKA 18 U CBBpP3aHUTE C HETO
ompezeneHus B wieH 2, Touku 19, 20 u 21 ¢ oryen Ha TEXHUYESCKUS H
Hay4YeH TIpOrpec M Karo OTYHTA OINPE/CICHUATA, JOTOBOPEHH Ha
paBuuiiero Ha Chro3a U Ha MEXIYHApPOTHO HHUBO.

Ynen 4

HopmaTuBeH cTaTtyc Ha NpPOAYKTHUTE

1.  Be3 ga ce 3acsra wien 2, naparpad 2 ot HupextuBa 2001/83/EO,
110 HaJUIe)KHO OOOCHOBAaHO HCKaHE Ha Jbp)kaBa uieHka, Komwucusra,
cnen koHcynrtauus ¢ KoopauHalMOHHATa Trpyna MO MEIUIMHCKUTE
muaemuss mo wieH 103 or Hactosmms permament (KI'MU), uypes
AaKTOBE 3a W3IBJIHCHUE ONpeAeis [alld KOHKPETEH TPOAYKT WU
KaTeropusi WIN rpyla MpOXYKTH Momaga B oOXBaTa Ha ONpeNeNICHUATA
3a ,,MEIUIMHCKO W3JeNnue” HIN ,,IPUHAIUIKHOCT 33 MEIULUHCKO
uzgenue”. Te3n akToBe 3a M3NBIHEHUE CE€ NpUEMAT B CHOTBETCTBHUE C
mporeypara mo pasriexaaHe, mocoueHa B wien 114, maparpad 3 or
HACTOSIIIHS PErJIaMeHT.

2. Kommcusara MoXKe CBIIO Taka, MO0 cOOCTBEHAa MHHUIMATHBA MU CIIEN
koHcynTamms ¢ KI'MU, na B3ema upe3 akTOBE 3a M3I'bJIHEHUE PEIICHUS
10 BBIPOCUTE, MOCOYEHH B maparpad 1 or HacTosmms uieH. Te3u
aKTOBE 3a M3MBJIHEHHE CE€ MpHEeMaT B ChOTBETCTBHE C IMpOLEAypara Io
pasriexaane, mocodyeHa B wieH 114, maparpad 3.

3.  Komucusara rapanTupa oOMeHa Ha EKCIIEPTHH 3HAHUS MEXKAY
IbP)KaBUTE WICHKH B 00JacTTa HAa MEAWIMHCKHUTE H3IENUs, MeIu-
OUHCKUTE H3JENUS 32 HWHBUTPO  JIMATHOCTHKA, JIEKAPCTBEHUTE
MPOAYKTH, YOBEUIKUTE THKAHW M KIETKH, KO3METHMYHHMTE IPOIYKTH,
OouonManTe, XpaHWTE M aKo € HeoOXOOUMO, APYrH INPOIYKTH, 3a Ja
ompeness TNPWIOKUMHS HOPMAaTHBEH CTaTyC Ha TPOAYKT WU
KaTeropusi WiM rpyna HpoIyKTH.
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4. Ilpu pa3uckBaHusATa Ha BB3MOXKHUA HOPMAaTHUBEH CTaTyC Ha
MIPOAYKTHUTE, BKIIOYBAIIM JICKAPCTBEHU MNMPOIYKTH, YOBEIIKM THKAaHH H
KJIETKH, OMOLMAN WIN XPAHUTEIHHU NPOAYKTH, KaTo usznenue Komucusra
rapaHTHpa MOJXO0JAII0 HUBO Ha KOHCynaTauuu ¢ EBpomneiickaTta areHuus
no nekapcrBara (EMA), EBporneiickara arennus no xumukanu (ECHA)
u EBponeiickus opran 3a OeszomacHoct Ha xpanute (EOBX), cropen
cirydasi.

I'TABA 11

MPEJOCTABSHE HA TA3APA U NMYCKAHE B JEMCTBUE HA

U3JENUA, 3AABJIKEHUA HA UKOHOMUWYECKHUTE OIEPATOPH,

INOBTOPHA OBPABOTKA, MAPKHPOBKA ,CE“ W CBOBOJHO
JABUXKEHUE

Ynen 5

ITyckaHe Ha ma3apa W mycKkaHe B JeilicTBHe

1. Wznenusta morat Ja C€ IyCKaT Ha Hasapa WM Ja C€ IyCKaT B
HCﬁCTBHe caMO aKO OTroBapsaT Ha H3UCKBAHUATA II0 HACTOAIINA
PEeriIaMeHT, KOrato ca AOCTABCHU IO HAJICKHHUA pE€a U Ca IIPAaBHUIIHO
MOHTHUpAHU, NOAABPIKAHU M H3IOJ3BAHU CBHIJIACHO IMPEAHA3HAYCHHUCTO
cH.

2. Uspenuara oOTroBapsAT Ha INPWIOKHUMHTE KbM TAX 0OOIIHK
W3UCKBaHMA 32 0€30MacHOCT M JICHCTBUE, YCTAHOBEHH B MPUIIOKEHHE I,
Karo ce OTYMTa IPEeJHA3HAUYECHHETO M.

3. Jloka3BaHETO Ha CBOTBETCTBHETO C OOIIMTE H3UCKBAHMSI 3a
0€30MacHOCT W JIEHCTBHE BKIIIOYBA KIMHUYHA OIEHKA B CHOTBETCTBHE
¢ wieH 61.

4, I/IBZ[GJII/IﬂTa, KOUTO C€ IMPOU3BCXKAAT W H3IO0J3BAT B JIe4eOHN
3aBCICHHUsA, C€ CUMTAT 3a IYCHATHU B ﬂeﬁCTBHC.

5. C uBKII0OYEHHE Ha CHOTBETHHUTE OOIIM M3MCKBAHMS 3a 0€30IMacHOCT
¥ JICUCTBHE IO MPUIIOKEHKE |, N3NCKBAHUATA HA HACTOSIIHS PETIAMEHT
HE Ce MpuWiarat 3a H3Jeius, MPOM3BEKIAHH W H3MOI3BaHH CaMoO B
neyeOHHM 3aBefieHws, ycraHoBenn B Cbio3a, B ciIydaili dve ca
U3IIBJIHCHU BCHYKHU yCJ'IOBI/Iﬂ HO-JIOJ'Iy:

a) M3JeNuATa HE ca MPEXBBPJICHU Ha APYT MpaBeH CyOeKT,

0) NPOM3BOJACTBOTO W yINOTpebara Ha H3JENUATA CE H3BBHPIIBAT B
pPaMKUTE Ha MOAXOMAIIM CHCTEMH 3a YIpaBJICHHE HA KaueCTBOTO,

B) JIe4eOHOTO 3aBeficHME O0OCHOBaBa B JIOKYMEHTalUsTa CH, 4Ye
ocobeHHTEe MOTPEOHOCTH HA IieeBara Ipyna MAlUCHTH HE MOraT
na ObJaaT 3aJ0BOJICHM WM HE MOTaT Ja ObJaT 3aJ0BOJICHH IpU
MOAXO/SIIIIA CTEIICH HA JACHCTBHE OT CKBUBAJICHTHO H3/EIHE, KOCTO
€ TPEeIOCTaBeHO Ha Ta3apa,

r) JIeyeOHOTO 3aBEJCHHWE IIPEIOCTaBs NPH IIOUCKBaHE Ha CBOS
KOMIIETCHTEH OpraH HWH()OpPMAamus OTHOCHO H3IION3BAHETO HA TE3U
M3eNUs, KOSATO BKJIIOYBA OOOCHOBKAa 32  MPOU3BOJCTBOTO,
MpoMsIHATa U ynoTpedara um;

1) JIe4eOHOTO 3aBEJICHUE M3TOTBS JACKIapalys, KOSTO MpPaBU MyOJIHYHO
JOCTOSIHAE M KOSITO BKJIFOYBA:

i) HaMMEHOBAaHUETO M aJpeca Ha Je4yeOHOTO 3aBEJCHUE IPOU3-
BOJIUTEIT;
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ii) HEoOXOJUMHTE JaHHU 33 MICHTU(HUIHMPAHETO HA U3JCIUATA;

iil) Jekapaius, 4e U3/IeuaTa OTTOBapsAT Ha OOIINTE U3UCKBAHUS 32
6e300aCHOCT W JIEHCTBHE, YCTAHOBCHH B MPWIOKEHHE | KbM
HACTOSIIUS PErJIaMEeHT, U, KOraTo € MPHI0KUMO— UH(opMarus
32 W3MCKBAHUATA, KOUTO HE Ca CIA3€HH U3IIUI0, ¢ MOTHBHpAHA
000CHOBKa 3a TOBa,

€) JIe4eOHOTO 3aBeJICHUE M3TOTBS JTOKYMEHTAIMs, ITO3BOJISBAILA 3aI103-
HABaHETO C TIPOU3BOJACTBEHHUTE CHOPBKCHHUS, MPOU3BOJCTBECHHS
IpolieC, MPOEKTHPAHETO M JaHHUTE 3a JEHCTBUETO Ha W3JEIHITA,
BKIIFOYMTEJIHO  TpPEJHA3HAYECHHETO, M  KOSITO €  JIOCTAaThYHO
mojapoOHa, Taka d4e Ja ce Jaje BB3MOXKHOCT Ha KOMIICTCHTHHS
OpraH Ja ce yBepH, Y€ ca M3IbJIHCHU OOIIUTE H3UCKBAaHUS 3a
0e30MacHOCT W JICHCTBHE TIO MpPWIOKEHHEe | OT HacTOSIIUSL
periaMeHT;

) JIe4eOHOTO 3aBeJCHHE B3eMa BCHYKHM HEOOXOIMMM MEpKH, 3a Ja
rapaHTHPa, Y€ BCHUYKH H3ICIUS CE MPOU3BEKIAT B CHOTBETCTBUE C
JIOKyMEHTAIHMATa, TIOCOYeHa B OyKBa €),

3) JIe4eOHOTO 3aBelCHHE IpaBH IIperyie[; Ha OMNWTAa, MNPUIOOUT OT
KIMHUYHATa ynoTpeba Ha M3IENHATa, U MpeArnpreMa BCUYKU HEoO-
XOAMMHU KOPUTHpALH ACHCTBUS.

JIbpKaBHUTE WICHKH MOTAT Jla M3UCKBAT OT TE3W JICUeOHHU 3aBeleHUs a
IPENCTaBAT HAa KOMIICTCHTHHUSI OpraH BCSKAaKBa JOMBIHUTEIHA BaXKHA
nHGOpMAlUSA 3a W3IENHs, IMPOM3BENEHH W W3IMOJI3BAHM Ha TIXHA
TepuTopHs. Jbp)KaBUTe WICHKH 3ala3BaT MPaBOTO CH Ja OrpaHHYaBaTr
MPOM3BOJACTBOTO M YIMOTpebaTa Ha BCEKM KOHKPETEH THII TaKHBa
u3fenusT W WMaT JIOCTBI 32 WHCICKTUpaHe Ha JeHHOCTTa Ha
JICYCOHUTE 3aBEACHHUS.

Hacrosmusr maparpad He ce mpuiara 3a U3felHs, KOUTO C€ MpOH3-
BEXJAT B IIPOMUIUIEHU MaIladu.

6. C wmen aa rapaHTHpa €IHAKBOTO MNpHJIAraHe Ha MPHIOKEHHe I,
Komucusta Moxe Ja mpreMa akTOBE 3a H3MbJIHEHHE, JOKOJIKOTO TOBa
¢ HeoOXOmMMO 3a pa3peluaBaHe Ha MPOOJIEMH, CBBP3aHH C PA3IHYHOTO
THIKYBaHE W MPHWIAraHETO Ha MPAKTHKA. Te3d aKTOBE 3a M3MBIHECHUE CE
OpHeMaT B ChOTBETCTBUE C IMpOLEAypara IO pasriieKAaHe, MOCOYCHa B
uneH 114, naparpag 3.

Ynen 6

IIpoxa:x0u oT pascrosiHHe

1. Uspenusarta, mpeuiaraHd dYpe3 YCIyrd Ha HH(OPMALMOHHOTO
o0IIecTBO MO CMUChIa Ha wieH 1, maparpadp 1, OykBa 6) or
HupextuBa (EC) 2015/1535 Ha ¢u3nuecko WM IOPUIMYECKO JIUIE,
ycranoBeHo B Cbro3a, TpsOBa 1Ja OTroBapsiT HA H3UCKBAaHUATA IO
HACTOSIIIUS PErJaMeHT.

2.  be3 ma ce 3acsira HaIWOHATHOTO MPaBO, CBBP3AHO C YIPAXKHI-
BaHETO Ha JIeKapckaTa mpodecusi, W3menuara, KOUTO HE Ce IycKaT Ha
masapa, a ce M3II0JI3BaT CpeIly 3aIlIalllaHe MK Oe3IUIaTHO B PaMKUTE Ha
TBProBCcKa MACHHOCT 3a IIPeIOCTaBsHE HA IMAarHOCTHYHA WM Tepa-
MEeBTHYHA yCIyra MOCPEACTBOM YCIYyTM Ha HH()OPMAIMOHHOTO
obmecTso 1O cMmuchla Ha uieH 1, maparpag 1, OykBa 6) or
HupektuBa (EC) 2015/1535 wmm uype3 Jpyro KOMYHHUKAIMOHHO
CPEICTBO, MPSAKO WIM 4Ype3 TIIOCPENHHIM, HA (U3MUECKO MM
IOPUANYECKO JIHLE, ycTaHoBeHO B Cplo3a, TpsiOBa Ja OTroBapsAT Ha
M3UCKBAHUATA HA HACTOSIIMS PErIaMeHT.
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3. Ilpu mouckBaHe OT KOMIETEHTEH OPraH BCAKO (PU3NYECKO HIIH
IOpUAMYECKO JIMLE, KOETO Ipemiara Hu3Aelus B CbOTBETCTBUE C
naparpad 1 wim mpemocraBs yCcIyTd B CbOTBETCTBHE ¢ maparpad 2,
mpenoctaBst komue ot EC nekmapamusita 3a CHOTBETCTBHE Ha
BBIIPOCHOTO H3JEIIHE.

4. Ot cpoOpaxkeHUs 3a OmNa3BaHe HA OOMIECTBEHOTO 3[paBe JbpiKaBa
YIeHKa MOXE Ja H3MCKa OT JOCTABYMK HAa YCIYyrH Ha HH(OpMaIu-
OHHOTO OOIIECTBO MO CMHChIAa Ha uieH 1, maparpad 1, Oyksa 0) or
HupextuBa (EC) 2015/1535 na npeycTaHoBu CBOsITa AEHHOCT.

Ynen 7

TBbpaenust

[Ipu eTukeTHpaHeTo, U3TOTBIHETO HA MHCTPYKIMUTE 3a yrnoTpeda, mpea-
OCTaBSHETO, ITyCKaHETO B JACHCTBHE M PEKIAMUPAHETO Ha WU3ZICIHS €
3a0paHeHO M3MOJI3BAHETO HAa TEKCTOBE, HAWMEHOBAHHS, THPrOBCKU
MapKH, H300pakeHus, GUTypaTHBHH WM IPYTH 3HAIM, KOUTO MOTaT
Ja BbBeAaT B 3a0dyXIOeHWe MOTpeOuTens WM MNalueHTa 1o
OTHOIICHHE Ha IpeJHA3HAuYeHHEeTO, Oe30IacHOCTTa M AEHCTBHETO Ha
H3JIENINETO, KaTo:

a) MPUIKMCBAT Ha M3JEIHETO (YHKIMM M CBOICTBA, KAaKBUTO TO HIMA;

6) Cb3J1aBaT HCBAPHO BIICYATIICHUC IO OTHOLICHUE Ha JICYCHHUCTO WIIHU
JUArHOCTUIIUPAHETO W 34 (1)yHKIII/II/I W CBOﬁCTBa, KaKBHUTO
U3JCIUCTO HsAMaA,

B) HC NOpeaoOCTaBAT I/IH(l)OpMaHI/Iﬂ Ha HOTpe6I/ITeJ'I$I WM IIaluMcHTa 3a
BB3MOXHHUA PHUCK, CBBbP3aH C HU3MOJ3BAHCTO HAa HU3ACIUETO B CHOT-
BETCTBUC C MPECAHAZHAYCHUETO MY,

F) npepiarat IMpUJIOXKCHHUA Ha HU3ACIUCTO, KOUTO C€ pasjimdyaBaT OT
IMOCOYCHUTE KaTO 4YaCT OT TMpEeAHAa3HA4YCHUCTO, 3a KOC€TO €
H3BBPHICHO OLCHABAHC HAa CHOTBETCTBHETO.

Ynen 8

H3non3Bane Ha XapMOHM3UPAHU CTAHIAPTH

1. UM3penusara, KOUTO OTroBapsAT Ha CBHOTBETHUTE XapMOHU3UPAHU
CTaHJAPTH WM NPWIOKUMHUTE YacTH OT T€3W CTaHJapTH, JAHHWUTE 3a
KOWUTO ca Omnm nmyOnukyBanu B Oguyuanen eecmuux na Eeponeiickus
ChbI03, C€ CYHUTa, Y€ CHOTBETCTBAT HAa HM3UCKBAHMATA I10 HACTOAIIUA
pernamMeHT, o0XBaHATH OT TE€3M CTAHAAPTH WIM 4YacTH OT TAX.

[TbpBa anuHess ce mpuwiara ¥ 3a H3UCKBAHUATA 32 CHUCTEMUTE WU
OPOLIECHTE, KOMTO HKOHOMHYECKHTE OIEPAaTOPH MM CIOHCOPUTE
TpsiOBa 1a Chma3BaT B CHOTBETCTBHE C HACTOSIIHS DPEIJIAMEHT, BKIIO-
YUTENHO CBBP3AHUTE ChC CHCTEMHUTE 3a YNPABJICHHE HAa KauyecTBOTO,
YIpPaBICHHETO HAa PHCKA, CHCTEMHTE 3a HAA30p CJeA IyCKaHe Ha
nasapa, KJIMHUYHUTE WU3MUTBAHUS, KIMHUYHATA OLCHKA U KIMHUYHOTO
npocieisiBaHe ciex myckane Ha masapa (KITITIT).

[To3oBaBaHMsITa B HACTOSIUMS PErIaMEHT HAa XapMOHM3UPAHU CTAaHAAPTH
Ce TBJIKYBAT KaTO [1030BaBaHUs HAa XapPMOHM3MPAHH CTaHIAPTH, JAHHUTE
3a KOMTO ca IyOnukyBaHu B Oguyuanen eecmuux na Eeponeiickus
Cvi03.
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2. TlozoBaBaHWsiTA B HACTOALIMA pErJIAMEHT Ha XapMOHHU3UPaHU
CTaHJapTH BKIIOYBAT M MOHorpaduute Ha EBpomeiickata dapmakones,
npuetd B choTBeTcTBUE ¢ KoHBeHmusTa 3a paspaborBaneTo Ha EBpo-
nelicka QapmMaxones, HO-CIENUATHO 38 XUPYPIUYECKUTE KOHIM U B3aw-
MOJIEHCTBHETO MEXIY JIEKApCTBEHUTE TMPOAYKTH U MaTepHalNTe,
W3MOJ3BAaHU B M3/CIHATA, ChIBPIKAIIM TAKHBA JICKAPCTBEHH MPOIYKTH,
IpU yCJOBHE Y€ IaHHHUTE 3a Te3W MoHorpaduu ca myOJHKyBaHU B
Oduyuanen eecmuux na Eeponeiickusi cvios.

Ynen 9

OO0 cnenuduranuu

1.  Be3 na ce 3acara wien 1, maparpad 2 u wien 17, maparpad 5,
KakTO U TPEIBHIACHUAT B IIOCOYCHHUTE DPA3NOpeadH CPOK, KOraTro He
CBIIECTBYBAT XapMOHM3UPAHU CTAaHAAPTH WM CHOTBETHUTE XapMOHH-
3MpaHHd CTAaHJAPTH HE ca JOCTAThYHH, WM KOraTo € Heo0XoauMo na
Ce pelraBaT BBIIPOCH, CBBP3aHU ¢ OOIIECTBEHOTO 3apaBe, Komucusra,
cnen koHcynraus ¢ KI'MU, moxe mocpecTBOM akTOBE 3a M3IBbIHEHHE
ma npuema o6mu crnemudukanun  (OC) BBB Bpb3ka € OOIIUTE
W3UCKBaHUS 3a 0e30MacHOCT W JeHCTBHE MO MNpHiIoXkeHue I, TexHu-
gyeckara JokyMeHTauus no npuioxenus Il m III, xnuHuuHara oueHka
W KIMHUYHOTO Hpocie/siBaHe cje] IyCKaHe Ha Ias3apa 110 IPHIIOKEHHE
XIV wunm ¢ uW3MCKBaHUATa OTHOCHO KIMHUYHHUTE W3MHUTBAHUS IO
npunoxenne XV. Te3u axkToBe 3a HM3MBIHEHHE C€ IpUEMaT B ChOT-
BETCTBHE C IMpolleaypara IO pasriiexjJaHe, NMocoyeHa B wieH 114,
naparpad 3.

2. Cuura ce, ue uzgenusara, kouro orrosapsat Ha OC no maparpad 1,
CHOTBETCTBAT HA M3UCKBAHUSATA 1O HACTOSINUS PErIaMeHT, 00XBaHATH
or te3u OC WM OT CbOTBETHUTE YACTH OT TAX.

3. TIpoumsBomurenure cmaspar OC mo maparpad 1, ocBeH Koratro
HAJUTE)KHO MOTAT Jia JIOKaXaT, 4e ca BB3IPHENN PEICHHs, OCUTYPsIBAIIN
HUBO Ha 0€30MacHOCT M JCWUCTBHE, KOETO € Hal-MaJKOTO PaBHOCTOHHO
Ha toBa ot OC.

4.  HeszaBucumo ot maparpad 3, NpoU3BOAUTENUTE Ha NPOAYKTUTE,
u3bpoenn B npwioxenune XVI, cmazeatr cporBetHuTe OC 32 Te3m
IPOIYKTH.

Ynen 10

OO01u 3a7bJKeHHUs] HA MPOU3BOIMTEINTE

1. Korato IMyCKaT Ha Ia3apa WU IIyCKaT B HeﬁCTBHe usjgeinusaTa Cu,
IMPOU3BOAUTECIIUTE rapaHTHpaT, Y€ TC Ca NPOCKTUPAHU U IIPOU3BCACHU B
CBOTBCTCTBUE C M3HUCKBAHUATA 11O HACTOAIIHUA PETIIAMEHT.

2. IlpomsBomgurtenure Cb3AaBaT, HOKYMEHTHPAT, BbBEXIAT U
HOJUIbPXKAT CHCTEMa 3a yINpaBlieHHME Ha PUCKA, KAKTO € OIMCaHO B
paznen 3 or mpunoxenue L.

3. IlpomsBoaMrenuTe U3BBPLIBAT KJIMHUYHA OLIEHKA B CHOTBETCTBHE C
U3UCKBaHUATA N0 wieH 61 u npunoxenue XIV, Bxmounurtenno KIIIIIT.

4.  TIpoW3BOAUTENNTE HA WU3JCIUS, PA3THUHH OT M3JENHs, U3pabOTEeHH
[0 TOpbBYKA, M3TOTBAT U MOAXBPIKAT AaKTyaJlHa TEXHHYECKa JIOKY-
MEHTAaIMsl 32 Te3W H3JeNus. TeXHuueckara JOKyMEHTalus TpsOBa jaa
M03BOJIABA OLIEHSABAHETO HAa CHLOTBETCTBHETO HA H3JIEIHNETO C H3HMCK-
BaHUsATA HA HACTOSALIUA pernaMeHT. Ta:m TCXHUYCCKA IlOKyMCHTaLU/Iﬂ
BKJIIOYBA €JIEMEHTHTe, npeasuaeHu B npuinoxkenus 11 u 111
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Ha Kommucusita ce npemoctaBsi mpaBOMOIIHETO Ja IpHUeMa JAeJerHpaHu
aKTOBE B CHOTBETCTBUE ¢ wieH 115 3a n3meHenue Ha npunoxenus Il n
III ¢ ornen Ha TeXHUYECKUS TPOTPEC.

5. TlpoumsBomutenure Ha M3PaOOTEHU MO MOPHUYKA W3JCIUS M3TOTBSAT,
aKTyalu3upaT W TPEJOCTaBAT Ha pAa3MOJOKEHHEe Ha KOMIIETEHTHUTE
OpraHu JOKyMEHTallusATa ChIVIACHO pa3zen 2 oT npunoxkeHue XIII.

6. Koraro ChOTBETCTBHETO C TPHUIOKHMHUTE W3MCKBAHHSA € JOKA3aHO
ype3 MPHIOKAMATa TMpoIeJypa 3a OIEHABaHE Ha CBhOTBETCTBUETO,
TIPOU3BOUTEIIUTE HA W3ICIHs, Pa3IWIHH OT HW3ACIUATa, M3pabOTEHH
[0 MOPBYKA, WIM M3JCIHATA 332 KIMHHUYHO H3MUTBaHe, U3roTBaT EC
JeKmapands 3a ChOTBETCTBHE CHIVIACHO wWieH 19 W HaHACAT MapKu-
poskara ,,CE* 3a chorBeTcTBHE 1O uieH 20.

7.  TlpousBomuTenuTe CHa3BaT  3aJb/DKCHHUATA, CBBP3aHH  ChC
cucremara 3a UDI, mocouenn B uneH 27, U 3aIbJDKCHHUSITA 3a
perucrpanus, mocoueHu B wieHose 29 u 31.

8.  IIpomsBomurenute CHXpaHABAT HA PA3MOIOKEHHE HA KOMIIET-
EHTHUTE OpraHu TexHu4eckara nokymeHranus, EC peknapanusara 3a
CBHOTBETCTBHE U, aKO € MPUII0KHUMO, KOTIHE OT BCUUKU CHOTBETHHU CEPTH-
(ukaTH, M3MaACHU CBHITACHO 4WieH 56, BKIIOUMUTEIHO BCHYKU TEXHU
W3MEHEHUs! U JOINBJIHEHUS, B MpOoAbDKeHHE Hal-manko Ha 10 roauHu
clell Karo ImociefHoTo u3znenue B obOxBarta Ha EC nexnapanusita 3a
CHOTBETCTBHE € ITyCHAaTO Ha Ia3apa. 3a HMMIUIAHTHPYEMUTE H3/ENHUs
CPOKBT € Hail-mManko 15 roaWHu ciej MycKaHETO Ha TMas3apa Ha
TIOCTIETHOTO H3JIENHe.

HpI/I IIOUCKBAHE OT KOMIICTCHTCH OpIraH IIPOU3BOAUTEIIAT HNPEACTaBs,
ChbIJIaCHO MOCOYCHOTO B MCKAHETO, IIbJIHATA TEXHUYCCKA NOKYMCHTAIU
i pe3roMe€ OT HeEs.

3a ;ma nmaje BB3MOXKHOCT HAa YIIBIHOMOIICHHS CH TPEICTABHUTEN Ja
W3ITBJIHSABA 33/1a4MTe, ocouyeHu B wieH 11, maparpad 3, mpousBoauren
C PErHCTPHpPAHO MSCTO Ha CTONAaHCKa JeiHocT W3BbH Chro3a B3eMa
HEOOXOMUMHUTE MEPKH YIBIHOMOIICHUST MPEACTaBUTENl Ja HWMa Ha
MOCTOSIHHO Pa3MoJI0KEeHHUEe HeoO0XoauMara JOKYMEHTAIIKS.

9.  IlpomsBogurenure rapaHTHpaT, Y€ ca BBBEICHHU IPOLEIYPHU, Upe3
KOUTO CEPUHHOTO MPOU3BOJACTBO J1a OCTaHE B CHOTBETCTBUE C H3UCK-
BaHUATA HA HACTOAINUS periaMeHT. IIpoMeHHUTe B NPOEKTa MU Xapak-
TEPUCTUKUTE HA H3JCIMETO U H3MEHEHUATAa B XapMOHU3UPAHUTE
cragaapty uau OC, ype3 1030BaBaHE HAa KOMTO € JEKJIApPUPAHO ChOT-
BETCTBHETO Ha M3JENIHETO, CE B3eMaT NPEIBHUI CBOEBPEMEHHO M IIO
noxxoadn] HauuH. Ilpow3BoiurenuTe Ha W3ENUS, pPasIMYHUA  OT
u3fenusATa 3a KIMHUYHO M3MUTBaHE, Cb3JaBaT, [JOKYMEHTHUpaT,
BBBEXIAT, MOJABPKAT, AaKTyaln3upaT M HENPEeKbCHATO I0400psBaT
cHCTEMA 3a YIpaBIEHUE Ha KaU€CTBOTO, KOSITO OCUTYPsIBa CbOTBETCTBUE
C HACTOSIIMS PErjaMeHT MO Hal-e()eKTHBEH HAYMH, CHOTBETCTBAI] HA
THUIA HAa M3JEIUETO U Kjaca Ha U3JEIMETO B 3aBUCUMOCT OT PHUCKA.

Cucremara 3a yrpasjieHHE Ha KadecTBOTO OOXBalla BCHYKH YacTH U
€JIEMEHTH Ha OpraHU3alIOHHATa CTPYKTypa Ha JaJieH IMPOU3BOIUTE,
OTroBapsila 3a KayeCTBOTO Ha IPOLECUTE, MPOLEAYPUTE U HU3JENIUATA.
Ts ypexxna cTpyKTypara, OTTOBOPHOCTHTE, MPOLEAYPHUTE, NMPOLECUTE U
YIPaBIEHCKUTE pecypcH, HEOOXOMUMH 3a MpHJIaraHe Ha NPUHLUNNATE U
JNEWCTBUATa 3a TIOCTHTaHE Ha CHOTBETCTBHE C pasnopendnTe Ha
HACTOSIIIUS PErJIaMeHT.

Cucremara 3a ymnpaBjieHME Ha KayecTBOTO oOO0XBalla Hal-MajKo
CIICTHUTE aCICKTH:
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a) cTparerusi 3a ChOTBETCTBHE C HOPMATUBHHUTE W3MCKBaHUS, BKIIIO-
YUTEITHO CIa3BaHE Ha TNPOIEAypPUTE 3a OLEHSBaHE Ha CBHOT-
BETCTBHETO W TNPOLEAYpPUTE 3a YIpaBICHHE Ha INPOMEHHTE Ha
H3IeMsITa, 00XBaHATH OT CHCTEMATa;

6) OIpeacIsIHE Ha NPUIIOKHUMUTE 06HII/I HM3KMCKBaHKSA 332 0€30IaCHOCT U
aeﬁcmne U pOyYBaHC Ha BB3MOKXHOCTHUTC 3a BBBCKIAHC Ha TE3U
HU3UCKBaHUA,

B) OTTOBOPHOCT Ha PBKOBOACTBOTO,

F) YIIpaBJICHUEC Ha PECYpPCUTE, BKIIOUUTCIHO no;[6opa U KOHTpOJIa Ha
JOCTABYHUIIUTC U NMOAU3IIBIIHUTCIIUTE,

Q) yIOpaBI€HHE Ha pHCKAa CBIVIACHO IIOCOYEHOTO B pasiel 3 oT
npunoxenue I;

€) KJIMHHYHA OLICHKa B CHOTBETCTBHE C wieH 61 u npunoxenue XIV,
prirounTeano KIIIIIT;

) peanm3alis Ha MPONYKTHUTE, BKIIOYHTEIHO IUIAHUpAHE, IPOEK-
TUpaHe, pa3paboTBaHe, MPOU3BOJACTBO M OOCITY>KBaHE,

3) mpoBepka Ha UDI, onpexnereHn B ChOTBETCTBHE € wieH 27,
naparpad 3, 3a CHOTBETHHTE H3JENHs, Taka 4e Ja Ce TapaHTupa
CBINIACYBAHOCT HAa HMH(pOpMalusATa, NMPENOCTaBsiHa B ChOTBETCTBUE
¢ uien 29;

1) Ch3JaBaHEe, BbBEXJAHE M IMOJAbP)KaHEe Ha CHUCTEMa 3a HaJ30p Clel
MyCKaHe Ha Ia3apa B CHOTBETCTBHE C wWieH &3;

i) KOMYyHHKalWsi ¢ KOMIIETEHTHUTE OpPTraHH, HOTH(UIMpPaHUTE OpPTaHH,
JIPYTH MKOHOMHYECKU ONEpaTopH, KIUEHTH W/WIU JPYrd 3auHTepe-
COBAaHU CTpaHU;

K) TpOoLEeCH 3a JOKJIaJBaHE 3a CEPHO3HM HMHIHUICHTH W KOPUTHPAIIH
JleiicTBUSL BBB Bpb3Ka C 0E30IaCHOCTTa B KOHTEKCTA Ha IPOCIIEH-
sIBAHETO Ha 0E30I1aCHOCTTA;

J) yNpaBjeHWE Ha KOPUTHpALIUTE M IPEBAHTHBHUTE JCHCTBUSA H
MpOBEpKa Ha TAXHATa €PEKTHBHOCT;

M) IIpouecuTe 3a HaGJ’IIO)IeHI/Ie U OIICHKa Ha PE3yJITaTUTC, 3a aHAJIU3 Ha
JAaHHUTC U 3a YCBBBPHICHCTBAHC HA NPOIYKTHUTE.

10.  IIpousBogurenuTe Ha U3JENUS BBBEXKIAT M aKTyaIU3UpaT
cUcTeMara 3a HaJa30p cie] IyCKaHe Ha ma3apa B CHOTBETCTBHE C
yneHn 83.

11.  IIpousBomuTenar rapaHTupa, 4ye H3/ACIHETO € MPHUIPYKEHO OT
uHpOpMaIMATa, TOCOYeHa B paszgen 23 or mnpwiokeHue [, Ha
opumanen(un) esuk(im) Ha Cpio3a, ompeneneH(M) OT Abp)KaBara
YJIeHKa, B KOATO M3JEJIUETO C€ NPEeNOoCTaBs Ha MOTPeOUTENsl WIM Ha
nmanyenTta. EneMeHTHTe Ha eTWKeTa TpsAOBa 1a OBIAT HE3ATHINMH,
JIECHO YETHMH M SICHH 3a pa3OupaHe 3a IeJeBHs MOTPEeOMTEN WM
MaLUeHT.

12.  IIpousBoguTenu, KOUTO CUUTAT WIM MMAT OCHOBAaHHE Jla CUMTAT,
4ye JaJeHO H3JeMe, KOeTo ca IyCHAJIM Ha Ia3apa WIM ca IMyCHalId B
IeWCTBHE, HE CHOTBETCTBA HA HACTOSIIMS pEraMeHT, He3a0aBHO Ipen-
npuemMar HeoOXOIMMHTE KOpUTHpallM JeHCTBUS, 3a Ja IpHUBeIar
U3JIEIMETO B CHOTBETCTBUE, Ja 'O M3TEINIAT WM J1a TO U33eMart, B 3aBH-
CHMOCT OT ciiy4as. Te WHpOpPMHUpAT NUCTPUOYTOPHUTE Ha BBIPOCHOTO
U3JeNUe U, aKo € MPWIOKHMO, YITBJIHOMOIICHHUS TPEACTaBUTEN U
BHOCHUTEJIUTE 110 CHOTBETHHUS HAYWH.
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Koraro wu3nenuero mHpenCTaBIsABa CEPHO3CH PHUCK, IPOU3BOJAUTEIIHTE
nHQopMHUpaT He3a0aBHO KOMIICTEHTHHTE OpraHH Ha IbPXKaBUTE
YIEHKH, B KOWUTO Ca TNPENOCTABUIIM H3JCIUETO U, aKO € MPUI0KUMO,
HOTHQUIMpPaHUsS OpraH, M3Jal cepTH(UKAT 3a H3AETHETO B CHOT-
BETCTBHE C WieH 56, IMO-CHEeNHMaTHO 3a HEChOTBETCTBHETO C H3UCK-
BaHMSTA U 32 BCHUYKU MPEINPUETH KOPUTHPAILU JNCHCTBUSL.

13.  IIpousBogurenure U3NOI3BAT CUCTEMA 3a perucrpauus u
JOKJIaJIBAHE 3a WHIMJICHTH M KOPUTHpAIld JCHCTBUS BBB BpPB3Ka C
0e30IacHOCTTa B CHOTBETCTBHE C ujicHOBE 87 u 88.

14.  IIpousBoxmutenute, NpU MOUCKBAHE OT KOMIETEHTEH OpraH, My
TPEeOCTaBAT IsnaTa WHGOPMAIMA M JOKyMEHTAIWs, HeoOXoauMma 3a
JIOKa3BaHE Ha CHOTBETCTBUETO HA W3/EJIUETO, Ha O(PUIMATECH €3UK Ha
Cpr03a, omnpeziesieH OT CbOTBETHATa AbpKaBa dieHKa. KoMnereHTHHAT
OpraH Ha JAbpXKaBaTa 4YIEHKA, KbJETO IPOU3BOJUTENAT HMMa peruc-
TPUPAHO MsACTO Ha CTONAHCKa JeHHOCT, MOXeE Ja IOMCKa IpOM3-
BOJIUTENAT Ja OCUTYpH O€3IIaTHO 00pa3sly OT HU3AEJIUETO WM, aKo
TOBa HE € OCBIIECTBUMO, Jja IPEJOCTaBHU AOCTBI 10 u3aenuero. [Ipous-
BOJUTENIUTE OKa3BaT ChACHCTBUE Ha KOMIIETEHTHHUs OpraH, 110 HErOBO
UCKaHe, TpPU BCIKO KOPUTHPALIO ACHUCTBHE, NPEANPUETO 3a OTCTpa-
HSBAaHE WIM — aKO TOBAa HE € BB3MOXKHO — 3a OIpaHMYaBaHE Ha
PHCKOBETE, CBBP3aHH C HU3AEIMATA, KOUTO T€ ca IyCHAJIM Ha Masapa
WU B JICHCTBHE.

AKO TNpOM3BOAMTENAT HE OKa3Ba ChACHCTBHE WIM IpeIOoCTaBeHaTa
uH(OPMANKsT ¥ JOKYMEHTAIUS € HelIbJIHA MM HETOYHA, KOMIICTCHTHHST
OpraH MOXe, C el OCHIypsiBaHE Ha OIa3BaHETO Ha OOLIECTBEHOTO
3apaBe W 0E30MacHOCTTa Ha TMAIMCHTHTE, Ja TMpeArpueMe HeoOXo-
JUMUTE MEpKH, 3a Ja 3a0paHd WM OrpaHHYM IPEJOCTaBsIHETO Ha
U3/ICJIMETO Ha CBOS HALMOHAJICH Ma3ap, Ja M3TerNIH HM3/CIHETO OT TO3M
mazap WM Ja ro u33eMe, JOKaTo NPOU3BOJUTEIST HE OKaXKe ChACHCTBHUE
WIN HE NPEeAOoCTaBU IbJIHA U TOYHA l/lHq)OpMa]J,I/lﬂ.

AKO KOMIICTCHTCH opraH CyuTa HMJIM HMa OCHOBAHHA JOa CMATa, Y€
OTIpEe/IeNIEHO M3MENne € MPUINHWIO BPEIH, TOM YJIEeCHSBa MpemocTa-
BSHETO HAa MOCOYEHATa B MBbPBA ajHMHEs MHPOpMANUS U JOKYMEHTAIUS
TPU MOWMCKBAaHE OT TAIMEHTa WK OT TOTPEeOHTENs, Ha KOTOTO €BEH-
TyalHO ¢ Owiia NpUYMHEHA Bpela, M aKo € NPHIOXKHUMO, OT HETOBHS
MIPaBOIIPUEMHUK, 3JPABHOOCUTYPUTEIIHOTO MY JAPYKECTBO WM JPYyrd
TPeTH JIMIla, 3aCETHATH OT BPEIWTE, NMPUYNHEHH Ha TMalHeHTa WIH OT
noTpebutens, 6e3 ga ce 3acsAraT MpaBWJIaTa 3a 3alllUTa HA JAHHUTE H,
OCBEH aKO IThbPBOCTEIEHEH OOINECTBEH HHTEPEC HE Hajara OIoBeC-
TsiBaHe, 0e3 TOBa Jia 3acsra 3allMTaTa Ha MpaBaTa BBPXY HHTEICKTY-
ajgHaTa COOCTBEHOCT.

KoMIeTeHTHHAT opraH He € IIbXEH Aa ce ChoOpasH ChC 3aIbIKCHUETO,
MPEeABUACHO B TpeTa alMHEes, B CIydail 4e pa3KpUBaHETO Ha HHQOP-
MalMaTa W JOKyMEHTaluusTa TI0 [bpBa ajuHes oOudvaiiHO ce
pasriexzaa B paMKuUTe Ha CbhIeOHHM IPOU3BOCTBA.

15. Korato mpoOM3BOJUTEINTE Ca BBIIOKWIA MPOCKTHPAHETO WA
MPOM3BOJCTBOTO Ha HM3JICIHATA HA JPYro IOPHIMYECKO WM (PU3HYECKO
nune, WHpoOpMaluaTa 3a CaMOJIMYHOCTTa Ha TOBAa JIMIE € YacT OT
uHpOpMaIuITa, KOATO TpsibBa Na ce MpeICTaBU ChIVIACHO wwieH 29,
naparpad 4.

16. @usmueckure M IOPUIUYECKHUTE JIMIIA MOTaT Ja MpensBsIBaT
HCKOBE 3a oOe3leTeHHe 3a Bpena, HaHeceHa OT Ae(EeKTHO W3Aenue, B
CBHOTBETCTBHE C MPHIOKHUMOTO mpaBo Ha Cblo3a M HAIMOHAIHOTO
IpaBo.
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ITo HaumH, cbOOpa3eH C Kjlaca B 3aBUCHUMOCT OT PHUCKa, THIA Ha
M3/ETMETO M Mamiaba Ha HPEANpHSITHETO, MPOM3BOAUTEIIUTE MPea-
BIDKJIAT MEPKU 32 OCHUTYPSBaHE Ha JOCTATHYHO (DMHAHCOBO IOKPHTHE
[0 OTHOIICHHE Ha MOTEHI[HAIHA OTFOBOPHOCT CBIVIACHO JIMpeKTHBa
85/374/EV1O, 6e3 nma ce 3acArar IO-CTPOTHTE MEpKH 3a 3alluTa
CBIVIACHO HAIL[MOHAIHOTO IPAaBO.

Ynen 11

YnbanomouieH npeacraBuTel1

1. Koraro NIPOU3BOAUTECIIAT Ha HAaJACHO HU3JACIHNEC HC € YCTAaHOBCH B
ObpXXaBa 4YJICHKA, H3IOCIHMECTO MOXKE 1a 6’b,He IIyCHAaTO Ha I1a3apa Ha
Chr03a caMO aKo MPOU3BOAUTEIIAT ONpEACINn CAUH-CAWHCTBCH YIIbJI-
HOMOIIICH NPEACTAaBUTCII.

2. OHpCZ[eJ'IﬂHeTO MnpeacTaBsiBa IMIbJIHOMOIIUCTO HAa YIIBJIHOMOIICHUS
OPEACTAaBUTEI, TO € BAJIMUAHO CaMO IIPHU MHUCMEHO CBIJIaCHUE OT CTpaHa Ha
YIIBJIHOMOLICHUS TIIPEACTAaBUTE]I U € B CHJIA Hal-MaJKO 3a BCHUYKH
H3CIMs OT €IHa W Chlla IT'CHCPHUYHA I'pyla HU3OCIIUA.

3. YH’LJ'IHOMOHICHI/IHT MpeaACTaBUTEIL U3I'BJIHABA 3aJ1a4UTEC,
ONIPE€ACIICHU B ITBJIHOMOINIUCTO MCEXKAY HETO W NPOU3BOIUTCIIA. HpI/I
INOMCKBAHC YIIBJIHOMOWICHUAT MNPEACTABUTCII MNPEAOCTaBsg KOIIUE OT
IIBJIHOMOINUETO HAa KOMIICTCHTHHA OpPIaH.

IIbIHOMOIIMETO U3UCKBA OT YIOBJIHOMOLICHUS TIPEACTABUTEI, a MPOU3-
BOOUTEIIAT MY OaBa BB3MOXHOCT da H3BBHPIIBA Hali-MaJIko CJICITHUTC
3aJa4d BBB BpPB3Ka C HU3ACIHMUATA, IIOIAJAIIU B o0xBaTa Ha IBJIHO-
MOIIUCTO:

a) na nposepu, ye EC neknapanusara 3a CbOTBETCTBUE U TEXHHYECKATa
JOKYMEHTAlUsi ca OWIM HM3rOTBEHH M, aKO € MPHIOKHMO, CBOT-
BETHATa MpOLEAypa 3a OLCHABaHE Ha CHOTBETCTBHUETO € MPOBEICHA
OT MPOU3BOAUTEIIA;

0) &a cbXpaHsABa Ha pasIOJIOKEHHWE Ha KOMIIETEHTHUTE OpraHu 3a
cpoka mo uwieH 10, maparpad 8 Komue OT TeXHHYECKAaTa JOKY-
meHtanus, EC gexnmapanusta 3a CbOTBETCTBHE M, aKO €
INPWIOKUMO — KOIHE OT CHOTBETHHUS CEPTUQHKAT, BKIIOUUTEITHO
BCHYKHM M3MEHEHHs M JOMBIHEHUS, M3/aJCHU CHIVIACHO WiIeH 56;

B) Ja cma3Ba 3aAb/DKEHHsATA 3a perucrtpamus mo wieH 31 u ga
OpoBepsABa Jalu MPOM3BOAUTENAT € CIa3Wl 3aAbJDKEHHATa 3a
peructpauus no wieHose 27 u 29;

I) TpH MOMCKBaHE OT KOMIIETEHTEH OpraH Ja My IpeJoCTaBs IisiaTa
nHdopManyst U JOKyMEHTaLus, HeoOXoIuMa 3a JI0Ka3BaHEe Ha CHOT-
BETCTBHETO Ha W3IeNHeTo, Ha oduuuaieH e3uk Ha Cbro3a,
oIpezielieH OT ChOTBETHATa AbPXKAaBa WICHKA,

,Z[) Jia np€aaBa Ha MPOU3BOAUTEA BCAKO UCKAHE OT KOMIIETECHTEH OpraH
Ha [AbpiKaBaTa YICHKA, B KOATO YI'BJIHOMOIICHUAT IMPEACTABUTEIL
HMa pEeruCTprupaHo MsACTO Ha CTOIIaHCKa HeﬁHOCT, 3a 06p33HI/I nin
JOCTBII N0 MU3ACIUEC U Ja MPOBEPsABa Hald KOMIICTCHTHUAT OpraH €
MOJTy4YnJI 06pa3111/1Te i My € IpeaoCTaB€H AOCTHII A0 U3ACIIHCTO,

€) Ia ChTPYOHUYM Ha KOMIIETEHTHHUTE OpraHHU MPU BCSKO NMPEBAHTUBHO
WIA KOPUTHPAILIO JeHCTBUE, MPEIPUETO 3a OTCTPaHABAaHE WU —
aKo TOBa HE € BB3MOXKHO — 32 OrpaHHYaBaHE Ha PHUCKOBETE,
CBBP3aHU C U3JEIUATA;
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k) He3ab0aBHO Jla MHGOPMHUPA MPOU3BOAUTENS 38 CUTHAIN U AOKJIAIU OT
MEAMLMHCKN CIELUAJINCTH, MAalUeHTH M HOTPeOMTENH OTHOCHO
Hpe/noiaracMi MHIWACHTH BBB BPB3Ka C M3JIENNE, 32 KOCTO TOH ¢
YI'BITHOMOILEH TIPE/ICTABUTEI;

3) Ja TIPpEeKpaTu MTBIHOMOIIHUCTO, aKO IPOU3BOAUTEIIAT JneiicTBa B
IIPOTUBOPECYHE CHC 3aABJDKCHUATA CH IO HACTOALIHA PEIIIaMEHT.

4.  IIpnHOMOmMeTo 1o maparpad 3 OT HAacTOALIMA WIEH HE BKIHOYBA
JeJIETUPaHeT0 Ha 3aIbIDKeHHATa Ha mpousBomurens mno wied 10,
naparpadu 1, 2, 3, 4, 6, 7, 9, 10, 11 u 12.

5. bBe3 ma ce 3acsra maparpad 4 OT HACTOSNIMS 4WICH, B CIy4YauTe
KOTaTO NPOM3BOJMTENAT HE € YCTAaHOBEH B Jbp)KaBa 4YJICHKA U HE €
M3IBJIHII 3aJb/DKCHUSTA, NpeABuAeHH B wieH 10, yIBIHOMOIIECHHAT
MPEeICTaBUTENl HOCH IIpaBHa OTIOBOPHOCT 3a Ae(EeKTHHTE H3JeNus Ha
CBIIOTO OCHOBAHHE KAaTO NMPOM3BOAUTENS M COMUIAPHO C HETO.

6.  YIIBIHOMOIIEH IIPECTaBHUTEN, KOHTO MpeKpaTsBa IIHIHOMOIINETO
CM Ha ocHoBaHue maparpad 3, OykBa 3), He3a0aBHO HHGOpMHpA
KOMIICTeHTHHsI OpraH Ha AbpiKaBaTa WICHKA, B KOSATO € yCTaHOBEH, U
aKo € TPHIOKHUMO, HOTH(HIMPAHUS OpraH, KOHTO ¢ y4acTBaj B OLCH:I-
BaHETO Ha CHOTBETCTBUETO HA M3JIENIHETO, 3a NPEKPATIBAHETO HA IIBJIHO-
MOIIMETO M 33 NPHYMHHUTE 33 TOBA.

7. Bceska mpempaTka B HACTOSLIMS PErjJaMeHT KbM KOMIIETCHTHUS
OpraH Ha Jbp)KaBaTa WICHKA, B KOSITO TPOU3BOJMTEISIT MMa PErHc-
TPUPAHO MACTO Ha CTOIIAHCKA IEHHOCT, ce pa3bupa KaTo INpemparka
KbM KOMIIETCHTHHSI OpraH Ha IbplKaBaTa UWICHKA, B KOATO OINpe-
CJIICHUSAT oT IIPOU3BOAUTEIIA YII'BJIHOMOLICH peaCTaBUTECIL o
maparpad 1 mMa perucTpupaHo MsCTO Ha CTONAHCKa JEHHOCT.

Ynen 12

CvsiHa Ha YOBJIHOMOIICHUA NMPEACTAaBUTEI

IMogpoOHuTe mnpaBuiaa 3a CMsSHA Ha YIBIHOMOLICHUS NPEACTAaBHTEIN
SICHO C€ ONPEIENAT B CIOpa3yMEHHE MEXIy IPOU3BOAHTENS, KOraTo €
BB3MOXXHO — JEWUCTBalIMsl YII'BIHOMOIIEH NPEICTaBUTEN, U CIICIBAIINS
YIOBITHOMOIIEH NpEACTaBHTEN. ToBa CIIOpasyMeHHE ChIbpKa KIay3u
Hall-MaJIKO 3a:

a) jaTara Ha IPEKpaTsABaHE HAa ITBJIHOMOIIMETO Ha JCUCTBAIUS YIIbI-
HOMOIILIEH NPEeACTaBUTEN M JaTaTa Ha HayaJlo Ha IThJIHOMOIIMETO Ha
ClIeBalMsl YII'BJIHOMOIIEH MPEICTaBUTEN;

0) narara, 10 KOATO NEHCTBANIMAT YIBIHOMOIICH MPEACTABUTET MOXE
na Oble mocouBaH B HMH(pOpPMANUATA, MPEIOCTaBIHA OT MPOU3-
BOJUTEINS, BKIIOYHTEITHO PEKIAMHUTE MaTepUally;

B) NPEXBBPIAHETO Ha HOOKYMCHTHUTC, BKIIOYHUTCIHO acCICKTUTE BBB
BpBb3Ka C MOBCPUTCIIHOCTTA M IIpaBaTa Ha CO6CTB€HOCT;

I) 3aJBJDKCHHETO HA JEHCTBAIIUS YIIBIHOMOIICH IMPEICTABUTEN CIIE/
Kpasi Ha IIBJIHOMOLIMETO Ja TMpenaje Ha I[POU3BOAUTENS HIU
CJeNBallisl YI'BIHOMOILIEH NPEACTaBUTEN BCHYKH CHTHAIU WIIH
JIOKJTAJTA OT MEAWIMHCKH CIIEIUAIIMCTH, MAllUEeHTH WU TOTPeOuTeNn
OTHOCHO TMpeNrnojaracMd WHIMICHTH BBbB Bpb3Ka C H3JENHUE, 3a
KOETO € OWJI OmpeJieieH KaTo YII'bJIHOMOIICH MPE/ICTABUTENL.
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Ynen 13

OO0y 3aabJIZKEHUSI HA BHOCHUTEJIUTE

1. Buocurenute IIyCKaT Ha Ia3apa Ha Crpro3a camo usneius, CboT-
BETCTBAIIM HAa M3WCKBAHUATA HAa HACTOAMIHUA PETIIaMCHT.

2. 3a na IIyCHAT Ha Iasapa U3ACJINC, BHOCUTCINTC IPOBCPABAT HaJIN:

a) Ha U3JEJIUETO € HaHeceHa Mapkuposkara ,,CE“ u e msrorsena EC
JeKTapanusTa My 3a ChbOTBETCTBHE;

0) mpou3BOAMTENAT € HAEHTH(UIHMpaH W chriaacHo wieH 11 mpowms-
BOJUTEIAT € ONPENeNil YII'BIHOMOLICH MPEeACTaBUTE,

B) M3/EJHETO € €THMKETUPAHO B CHOTBETCTBUE C HACTOSILIUS PETJIAMEHT
U € TIPUIPYKEHO OT HeoOXOMUMHUTE MHCTPYKLHH 3a ymorpeda;

I) ako € NPWIOXKUMO, Npou3BoauTenar e onpenenun UDI cwriacHo
uneH 27.

Koraro BHOcHTEN cuWTa WJIM MMa OCHOBAaHME Ja CUYMTa, 4e JAaJAeHO
u3ieMe He ChbOTBETCTBA HA W3UCKBAHMATA HA HACTOSILUS PETJIAMEHT,
TOH He IyCKa U3JEIMeTO Ha Mas3apa, JOKaTo TO He ObJe MPUBEICHO B
CBOTBETCTBHE, U MH(YOPMHUpA MPOU3BOAUTENS M YIIBIHOMOIICHHS Mpef-
CTaBUTEN Ha IHpousBoAuTens. Koraro BHOCUTENST CudTa WIM HMa
OCHOBaHHUE J]a CYMTA, Y€ M3JCIMETO NPEJACTABIIsABA CEPUO3EH PUCK WU
e ¢amuuduupano, Toi HHPOpPMUpPAa U KOMIETEHTHHS OpraH Ha
JbpKaBaTa WIEHKA, B KOSTO € YCTAHOBEH BHOCHUTEIIAT.

3. BrocurenuTe mocoyBaT BbpPXY HU3AEIMETO WM BbPXy Heromara
OMaKoOBKa, WM B JOKYMEHT, NpPUAPYXKaBalll W3JCITHETO, CBOCTO HME,
pPETUCTPUPAHO  THPrOBCKO  HAaMMEHOBAHWE MM  PETHCTpHUpaHa
THPrOBCKa MapKa, ajpeca Ha PErHCTPUPAHOTO UM MSCTO Ha CTOMAHCKA
JIEHHOCT M ajpeca, Ha KOMTO MOXe Jia Ce OCBIIECTBU BPH3Ka C TAX, TaKa
ye Ja € BBb3MOXKHO Ja C€ YCTAaHOBM MECTOHaXOXAeHHeTo uM. Te
rapaHTHPAaT, Y€ IOMBIHUTEIHUTE €THKETH He 3aKpUBaT MHpOpManusTa
Ha eTHKETa, NPEeJ0CTaBeHa OT MPOU3BOIUTEIIS.

4.  Buocurenute NpOBEpABAT Hald H3AETHUETO € pPETUCTPUPAHO B
eJIEKTpOHHATa CHCTEMa B CbhOTBETCTBHE ¢ wieH 29. BHocutenure
J00aBAT CBOMTE JaHHHM KbM PETHCTpAlMATa B CHOTBETCTBHE C WieH 31.

5. Baocurenure rapaHTHpaT, 4e JOKaTo OTroBapsAT 3a JAaAeHO
W3JeNINe YCIOBUATA Ha CbXpPAHEHHE WM TPAHCIOPTHpPaHE HE 3acT-
palaBaT HErOBOTO CHOTBETCTBHE C OOIINMTE U3UCKBAHMA 32 O€30MaCHOCT
U JeHCTBHE 1O NpWIIOKeHHe I, M cmas3Bar ycioBuATa, ONPEAEIECHU OT
TIPOU3BOJUTENS, aKO UMa TaKUBa.

6. BrocurenuTe monabp)KaT PETHCTbP HAa CUTHAJINTE, HA HECHOT-
BETCTBAIUTE HAa M3MCKBAHUATA M3/EIHMA U Ha M33€MBAHUATA U H3TEr-
JISHMATA HAa M3JEJUsA U TPENOCTaBAT HA IPOU3BOJIUTENS, YIBIHO-
MOIICHHS TPEICTABUTEN H IUCTPUOYTOpPHTE BCSKakBa HH(MOPMAIHS,
IOMCKaHa OT TAX, 3a Ja MM JaJaT BB3MOXHOCT Ja pascieBar
CUTHAJIUTE.
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7. KoraTo BHOCHTEN CUMTa WM UMa OCHOBAaHME Ja CUMTA, Y& JAJCHO
W3/ere, KOeTo € IyCHaJl Ha Ta3apa, He ChOTBETCTBA HAa M3UCKBaHUSTA
Ha HACTOSILUS perjiiaMeHT, TOi He3abaBHO MH(OpPMHUpaA MPOU3BOAUTEIS
1 HETOBHS YIIBJIIHOMOIIECH MpeACTaBUTeN. BHOCHTENNTE CH ChTPYAHAYAT
C IPOU3BOAMTENS, YI'BIIHOMOIIECHHS NPEACTABUTEN HA MPOU3BOAUTENS U
KOMIIETCHTHUTE OpraHH, 3a Ja rapaHThpar, 4e € MPEANPHUETO HEeoOXo-
IUMOTO KOPWTHPAIIO JEHCTBHE 3a MPUBEXKIAHE HA H3IACITUETO B CHOT-
BETCTBHME, 3a HETOBOTO HW3TEIVISIHE WM HW33eMBaHe. Korato usnenuero
MPEICTaBIsBA CEPUO3CH PUCK, BHOCHTENHTE HH(GOPMHpAT He3a0aBHO
KOMIIETEHTHUTE OpraHM Ha JbpXKaBUTE UIEHKH, B KOUTO ca Tpel-
OCTaBUJIM HM3JCIHMETO W aKO € MPUIOKUMO — HOTU(DHUIMPAHUS OpraH,
u3Jal CepTU(QUKAT B CHOTBETCTBHE C WiIeH 56 3a JaJeHOTO W3Jenue,
KaTo TMpeIoCTaBAT NOAPOOHH JaHHH, IIO-CIEIMaIHO 33 HEChOT-
BETCTBUETO C M3MCKBAHMATA U 33 BCAKAKBU MPEINPUETH KOPUTHUPAIIHA
JIeHCTBUS.

8. BHocuTenmure, KOUTO Ca MOJIYYWIM CHTHAIM WIH JIOKIagd OT
MCIHMIIMHCKH CHICHHAINCTHU, NMAIIUCHTH WA HOTpeGI/ITCHI/I OTHOCHO Ip€na-
nojiaraéMy WHIUACHTH BBbB BPb3Ka C HM3JENUE, KOSTO ca MyCHAJIH Ha
naszapa, He3abaBHO mpemparnar Ta3d HHGOpMAIHs Ha MPOU3BOIMTEINS
U YIBJIHOMOIIECHHSI My HPEICTaBUTEIL.

9.  3acpoka mo uien 10, maparpad 8 BHOCHTENTUTE ChXPaHSABAT KOIHE
or EC pmexnapanusara 3a CbOTBETCTBUE M, aKO € IMPUIIOKHMO, KOIUE OT
BCUYKH CHOTBETHU CEPTU(PUKATH, M3JaJCHU CHIVIACHO WIEH 56, BKIIO-
YUTETHO BCHYKH M3MEHEHUS M IIOI'BIHEHHSI.

10. BHocurenwre cH CHTPYJHUYAT C KOMIIETEHTHHTE OpTaHH, IIO
UCKaHe Ha Te3W OpraHu, BbB BpPB3Ka C BCSIKO JCHUCTBHE, NPENNPUETO
3a OTCTpaHsBaHE WM, aKO HE ¢ BB3MOXHO, OrpaHMYaBaHEe Ha
PHUCKOBETE, CBBP3aHU C M3/ENHATA, KOUTO TE€ ca IyCHAJd Ha Iasapa.
IIpu mouckBaHe OT KOMIIETEHTEH OpraH Ha /Jbp)KaBaTa YJICHKAa, B
KOSITO BHOCHTENST MMa PETHCTPUPAHO MSCTO Ha CTOMAHCKA NEHHOCT,
TOH ocurypsiBa Oe3IIaTHM 0OpasL OT U3AENUETO WM, aKo TOBa €
HEOCBILECTBUMO, MPEAOCTaBs JOCTBHI A0 H3/EIUETO.

Ynen 14

O0mm 3aab/KeHHs HA TUCTPUOyTOpHTE

1. Koraro mpemocraBsAT H3IeNME Ha Ta3apa, TUCTPUOYTOpHTE
JieficTBaT, B KOHTEKCTAa Ha CBOMTE JECWHOCTH, C JBJDKAMATa Ipka Mo
OTHOLICHUE Ha MNPHUIOKHUMHUTEC HU3UCKBAHUA.

2. Ilpemm na mpenocTaBAT JaJeHO W3AENUE Ha Masapa, JUCTpUOy-
TOpUTE NPOBEPSABAT JANH Ca W3IBIHEHH BCHUKH M3HMCKBAHHSA I10-JOINY:

a) Ha u3enueTo ¢ HaHeceHa mapkupoBkara ,,CE“ u e umsrorBena EC
JIeKJIapanusaTa My 3a ChOTBETCTBHE,;

0) u3menMeTo ce mpuapykaBa OT HH(pOpMANUATA, KOSATO TMPOU3-
BOIUTENAT TPsAOBa Ja MPENOCTaBU B CHOTBeTCTBHE ¢ wieH 10,

naparpad 11;

B) 32 BHOCHUTE M3/CIHS — BHOCHUTEIAT € CHAa3Wl HM3UCKBAHHUSITA IO
uieH 13, maparpad 3;

I) aKo € MPWJIOKUMO, Mpou3BoauTessT e onpeaenwn UDI.

C uen a ce M3MBJIHAT U3UCKBAaHUITA IO MbpBA aMHes, OyKBHU a), 0) u
r) AMCTpUOYTOPHT MOXKE Ja MHpHiara METOJ Ha B3eMaHe Ha Ipoowu,
KOHTO € TMpEeACTABHTEICH 3a W3ACNUATA, JMOCTAaBIHM OT TO3M
JTUCTPUOYTOP.
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Koraro nuctpuOyTopbT cMsTa WM UMa OCHOBAHHUE J1a CMATa, Ye JaJeHO
u3ieMe He CbOTBETCTBA HA W3UCKBAHMATA HA HACTOSILUS PETJIAMEHT,
TOH He MpeiocTaBsl H3JEAMETO Ha Ia3apa, JOKaTo TO He Oble
IPHUBEICHO B CBOTBETCTBHE, W HHGOPMHpPA MPOH3BOAHUTENS M, aKO €
IPUIOKUMO, YIBIHOMOILEHUS MPEACTaBUTEN HAa I[POU3BOAUTENS,
KakTo ¥ BHocurensd. Korato amctpubyTophT cCcMATa WM MMa
OCHOBAaHUE Ja CMATA, Y€ M3JEIHETO MPEACTaBIsABAa CEPUO3EH PUCK WU
e ¢amuuduupano, Tol uHPOPMHUpPAa U KOMIICTEHTHHsS OpraH Ha
JIbpKaBaTa WIEHKA, B KOSATO € YCTAHOBEH.

3. JuctpuOyTopuTte TapaHTHpAT, Y€ JIOKaTo OTTOBApST 3a M3JICIHETO,
YCIOBHATA HA CBHXpPaHEHHE WIM TPAHCIIOPTHPAHE OTroBapsAT Ha
YCIIOBHATA, ONPEIEIEHH OT MPOU3BOJAUTEINS.

4. JIuctpuOyTOpUTE, KOUTO CUMTAT WJIM MMAT OCHOBAaHHE Ja CUMTAT,
4e aZieHO U3JeNne, KOEeTO ca MPEeoCTaBUIM Ha Ma3apa, He ChOTBETCTBA
Ha M3HMCKBAHUATA HA HACTOSIIUS pErjaMeHT, He3a0aBHO WHQOPMHUpAT
TIPOU3BOJUTEINST U, aKO € MPIIOKUMO, YITBIHOMOIIEHHS TPEICTaBUTEI
Ha MpPOU3BOJUTENS, KakTo M BHocuTens. Juctpubyropure cu
CBTPYIHUYAT C MPOW3BOIAUTENS U, aKO € MPHIOKHAMO, C YITBJIHO-
MOILIEHUS TPEACTaBUTEN HA MPOU3BOAUTENS, C BHOCUTEN U C KOMIIET-
CHTHUTE OpraHW, 3a Jia TapaHTUpaT, Y€ € IMPEANPHETO HEOOXOJUMOTO
KOpUTHpAILO JIEUCTBHE 3a MPHUBEXKAAHE HA U3JIETUETO B CHOTBETCTBHE,
3a HEroBOTO M3TEIVISIHE HJIM M33€MBaHe, B 3aBUCUMOCT OT Ciydyas.
Koraro auctpuOyTophT CuUMTa WIM WMa OCHOBAaHHUE Ja CYUTA, 4Ye
W3JICNTUETO TPEACTaBNIsABA CEPUO3CH PHUCK, TOM MHPOpMHUpa He3abaBHO
KOMITETEHTHUTE OPTaHU Ha ABP)KaBUTE WIEHKH, B KOUTO € MPEJOCTaBUI
U3JICNTNETO, KAaTO MPEJOCTaBsl MOAPOOHU JaHHU, MO-CHEIHATHO 32 HECh-
OTBETCTBHETO C W3MCKBAHMATA W 32 BCUYKU MPEANPHETH KOPUTHPAIIN
JICHCTBUSL.

5. JuctpubyTopHTe, KOUTO Ca MONYYHIN CHUTHAIM WIH JOKJIAIH OT
MEIUIMHCKA CHEeHUANHCTH, NANUCHTH WIH TOTPEOUTEIH OTHOCHO
MOJI0O3MPAaHU HWHLMACHTH BBB Bpb3Ka C MH3JEIUE, KOETO ca Mpen-
OCTaBIWIM, He3abaBHO mMpempamar WHGOpMaNUsITa Ha MPOU3BOIMUTEINS
M, aK0 € MPUJIOKMMO, Ha YIMBHIHOMOIICHUS MPEACTABUTE] HA MPOU3-
BOAMTENS, KAaKTO M Ha BHOCHTEIS. T¢ IONIbPKAT PErHCTBD Ha
CHTHAJIUTE, HA HECHOTBETCTBAIUTE HA HW3UCKBAHHWATA W3ACIUS W HA
U33eMBaHHMATA W U3TEIIHUATA HAa U3AENUs, HMHPOpPMHpAT MpPOU3-
BOIOWTEIS M, aKO HMa TaKWBa, YIBJIHOMOIICHHUS IPEACTABUTE U
BHOCHTEIIS, 32 TOBa HAOJIOJICHUE, KATO TPH MOUCKBAHE UM MPETOCTABST
BCSIKaKBa MH(pOpMALIHS.

6.  JuctpubyTopute, 1O HCKaHe OT KOMIIETEHTCH OpraH, My Ipen-
OCTaBAT IlIaTa MH(POPMANUS M JTOKyMEHTANHA, C KOATO pasmoiiaraT H
KOSITO € HE0OXOAMMa 3a JIOKa3BaHE HA ChOTBETCTBUETO Ha JAJCHO U3JEIHE.

JuctpuOyTopuTe Ce CUMTAT 33 M3MBIHWIN 33BIDKEHHETO, IIOCOYEHO B
II'bpBa AJIMHEs, KOTaTO YI'bJIHOMOIICHUST MPEJCTaBUTEN 38 ChbOTBETHOTO
u37enue, ako € MPUIIOKMMO, MPEJOCTaBH HeoOxonumaTa MH(GOpPMAIHs.
Juctpubyropure cu CHTPYAHUYAT C KOMIETEHTHUTE OPraHH, IO TSIXHO
UCKaHe, TIpH BCSAKO JICHCTBHE, NPEANPHETO 3a OTCTPaHSABaHE Ha
pPHCKOBETE, CBBP3aHU C M3JENHATA, KOUTO TE ca MPEJOCTaBMIM Ha
nazapa. [Ipy mouckBaHE OT KOMIIETEHTEH OpraH JUCTPUOYTOpHTE
ocUrypsiBaT 0e3IuIaTHH o0pasuy OT M3IEIHETO WM, aKO TOBa € HEOCh-
LIECTBUMO, MPEIOCTABAT JOCTHII JI0 HETO.

Ynen 15

.JInue, OTroBap#AIIo 32 CbOTBETCTBHETO ¢ HOPMATHBHUTEC U3UCKBAHUSA

1. B pamkuTe Ha OpraHW3alMOHHATA CH CTPYKTypa IPOH3BOJUTCINTE
pasmonarat Haii-Mallko ¢ €IHO JIMIe, OTTOBOPHO 3a CHOTBETCTBHUETO C
HOPDMAaTHBHHTE  W3UCKBaHWs, KOETO IpPUTEKaBa  HEOOXOAUMHUTE
eKCIICPTHH 3HaHWs B 00NacTTa Ha MeAUIMHCKUTe m3genus. Heobxo-
JMUMHUTE SKCIIEPTHU 3HAHUS C€ JO0KAa3BaT upe3 elHa OT CICAHUTE KBAaITU-
(dukanuu:



02017R0745 — BG — 11.03.2023 — 002.001 — 26

a) IMIUIOMa, CBHUJCTEJCTBO WM JPYr YyJOCTOBEpsBaIl JOKYMCHT 3a
odunuaiHa 00pa3oBaTENIHO-KBATH(DUKAIMOHHA CTEIEH, MPUaA00uTa
clie]] 3aBbpIIBaHE Ha BHCIIC 0Opa3oBaHWE WIH Kypc Ha oOydeHHe,
OpPH3HAT KAaTO CKBUBAJICHTEH OT CHOTBETHATA ABP)KABa UICHKA, IO
MpaBo, MEIUNWHA, (apManus, WHKEHEPCTBO HJIM JPyra ChOTBETHA
Hay4YyHa AIUCHUIUIMHA W TIOHEC CIHOT'OQUIICH l'IpO(beCI/IOHaJ'IeH OITUT
[0 HOPMATHBHHTE BBIIPOCH WIIM 110 CHCTEMHUTE 3a YIpaBJCHHE Ha
Ka4eCTBOTO 10 OTHOIICHHE Ha MEJUIIMHCKHUTE HM3ICIHS,

6

=

YETUPUTOJHIIEH NMPO(ECHOHAICH ONMHUT MO0 HOPMATHUBHUTE BBIPOCH
WIA 10 CHCTEMHTE 3a YIpaBlIeHHE Ha KayeCTBOTO IO OTHOIIEHHE
Ha MEAUIMHCKUTE U3ACIHS.

bBe3 ma ce 3acsarar pasnopenOuTe OT HAIMOHAIHOTO 3aKOHOMATEICTBO
BBbB BpB3Ka C Mpo(eCHOHATHUTE KBaTU(DUKAIUK, MPOU3BOJUTEINTE Ha
u3genusi, u3pabOTeHH IO MOpBYKA, MOTAaT Oa AOKKAT HEOOXOTUMHUS
eKCIIEPTeH OMUT MO IWbpBa AJUHEs 4Ype3 HaIM4Me Ha Hai-Maiko
JIBETOJIMIIICH TNPO(QECHOHAJICH ONMUT B CHhOTBETHAa cdepa Ha MpPOH3-
BOJICTBO.

2. OT MankuTe NpeanpUATHI U OT MUKPOIPEANPUITUSITA [0 CMUCHIA
Ha Ilpemopbka 2003/361/EO na Komucusra (1) He ce M3KMCKBa 1a UMaT B
OpraHM3allMOHHATA CH CTPYKTYpa JIMIE, OTTOBAPSIIO 3a JACHHOCTHTE 1O
CHOTBETCTBHETO C HOPMATHBHUTE W3UCKBAHUS, HO T€ TPSOBA MOCTOSHHO
7 HENpeKbCHATO JIa UMAT Ha CBOE PA3IMOJIOKEHHE TaKOBa JIUIIE.

3. Jluuero, oTroBapAm0 3a CBOTBETCTBUETO C HOPMAaTHBHUTE
M3UCKBAaHUSA, OTTOBaps Haif-Malko 3a CIEJHOTO:

a) Ja € HOPOBEPCHO CBHOTBETCTBUCTO Ha U3ACIUATA MO MNOAXOAANIUS
Ha4YMH CIOpEa M3WCKBAaHUATA Ha CHCTEMaTa 3a YIHOPABJICHHUC Ha
Ka4eCTBOTO, IIO KOATO HU3ACIUATA Ca MPOU3BCACHU, TPEIAU 0CBOOOXK-
JaBaHCTO Ha CHOTBCTHOTO HM3ACIIHC,

0) TexHuyeckaTa mAokymeHTauust 1 EC nekiapanusita 3a CbOTBETCTBHE
Jla ca M3rOTBEHU U NOAIbP)KAHH aKTyallHU;

B) Jla ca U3IBJIHEHU 33bJDKEHUATA [0 HA/30pa clell IyCcKaHe Ha ra3apa
B choTBeTCcTBHE ¢ wieH 10, maparpad 10;

r) Ja ca W3MBJIHCHH 3aJb/DKCHUSATA 3a JIOKJIAaJBaHe, IIOCOYCHU B
yiaeHoBe 87—91;

1) 3a W3JEeNuATa 32 KIMHUYHO M3MUTBAHE Ja € W3JaJieHa JeKIapanusiTa
o rnasa II, pazgen 4.1 ot npunoxenne XV.

4.  Korato HSKOJIKO IIMIIa CH TOHENSAT OTTOBOPHOCTTA 3a CBHOT-
BETCTBHETO C HOPMATHBHHUTE W3UCKBAaHUS B CHOTBETCTBHE C
naparpagu 1, 2 ¥ 3, cChOTBETHHTE MM OOJAcTH Ha OTTOBOPHOCT ce€
OTIpEJIeNIAT MUCMEHO.

5. Jlumero, OTroBapsIl0 3a CHOTBETCTBHUETO C HOPMAaTHBHHUTE
M3UCKBaHMA, He TpsOBa Ja cpelna 3aTpyIHEHHS B PaMKHUTE Ha OpPTaHH-
3allMOHHATa CTPYKTypa Ha MpPOU3BOJAUTENSI BBB BpbB3Ka € J00pOTO
W3MBIIHCHHE Ha 3aJBJDKCHUSATA CH, HE3aBHCUMO OT TOBa Jalud €
CIIy>)KUTEJl Ha OpTraHU3alusATa WIN He.

6.  YIOBIHOMOIICHUTE MpPEACTABUTENM paslojaraT IOCTOSHHO U
HENPEeKbCHATO Hali-MaJKO C €IHO JIMIE, OTTOBAPSIILO 32 CbOTBETCTBUETO
C HOPMAaTHUBHHMTE W3UCKBaHMSA, KOETO IPHUTEXKaBa HEOOXOIUMHTE
eKCIIEePTHM 3HaHWA B oOyiacTTa Ha AelcTBamuTe B Chlo3a HOPMATHBHU
W3UCKBAaHUS 3a MeEIMUMHCKHTE wu3aenusa. HeoOxoaumuTe excrnepTHH
3HAHMS C€ JIOKa3BaT ce JOKa3Ba upe3 eJ[Ha OT CIEAHUTE KBATH(HUKALUU:

(") Mpenopwka 2003/361/EO na Komucusra ot 6 maii 2003 r. OTHOCHO ompen-

€JICHHETO 3a MHUKPO-, MaJIKU U cpeaan npexnpustus (OB L 124, 20.5.2003 r.,
ctp. 36)
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a) IMIUIOMa, CBHUJCTEJCTBO WM JPYr YyJOCTOBEpsBaIl JOKYMCHT 3a
odunuaiHa 00pa3oBaTENIHO-KBATH(DUKAIMOHHA CTEIEH, MPUaA00uTa
clie]] 3aBbpIIBaHE Ha BHCIIC 0Opa3oBaHWE WIH Kypc Ha oOydeHHe,
OpPH3HAT KAaTO CKBUBAJICHTEH OT CHOTBETHATA ABP)KABa UICHKA, IO
MpaBo, MEIUNWHA, (apManus, WHKEHEPCTBO HJIM JPyra ChOTBETHA
HayYHA MUCIUIUIMHA W TOHE EJHOTOJMIINEH MPOPECHOHATICH OIUT
[0 HOPMATHBHHTE BBIIPOCH WIIM 110 CHCTEMHUTE 3a YIpaBJCHHE Ha
Ka4eCTBOTO 10 OTHOIICHHE Ha MEJUIIMHCKHUTE HM3ICIHS,

6

~

YETUPUTOAUIIICH l'[pO(i)eCI/IOHaIICH OIIUT IO HOPMATUBHUTE BBIIPOCH
WIA IO CHUCTEMUTEC 3a YHPABJICHHC Ha Ka4YC€CTBOTO IIO OTHOMICHHUE
Ha MCIHUIMUHCKUTC U3CIIUA.

Ynen 16

Ciayyau, npu KOHMTO 3aJb/UKEHHMSITA Ha NPOM3BOJUTENHTE Ce
NPUJIAraT 4 KbM BHOCUTe/IHTe, JUCTPUOYTOPUTE MJIM JPYrd JIMLA

1.  JAuctpuOyTop, BHOCHTEN WIH IPyro (pU3NUEcKO WM IOPHUITYECKO
JHLE MoeMa 3abDKEHUATA Ha MPOU3BOAUTENINTE, aKO M3BBPILBA HIKOE
OT CIEeIHUTE:

a) MpefocTaBs Ha TIaszapa H3JelHe ChC CBOETO HME, PETUCTPUPAHO
THPrOBCKO HAMMECHOBAaHHE WM PETHCTPHpPAHA THPrOBCKa Mapka,
OCBEH B ClyyauTe, KOTaTo OUCTPUOYTOPHT WM BHOCHUTENAT
CKJIIOYBAT CIIOPa3yMEHHE C TIPOU3BOAMTENS, IpPU KOETO MpPOU3-
BOOUTCIIAT € O603Ha‘lCH KaTO TaKbB BBPXY €THKETa U € OTIOBOPCH
32 M3MBIHEHHETO Ha M3UCKBAHHATA, HAJIATAHW HA MPOHM3BOIUTEIUTE
10 HacTOoAIINsA PETJIaMCHT,

6) u3MeHs IpelHa3HAuYeHMETO Ha U3JeHe, KOETO Bedue € IIyCHATO Ha
raszapa MM IIyCHAaTo B JeHCTBUE;

B) NPOMEHs M3/elHe, KOeTO Beue € IyCHATO Ha Ia3apa WIM IyCHAaTo B
JeCTBUE TI0 TaKbB HAYMH, Y€ TOBA MOXE Ja C€ OTpa3d Ha ChOT-
BETCTBUETO C NMPUJIOKUMUTE U3UCKBAHMI.

ITepBa amuHest He ce mpuiara 3a JIMIATa, KOWUTO, Oe3 Ja ce CYuTar 3a
MIPOM3BOJUTEIN CHIIACHO OMpPEACICHHETO B WieH 2, Touka 30, criobssar
WM aJaNTHPAT 33 OTJACJCH MAlMCHT M3/eNHe, KOSTO Beye € Ha Iasapa,
6e3 1a IPOMEHST TPEIHA3HAYCHUETO MY.

2. 3a menure Ha maparpad 1, OykBa B) cienHHUTE JeiicTBUS HE ce
CUMTAT 3a NMPOMsSHA Ha H3ZENHe, KOETO MOXE Jla ce OTpa3d Ha ChOT-
BETCTBHETO MY C NPIIOKUMUTE H3UCKBAHUS:

a) MpeJOCTaBSIHETO, BKIIOYHTEIHO IIPEBOJA, HAa HHPOPMAIHATA OT
IIPOU3BOJUTEIISL ChITACHO pas3zies 23 oT mpuiioxeHue | BbB Bpb3Ka
C U3JeNde, KOeTO Beue € IyCHATO Ha Ia3apa, U Ha JOIbJIHUTEIHATa
uH(opMalys, KosITo € HeoOXouMa 3a MpeJJlaraHe Ha U3/eIUETO Ha
nasapa B ChOTBETHATa JbP)KaBa UICHKA,

0) IpoMeHHTE BBHB BBHHIIHATA OIAKOBKA Ha H3JENHME, KOETO Beye ¢
MyCHATO Ha TMa3apa, BKJIIOYMTEIHO TMPOMSHA Ha pasMepa Ha
OIIaKOBKaTa, ako € HeoOXOAMMO IIpeoraKoBaHe, 3a Ja ce mpenajara
M3JICJTUETO Ha MMa3apa B ChOTBETHATA JbpKaBa WICHKA, U aKO TO CE
W3BBPIIBA NPU TAKWBA YCIOBHUS, Y€ TOBA HE MOXE Jla CE OTpa3H Ha
MI'bPBOHAYATHOTO CHCTOSHHE HAa HW3JEIUETO. 3a W3/AeiHs, KOUTO ca
IyCHATH Ha Tma3apa CTEpWIHW, C€ MpHUeMa, Y€ ITbPBOHAYAIHOTO
ChCTOSIHUE Ha W3JACIHETO CE IOBIUSABA HEOIArompHsITHO, aKo
OIMaKOBKaTa, KOSTO ¢ HeoOXoauMa 3a MOJAbpiKaHe Ha CTEPUIIHOCTTA,
€ OTBOpEHa, YBpEICHAa WJIM HeOJIaronmpusTHO 3acerHara Mo Jpyr
HAYMH BCJIEJCTBHE HA MPEONAKOBAHETO.
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3. JuctpuOyTrop WIM BHOCHTEN, KOHTO W3BBpIIBA HSIKOS OT
neiHoctuTe 1o maparpad 2, OykBu a) U 0) OCOYBA BHPXY H3ACIHETO
WIM, aKO TOBa € HEOCHUIECTBUMO, BBPXY OIAKOBKaTta My, WIH B
JOKYMEHT, IPHIpPY’KaBall H3AEIHETO, M3BbpIIBaHATA AEHHOCT, CBOETO
WMe, PEerucTpUpaHO TBHProBCKO HAMMEHOBAHUE WIIM pETHCTpUpaHa
TBPrOBCKa MapKa, PEruCTPUPaHO MSCTO Ha CTOMAHCKA JACHHOCT H
ajzpeca, Ha KOWTO MOXE J]a C€ OCBIIECTBH BpB3Ka C HEro, Taka 4e Ja
€ BBb3MOXKHO J]a C€ YCTAHOBU MECTOHAXOXKIECHUETO MY.

JucTpuOyTOpUTE U BHOCHUTEINTE OCHTYPSBAT HATMYUETO Ha CHCTEMa 3a
yIpaBICHHE Ha KaYeCTBOTO, KOSTO BKIFOYBA MPOLEIYPH, FAPaHTHPALIH,
4e TPEeBOABT HAa MHPOPMAIIUATA € TOUCH U aKTyalleH, Ye JCHHOCTHTE MO
naparpad 2, OykBu a) U 0) ce WU3BBPIIBAT MO HAYWUH M IIPH YCIOBHS,
KOWTO 3ala3BaT IbPBOHAYAIHOTO CHCTOSHHE HA W3JICIHETO, U 4e
OIIAKOBKAaTa Ha IPCONMAKOBAHOTO WH3/eiHe He ¢ Je(eKTHa, HHCKOKa-
YecTBeHa Wik 3aMbpceHa. CHCTeMaTa 3a yOpaBjieHHE HAa KauecTBOTO
oOxBaua, inter alia, npoueaypu, ¢ KOUTO C€ rapaHTHpa, Y€ IUCTPH-
OyTOPBT WM BHOCHUTEISAT € WHGOPMHUpPAH 3a BCSIKO KOPHIHPAIIO
NEWCTBHE, PEIIPUETO OT MPOU3BOAUTENS BB BPB3Ka ChC CHOTBETHOTO
U3/eqre B OTTOBOP Ha NPOOJeMH, CBbP3aHHU ¢ 0e30MMacHOCTTA, HIIH 33 Ja
Ce MpPUBEJE U3MCIHETO B CHOTBETCTBHE C HACTOSIIUS PETJIAMCHT.

4. Hait-manko 28 nmHH mpead NyCKaHe Ha MPECTUKETUPAHOTO HIIH
MPEONaKkoBaHO H3JeNMe Ha Mas3apa AUCTPUOYTOPBT WM BHOCHUTEJIT,
W3BBpPILIBAIL JieiiHOCTH Mo maparpad 2, OykBu a) u 0), uHPOpMupa
TPOU3BOJUTENSI M KOMIICTCHTHHS OpraH Ha Jbp)KaBaTa 4YICHKa, B
KOSITO BBb3HAMepsBa Jla MPEAOCTaBs M3MCIUETO, 32 HAMEPEHUETO CH /1A
MIPEOCTaBs MPEETUKETUPAHOTO WIIM MPEONAKOBAHO H3JEJHe, KaTo MpU
IOMCKBAHC NpPCACTaBsd Ha IPOU3BBOAUTECIIA MW KOMIICTCHTHHUA OpraH
oOpasenr WIM MakeT Ha NPEETHKETHPAHOTO WIIM IPEONaKOBaHO
u3JieNe, BKJIIOUMTEIHO NPEBOIM HAa €THKETa M Ha WHCTPYKLUUHUTE 32
ynotpeba. B chius cpok oT 28 AHU AUCTPUOYTOPHT WM BHOCHTEIIST
MPEACTaBs Ha KOMIICTEHTHHs OpraH cepTH(UKaT, W3ajeH OT HOTH-
¢unupan opraH, OmpeAeNeH 3a THUNA HU3AENus, KOUTO ca OOEKT Ha
IeWHOCTUTe, TIOCOUeHH B mmaparpad 2, OykBu a) u 0), KOWTO yJIOCTO-
BepsiBa, Ue CHCTEMara 3a YIpaBJICHHE Ha KaueCTBOTO Ha AUCTpUOyTOpa
WIIM BHOCHTEJSI OTroBapsi Ha M3MCKBaHMATA 1Mo maparpad 3.

Ynen 17

H3penusi 3a eAHOKpaTHA ynoTpe6a W NOBTOPHa 00padoTka Ha
TaKUBa M3]eTus

1.  TloBropHaTta 00paboTKa M mocieBalIaTa ynorpedba Ha U3JEIHs 3a
eIHOKpaTHa ymotpeba MOXKE Ja Ce HM3BBPIIBA CaMO KOraro TOBa €
pa3pelieHo OT HAMOHAIHOTO IPaBO U €IUHCTBEHO B CHOTBETCTBHE C
HaCTOALIUSA YJICH.

2.  Bcesko ¢u3Muecko WM HOPUAMYECKO JIMIE, KoeTo o0paboTBa
MMOBTOPHO H3JIEJIME 3a €JHOKpaTHa ymoTrpeba ¢ Orie[ Ha IMOCIe/aBalia
ynotpeba B Cblo3a, ce cuMTa 3a MPOM3BOJUTEN Ha TMOBTOPHO 00Opado-
TEHOTO W3JeNHe W ToeMa 3aIbJDKCHUSATA Ha TMPOU3BOAUTEIUTE IO
HACTOSIIIUSI PErJIAMEHT, KOWTO BKJIIOYBAT 3aJbJDKCHUS, CBBP3aHH C
MPOCIENMOCTTa Ha MOBTOPHO 0OpabOTEHOTO H3/ENue, B ChOTBETCTBHE
¢ rnaBa III or Hacrosums permamedT. Jlumero, H3BBPIIBAIIO
MOBTOpHAaTa 00paboTKa Ha M3IENIMETO, CE CYHMTA 33 MPOU3BOJUTEN 32
nenute Ha wieH 3, maparpad 1 ot dupekrusa 85/374/ENO.
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3.  Upes peporaums oT maparpad 2, 1o OTHOLICHHE Ha W3JCIHs 3a
€IHOKpaTHa yrnoTpeda, KOUTO ce 00padOTBAaT MOBTOPHO M W3IIOJI3BAT B
JaJeHo Je4eOHO 3aBeACHUE, IbP)KaBUTE WICHKM MOraT Jia pellar jAa He
IpuiaraT NpaBWiiaTa, OTHACSIIM CE N0 3aIb/DKCHUSITa Ha IPOU3BOIM-
TEJIUTE 10 HACTOSIIIUS pErJaMeHT, INpH YCJIOBUE Y€ TrapaHTHpar
CJICHOTO:

a) 0e30MacHOCTTA U JCHCTBUETO HA MOBTOPHO 00pabOTEHOTO U3/IENUE ca
PaBHOCTOMHM Ha Te3W HA MHPBOHAYATHOTO HU3JEIHEC M Ca CIA3eHH
M3UCKBaHMATA MO WwieH 5, maparpad 5, Oykeu a), 0), T), a) €), K) H 3);

6) nmoBTOpHaTa 00paboTka ce u3BbpuIBa B choTBeTcTBUE ¢ OC, B KOUTO
HOAPOOHO Ca ONMUCAHU M3MCKBAHMATA OTHOCHO!

— YyOpaBICHHETO Ha  PHCKA, BKIOYATEIHO  aHauW3a  Ha
KOHCTPYKLUSITA W MaTepuaia, ChOTBETHHTE CBOMCTBAa Ha
u3genero  (oOpaTeH WMHXKCGHEPUHT) W TPOLEAYpUTE 3a
OTKpHBaHE Ha IPOMEHH B IIPOCKTA Ha [THPBOHAYATHOTO
U3JeNMe, KAaKTO W 3a HErOBOTO IUIAHMPAHO INPUIOKEHHE CIEH
MMOBTOpHATa 00paboTKa,

— BaJIMAUPAHETO Ha ONPOUCAYPHUTC 3a LCIUSA HPOLEC, BKIOIUTCIHO
CTAIIMTC 110 IMOYUCTBAHC,

— OCBO60)K,HaBaHeTO Ha TPOAYKTa W HU3NUTBAHCTO Ha HeﬁCTBHQTO,
— CHCTEMaTa 3a ynpaBJICHUC Ha Ka4dCCTBOTO,

— JIOKJIQJIBAHETO HA HHUMICHTH, BKIIOYBAIIM HU3ICIIHA, KOUTO ca
OWIM TIOBTOPHO 00paboTeHH, W

— IIPOCICAUMOCTTAa Ha MMOBTOPHO 06pa60TeHI/ITe U3CInA.

JIbpkaBUTe WICHKH HAchpyaBaT M MoOraT Ja H3UCKaT Jie4eOHHTE
3aBelIeHHs] Ja NPeNocTaBAT HHGOpPMAIMs Ha TAMEHTHTE OTHOCHO
U3IIOI3BAHETO HAa IIOBTOPHO OOpabOTeHM W3JENHs B paMKUTE Ha
7e4eOHOTO 3aBeICHHE U, KOTaTo € I1elecho0pa3Ho, BCSKaKBa Apyra
nHQOpMaUs OT 3HAuYeHHE 32 IOBTOPHO OOpabOTEHHWTE W3IEIHs,
MIPUIIOKEHU BBPXY IALIUEHTHUTE.

JlbpxaBuTe wieHKH yBenoMsaBaT Komwucusara M ocTaHalauTe IObpiKaBU
YIEHKM 33  HAlUMOHAJIHUTE  pPa3snopendH, BBBEAECHH  ChHIVIACHO
HACTOAIIMS Taparpad, W 3a OCHOBAaHMATA 3a BBBEXKIAHETO WM.
Komucusara npasu Taszu uHbOpMalus IIyOIUYHO JOCTOSHUE.

4.  JIppxaBuUTe WIEHKH MOTAT Jia peliaT Ja Mpuiarat pasnopendute,
MOCOYCHH B maparpad 3, W N0 OTHOLICHWE Ha M3MCNHS 33 €IHOKpaTHa
ymorpeba, KOMTO ce 00paboTBaT MOBTOPHO OT BBHHIIHU JIAIIA,
W3BBPIIBAIIM MTOBTOpHA 00pabOTKa MO0 MCKaHEe Ha JIeYeOHO 3aBe/ICHHE,
[IPU YCIOBHE Y€ TOBTOPHO 0OpabOTEHOTO W3/ENUE B CBOSTA ISUIOCT CE
BpBIIa Ha TOBa JIeYeOHO 3aBEJCHHE M 4Ye TOBAa BBHIIHO JIMIE CIa3Ba
W3HUCKBaHUATA, TTOCOUCHH B maparpad 3, OykBu a) u 0).

5. Komucusara npuema B chOTBEeTCTBHE ¢ WwieH 9, maparpad 1 HeoO-
xogumute OC, mocoyeHu B maparpad 3, 6yxsa 6), 1o M1 26 mait
2021 r. « Te3u OC ca B CHOTBETCTBHE C HAal-HOBUTE HAayYHHU JIOKa3a-
TEJCTBA M BKIIOYBAT MPWIATaHETO Ha OOLIUTE W3MCKBAaHUS 32
0e30MacHOCT W JICHCTBHE, TMPEIBUACHU B HACTOSAIIMS peryIaMeHT. B
caydaif ye Tesm OC He ca mpuetn go M1 26 maii 2021 r. «,
MOBTOpHATa 00paboOTKa Ce M3BBHPIIBA CHIIIACHO CHOTBETHHTE XapMOHH-
3UpaHM CTAHIAAPTH W HALMOHAIHU pa3nopendd, ¢ KOUTO Ce rapaHTupa
CIa3BaHETO Ha W3UCKBaHMATA, MOCOYCHU B maparpad 3, Oyksa 0). Crnaz-
Barero Ha OC wmm, nipu smrica Ha OC, Ha CHOTBETHUTE XapMOHU3UPAHH
CTaHJApTH W Ha HAIIMOHAJIHHWTE Pa3NopendH, ce yAO0CTOBEpsiBa OT HOTH-
(dunmpan opras.
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6. Morar ga ce 00paboTBaT MOBTOPHO €AWHCTBEHO M3ZICIHS 3a €IHO-
KpaTHa ymoTtpeda, KOMTO Ca ITyCHATH Ha Ia3apa B CHOTBETCTBHE C
HACTOSIIMA pernamMeHT uiam npenu PM1 26 wmait 2021 1. <
cbritacHo upektuBa 93/42/ENO.

7. W3pmenus 3a eqHOKpaTHa ymorpeba MOrar Ja ce mojjarar eIHH-
CTBEHO Ha MOBTOpPHA 00paboTKa, KOSATO Ce CUMTa 3a Oe30ImacHa B ChHOT-
BETCTBHE C HAl-HOBHUTE HAYYHH JI0KA3aTEJICTBA.

8. Hmeto u azpechT Ha (U3NYECKOTO MM IOPUANYECKOTO JIULE 110
naparpag 2 W Apyrara mmaiia OTHOLICHHE WHQOpMAIHs, MOCOYCHA B
pasmen 23 OT HpHIOXKEeHHe I, ce MocoyBaT BBPXY CTHKETa H, aKO €
MPUIOKAMO, B HHCTPYKLIMUTE 32 yroTpeda Ha MOBTOPHO 00pabOTEHOTO
n3JeTne.

VMeTo U ampechT Ha MPOM3BOJHUTENS HA ITBPBOHAYAIHOTO H3/CIHE 3a
eIHOKpaTHa yrnotpeba HsiMa Ja ce I0COYBa ITOBEYC BBPXY CTHKETa, a Ce
yKa3Ba B MHCTPYKIIMHUTE 3a ymorpeba Ha TMOBTOPHO 00pabOTEHOTO
U3JIeTHe.

9. JlppxaBa UIEHKa, KOSATO ITO3BOJISBAa MOBTOpPHAaTa oOpaboTka Ha
U3enus 3a €OHOKpaTHa ymotpeba, MOXKE Ja MPOABDKH [a Ipuiara
WK J1a BbBE/E HALMOHAIHM Pa3lopeadn, KOUTO ca MO-CTPOTH OT Ipel-
BUJICHHTEC B HACTOSIIMS PETJIAMEHT M C KOMTO Ha HeiHa TepUTOpHUs ce
OrpaHMYaBa WM 3a0paHsiBa CICAHOTO:

a) ToBTOpHaTa 00pabOTKa Ha H3JENUs 3a EJHOKpaTHa ymoTrpeba u
NPEXBBPIITHETO Ha H3JCTHs 3a COHOKpaTHa ymnoTpeba B Ipyra
Abp)XaBa YJICHKa WK TpeTa ObpiKaBa C 1ECJI TAXHATa IIOBTOpHA
00paboTKa;

0) TpeOCTaBIHETO WM TOCINIE/ABAaIaTa ynoTpeda Ha MOBTOPHO o0Opa-
00TeHM W3IeHs 3a eIHOKPaTHa yIoTpeoda.

JIbp)KaBUTEe 4ICHKH yBeAoMsBaT KommucHsTa M OCTaHAIHUTE IbPIKaBU
YICHKH 33 TE3W HAlMOHAJIHH pasmopexdbu. Komucusita mpaBu Tasu
uHboOpManUs MyOTUMYHO JOCTOSHUE.

10.  Jo 27 wmait 2024 1. Komwmcusta H3rOTBS JOKJIaa OTHOCHO
JICCTBUETO Ha HACTOSIIMS WIEH M Tro MpeiacraBs Ha EBponeiickus
napaamedT u Ha CobBera. B3 ocHOBa Ha To3m mokian Komwucwsra
BHAacs, ako € Heo0XOIMMO, TpEeAIOKEHHS 3a U3MEHEHHE Ha
HACTOSIIIUS PErJIaMeHT.

Ynen 18

KapTa 3a HMIUIAHTA U HH(l)OpMal.ll/lﬂ, KOATO TpﬂﬁBa aa ce aaae Ha
MNAalUEeHT ¢ UMIUVIAHTHUPAHO H3Jaeane

1. HpOI/ISBO,HI/ITBHSIT Ha  HUMIUIAHTUPYEMO  H3ACIUEC TMPEAOCTaBA
CJI€AHOTO 3a€AHO C U3JICIUCTO:

a) uH(opMaIys, No3BONIABAIIA WACHTH(UKAIUATA HA U3EITHETO, BKIIO-
YUTEJIHO HAUMCHOBAHMETO Ha HU3JCIUETO, CEpUHHHMA HOMEp,
MapTUAHUS KOA WM HoMmepa Ha mnapruaara, UDI, mozena Ha
U3JIENTUETO, KAKTO U HAMMEHOBAHHETO, ajipeca M yeOcaiita Ha mpous-
BOJIUTENS;

0) BCAKAKBU MpPEAYNPEXICHUS, NPeANasHd MEPKH HIH MEPKH, KOUTO
TpsiOBa Ja ce mnpeampueMar oOT MalUMeHTa WIM METUIHUHCKUS
CHELIMAIUCT 1O OTHOIIEHHE Ha PELUINPOYHO B3aUMOJCHCTBUE C
pa3syMHO NpEABUIMMH BBHIIHU BIUSIHHSA, MEAMLUHCKH Iperienu
WIN YCIIOBHS Ha OKOJIHATa Cpena;

B) Bcska HHGQopManus 3a OYAaKBAaHMS EKCIUIOATAl[MOHEH CPOK Ha
U3/ICITHETO W BCSKAKBH HEOOXOJVMH IIOCIIEIBAIIN JCHCTBUS;



02017R0745 — BG — 11.03.2023 — 002.001 — 31

I) BCsAKakBa Apyra MHGopMmanus, Taka de Aa ce rapaHTupa 0e30IacHOTO
U3MON3BaHE HA W3JEIHMETO OT MAamHeHTa, BKIIOYUTENHO HHpOp-
Mmanusta B paszen 23.4, Oyksa ¢) ot mpunoxenue I

IMocouenara B mbpBa anuHes HHOOPMALUS ce MPEIOCTaBs C IIE OCHUTY-
psBaHETO W Ha KOHKPETHHUS TMAaIEHT, Ha KOHTO € HWMILIAaHTUPaHO
M3ENNeTO, M0 HAa4YWH, KOMTO IaBa BB3MOXKHOCT 3a OBpP3 HOCTBI IO
Tasw wuHpopMamus, W Ha e3uK(UH), ompenencH(H) OT ChOTBETHATa
IbpkaBa wieHka. MHpopManuara e HanucaHa Taka, 4e Ja € JIECHO
pa3bupaema 3a HECHEIHANNCT, U Ce aKTyaJIU3Upa, KOraTo € MPUI0KHUMO.
AkrtyanusupaHarta uH(GOpMalMs ce TPEAOCTaBs Ha pa3NoOJIOKECHUE Ha
MalMeHTa TMOCPEeICTBOM yeOcaiita, mocodyeH B OykBa a) Ha WbpBa
anuHesl.

OcBeH TOBa NPOM3BOAUTEINAT INPEAOCTaBS MOCOUCHATa IbPBA AIMHES,
OykBa a) uHpopMalMs Ha KapTara 3a UMILIAHTA, KOATO CE JIOCTaBs C
U3JIETIHETO.

2.  JIppXaBUTE WICHKH W3HCKBAT OT JICUeOHHUTE 3aBe/ICHUS Na Mpe-
ocTaBsT mocodeHara B maparpad 1 mHbopmalnms — Mo Ha4MH, KOHTO
JlaBa BB3MOXHOCT 32 OBp3 JOCTBHII A0 Hesl — Ha MAlUCHTHTE, Ha KOUTO
¢ UMIUIAHTUPAHO M3/ICNHETO, 3a¢/IHO C KapTara 3a MMIUIaHTa, Ha KOSTO €
HAHECEHA TSIXHATA CaMOJHYHOCT.

3.  CneaHuTe MMIUIAHTH Ca M3KIIIOYEHHM OT 3abJDKCHUATA, TOCOUYCHH
B HACTOSIIUS WICH: XUPYPTUYECKA KOHIM, CKOOH, CTOMATOJOTHYHH
3ampJIBallld  MaTepUalld, CTOMATOJOTMYHM CKOOM, 3bOHHM KOpPOHKH,
BUHTOBE, KJIMHOBE, IJIACTUHM, IMPOBOIHHIM, LIM(TOBE, KIUICOBE W
koHektopu. Ha Komucusra ce mpemocraBsi mpaBOMOIIUETO Ja MpUeMa
JIeJIeTUPaHu aKTOBE B CHOTBETCTBHE ¢ WwieH 115 3a n3MeHeHue Ha TO3HU
CIIHCBK, KaTo J00aBsk KbM HETrO IPYT THI UMIUIAHTH WM KaTO 3aJii4aBa
OT HEr0 MMILIAHTH.

Ynen 19

EC nexmapanusi 3a ChbOTBETCTBHE

1. B EC nexkmapaumsita 3a ChOTBETCTBHE CE IIOCOYBA, Y€ H3HCK-
BaHMTA 10 HACTOAIIMS PErJIAMEHT Ca M3IBJIHEHH MO OTHOLICHUE Ha
00XBaHATOTO OT AEKJIapauusra u3aenue. [IpOU3BOAMTEINAT OCTOSHHO
aktyamusupa EC nexnapanusra 3a cporBerctBue. EC nekiapanusra 3a
CHOTBETCTBHE CBHABpKAa Hal-Manko uHQopManusTa, I[OCOYEeHA B
npuwioxkenue IV, m ce mnpeBexxaa Ha oduuuaneH(Hu) e3uk(1u) Ha
Cwb1o3a, U3MCKBaH(M) OT AbpXaBaTa(uTe) WieHKa(), B KOATO(KOHUTO) ce
MIPEIOCTaBs M3IEIHETO.

2. KoraTo mo oTHOIIIEHWE Ha acMEKTH, KOUTO HE MomaaaT B oOXBaTa
Ha HACTOSIIMS PETJIAMEHT, KbM H3ZENusATa Ce MpHUiIarat APYTH 3aKOHO-
nareiqHu aktoBe Ha Cwro3a, kouto cbuio u3uckBar EC peknmapanms 3a
CHOTBETCTBHE OT IMPOM3BOIUTENS 3a JIOKAa3BaHE HA HW3IBIHEHHETO Ha
W3HUCKBAHUATA IO JAJCHUS 3aKOHOJATENIEH aKT, Ce M3rOTBSl caMO €IHa
EC nexmapanmsi 3a ChOTBETCTBHE BBHB BpPB3Ka C BCHYKH aKTOBE Ha
Cplo3a, MPUIOKUMHU KbM H3Aenanero. JlexnapanusTa ChIabpika Lsjara
HeoOxomuma HMH(QOpMaIMs 3a YCTaHOBSIBAHE HA 3aKOHOJATEIHUS aKT
Ha Cbl03a, ¢ KOWTO € CBBbp3aHa CHOTBETHATA JIEKIIApaIlusl.

3. Karo wsrotBs EC neknapamusita 3a CBOTBETCTBHE, MPOU3-
BOIUTEISAT MOEMa OTTOBOPHOCTTA 32 CHOTBETCTBHETO C HM3HCKBAHUATA
Ha HACTOALIMS PErjJaMEHT M BCUYKH OCTaHAIM 3aKOHOJATEIHH aKTOBE
Ha Cpr03a, IPUIOKUMH KBM H3IEIHETO.
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4.  Ha Kommucusta ce npeaocrtaBsi NpaBOMOIIMETO Ja IpueMa Jene-
TUpaHU aKTOBE B CHOTBETCTBHE ¢ wieH 115 3a u3MeHeHHe Ha MHHH-
MaJHOTO chabpkaHue Ha EC pnexnmapanusita 3a CbhbOTBETCTBHE I10
npuinoxkenue [V ¢ oryen Ha TeXHUYECKUs POTpec.

Ynen 20

MapkupoBka 3a croTBeTcTBHE ,,CE*

1. Cunra ce, 4e U3AENUATA, PA3TUYHH OT M3AENUATA, H3PAOOTEHH IO
OpbYKa, WIM OT M3JENMATa 3a KIMHUYHO M3MUTBAaHE, ca B CBOT-
BCTCTBUC C HU3HUCKBAHMUATA HA HACTOALINUA PETIaMCHT, KOIaTO BBPXY
TIX € HaHeceHa MapKHpoBKaTa 3a choTBercTBHe ,,CE®, ommcana B
IpUIoKeHue V.

2. K»m wmapkupoBkara ,,CE“ ce mnpumaratr oOmure pUHIMIM,
onpenenenu B wieH 30 ot Permament (EO) Ne 765/2008.

3.  MapkupoBkara ,,CE*“ ce HaHacs BbpPXy CaMOTO H3JEIME WIU
HeroBaTa CTEpHJIHA OMAKOBKA IO TAaKbB HAYMH, 4e Ia ObIe BHANMA,
yemiuBa U He3anuuuma. Korato ToBa He € BB3MOXHO WM HE MOXE
Ja ObJe rapaHTUPAHO TOPaIH €CTECTBOTO HA M3JEIHETO, MapKHPOBKATA
,,CE® ce HaHacs BbpXy omakoBkaTa. Mapkuposkara ,,CE*“ e HanuuHa u
B MHCTPYKIHUHUTE 32 ynoTpeda U BbPXY THProBCKaTa OMAaKOBKa.

4.  MapxkupoBkara ,,CE®“ ce HaHacs mnpeau u3JenUeTo Aa Obuae
MyCcHATO Ha maszapa. Ts Moxe Ja ObJe clelBaHa OT MHUKTOTpaMa WA
HSIKaKbB JIPYT 3HAK, YKa3Ball CIEUUaJICH PUCK WM yHorpeoda.

5. Koraro e mpunoxumo, mapkupoBkara ,,CE*“ e cienBana ot uaeH-
TUGUKAIMOHHUS HOMEp Ha HOTU(QUIMPAHMUS OpraH, OTroBapsl] 3a
MPOLIEAYPUTE 3a OLIEHSBaHE HAa CHOTBETCTBUETO MO ujeH 52. Mnentu-
(hUKAIOHHUAT HOMED Ce€ MOCOYBA M BHPXY BCEKH PEKIIaMEH Marepua,
KOWTO yKa3Ba, 4e M3ICIHETO OTroBapsd Ha H3UCKBAHHUATA 3a MapKH-
poskata ,,CE®.

6. Koraro xpM H31enusATa Ce IpHUIaraT Jpyrd 3aKOHOAATEIHA aKTOBE
Ha Cbl03a, KOUTO CHLIO NMPEABMKIAT HAHACAIHE HA Mapkuposkara ,,CE®,
MapkupoBkara ,,CE“ yka3Ba, 4e u3genusita OTrOBapsT Ha W3HCKBAHHUAITA
7 Ha JIPyTUTE 3aKOHOIATEIHH aKTOBE.

Ynen 21

HN3penanst ¢be crnenuaaIHo npeaHasHaAaYeHUue
1. I[T:p)KaBI/ITe YJICHKHW HE Ch3aaBaT IPCYKHU 3a:

a) M3eNHsd 3a KIMHAYHO WM3IHUTBAaHE, JOCTaBSHW HA W3CIEIOBATeN 3a
LEeIUTe Ha KIMHUYHO W3MUTBAaHE, aKo Te€ OTrOBAapsAT Ha YCIOBUAITA,
yCTaHOBEHM B ujeHoBe 62—80 u wieH 82, B akToBeTe 3a
U3IIBIIHEHHE, PUETH CHITAcHO WwieH 81, u B mpmioxkeHne XV;

0) M3pabOTeHU 1O MOPBYKA M3IENHUs, KOUTO CE MPEJOCTAaBST Ha masapa,
aKo ca CHa3eHH W3NCKBaHWATA Ha wWieH 52, maparpadp 8
npunoxenue XIII.

Bppxy uzgenusara, mMocouyeHH B NbpBa aJlMHEs, HE CE HAHACsA MapKH-
poBkata ,,CE®, ocBeH BBpXy HM3AENMITA, IIOCOYEHH B WieH 74.

2.  U3penwusara, u3pabOTeHU MO MOPHUKA, CE MPHUIPYKABAT OT JACKIa-
pamusTa no pasnmen 1 ot mpunoxkenue XIII, kosTro ce mpemocraBs Ha
OTJENTHUS TTALMEHT WM NOTPEeOUTE, MOCOUEH 0 UME, ChKPALICHUE WU
nupoB KoJI.
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ll’bp)KaBl/ITe YJICHKW MOoraT Ja U3HUCKBAT OT IIPOU3BOAUTEIIA HA HU3IACIINEC,
I/I3pa6OTeHO 110 MOPBYKA, Oa IPECACTaBH HA KOMICTCHTHHA OpraH CIIMCBK
Ha TakKuBa U3ACIIHsA, KOUTO Ca ounu NpeaAOCTaBCHU Ha TCPUTOpUATA UM.

3. Ha TbproBckun NaHaupH, H3IOKOH, AEMOHCTPALMM WIM CXOIHHU
MEpONPUATHA Ibp)KaBUTE WIEHKHM HE CbH3/aBaT IPEYKHd 3a JIEMOH-
CTpalMaTa Ha W3JIeNUs, KOUTO HE OTrOBapAT Ha HACTOALIMS PErIaMeHT,
TIpU yCIIOBHE Y€ BUAWM 3HAK SICHO yKa3Ba, ye TE3W M3JeNHs ca Ipen-
Ha3HA4YeHM CaMo 3a IPEACTAaBSHE WU C LeJ JEMOHCTpalHs U HEe Morar
Ja ce MPEeJOoCTaBsT, AOKaTo He OBbJAT NPUBEICHH B CHOTBETCTBUE C
HACTOSIIIHS PErJIaMeHT.

Ynen 22

Cucremu u HaGopHu

1.  ®dusnyeckuTe WIN IOPUIUYECKUTE JIMIA U3TOTBAT AEKIapalus, ako
KOMIUIEKTYBaT M3JeNusl ¢ HaHeceHa MmapkupoBka ,,CE“ cbc crnemHute
JIpyTH U3JEIusl WM NPOLYKTH, IO HA4YMH, KOHTO € CbBMECTUM C Ipel-
Ha3HAUYEHHETO Ha W3JENUATa WIA JPYTUTe MPOAYKTH M € B PaMKUTE Ha
ynorpebara, MocoyeHa OT IIPOM3BOMUTENUTE MM, 3a Ja I'M IycKaT Ha
rmazapa KaTto CHCTeMa WiIH Habop:

a) JIpyrd u3Jenus ¢ HaHeceHa MapkupoBka ,,CE®;

0) MEIUIIMHCKK H3JeNUs 32 WHBUTPO JIMArHOCTHKA C HaHECEeHa
mapkupoBka ,,CE“ B cpeorBercTBHe ¢ Pernament (EC) 2017/746;

B) IPYTH MPOAYKTH, KOUTO Ca B CHOTBETCTBUE ChC 3aKOHOIATEIICTBOTO,
OPHJIOKHMO KbM TE3HM MPOAYKTH, CAMO KOTaro TE CE M3IMONI3BaT B
paMKUTe Ha MEJUIUHCKA TPOIEeIypa WIA HATHYHETO UM B CHCTeMAaTa
Wi Habopa € 00OCHOBaH IO JPYT HAauuH.

2. B pnexnmapanmsaTta mo maparpad | ChOTBETHOTO (DHU3UYECKO WU
IOPUJIMYECKO JINIE ACKJIapHpa, de:

a) € IPOBEPWJIO CHBMECTUMOCTTA HA M3JENHATA U, aKO € MPHIIOKHUMO,
Ha APYTUTE MPOAYKTH B CHOTBETCTBHE C WHCTPYKLMHUTE HA IPOM3-
BOJUTEJIMTE U € W3BBPLIMIO TE3U JEHHOCTH CHIVIACHO MOCOYCHHTE
HUHCTPYKLUY;

6) e omakoBajo cucTeMara Wid Habopa M € IMpeaoCTaBUIO Ha MOTpeOH-
Tenute HeoOXoauMaTa uH(OpMalMs, BKIOYBama HHopMalmsra,
MPEJOCTaBsiHa OT IPOU3BOAUTENUTE Ha W3JCNUATa WM JPYTUTe
MPOAYKTH, KOUTO ca OWIIM KOMILICKTYBaHH;

B) KbM KOMIUIEKTYBAaHETO Ha M3JEIMATa M, aKO € IPUIOKUMO, Ha
JIpyruTe NPOAYKTH KAaTo CHUCTeMa WIM Habop ca ce Ipuiaraim
HOAXOSIINTE METOIH 3a BBTPEIIHO HAONIOAEHNE, IPOBEpKa U BaJH-
JIpaHe.

3.  Bcsko GuU3MUECKO WM FOPUIUYECKO JIMIE, KOETO CTEPHIU3Upa
CHCTeMH WJIM HAaOOpH, MMOCOYeHU B maparpad 1, ¢ men mycKkaHeTo MM Ha
nasapa, Ipujara o cBoit u300p eaHa oT mpoLexypuTe B mpunoxkenue IX
uinu mporeaypara B yact A ot npunoxenune XI. Ilpunaranero Ha Te3m
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IpOLENypH M y4acTHETO Ha HOTH(UIMpaHHs OpraH ce OrpaHuyaBa a0
aCIeKTUTE Ha IpoLelypaTa, CBbP3aHM C IIOCTUTaHE HA M3MCKBAHUATA 34
CTEPUIIHOCT O MOMEHTAa Ha OTBApsAHE Ha CTEPHUIHATA ONAKOBKA WIIU
HOBPEXIaHeTo M. DU3MYECKOTO MM IOPUIMYECKOTO JIMIE H3TOTBS
JeKIapanus, B KOATO JEKJIapupa, 4e CTEpHUIM3alHsaTa € U3BLPIICHA B
CBOTBETCTBUE C MHCTPYKIIMUTE HA IPOU3BOIUTEIIA.

4.  KoraTo cucTeMUTe Win HAOOPHUTE BKIIOYBAT U3JCIHUS, KOUTO HE ca
¢ HaHeceHa MapkupoBka ,,CE®, wim korato u30paHaTa KOMOMHAIMS OT
W3JIeIHs HE € ChbBMECTUMA C TAXHOTO ITbPBOHAYAHO NMpeIHA3HAYCHUE,
WJIN KOraTto CTCpuiIn3alusaTa HE € 61/1.]'[3. U3BBPIICHA B CBHOTBETCTBUEC C
WHCTPYKIMUTE HA MPOHM3BONUTENS, CHUCTEMaTa WIH Ha0OpBT ce
pasriexja KaTo OTJENIHO M3JelHe U KbM HEero ce Ipuiara cbOTBeTHaTa
MpolleAypa 3a OLEHsBaHE HAa CHOTBETCTBHETO CHITIACHO wWieH 52. dusu-
YECKOTO WJIH IOPUANYECKOTO JIHIE OoeMa 3aJb/DKCHUSITA Ha POU3BOIH-
TENHTe.

5. Cucremute wiu Habopute no maparpad 1 oT HacTosMs 4ieH
HsSMaT HaHECeHa JOMBJIHUTEeNHa MapkupoBka ,,CE“, a Bppxy TiIx ce
[I0COYBAT HUMETO, PETUCTPUPAHOTO THPrOBCKO HAMMEHOBAHUE WU
peructpupaHata ThProBcka Mapka Ha JuIeTo mo maparpadu 1 u 3 or
HACTOSIINS YIeH, KaKTO U aJpechT, Ha KOMTO MOXeE J]a c€ OCBHIIECTBH
BpB3Ka C JIMLETO, Taka ue Aa ObJie BB3MOXKHO Jla CE YCTAaHOBU MECTO-
HaxokaeHnero My. CrucreMuTe U HaOOpHTE ce MPUAPYKaBaT OT HHOOP-
ManusTa 1o paszen 23 ot npunoxenue l. JlexnapanusaTa no naparpad 2
OT HACTOAIIUS WIEH Ce ChXPaHsABA Ha Pa3MoNIOKEHNEe HAa KOMIIETEHTHHUTE
OpraHu ciej KOMIUIEKTYBAaHETO Ha cuUcCTeMara WIM Habopa 3a CpoKa,
NpUIOKUM cbritacHo wieH 10, naparpad 8 KbM KOMIUIEKTYBaHUTE
n3genus. Korato Te3u cpokoBe ca pa3iiduHM, Ce Ipuilara Hai-IbITUAT
OT THX.

Ynen 23

YacTu ¥ KOMIIOHEHTH

1.  Bcesko (u3MUYECKO WIM IOPHAMYECKO JIMIIE, KOETO MPENOCTaBs Ha
nasapa apTUKyJ, CICHUANHO IpeJHa3HAYeH Ja 3aMEHM WJCHTHYHA WIH
CXONHA Hepa3JelHa YacT WM KOMIIOHGHT Ha U3JelHe, KOiTo e
nedexten wnm m3xabeH, 3a Ja 3ama3sd WIM BB3CTaHOBU (yHKIUMATA Ha
n3zennero, 06e3 1a MPOMEHs HEroBHTE XapakTePHCTHKH BHB BPB3Ka C
JeiicTBeTo WM 0OE30ImaCHOCTTa WIIM HEroBOTO IpeJHa3HAa4YCHUE,
rapaHTupa, 4e apTUKyJIbT HE OKa3Ba OTPULATENHO BB3JCHCTBUE BBHPXY
Oe3omacHocTTa M JCHCTBHETO Ha wm3genuero. Ha pasmonokeHue Ha
KOMIICTCHTHHTE OPraHd Ha JbP)KaBUTE WICHKHM CE ChXPAHABAT JOKa3a-
TEJICTBA B HOJKpENa Ha TOPENoCOYEHOTO.

2. ApTHKyJ, KOMTO € CHenuagHO MpeIHa3HadeH a 3aMEHU YacT WM
KOMIIOHEHT Ha W3JIeIMe M KOWTO CBHIIECTBEHO INPOMEHS XapaKTepuc-
THKHUTE BbB BPB3Ka C JEHCTBHETO WJIM OE€30IaCHOCTTa WM IpeJHa3Ha-
YEHUETO Ha M3JIEeNTUETO, Ce CUMTA 3a U3JeNHe M TPsAOBa Ia OTroBaps Ha
W3UCKBAHUATA, ONPEJENICHH B HACTOSIIUS PErJIAMEHT.

Ynen 24

CB0001HO JBHKEHHE

OcBeH KoOraro € TMpeJBUIEHO Jpyro B HACTOSIIMS pErjiaMeHT,
Ibp)KaBUTE WICHKH HE OTKa3BaT, He 3a0paHsBaT M He OrpaHHUYaBar
MIPEJOCTABsIHETO Ha Ia3apa WM IIyCKaHETO B JeHCTBUE HA TEPUTOPHATA
CH Ha U3ACNHs, KOMTO OTrOBapsAT HA M3MCKBAHUATA IO HACTOSIIUS
periIaMeHT.
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T'JIABA III

HUIEHTU®UKALIIUA MW TIPOCIEIUMOCT HA M3IEJIMATA,

PETHCTPAIIMAA HA  U3JAEJNUATA WU  HUKOHOMMUYECKHUTE

OINIEPATOPH, PE3IOME OTHOCHO BE3OIIACHOCTTA U

KJIWHAYHATA E®EKTUBHOCT, EBPOINEMICKA BA3A JTIAHHM 3A
MEJUIIUHCKUTE U3JAEJIUA

Ynen 25

HNnentudukanus mo BepUraTta Ha JA0CTaBKa

1. ILI/ICTpI/I6yTOpI/IT€ U BHOCUTCIIUTE CU CBTPyAHHYAT C MPOU3BOAU-
TCINUTC WIN YIIBTHOMOIICHUTE NMPEACTABUTECIIN C LCIT OCUTYPABAHCTO Ha
MoAXOAAI0 HUBO Ha MNPOCICAMMOCT Ha HU3ACIIUATA.

2.  HxoHoMuYeckuTe oreparopd TpsOBa ga Moratr jaa I0COYaTr Ha
KOMITETEHTHHS OpraH 3a mepuoaa mo wieH 10, maparpad 8 ciemHOTO:

a) BCEKM HKOHOMHYECKH OIepaTtop, Ha KOTOTO MPSKO ca JTOCTaBUIN
171691 (SH107 (0

0) BCeKM HMKOHOMUYECKH OIEepaTop, KOWTO NPSKO WM € JOCTaBHI
U3JeNue;

B) BCSKO JieUeOHO 3aBEJCHUE MJIM MEIUIIMHCKH CIEIHAIMCT, Ha KOTOTO
MPSAKO Ca OCTABUIIU H3JIEITHE.

Ynen 26

HOMeHKJIaTypa Ha MCAUIMHCKHUTEC HU31e/IUdA

C ornen na ce ynecHu (yHKIMOHUpaHeTo Ha EBporeiickata 6a3a JaHHU
3a  MeauuuHckure wu3nenus (Eudamed), mocouena B wieH 33,
Komucusta rapanTipa, e MeXIyHApOIHO NPHU3HATa HOMEHKIATypa Ha
MEIUIMHCKUATE U3JEIHs Ce MPEJOCTaBs Oe3MIaTHO HA POU3BOIUTEIIHTE
W JOpyrd (PU3HYECKH WIH FOPHAWYECKH JIHIA, OT KOHTO ChITIACHO
HACTOSIIUS PErJIaMeHT Ce M3KMCKBA Jia M3IMOJ3BAT Ta3h HOMEHKIATYpa.
Komucusita ce CTpeMu ChINO Ja rapaHTupa, 4e Ta3u HOMEHKIATypa € Ha
pa3moNoKeHHe U Ha IPYTH 3aMHTEPECOBAHU CTPAaHU OE3IIAaTHO, KOTraTo
TOBa € Pa3yMHO OCBIIECTBHMO.

Ynen 27

Cucrema 3a YHHUKaTHA H}IeHTHq)HKﬁIH/Iﬂ Ha uU3aeausTa

1. Cucremara 3a yHHKaJdHa WACHTH(UKAIUS HA H3aenusaTa (,,cucreMa
3a UDI), onucana B yact B ot nmpunoxenue VI, 1aBa Bb3MOXHOCT 3a
WICHTU(DUKALNUSA U YJICCHSIBA MPOCICIUMOCTTA HA U3ACIHATA, Pa3IHYHH
OT U37AeNHATa, N3padOTEeHH MO MOPBYKA, U OT H3JEIUATA 32 KIMHUYHO
W3IUTBaHE, U CE ChCTOU OT CIICAHOTO:

a) cwp3gaBane Ha UDI, koeTo BkiIOUBa:

1) KOHKpETeH 3a CHOTBETHHS NPOM3BOAUTET W W3ACIUE HIACHTU-
¢ukarop Ha uzgenuero (UDI-DI), koiito mpenoctaBsi JOCTBIT 110
uHpopmanuaTa 1o yact b or mpunoxenune VI,
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il) ugentudukarop Ha npousBopctBoto (UDI-PI), xoiito npeHTH-
¢umpa mpomsBeleHaTa eJUHHIA OT JAJCHO M3IENHE M, aKo €
IOPUIOKKUMO, OIAKOBAHUTE W3JEIHS, CBIVIACHO IHOCOYEHOTO B
yacT B ot mpunoxenue VI;

0) mocrapsHe Ha UDI BBpXy eTHKETa Ha U3JACIUETO WIH BBPXY
HEroBaTa OIIaKOBKa;

B) cbxpaHeHne Ha UDI 0T HWKOHOMHYECKH OIEpaTopH, JieueOHU
3aBeleHMs] W MEAWIHMHCKH CIEIHAIUCTH B CBHOTBETCTBHE C
ycIoBUsITa, NPEIBUICHU CHOTBETHO B maparpapu 8 u 9 or
HACTOSIIUS YJICH;

I) Ch3/aBaHEe Ha €JEKTPOHHA CHCTEMa 32 YHHKalIHA HICHTH(UKALIUS Ha
u3nenusra (,,0a3a gannu 3a UDI“) B choTBeTCTBHE C wiieH 28.

2. TlocpenctBoM akToBe 3a m3mbiaHeHHEe KomucusTa ompenens eauH
WU HSKOJIKO CyOeKTa, KOMTO Jla YIIpaBjIsiBaT CUCTEMa 3a OIpeJe/iiHe Ha
UDI cbriacHO HacTOSIIUS periaMeHT (,,u3aaBan] cyOoekt™). Tozu(Tesn)
cyOexT() TpsOBa Jna OTroBapsi(T) Ha BCHYKH IIOCOYEHH I10-J0JY
KPUTEPHH:

a) cyOeKThT € OpraHM3alus C IOPHUANYECKA MPABOCYOCKTHOCT;

6) cucremata My 3a omnpexnensHe Ha UDI e nmoxxoamsma ¢ ornen Ha
WACHTH(DUKALMATA HAa H3JENUATA 110 BpEeME Ha IUCTPUOyLHUATA U
ynoTpebata WM B CHOTBETCTBHE C HM3HCKBAHUATA HA HACTOSIIUS
perjlaMeHT;

B) cucremara My 3a ompenenssHe Ha UDI orroBaps Ha ChOTBETHUTE
MEXIyHapOJHH CTaHIapTH;

r) cyOeKkThT mpenocraBsi AOCTHI 10 CHUCTEMaTa CH 3a ONpeAessiHe Ha
UDI Ha BCHYKM 3aMHTEPECOBAHM MOTPEOHMTENNM B CHOTBETCTBUE C
MIPEABapUTETHO YCTaHOBEHH NMPO3payHU YCIIOBUS,

1) CyOeKTBT Ce 3aJbJDKaBa Jla U3BBPIIBA CIEIHOTO:

i) ympaeisBa cucremara cu 3a onpenensHe Ha UDI 3a cpok ot Haii-
Manko 10 roawHu cnex kKaTto € OWII OlpeneseH;

ll) IIpu INOUCKBAHC IPEAOCTaBs Ha Komucusta u Ha AbPIKABUTE
YJICHKH I/IHQ)OpMaHI/Iﬂ OTHOCHO CHUCTEMaTa CH 3a OIPEAC/IAHC Ha
UDI;

iil) mpoxb/DKaBa Ja OTroBaps Ha KpPUTEPUUTE U YCIOBUATA 3a
OIIpeJIeTIsIHE.

[Ipn ompenensine Ha m3gaBammuTte cyoekTn Komucusita ce crtpemu aa
rapantupa, 4de Hocutenute Ha UDI mo cmucena wa wact B ot
npunoxkenue VI, ca yHuBepcalHO YeTHMH HE3aBHCHMO OT CHCTEMaTa,
W3MO0JI3BaHa OT M3JaBalius CyOeKT, Taka 4e Ja ce CBeIe N0 MHHAMYM
(uHaHCOBaTa M AaJMHHUCTPAaTHBHATa TEXKECT 34 WKOHOMHYECKHTE
OIepaTopH U JICUCOHUTE 3aBEICHMS.

3. Ilpenu na mycHe Ha maszapa WU3JeNIUe, Pa3IUYHO OT W3JeNue, U3pa-
00TE€HO MO MOPBYKA, MPOU3BOAUTEIAT OMPEAETS 332 U3AEIUETO W, aKO €
TIPUJIOKKMMO, 32 BCHYKH CleJBally HHMBa Ha omakoBaHe, UDI, kosrTo e
Ch3JaJieHa IIpU Clla3BaHe HA NMPaBUJIaTa Ha M3JaBall CyOeKT, onpeaeneH
ot Komucusita B croTBeTcTBHE C TIaparpad 2.

IIpenu Ha mazapa Ja ObJe IyCHATO M3JENHUE, Pa3lIUYHO OT HU3JENUE,
u3paboTeHO IO MOpBUKA, MIM OT H3JeNHe 33 KIMHUYHO H3ITHTBAHE,
[IPOU3BOJUTENAT TAPAHTUPA, Y€ MocodyeHara B 4yacT b orT mpunoxeHue
VI unpopmanus 3a CHOTBETHOTO M3JENHME € NPAaBWIHO MOJAJCHA U
npexBbpiicHa B Oa3ata manuu 3a UDI, mocouena B wieH 28.
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4.  Hocutenure Ha UDI ce HaHacAT BbpXYy €TMKETa Ha M3JEJIHETO U
Ha BCHYKM ClIeIBAallld HUBA Ha omakoBaHe. CuuTa ce, ye cielBalIUTE
HUBAa Ha ONAKOBAHE HE BKIIIOYBAT TOBAPHHMTE KOHTEHHEPH.

5. UDI ce usnons3sa mpu AOKIaJBaHE 3a CEPHO3HU HHLUICHTH U
KOPUTHpAIIN [eHCTBHSA BBB BPb3Ka C OE30ITaCHOCTTa B CHOTBETCTBHE C
unieH 87.

6. bazoBusar UDI-DI mo cMuchkia Ha ompeneseHHeTo B 4acT B or
npuinoxkenue VI ce mocouBa B EC pgexmapammsita 3a ChOTBETCTBHE,
1oco4yeHa B 4ieH 19.

7. Karo wuwact OT TexHHuYeckaTa JOKYMEHTalus, IIOCOYEHA B
npunoxxkenue II, mpous3BoAMTENAT MOLABPKA aKTyalleH CIHMCBHK Ha
Beruku UDI, xourto e ompememn.

8. VIKOHOMHUYECKHTE OnepaTopu ChbXpaHABaT U MOIABPIKAT, 3a Mpe-
MOYHTaHe 4pe3 eJeKTpoHHH cpenactBa, UDI Ha wu3nmenusita, KOMTO ca
JOCTaBHJIM HJIM KOHMTO Ca MM OWIM JIOCTaBEeHH, aKO Te3W H3IENHs ca:

— wuMIma"HTapyemu u3genus ot kiac 11

— U3JEeNHATa, KAaTETOPHUTE WIIM TPYNHTE H3IETHs, ONpENeTIeHH C
Mspka no naparpag 11, Oyksa a).

9. JleueOHuUTe 3aBelleHUS CbXpaHABAT U MOJABPXKAT, 3a Ipea-
MoYuTaHe upe3 ejaekTpoHHH cpenacrtsa, UDI Ha wusnenusTta, xouro ca
JOCTaBMII MJIM KOUTO ca MM OWIM JOCTAaBeHW, aKO TE3W H3JENHs ca
UMILTaHTUpyeMH u3nenus ot knac III

3a wu3nenus, pasiMyHU OT UMILIaHTUpyemuTe wusnenus ot knac IlI,
Ibp)KaBUTE WIEHKH HAchbp4YaBaT M MOTaT Ja HM3UCKBAT OT JeuyeOHUTe
3aBeICHUs Jla ChXpaHsABAT U MOIbPKAT, 3a INPEIIOUUTaHE upe3 eleK-
TpoHHM cpenactBa, UDI Ha u3genusara, KOUTO ca UM OWIM JOCTaBEHH.

JIbp>kaBuTE YJIEHKM HachbpyaBaT U MOTaT Ja MU3MCKBAT OT MEJULIUHCKHUTE
CHEIUAIUCTH Ja CbXpaHSABAaT M NOLABPXKAT, 3a MPEANOYUTAHE 4YpE3
enekTpoHHu cpenctBa, UDI Ha wu3penusara, kouto ca UM Owin
JIOCTaBEHU.

10. Ha Komwucusita ce mpemocTaBs MpaBOMOIIMETO Jia IpHeMa Jelie-
TUPaHU aKTOBE B CHOTBETCTBHE C uieH 115:

a) 32 H3MEHEHHME Ha CcIOuchbka ¢ uHopMmamusTa mo dacT b or
npuitoxkeHnue VI ¢ orien Ha TEXHUYECKUS IPOTpeC; U

0) 3a u3McHEeHHe Ha mpuioxkeHne VI B 3aBHCHMOCT OT Pa3BUTHETO B
MEXJIYHApoJeH IUIJaH W TEeXHHYeCKHs mporpec B o0nactra Ha
YHUKQJIHaTa UICHTU(GUKALNS Ha H3IEIUATA.

11.  TlocpenctBom akToBe 3a wu3mbIHeHHEe, Kommcuara moxe aa
ompenens TNOAPOOHWTE TpaBWjia W TPOLEAYPHUTE AacleKTH Ha
cucremara 3a UDI, 3a ga ce rapanTipa XapMOHU3UPAHOTO ¥ IIpUJIaraHe,
KaKTO W BBB BPB3Ka CHC CIIEIHOTO:

a) ONpeNesIHETO Ha M3IENUsTa, KAaTETOPUHUTE WM TPYNUTe U3IENus, 3a
KOUTO J1a ce Mpuiara 3aJbDKEHHETO Mo maparpad 8;

0) MOCOYBaHETO Ha JMAaHHHUTE, KOMTO Aa Obmat BkiroueHn B UDI-PI na
KOHKPETHH M3IEIHs WA TPYIH W3ICIIHS;
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AxTOBETE 3a U3II'BJIHEHUC, NIOCOYCHU B IIbpBa aJIMHEA, CC€ IIpUeMar B
CHOTBETCTBHE C MPOIEeAypara MO pasriexiaHe, MocoueHa B wieH 114,
naparpad 3.

12.  Ilpm mnpuemMaHeTo Ha MEpKHUTE, IIOCOUYeHHM B maparpad 11,
Komucusra B3emMa npenBu CIEAHOTO:

a) TIOBEPUTEIHOCTTa W 3allTaTa Ha JaHHUTE, KAKTO € MOCOYCHO
cboTBETHO B wieHoBe 109 u 110;

0) moaxoja, OCHOBAaH Ha PHCKA;
B) MKOHOMHYECKAaTa €(PEKTUBHOCT Ha MEPKHTE;

r) cOmmkaBaHero Ha cucremute 3a UDI, pa3paboTeHM Ha MexIy-
HAapOAHO HUBO;

1) HEOOXOJUMOCTTa OT M30srBaHe Ha JayOIMpaHETO B CHCTeMara 3a
UDI;

e) HYXIUTE Ha CUCTCMUTE 3a 3]paBCOMa3BaHC Ha ABPIKABUTEC YJICHKH, U
KOorato € Bb3MOXKHO, CbBMECTUMOCTTa C ApPYyru CUCTEMH 3a UACHTHU-
(I)I/IKaL[I/I}I Ha MCIUIMHCKH H3ACIHA, KOUTO CC H3IIOJ3BAT OT 3aMHTC-
peCoOBaHU CTPAHHU.

Ynen 28

baza pannm 3a UDI

1.  Kowmwucusdra, cnen xoncynrauuss ¢ KI'MU, ce3gaBa u ympasisBa
6a3za nannu 3a UDI ¢ uen Banuaupane, chOupane, o0paboTBaHe U Npe-
OCTaBsIHE Ha OOIIECTBEHOCTTA Ha MH(OpMaNusTa, IIocodeHa B yacT b or
npunoxxkenue VI

2. Tlpum pazpaborBaneTo Ha 0a3zara manHu 3a UDI Komucusara B3ema
mpeABUA oOMmHWTEe NPUHIWIH, yCTAaHOBEHH B dacT B, pazmen 5 or
npunoxxkenue VI. bazara mannm 3a UDI e cnenuanHo mHpoekTHpaHa
Taka, ye B Hest Aa He Moxke na ce BkimouBaT UDI-PI u moBepurenna
THProBCKa WHGOPMALUS 33 MPOIYKTA.

3. OcHOBHHUTE €JIEMCHTH Ha JaHHHTE, KOMTO CE BBBSXKIAT B Oa3ara
nauau 3a UDI, mocouena B wact b ot mpunoxkenue VI, ca moctemHu
0e3mIaTHO 3a OOIIECTBEHOCTTA.

4.  Texumdeckara paspabotka Ha 6azara mamHum 3a UDI ocurypssa
MaKCHMaJHa JOCTBIIHOCT Ha ChXpaHsBaHAaTa B Hesl MH(OpMALUs, BKIFO-
YHUTETHO €THOBPEMEHHHS JOCTBII HA MHOTO IIOTPEOHTENH, KaKTO U aBTO-
MaTHYHOTO KayBaHE M HM3TErJsHe Ha Ta3u uHPopmanus. Komucusra
OCHUTYpsIBa TE€XHHYECKa M aJMUHHCTPATHUBHA IOJKpeNa Ha MPOU3BOIM-
TeNUTEe W APYrUTe IMoj3BaTenu Ha Oaszara manHu 3a UDI

Ynen 29

PechpaumI Ha U3aeaudATa

1. Ilpenu myckaHeTo Ha Ma3apa Ha M3JEIHUE, Pa3IMYHO OT H3JAEIHE,
n3paboOTeHO IO TMOPBYKA, NPOU3BOAUTEISAT — B CHOTBETCTBHE C
IpaBUjaTa Ha U3/aBallius CyOeKT, IOCOYeHU B uieH 27, maparpad 2,
onpenens 6azoB UDI-DI Ha u3menueTo chriacHoO MpuiiokeHHe yact B
ot VI u ro npenocrasst Ha 6Ga3ara mannu 3a UDI 3aemHo ¢ ocraHamute
CBBP3aHM C TOBa M3JE/M€ OCHOBHM JaHHM, MOCOUYEHU B INPHIIOKEHHE
ygact b or VL
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2. Ilpemm myckaHeTo Ha Ia3apa Ha cHcTeMa WIM Habop B CHOT-
BercTBHe ¢ wieH 22, maparpadu 1 u 3, xouto He ca u3Ieiue, u3pa-
00TEeHO TO MOPBYKA, OTTOBOPHOTO (DPU3MYECKO HIIM IOPUIMYECKO JIMIIE
oIpezens 3a cHUcTeMaTa Wid Habopa — B CHOTBETCTBHE C IpaBHIIaTa HA
n3naBamus cybekt, u 6azoB UDI-DI u ro npenocraBs Ha 0a3ara paHHH
3a UDI 3aemHo ¢ ocraHajauTe CBBpP3aHH ChC CHUCTEMaTa WM Habopa
OCHOBHM JIaHHM, ITOCOYEHU B 4acT b or mpunoxenune VI.

3. Ilo oTHomeHMEe Ha M3JENUs, KOUTO IMOAJEKAT Ha OLICHABAaHE Ha
CBHOTBETCTBHETO, KAKTO € IIOCOUEHO B ujeH 52, maparpad 3 u uwieH 52,
naparpad 4, BTopa W Tpera anuHes, ompenensHero Ha 6a3zoB UDI-DI,
mocovyeH B maparpad 1 OT HacTOSIIIMS WIEH, Ce MpPaBH, NPEIU MPOH3-
BOJUTENAT Ja MOJajJe 3asBICHUE 3a OLEHABaHE [0 HOTUGUIUPAHUSL
OpraH.

3a w3menuATa MO MbpPBA ANWHEs HOTU(PHIHPAHUIT OpraH I[0COYBa
6azoBuss UDI-DI B ceprudukara, wusgaseH cbriacHo rmiiasa I,
pasnen 4, Oyksa a) ot npuwioxenue XII, u nmorebpknaBa B 0a3aTa
nanan Eudamed, ye uHdopmanmsta, mocodeHa B yact A, pasmen 2.2
oT mupminoxeHue V, e TouHa. Ciex W3IaBaHETO HAa CHOTBETHHUS
cepTudHUKAT W TPEId MYCKaHETO Ha W3IEIHETO Ha Ma3apa MpOou3-
BOAMTENAT mpenoctaBs B 0Oazata ganHu 3a UDI 6aszoBus UDI-DI
3a¢JHO C OCTAHAIUTE CBBbP3aHM C TOBA HU3JCIHE OCHOBHH JaHHH,
nocoyeHu B yacT b ot npumnoxenune VI.

4. Tlpenm myckaHeTO Ha Ia3apa Ha W3JCINHE, Pa3NIMYHO OT U3JCIHe,
n3pabOTEeHO 0 MOPBYKa, MPOU3BOIUTENAT BhBeXaa B Eudamed nnm —
KOraTto Bede ¢ BBbBEICHAa — IIpoBepsBa HWH(OpMammATa, MOCOYCHA B
yacT A, paznen 2 oT mpuioxenue VI, ¢ uskiIodeHue Ha pasgen 2.2
OT HEro, a CIie]] TOBa PEIOBHO 5 aKTyaJH3Hpa.

Ynen 30

EnexTponna cucTremMa 3a perumcrpanus Ha HKOHOMHYECKHTE
omepaTopu

1.  Kowmmucusra, ciex xoncynranus ¢ KI'MU, ce3gaBa u ympasisiBa
€JIEKTPOHHA CHCTEMa 3a Ch3/laBaHe HA €UHHMS PETHCTPAllMOHEH HOMED,
mocoueH B wieH 31, maparpad 2, m 3a chOupaHe u oOpaboTka Ha
uH(opMaIHTa, KOITO € HEOOX0AUMAa U JJOCTAThYHA 33 HICHTH()UKAINSI
Ha TPOW3BOIMTENS W, aKO € MIPHIOKHUMO, Ha YIBIHOMOLICHHUS Ipea-
craBuTen W BHocuTeds. [loapoOHocTHTE 3a WH(OpMamusTa, KOSITO
WKOHOMHMYECKHTE OIepaTopu TpsiOBa Ja TNpPENOCTaBsAT Ha Ta3u eJIeK-
TPOHHA CHCTEMa, ca MMOCOYeHH B dacT A, paszen | ot mpumoxkenue VI

2. JlppxaBuTe 4JEHKM MOraT Aa HpOABIDKAT Aa HpuiaraT WK Ja
BBBENAT COOCTBEHM HAIMOHATHU Pa3NOpeA0H OTHOCHO DPETHCTPAIHATA
Ha JUCTpUOYTOpPUTE HA U3JEIHs, KOUTO ca OWIU IPEeOCTaBEHU HA TEPU-
TOpHATA HM.

3. B cpok no aBe ceaMmuuu ciiel] MyCKaHETO Ha Ma3apa Ha H3JeNue,
pasNIMYHO OT WU3Jenue, U3pabOTeHO 10 TOPHUYKA, BHOCHUTEIUTE
NpoBepsBaT Jajy NPOU3BOAMUTENAT WIM YIBIHOMOUICHUST Npea-
CTaBUTEN € INPEJOCTAaBMJ Ha EJIEKTPOHHATa CHUCTeMa HHGOPMaIuATa,
moco4yeHa B maparpad 1.

Korato e mpuioXxumo, BHOCHUTENUTE HH()OPMHPAT CHOTBETHHS YIIBI-
HOMOIICH MPEICTABUTEN HWIHM IMPOU3BOAUTEN, B CIy4ail ue wuH)Op-
ManusTa, mocoyeHa B maparpad 1, He e BKIIOYEHA WM € HETOYHA.
Brocurenute 100aBAT CBOUTE AaHHH B ChOTBeTHaTa(ute) rpada(n).
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Ynen 31

PemCTpnpaHe Ha NMPOU3BOAUTEIUTE, YIIBJHOMOIICHUTE NMPEACTABUTEIN
U BHOCHUTECJIUTEC

1. Ilpemm myckaHeTo Ha ma3apa Ha W3JAETHE, PA3IMYHO OT H3JAEITHE,
u3paboTeHO 10 MOPbBUKA, NPOU3BOJUTEIUTE, YIBIHOMOILEHUTE IpEea-
CTaBUTENH M BHOCUTEIMTE, 3a Ja C€ PEerHcTpUpar, MOAaBaT B EJeK-
TPOHHATa cUCTeMa, mocodeHa B wieH 30, mHpOpMANHMATA, TOCOUCHA B
qacT A, paszzen 1 or npunoxenue VI, ako Beue He ca ce perucTpupaiu
B CHOTBETCTBHE C HACTOSsIIMA wieH. Koraro mpouenypara 3a OleHsSBaHE
Ha ChOTBETCTBUETO Hajara yyacTHETO Ha HOTH(UIUpPAH OpPraH ChIIacHO
uiieH 52, uHpopmaiuaTa, IOCOYCHa B YacT A, paszen | OT NpuiIoKeHHe
VI, ce mpenaBa Ha €JNEKTpPOHHATa CHCTEMa MpEeAd I0JABaHETO Ha
3asBJI€HHE 10 HOTH(UIMPAHUS OpraH.

2. Cren mpoBepka Ha BBBENCHUTE NaHHM MO maparpad 1 komrert-
SHTHHUAT OpraH nojiy4aBa eiuHeH peructpanuoHen Homep (EPH) or
eJIeKTpoHHaTa cucrema no wieH 30 ¥ ro u3gaBa HAa HPOU3BOAMTEIS,
Ha YI'BJIHOMOIICHHS IPEICTABUTEN WM HA BHOCHUTENS.

3. IIpoumssomurenst usnonzsa EPH mpu monmaBane Ha 3asBieHuE 10
HOTH(UIMPAaH OpraH 3a OLCHSBAaHE Ha CHOTBETCTBHETO W INPH JOCTBII
mo Eudamed, 3a ma u3mbiaHM 3aaBDKEHHUATA CH MO 4ieH 29.

4. B cpok OT enHa CeIMHIA CIe]l BCIKAa E€BEHTyalHa MPOMsSHAa BbHB
Bpb3Ka ¢ uHpopManuaTa no naparpad 1 oT HacTOAIUS WIEH UKOHOMHU-
YECKUAT OIEpaTop akTyalu3upa NaHHWTE B €JEKTPOHHATA CHCTEMa,
nmocoyeHa B uiaeH 30.

5. He no-xbcHO OT eAHA TOAWHA Cie] MOJaBaHEe Ha MH(OpMAaNUATA
cbriacHo maparpad 1, a cien ToBa Ha BCEKH JBE TOJWHH, MKOHOMH-
YECKUAT OIepaTop MOTBBbPKIaBa TOYHOCTTA HA JAaHHUTE. AKO TOBa HE
Ob/Ie HAlpaBEeHO B PAaMKHTE HA IIECT Mecela CJIe] M3THIAHETO Ha Te3d
CPOKOBE, BCSKa Abp)KaBa WICHKAa MOXE Jla B3e€ME IMOIXOAAIIN KOPH-
THpalli MepKH Ha CBOS TEPUTOPHSA, HOKATO HMKOHOMHYECKUST
OIlepaTop HE M3IBJIHU TOBA 3aJbKECHUE.

6. bBe3 ma ce 3acsara OTTOBOPHOCTTAa Ha MKOHOMHYECKHs OIEpaTop 3a
JaHHUTE, KOMIICTEHTHHSAT OpraH IIpoBepsBa MOTBBPACHUTE IaHHH,
MOCOYEHH B 4acT A, paszgen 1 ot npunoxenue VI.

7.  JlaHHuTe, BbBeJCHH B MocoveHata B wieH 30 eleKTpoHHaA cHCTeMa
cbriacHo maparpad 1 OT HAacTOSIIMS WIeH, ca AOCTBIIHHU 3a OOLIECT-
BEHOCTTA.

8. KomnereHTHHAT opraH MOXe Ja M3NO0JI3Ba JaHHUTE, 32 J1a HAJIOKHU
Takca Ha TPOU3BOIUTENS, YIBIHOMOIICHUS TPEACTABUTE] WM
BHOCHUTEJIS chriacHo wied 111.

Ynen 32

Pe3roMe O0THOCHO 0€30IACHOCTTA U KJIMHUYHOTO JelHCTBUE

1.  3a uMmadTupyeMuTe u3aenus u usgenusra ot kiac I, pasnuunn
OT U3ENHATA, U3PAOOTEHH IO MOPHYKA, MM OT M3JIENUTa 32 KIMHHYHO
U3MNUTBAHE, TPOU3BOAUTEIIAT U3IOTBA PE3IOME OTHOCHO 6630H3CHOCTT3. n
KIIMHUYHOTO JieiicTBUE.
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PestomeTo oTHOCHO 6€30MacHOCTTa U KIMHUYHOTO IeliCTBHE Ce ChCTaBs
TaKa, 4e Ja € SCHO 3a IIEJICBHS IOTPEOHTEeN W aKo e IenechoOpasHo —
3a MallMeHTa, U € JIOCTBITHO 3a obmiecTBeHocTTa upe3 Eudamed.

IIpoekThT Ha pE3IOMETO OTHOCHO 0€30MacHOCTTa M KIHHHYHOTO
JefiCTBHE € YacT OT JOKYMEHTAlMATa, KOATO TPsAOBa 1a ce NpEeACTaBH
HAa HOTH()ULIUPAHKUS OpraH, yd4acTBalll B OLCHABAHC HA CHOTBETCTBHETO
CBIIACHO WICH 52, W ce BaIuaupa OT cbmms opraH. Ciex Baamau-
paHeTo My HOTH(HIMpPAHUIT OpraH BbBeXkIa pe3tomeTo B Eudamed.
IpousBomuTeNnsAT MOCOYBA BBPXY CETHUKETAa WIM B HHCTPYKIHHTE 3a
ynorpeba Kbae Moxe Ja Oblle HaMEPEeHO PEe3IOMETO.

2. Pe3roMeT0 OTHOCHO 0€30IIaCHOCTTAa M KIMHHYHATA e(beKTI/IBHOCT
CbAbpiKa Hal-MajKo CJICAHUTE CICMCHTH:

a) wuaeHTH(QUKAIMATA HA HW3JCIHETO W Ha MPOU3BOIUTENSI, BKIIO-
yutenHo 0a3zoBus UDI-DI u, ako Beue e usmancH, EPH;

0) TpemHa3HAUCHHETO HA M3JIENMETO, MTOKA3aHUS, IIPOTHBOIIOKA3AHUS H
LeJIeBU MOTpeOUTENH;

B) ONHCAHWE HAa W3JCIUETO, BKJIIOYHTEIHO I[IOCOYBAHE HA TMpe-
XOAHOTO(MTE) IMOKOJEHHUE(s) WIM BapuUaHTH, aKO HMa TaKuBa, U
ONMKCaHHE Ha PA3JIUYMATA, KAKTO M, KOraTO € OTHOCHMO, OIHCAHHUE
Ha NPHHAJISKHOCTUTE 32 M3JEIHETO, IPYTU H3AEIHs U NPOIYKTH,
KOUTO Ca TpeJHAa3HAYeHH 3a M3IMOJI3BaHE B KOMOHMHAIMS C
U3JICITHETO;

F) BB3MOKHU JUArHOCTUYHU WJIKM TCPAINICBTUYHHU AJITCPHATUBH;

II) TOCOYBAaHE HAa BCHUYKU MPUIOKCHU XapMOHH3MPAaHU CTaHIAPTH U
OG;

C) PE3IOMETO Ha KIIMHUYHATA OLCHKa II0 MNPHIIOKCHUC XIV u cwot-
BE€THaTa I/IH(i)OpMaLll/lﬂ 3a KIIMHUYHOTO IIPOCJICAABAHE CJICA ITyCKaHE
Ha I1asapa,

XK) IpeanoxeHus npodun u obyueHue 3a MOTPEOUTENNTE;

3) wHQOpMamUs 3a OCTAaThbUYHUTE PUCKOBE W BCSKAKBH HEXKEIaHU
e(eKTH, MperynpeKAeHUs U MpeanasHul MEepKH.

3. Upe3 akroBe 3a wu3NbiIHeHHe Komucusra Moxe na onpeneins
¢dopMaTa M INpEACTaBsSHETO Ha JaHHUTE, KOUTO Ja C€ BKIIOYaT B
pE3OMETO OTHOCHO 0€30MacHOCTTa M KIMHHYHATa eeKTHBHOCT. Tesm
aKTOBE 3a M3IBIHEHHE C€ MPHEMAT B CHOTBETCTBHE C IpoLEdypaTa 1o
KOHCYJITHpaHe, IpeasueHa B wieH 114, maparpad 2.

Ynen 33

EBponeiicka 6a3a faHHM 32 MeJULHMHCKHTE H3/1€JIHsA

1.  Kommucusra, cren xoHcyrranus ¢ KIMU, cb3gaBa, nomabpxa u
yhnpaBisBa EBpomeiicka 0a3a JaHHH 3@ MEOMIMHCKUTE H3IENIHUS
(Eudamed) cbc crieHUTE 1EIH:

a) Ja T03BOJIsIBa HE0OX0AMMOTO MH(pOpPMHpaHE Ha OOIIECTBEHOCTTA 32
W3JICNHATA, IyCHATH HA TMa3apa, 3a CHOTBETHHTE CEpPTU(UKATH,
u3gaacHu OoOT HOTI/I(i)I/IIJ,I/IpaHI/ITC opraiv, U 3a CHOTBETHUTC HKOHO-
MHYECKH OIEepPaTOpH;
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6) -1a mO3BOJISIBA YHUKAJIHATA UACHTU(GUKAINSA HA U3ENIUATA B PAMKHUTE
Ha BBTPEIIHUS a3ap M Ja yJIecHsBa TSAXHATa MPOCICAUMOCT;

B) J1a TI03BOJIIBA HEOOXOAMMOTO MH(pOPMHpaHE Ha OOIIECTBEHOCTTA 32
KJIMHUYHUTE W3NHUTBAaHWS W Ja TMO03BOJIsBA Ha CIIOHCOPUTE Ha
KIMHWYHA ~ W3NUTBAaHMA  Ja  ClasBaT  3aJb/DKEHHMSTa 110
yieHoBe 62—80, uneH 82 W akTOBETE, NPUETH B CHOTBETCTBHE C
yieH 81;

I') Ja MO3BOJISIBA HAa MPOM3BOJMUTENINTE J]a U3IIBIHIBAT 33/IbJDKCHUATA 32
uHpOpMUpaHe, TpeABHAcHH B uieHoBe 87—90 wuim B aKToBe,
MPUETH B CHOTBETCTBUE C 4jieH 91;

Z[) Ja MO3BOJIsIBA HAa KOMIICTCHTHUTEC OpPraHW Ha AbPIKABUTE YJICHKH U
Komucusita Jla U3NBJIHABAT 3aJa4YUTEC CH II0 HACTOAIIUA PETIIAMCHT
Bb3 OCHOBaA Ha JOCTAaTb4dHa I/IHCI)OpMaIII/IH u aa HOHO6p5[Ba CbTPYAHH-
YECTBOTO MEXKAY TAX.

2.  FEudamed BxitouBa cienHHUTE €JIEKTPOHHH CUCTEMHU:

a) eJEeKTPOHHATA CHCTEMa 3a PErucTpalds Ha M3JeNusTa 1o wieH 29,
naparpad 4;

6) ©Oasara manuu 3a UDI mo unen 28;

B) C€JEKTPOHHATA CHCTEMa 3a pPErucTpalusi Ha HKOHOMHYECKHUTE
onepaTtopu 1o uneH 30;

I) eJCKTPOHHATa CHCTeMa 3a HOTH(UIMpAHUTE OPraHd W 3a CepTU(H-
KaTuTe 1o wieH S57;

Z[) CJICKTPOHHATa CUCTEMA 3a KIMHUYHHUTC U3MNUTBAHUA IO YJICH 73,

€) eJIeKTpOHHaTa CHUCTeMa 3a I[pocieAsBaHe Ha Oe30IacHOCTTa U
HaJ30p clie] IMycKaHe Ha masapa mo wieH 92;

) EJICKTPOHHATa CUCTeMa 3a Haj30pa Ha maszapa no wieH 100.

3. Tlpu pazpaborBanero Ha Eudamed Komucusra HamiexHo B3eMa
[0l BHUMAHHE ChbBMECTHMOCTTA C HAIIMOHAIHHUTE 0a3d JaHHU W HAIUO-
HanmHUTe yeO mHTepdeiicH, 3a Ja MMa BH3MOXKHOCT 3a UMIOPTUPAHE U
eKCIIOPTHPaHE Ha JaHHH.

4.  Jlanuute ce BbBexaaT B Eudamed oT abpikaBUTE YIICHKH, HOTH-
(unupanuTe OpraHy, MKOHOMUYECKUTE ONEPAaTOPH M CIIOHCOPUTE, KaKTO
€ TO0COYeHO B pa3nopeOUTE OTHOCHO EJEKTPOHHHUTE CHCTEMH,
nocoueHu B maparpad 2. Komucusita ocurypsiBa TEXHHYECKa W aJMH-
HHUCTpaTUBHA moMoll 3a norpeburenure Ha Eudamed.

5. Isanara undopmauusi, crOupana u obpaborBana or Eudamed, e
JOCTBIIHA 3a IbpkaBuTe wieHKH U Kowmwmcusra. Hudbopmanusra e
JIOCTBITHA 32 HOTU(QHIMPAHUTE OPraHd, MKOHOMUYECKHTE ONEPaTOpPH,
CIIOHCOPHTE M OOIIECTBEHOCTTa B CTEICHTA, ONpPEAC/icHAa B pasIlo-
penduTe OTHOCHO SNEKTPOHHUTE CHUCTeMHU MO maparpad 2.

Kowmucusita rapanTupa, ue JOCTBIIHUTE 3a OOLIECTBEHOCTTA YaCTH OT
Eudamed ca mpeacraBeHu B ya0OeH 3a MOJ3BATEIMTE W IO3BOJISBAIL
JIECHO ThpceHe (opmar.
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6. FEudamed cbabpka JWYHM JAaHHH CaMoO JIOTOJIKOBA, JOKOJIKOTO
TOBa € HEOOXOMMMO 3a ENIEKTPOHHWTE CHCTEMHM IO Taparpad 2 or
HACTOSIMSL 4JIeH 3a LeJIuTe Ha chOupaHeTo U oOpaboTkata Ha
uH(OpPMAIsI B CHOTBETCTBHE C HACTOSIIMS periamMeHT. JluuHurte
JAaHHU C€ ChXPaHABAT BBB (opMa, KOSITO TO3BOJISIBA HACHTU(DHIUPAHETO
Ha CyOeKTHTe Ha JaHHUTE, U 38 CPOKOBE, HE MO-IBJTH OT MIOCOUYCHUTE B
wieH 10, maparpad 8.

7. Kowmwucusta M Obp)KaBUTEC WICHKH TapaHTHpAT, 4e CyOeKTUTE Ha
JNAHHUTE MOTaT Ja yNpaKHsBaT e()eKTHBHO MpaBaTa CH Ha HHPOPMHU-
PaHOCT, HOOCTHII, TIIONPAaBAIHC W BB3PAKCHHUEC CBIVIACHO CBHOTBETHO
Pernament (EO) Ne 45/2001 u dupexktuBa 95/46/EO. Te rapantupar
CBIIO TaKa, 4e CyOeKTUTE Ha AAaHHUTE MOTraT e()eKTUBHO Na YIPaKHIBAT
MIPaBOTO Ha JOCTBII A0 JAHHUTE, KOUTO TH KacasT, KaKTO M NPaBOTO Ha
KOpUTHpaHe U 3aJIM4YaBaHC Ha HCTOYHU WM HCIIBJIHU JaHHU. B PaMKHUTE
Ha CBOTBETHHTE CH OTTOBOPHOCTH KommcusTa M IBp)KaBHTE UICHKH
rapaHTHpAaT, Y€ HETOYHHUTE M HEIPABOMEPHO OOpabOTCHUTE NaHHH Ce
3aJM9aBaT B CHOTBETCTBHE C NPHIOKHMOTO 3aKOHOIATENICTBO.
Kopeknuure u 3amMyaBaHHATa Ce HM3BBPIIBAT BBH3MOXKHO Hai-Obp30,
HO HE MO-KbCHO OT 60 IHU cjel OTHPaBeHO HCKaHEe OT CTpaHa Ha
cyOeKTa Ha JaHHHTE.

8.  Upes akToBe 3a m3mbiHeHHe Komucusta ompernens moapoOHHUTE
mpaBuiia, HEOOXOMMMH 3a Ch3JaBaHETO M MOAIbpkaHeTo Ha Eudamed.
Te3n akTOBE 32 U3MBJIHEHUE CE IIpUEMaT B ChOTBETCTBHE C IIpOLeyparTa
1o pasriexaane, nocodena B wieH 114, maparpad 3. IIpu mpuemanero
Ha TE3M aKTOBE 3a M3NbJIHeHue Komucusara rapaHTupa, ye JOKOJKOTO €
BB3MOXHO CHCTEMara ¢ pa3padoTeHa Taka, 4e Ja ce W30erHe HeoOXo-
IUMOCTTa OT JBOMHO BBBEXKIAaHE Ha eIHAa M ChblOla HHGOpPMAIHsI B
paMKUTE Ha €JWH KW CbIIM MOAYJ WIM B PpasjIndyHu MOAYJIH Ha
cucTeMara.

9.  Tlo oTHOUICHHE HA OTTOBOPHOCTHTE CH CBHIJIACHO HACTOSIIHS WICH
1 Ha oOpaboTKkaTra Ha JIMYHHM JaHHH, CBBP3aHA C TE3W OTTOBOPHOCTH,
Komucusita ce cumra 3a xoHTposupany oprad 3a Eudamed u HeiiHuTE
CIICKTPOHHU CHCTEMH.

Ynen 34

®ynknnonannoct Ha Eudamed

1. Kowmwucusra, B cwerpyaauuectBo ¢ KI'MU, wusrorss ¢yHKIHO-
HanHuTe crnenu¢ukanuu 3a Eudamed. Komucusita u3rorss IulaH 3a
M3MBJIHEHUETO Ha Te3u cnenupukanuu a0 26 mait 2018 r. Tosu mnan
uMa 3a 1en ja rapanrupa, e Eudamed e HambiHO QyHKIMOHATHA KbM
nara, KosATo naBa Ha KoMucusATa BB3MOXKHOCT Aa MyONUKyBa OOSB-
JI€HUETO, TI0COUeHO B naparpad 3 ot HacToAmus wieH 1o » M1 25 mapr
2021 r. «, KaKTO W Y€ ca Cra3eHH BCUYKH APYTH CPOKOBE, ONPEICIICHH
B wieH 123 ot Hacrosmus periameHnt u B wieH 113 ot Permament (EC)
2017/746.

2. B®3 ocHOBa Ha HE3aBHCHM OIWTCH JaoKian Komwmcusita
undopmupa KI'MHU, cnen xaro ce e ysepuna, ye Eudamed e HanmbiaHo
(yHKIIMOHAIHA W OTroBaps Ha (QYHKIHOHAIHUTE CHeHU(UKAIMH,
W3rOTBEHU ChIJIacHO maparpad 1.

3. Kowmucusra, cnen koncynrauusi ¢ K'MU u koraro ce e yBepuia,
4ye ca M3IBJIHEHH YCIIOBHATA 1O maparpad 2, myOnuKyBa choOIlIeHHE 3a
toBa B Oguyuanen secmnux Ha Eéponetickus cvlos.
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I'/TABA 1V

HOTH®UIUPAHU OPTAHU

Ynen 35

Oprany, oTroBapsilii 3a HOTU(PUUHMPAHUTE OPraHU

1. Bcska nppkaBa 4j€HKA, KOSATO Bb3HaMepsiBa Jla ONpeAeId OpraH
3a OIIEHsIBaHE HA CHOTBETCTBHUETO KaTO HOTH(UIMpPAH OpraH WM KOSTO
€ ompefennia HOTU(QUIMPAH OpraH, 3a Ja M3BBpIIBAa JEHHOCTUTE IO
OLICHSBaHE Ha CBOTBETCTBUETO CBIVIACHO HACTOSIIMSA pErJIaMeHT,
moco4Ba opraH (,,0praH, OTroBapsl] 3a HOTU(GUIUPAHUTE OPraHu™),
KOMTO MOXE Ja ce ChCTOM OT OTHENHHM CYOeKTH CBITaCHO HAIHO-
HaJIHOTO IPaBO M KOHTO OTroBaps 3a YCTAQHOBSIBAHE U W3BBPILUBAHE HA
HEOOXONMHTE TPOLIETYPH 3a OICHSIBAHE, ONpeNeNiTHe H HOTU(HIPpaHe
Ha OpraHUTe 3a OLICHSABAaHE Ha CHOTBETCTBMETO U 3a HaONIOJEHHE Ha
HOTHQUIMPAaHUTE OpraHW, BKIIOYUTETHO MOAM3IBIHATEINTE U
MOJEICHUATa Ha T€3U OPraHU.

2. Opranbr, OTroBapsu] 3a HOTU(UIMPAHUTE OpPraHH, CE Ch3/aBa,
opranusupa ¥ (GYHKIMOHUpA MO TaKbB HAuyMH, Y€ Ja 3ama3Ba 0OEKTHB-
HOCTTa W OE3NPHCTPACTHOCTTAa MNpPH JEHHOCTUTE CH M Ja u30sArBa
KaKbBTO U J1a € KOH(IIMKT Ha WHTEPECHU C OPraHMTE 3a OIICHSBaHE Ha
CHOTBETCTBHETO.

3. OprausbT, OTroBapdul 3a HOTU(GUIUPAHUTE OPraHy, € OpraHU3UpaH
[0 TaKbB HA4YMH, Y€ BCSKO pELICHHE BHB BPB3Ka C ONPEICISIHETO WIH
HOTHGHIMPAHETO Ja Cce B3eMa OT JIMNA, PAa3IHYHHA OT TEe3H, KOHTO ca
U3BBPLIMIN OLICHSIBAHETO.

4. OpranbT, OTTrOBapsll 32 HOTU(GUIUPAHUTE OPraH{, HE M3BHPIIBA
JIEWHOCTH, OCBILIECTBSIBAHU OT HOTH(OUIMPAaHUTE OpPraHH C THPrOBCKa
IleJ1 WIM Ha KOHKYPEHTHa OCHOBA.

5. Oprawbt, OTroBapsil 3a HOTH(UIMpPAHUTE OpraHH, CHOJIO/IaBA
MOBEPUTEIHUTE aCMeKTH Ha wuH(OpMamusTa, KOSATO IMOnyd4aBa. Toii
obaue oOMeHs uH(opManys 3a HOTUGULUPAHUTE OPraHU C JPYTHTE
IObpXKaBH wieHKH, KoMmucusaTa M KOrato € HeoOXOOuMO — C ApYrH
peryjIaTopHH OpraHM.

6.  OpraubT, OTroBapsll 3a HOTUGHULHUPAHWTE OPraHu, pasnojara C
JIOCTaThUeH Ha Opoil KOMITIETEHTEH MepCOHAal, KOWTO € BUHATH Ha Pa3Io-
JIO)KEHHE 32 M3IBIHEHUE HA 3aJaduTe CH.

Koraro opransT, oTroBapsi 3a HOTH(UIMPAHUTE OPraHH, € Pa3InieH
OT HAIOHAJIHUS KOMIIETEHTEH OpraH 3a MEAMLMHCKHUTE W3AENHs, TOU
rapaHTHpa, 4€ ¢ HalWMOHAJIHUS KOMIETEHTEH OpraH, OTroBapsil 3a
MEIMLMHCKUTE U3/EHs, C€ M3BBPIIBAT KOHCYJTALUHU 10 CHOTBETHUTE
BBIIPOCH.

7.  JIbp>kaBUTE WIEHKH ONOBECTABAT oOIma MHGOpPMAIMsA 32 TEXHHUTE
MEpKH, YPeKIalld OLEHSIBaHEeTO, ONMPEACISIHETO H HOTH(UIIMPaHETO Ha
OpraHuTe 3a OLCHSIBAHE HAa CHOTBETCTBUETO U 3a HAOMIOJECHUE HA HOTU-
¢unupaHuTe OpraHM, KAakTO W 3a TPOMEHUTE, KOUTO OKa3BaT
CBIIECTBEHO BB3JCHCTBUE BBHPXY U3IIBIHEHHUETO HA TE3U 3a7ayH.

8. OpraubT, OTroBapsll 3a HOTU(UIMPAHUTE OPraHH, ydyacTBa B
JIEHHOCTUTE TI0 MAPTHBROPCKUTE MPOBEPKH, MPEABUACHU B WieH 48.
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Ynen 36

W3uckBaHusi, CBBP3aHH ¢ HOTH(UIMPAHUTE OPraHU

1. HorudunupaHure opraHd U3NBIHABAT 3aJaduTe, 32 KOMTO ca
OIIPEENIEHH B CBOTBETCTBUE C HACTOALIMA pernamMeHT. Te oTroBapsT
Ha OpraHU3allMOHHUTE U OOIIUTE M3UCKBAHUS U HA U3UCKBAaHUATA 3a
yIpaBleHHe Ha KauecTBOTO, 3a PECYPCHTE U TIPOLECUTE, HEOOXOTUMH
3a U3IIBIHEHHETO Ha Te3W 3amaun. [lo-crenuaiHo, HOTH(OHIMPAHHUTE
OpraHy crasBaT M3UCKBaHUATA Ha npuioxeHue VIIL

3a na OblIaT M3MBJIHEHH HW3UCKBAHUATA, MOCOYEHU B ITbpBa ajiMHEs,
HOTU(UIMPAHUTE OPraHM pasnoyiaraT C IIOCTOSIHHA HAJIMYHOCT Ha
JIOCTaTh4€H aJAMUHUCTPATUBEH, TEXHUYECKA M HAy4eH MEPCOHAN B ChOT-
BercTBUE ¢ pazzgen 3.1.1 ot mpunoxkenue VII u mepconan cbe chOT-
BETHHS KIIMHUYEH OMHT B CHOTBETCTBHE C pasnen 3.2.4 OT ImpuiioxeHne
VII, korarto € Bb3MOXKHO, HAE€T OT CaMusi HOTU(HUIMPAH OpraH.

[Tepconanst, mocoueH B pasgenu 3.2.3 u 3.2.7 ot npuoxkenue VII, e
ChCTAaBCH OT CIYXXHTEIM Ha HOTU(QHIUPAHUS OpraH U HE MOXKE Ja
BKJIFOYBA BBHIIHUA €KCIICPTH WM IMOIU3IBIHUTEIIH.

2.  HoruduuupaHute OpraHd CbXpaHSBAT Ha pPA3IMOJIOKEHHE Ha
oprana, OTroBapsI] 3a HOTU(HIMPAHWUTE OPraHd, W TPU IOUCKBAHE
MYy MNOpEAoCTaBAT IsjiaTa HCO6XO)II/IM3. JOKYMCHTAlUsl, BKIIFOYUTECIIHO
JOKyMEHTAlMsATa Ha TPOU3BOIMTENS, 3a J1a OCHTYpSAT HAa TO3M OpraH
BB3MOXHOCTTa Jla M3BBpIIBAa JIGHHOCTHTE CH IO OLIEHSBaHE,
onpeznensHe, HOTU(HLUpaHe, HaOMIOIEHHEe W HAA30p M Ja YJIECHH
OLICHSIBAHETO, OIMCAaHO B HACTOSILATA IJIaBa.

3. C men jma ce rapaHTHpa €IHAKBOTO IpWJIAraHe Ha M3HCKBAHUATA,
ycraHoBeHH B npuitokeHue VII, Komucusara Moke Ja npuema akToBe 3a
M3IBIHEHHE, JOKOJIKOTO TOBAa € HEOOXOAMMO 3a paspeliaBaHe Ha
BBIIPOCH, CBBP3aHU C PA3IMYHOTO ThIKYBAaHE U IPUIIAraHETO Ha
IpakTHKa. Te3u akToBe 3a M3MBIHEHHE Ce IpHeMaT B ChOTBETCTBUE C
mporeiypara mno pasriexjaaHe, mocoueHa B wieH 114, maparpad 3.

Ynen 37

HO}ICJ’IGHI/IH U NOAU3SINbJIHUTECIH

1. Koraro HoTHdUIMpaH opraH Bb3jIara KOHKPETHH 3ajadd,
CBBpP3aHU C OLCHABAHETO Ha CBHOTBETCTBHUCTO, HA IIOAWU3IIBIHHUTCIN
WK W3M03Ba IOJCICHHE 332 KOHKPETHH 3ajlaud, CBBP3aHH C OLCHS-
BAaHETO Ha CHOTBETCTBHETO, TOW MPOBEpsBA Al MOJAM3ITHIHUTEIST
WM TOAEICHUETO OTroBapsi Ha MPIJIOKHMHUTE H3UCKBAHHS, MOCOYCHU
B mpwioxenue VII, u nHpopMHpa CHOTBETHO OpraHa, OTrOBapsll 3a
HOTU(UIUPAHUTE OPraHH.

2.  Horudunupanure opraHd IoeMaT IIbJIHAaTa OTFOBOPHOCT 3a
3aJa4uTe, M3MNBIHABAHM OT TAXHO MME€ OT HOAU3NBIHUTENN WIH
HOJEIEHHUS.

3. Hortupuumpanute OpraHd OMNOBECTSABAT MYOJMYHO CIUCHK Ha
CBOUTE MOJETICHHUS.

4.  JleWiHOCTUTE TO OLCHSBaHE Ha CHOTBETCTBHETO MOraT 1a ObIar
BB3JaraHd Ha MOAW3IIBIHATENN WIH W3IIBJIHABAHU OT IMOJCICHUE, MPU
yCIIOBHE Ye (PU3UYCCKOTO WIIM FOPHUAMYECKOTO JIHIE, KOETO € IOJaio
3asBJICHHE 32 OLICHSABAHE HAa CHOTBETCTBHETO, € OMJIO CHOTBETHO MH(OP-
MHEPAHO.
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5.  Horudunumpanure opraHu ChXpaHsSBAT Ha pa3MOJOKCHHE Ha
Oprana, OTrOBapsll 3a HOTU(GHULIUPAHUTE OpPraHH, BCUYKH CHOTBETHH
JIOKYMEHTH OTHOCHO NpOBepKaTa Ha KBalH(UKalMsITa Ha IOIU3IIBI-
HUTENSl WM TOAETEHHETO W OTHOCHO padoTaTa, M3BBPIIEHA OT TSIX
CBITIACHO HACTOSIIIUS PErJIAMEHT.

Ynen 38

3asiBleHHe OT OpPraHUTe 3a OIEHsIBAaHe Ha CHOTBETCTBHETO 3a
ompejesiHe

1. OpFaHI/ITe 3a OLICHABAHC HAa CBOTBCTCTBUECTO ITOJABAT 3aABJICHUC 3a
OmpeaAc/IsIHE O OpraHa, OTroBapsIl 3a HOTI/I(bI/IHI/IpaHI/ITe OpraHu.

2. B 3asBieHHeTO Ce MOCOYBAT JACHHOCTHTE IO OLIEHSBAaHE Ha CHOT-
BETCTBHETO, KAaKTO Ca ONPENCNICHN! B HACTOSIMIMS PETIaMEHT, U TUIIOBETE
n3Iens, 32 KOUTO OPraHbT MCKa Ja ObJe OmpelelieH, 3aeTHO C JIOKY-
MEHTaIVs], J0Ka3Ballla clia3BaHeTo Ha npuioxenue VI

ITo oTHOIIeHME Ha OPraHM3AIMOHHUTE U OOIIUTE H3UCKBAaHUA U Ha
W3MCKBAaHUATA 32 YIPABIEHHETO HA KadyecTBOTO, OINpENeNIeHH B
paznenu 1 u 2 ot npunoxenue VII, Moxe na ce mpencTaBsAT BaJIHJeH
cepTU(UKAT 3a aKPEAUTALMS U ChOTBETHHAT JAOKJIAJ 33 OLIEHKA, N3aJeH
OT HallUOHAJIEH OpraH IO aKpeIuTaluaTa B ChOTBETCTBUE ¢ PermameHt
(EO) Ne 765/2008, u ce B3emMaT ImpeABUA NPH OLEHABAHETO MO WieH 39.
IIpu momckBaHe obadye 3asBUTEIAT MPEAOCTaBs IUIaTa IOCOYSHA B
IbpBa alMHes MOKYMEHTalus, 3a Ja [OKa)Ke CIa3BaHETO Ha Te3u
HU3UCKBaHUS.

3. OprawbpT 3a OLEHSBaHE HAa CHOTBETCTBHETO AaKTyaIH3Hpa IIOCO-
yeHarta B maparpad 2 JOKyMEHTalus IpU HACTHIIBaHE Ha CHOTBETHUTE
MPOMEHH, 3a Ja ce JaJle BH3MOXKHOCT Ha OpraHa, OTTOBapsIl 3a HOTH-
¢unupanuTe opraHd, jaa HaOmIOJaBa W Ja TpOBepsBa Jalld  Ce
U3IIBJIHSBAT HEMPEKbCHATO BCHUUKM M3WCKBaHMA O mpuioxenue VII.

Ynen 39

OuneHsiBaHe Ha 3asiBJIEHUETO

1.  Opranbt, OTroBapsil 3a HOTH(QHIUPAHUTE OPraHH, MPOBEPSBa B
cpok m0 30 mHM manu 3asBISHHETO MO WieH 38 € MBJIIHO U HU3HCKBAa OT
3asiBUTEJIS J1a TIPEACTABU €BEHTYyallHaTa JurncBamia napopmanus. Korato
3asBJIICHHETO € ITBJIHO, TO3W OpraH ro msmpamia Ha Komucwusra.

OpranbT, OTroBapsil 3a HOTU(QHIMPAHUTE OPTaHM, NperiIexna 3asB-
JICHHETO W MpPUApYKaBalara JOKyMEHTALUsI B ChOTBETCTBHE ChC COOCT-
BEHUTE CH TPOLEAYpPU W H3TOTBS INpeNBapuUTENIeH JOKJIaj OT OLEH-
BaHETO.

2. Opranbpr, OTroBapsll 3a HOTU(QHUUIUpPAHUTE OpraHH, IpPEICTaBs
NpefBapUTENHUs JIOKIag OT oueHsBaHeTo Ha Komucusara, KOsITO
He3zabaBHO ro mpenasa Ha KI'MU.

3. B cpok or 14 mHH OT mpencTaBsiHETO, MOCOYECHO B maparpad 2 ot
Hactosums uneH, Komucusra, 3aegno ¢ KI'MU, ompenenst rpyma 3a
CBHBMECTHO OIICHSBaHE, CHCTaBEHA OT TPHMa EKCIIEPTH, OCBEH aKo
KOHKPETHHTE OOCTOSITEJICTBA HE M3HMCKBAT pa3JIM4eH Opoil eKcHepTH,
n3bpanu ot crnuchka mno uieH 40, maparpad 2. Emun ot Tte3m
eKcHepTH € rnpeacraBuTesl Ha Komucusara M KOOpAMHHpa IEHHOCTUTE
Ha Tpymara 3a ChbBMECTHO OIleHsBaHe. J[pyrure nBaMa eKCIepTH ca OT
IbP)KaBH WICHKH, pa3IMuHA OT [Jbp)KaBaTa WICHKAa, B KOATO €
YCTaHOBEH OpraHbT 32 OLEHSIBaHE HAa CHOTBETCTBUETO, KOHTO € IMojal
3asIBIICHUETO.
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I'pynata 3a CBBMECTHO OLEHSBAaHE C€ CBCTOM OT EKCIEepPTH,
KOMIIETEHTHH Jia OLEHSBAaT JEHHOCTHTE IO OLEHsBaHE Ha CBOT-
BETCTBUETO U TUIIOBETE M3JENUs, KOUTO ca NpEeAMET Ha 3asBICHUETO,
WIN — 0COOCHO KOraTo MpolenypaTa IO OIEHsIBaHE € MpeAnpuera B
CBOTBETCTBHE C uieH 47, naparpad 3 — ocuUrypsiBa Bb3MOXHOCT Jla ce
HalpaBy IPaBUJIHA NpEIeHKa Ha KOHKPETHHS MpoOieM.

4. B cpok or 90 mHH ciex ompeneNsiHeTO Ha rpyraTa 3a ChbBMECTHO
OLICHSIBAHE TS pa3Miiexaa JOKYMEHTAlMATa, MpPEACTaBeHa ChC 3asiB-
neHnero cerimacHo wieH 38. ['pymara 3a chBMecTHa OLEHKa MOXE 1a
npefocTaBu oOpaTHa HH(oOpManMs WIM Ja TOWCKa pa3siCHEHHE OT
oprasa, OTTOBapsIl 32 HOTU(GHLIUPAHUTE OPTaHH, OTHOCHO 3asBIECHHETO
Y TUIAHUPAHOTO OILICHSBAaHE Ha MSCTO.

OprassT, OTroBapsil] 32 HOTUGHUIUPAHUTE OPraHu, 3a€IHO C IpymaTa 3a
CHBMECTHO OIICHABAaHE, INIAHUPA W M3BBPINBA OICHABAHE HAa MACTO Ha
OpraHa 3a OIeHsBaHE Ha ChOTBETCTBHMETO, KOITO € mojan 3asBIEHHETO,
M aKo e IIenecho0pasHo, Ha TOJENCHHE WIH ITOJW3ITBIHHUTE,
pasnonoxeH B Cblo3a WM M3BBH HEro, KOMTO Il yuyacTBa B Ipoleca
Ha OLCHABAHC HAa CBHOTBCTCTBHECTO.

OHeHHBaHETO Ha MACTO Ha NoJaIvd 3adBJICHUE OpraH C€ pbKOBOAU OT
oprasa, OoTroBapsIl 3a HOTI/I(i)I/ILII/IpaHI/ITC OpraHu.

5. Koncraranmm OTHOCHO Hecma3BaHE€ OT CTpaHa Ha OpraH 3a
OLICHSIBaHE Ha CHOTBETCTBHETO, KOMTO € 1Mojai 3asBICHUETO, Ha M3HMCK-
BaHusATa Mo mpuioxenue VII ce um3marat mo BpeMe Ha mporeca Ha
OLICHsABAaHEe M c€ OOCHKIAT MEXIy OpraHa, OTroBapsm] 3a HOTH(HUIH-
paHHTEe OpraHu, W Tpyrnara 3a CbBMECTHO OLICHSBAHE, 33 Ja CE IOCTHTHE
KOHCEHCYC M Ja Ce HaMepH peIIeHHe B Cllyyall Ha pasjdyaBalld ce
CTaHOBHIIA 110 OTHOILIEHHE HA OLICHSBAHETO Ha 3asBJICHUETO.

B kpas Ha OLEHsABaHETO Ha MSCTO OPraHbBT, OTrOBAPSLI 32 HOTH(UIHN-
paHUTE OpraHW, M3TOTBS 3a OpraHa 3a OLIEHSBaHE Ha CHOTBETCTBHETO,
KOKMTO € 1mojai 3asBJICHUETO, CIHChK Ha HECHOTBETCTBUATA, YCTAHOBCHU
TP OLICHSBAHETO, U PE3IOMUpA pe3yJTaTa OT OLIEHABAHETO Ha Tpymnara
32 CbBMECTHO OLICHSBaHE.

OpI‘aH'bT 3a OLCHJABAHC HAa CHhOTBCTCTBHUCTO, KOWTO € nmojan 3asABJICHUC,
NnpeacTaBsd B ONPEACIICH CPOK HAa HAllMOHAJIHHUA OpraH IUJIaH 3a KOpU-
Tupamy W NPEBAHTUBHHU HCﬁCTBHH C II€J1 OTCTpaHsABAHC Ha HCCHOT-
BCTCTBUATA.

6. B cpok or 30 aHM ciex NPUKIIOYBAHE HA OLEHKATAa Ha MSCTO
rpymara 3a CBBMECTHO OILCHSBAaHE [JOKyMCHTHPAa BCHYKHA OCTaHAIH
pa3nMyaBalid Cce CTAaHOBHWINA IO OTHOUICHHE Ha OICHSABAHETO W THU
U3Mpalla Ha OpraHa, OTrOBapsiil 38 HOTH(MHIHPAHUTES OPTaHU.

7. Cmexm Karo mTONy4YW IUIaH 32 KOPUTHpAIIA W TPEBaHTUBHU
JEUCTBUS OT MOJANMS 3asBJICHUE OpraH, OPraHbT, OTTOBapsl] 3a HOTHU-
(dunmMpaHuTe OpraHW, TMpeleHsBa Jadd € HaMEepeHO MOIXOJIAIIO0
pelIeHne 3a HECHOTBETCTBUATA, YCTAHOBEHU 110 BPEME Ha OLICHSABAHETO.
B mmana ce mocouBa OCHOBHAaTa MPHYMHA 32 YCTAaHOBEHHTE HECHOT-
BETCTBUS U ce JaBa rpadMK 3a W3IBIHCHUETO Ha BKIIOYCHHTE B HETO
JIeHCTBUS.

CJ'IE,Z[ KaToO IpUEME IUIaHa 3a KOpUIHpallyd W NPECBAHTUBHU ,HefICTBI/IH,
OpraHpT, OTroBapsIl 3a HOTI/I(l)I/IIlI/IpaHI/ITe OopraHu, usnpaiia TO3U IJIaH
U CBOCTO CTAaHOBHIIC IIO HEro0 Ha rpymnara 3a CbBMECTHO OILICHABAHE.
prnaTa 3a CBBMCECTHO OICHsIBAHE MOXKE Ja H3UCKa OT OpraHa,
OTroBapsll 3a HOTI/I(I)I/II.[I/IpaHI/ITe OpraHv, OON'BJIHUTCIHH ITOACHCHUSA H
HU3MCHCHUA.

OpraubT, OTroBapsil 3a HOTUGHULUUPAHUTE OPraHU, M3TOTBSI OKOHYA-
TEJHMS CH JOKIAJ OT OLEHABAHETO, KOMTO ChABPIKA:
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— pe3yJaTaTuTe OT OLEHSBAHETO,

— TOTBBP)KJCHUE, Y€ KOPUTUPALIMTE U NPEBAaHTUBHUTE JEHCTBUA ca
pasriefaHd IO NOAXOAAIl HAuYUH M, INPU HEOOXOAUMOCT, ca
U3ITBIIHEHH,

— BCHUYKH OCTaHaJd pas3jiudyaBaliy Cc€ CTaHOBHUIIA C TIpynaTta 3a
CbBMCECTHO OILICHABAHE M, KOrato € IpPUIIOKUMO,

— TpenopbyuaHus 00XBaT Ha NEHHOCTHUTE.

8. OprausT, OTroBapsll 3a HOTUGUIUPAHUTE OPTaHM, IpeJaBa OKOH-
YaTeNIHUs CU JIOKJIaJ OT OLEHSABAHETO U, aKO € IIPUIOKHMO, IIPOEKTa Ha
akta 3a ompenensiHe Ha Kommucusara, KIMU u rpynara 3a cbBMECTHO
OLICHsABAHE.

9. I'pymara 3a cbBMECTHO OlleHsBaHE mpenacTaBs Ha Kommucusra
OKOHYATEJIHO CTAHOBMIIE OTHOCHO JOKJaJa OT OLIEHSIBAaHETO, M3TOTBEH
OT oOpraHa, OTroBapsll 3a HOTH(QUIUpAHUTE OpraHd, M axKo e
MIPUJIOKMIMO — OTHOCHO MPOEKTa Ha aKTa 3a ompeneinsHe, no 21 nHu
OT TIOJIy4aBaHETO Ha Te3M JOKyMeHTH, a Komucusara HezabaBHO npenaBa
okonuyatenHoto cranosume Ha KI'MU. B cpok ot 42 gum ot moiy-
yaBaHE Ha CTAHOBMILETO Ha Tpymara 3a cbBMecTHO oneHsBaHe KI'MU
U3Iu3a C Mpenopbka IO MPOEKTa Ha akTa 3a ONpeAeNsHe, KOSTO
OpraHbT, OTrOBapsll 3a HOTU(HUIHMPAHWUTE OpPraHH, HAJJICKHO B3eMa
IpPEeABUA C OIJIe] Ha PELICHHETO CH 3a ONpeAeisHe HAa HOTU(HIUPAHUSI
OpraH.

10.  Upes akroBe 3a u3mbiaHeHne KomucusTa MOXE [1a IIprueMa MEpPKH
C MOJPOOHM IpaBMia 3a OIpENesTHE Ha MPOLEAYPUTE M JOKIIAJHUTe
OTHOCHO 3asBJICHHETO 3a ONpEICIsHEe MO wWieH 38 W OICHSIBaHETO Ha
3asBJICHHETO 10 HACTOAIIMS wWieH. Te3n akToBe 3a H3MbIHEHHE Ce
OpHeMaT B CHOTBETCTBUE C IMPOLEAypara IO pasriieKAaHe, MOCOYCHa B
wieH 114, maparpad 3.

Ynen 40

IlocouBaHe Ha ekcnepmu 3a Cb6MECHHO OUEHAGAHE HA 3asiBJICHUS 32
HOTH(UUIHpPaHe

1. OspxaBure wieHkH U Komucusra mocoyBar eKcHepTu, KBanudu-
LUpaHU 32 OLICHSABAHE HAa OPraHUTE 3a OLECHABAaHE HA ChOTBETCTBUETO B
o0JylacTTa Ha MEAUIMHCKUTE U3/1eJIUsl, KOUTO J]a y4acTBaT B JICHHOCTUTE,
IIOCOYEHH B ujieHoBe 39 m 48.

2.  Kowmucusita moxgbppka CHHUCBK Ha €KCIEPTUTE, [TOCOYEHHU
chriacHo maparpad 1 OT HacTosIIMs WieH, 3a¢HHO ¢ MHpOpMalus 3a
TAXHaTa KOHKpETHa 00JacT Ha KOMIIETEHTHOCT M €KCIEPTHH 3HaHMUSL.
To3u choUChK ce TNpenocTaBs Ha pasloNOKEHHE Ha KOMIICTEHTHHUTE
OpraHu Ha JAbp)KaBUTE YICHKH Ype3 eJeKTPOHHATa CHCTEMa, IOCOYeHa
B WwieH 57.

Ynen 41

E3ukoBH H3HCKBaHHA

Benukn nokymMeHTH, W3HWCKBaHM chriacHO wieHoBe 38 u 39, ce
CBCTaBAT Ha €3WK(IM), KOWTO(KOWUTO) ce OmpeAessT OT ChOTBETHATa
J'bp)KaBa 4JICHKA.

[Ipu mpunaraHero Ha IbpBa alMHEs ABPKABUTE WICHKH pa3IiIeKaar
BB3NPHEMAHETO M H3IOJ3BAHETO Ha 00MmOpa30dHpaeM e3WK B obyiacTTa
Ha MeJMIMHATA 3a LsjaTa ChOTBETHA NOKYMEHTAIMs WM 3a 4YacT OT
Hesl.



02017R0745 — BG — 11.03.2023 — 002.001 — 49

Komucusita mpenocraBs mpeBOAM Ha JIOKYMEHTALUSATa CHIVIACHO
wieHoBe 38 ® 39 wiM Ha 4YacTH OT Hesd Ha O(QUIMAJICH €3MK Ha
Cbr03a, KOMTO ca HEOOXOAMMH, 3a Ja MOXE JOKyMEHTalusATa Ja €
JecHO paz0mpaeMa 3a TpymaTa 3a CHBMECTHO OICHSBAaHE, OIpe/ieseHa
B ChOTBETCTBHE ¢ wieH 39, maparpad 3.

Ynen 42

Ilpouenypa 3a onpejaessine ¥ HOTU(PUKALUS

1.  IbpxaBUTe UYJICHKHM MOTraT Ja OIpeNessIT eIWHCTBEHO OpraHu 3a
OLICHSIBaHE Ha CHOTBETCTBUETO, 3a KOUTO € MPUKIIOYMIO OLEHSIBAHETO
no wieH 39 U KOMTO OTroBapsAT Ha M3MCKBaHUATA IO npuioxenue VI

2. JlppxaBuTe wieHku yBeaomsBaT Kommcusara U ocTaHamuTe
Ibp)KaBH WICHKM 32 OpraHUTe 3a OLEHsABAaHE Ha CBOTBETCTBHETO,
KOWUTO Ca OMNpPEJeIHIN, KaTO U3II0JI3BaT eJIeKTPOHHATa CUCTEMA 34 HOTH-
(dunmpane B paMKuTe Ha 0a3ara JaHHM Ha HOTH()HUIUPAHUTE OpraHu,
pa3paborteHa u ynpasisBaHa oT Komucusara (NANDO).

3. B HoTudukanmsra sicHO ce MocoyBa, KaTo Ce MU3IMOJ3BAT KOJIOBETE,
mocoueHn B maparpad 13 oT Hacrosums uieH, OOXBAaThT Ha
JIEHHOCTUTE, KaTO C€ yKa3BaT JEHHOCTUTE IO OLEHSBAaHE Ha CBOT-
BETCTBUETO, OMNpPEIEICHH B HACTOSIIMS pPErJaMeHT, M THUIIOBETE
W3JeNHsl, KOUTO HOTU(HUUPAHUSAT OpraH HMa IpaBoO Ja OILCHABA,
KaKTo H, 0e3 /1a ce 3acsra wieH 44, BCUYKH YCJIOBUS, CBbP3aHH C OIPe/-
CIISTHETO.

4. Horudukauusata ce mnpuapyxaBa OT OKOHYATEIHMS [JOKIAX OT
OLICHABAHETO, M3TOTBEH OT OpraHa, OTrOBapsll 3a HOTH(UIHMpPaHHUTE
OpraHd, OKOHYATEJIHOTO CTaHOBMINE Ha TIpymnaTa 3a CbhbBMECTHO
OllcHsIBaHe, MocouyeHa B wieH 39, maparpad 9, u mpenoppkata Ha
KI'MU. Koraro HoTH(dUIMpaIiaTa AbpKaBa WiCHKa He ce ChoOpasu ¢
npenopbkarta Ha KI'MU, Ts npenocrtaBs HajuiexkHa 00OCHOBKA.

5.  bBe3 ma ce 3acsra uwieH 44, HoTH(UUUpaIIaTa JbpXKaBa YICHKA
nadopmupa KomucusaTa W OcTaHamWTe IBPXKABH WIEHKH 32 BCHUKH
YCIIOBHSI, CBBP3aHH C ONPENeNsSHEeTO, U MPEefoCTaBs TOKYMEHTHH IOKa-
3aTe]ICTBA OTHOCHO BBbBEJCHUTE IIPaBUIIA, KOUTO IApaHTUPAT, 4€ HOTU-
(¢unupaHUAT OpraH INOJUIE)KH Ha PEIOBHO HAOIIONCHHE M Y€ TOH Ine
MIPONBIDKYU 1a W3MBJIHSABA M3HCKBAHMATA MO mpmiiokerne VII.

6. B cpok mo 28 auu oT HOTH(UKAIMITA, TOCOYEHA B maparpad 2,
IbpkaBuTe wieHKH wid Komucusara Mmoratr na OTHpaBAT NHUCMEHH
BB3paXKEHHs, KATO M3THKHAT apryMEHTHTE CH IO OTHOLICHHE Ha HOTH-
¢unupanus opraH WiM HaOMIOAEHHMETO My OT CTpaHa Ha Oprasa,
OTroBapsll 3a HOTU(HLIUPAHWUTE OPraHH. AKO He OBbJaT OTHpaBEeHH
Bb3pakeHus, Kommucusra ny6mukyBa B NANDO HoTudukanusata B
pamkuTre Ha 42 AHM OT J[araTa Ha YBEAOMSBAHETO W CBITIACHO
maparpad 2.

7.  Koraro nbppkaBa uieHka wiu Komucusra nopaurHe Bb3paxeHus B
choTBeTCTBHE ¢ Taparpad 6, Komwucusara orHacs Bbrnpoca 1o KTMU B
cpok or 10 gHu cien wu3TMuaHe Ha cpoka Ho maparpad 6. Cuen
KOHCyJNTanus cbe 3anHTepecoBanute crpann KI'MU maBa cranoBumero
CH Hail-KbCHO B cpok oT 40 JHM ciell OTHACSHETO Ha BBIIPOCa 10 Hesl.
Koraro KI'MU cwmsarta, 4ye HoTH(UKanusTa Moxe Aa Obae mpHera,
Komucusra s nmyonukysa B NANDO B cpok ot 14 nHu.
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8. Koraro KI'MH, cnen xato e Ouia KOHCYJITHPaHa B CbOTBETCTBHE C
maparpad 7, TOTBBPAM CBHINECTBYBAIIO BB3paKEHHE WIA IOBIUTHE
JIpYro Bb3paXeHHEe, HOTU(HULIUpAIaTa IbpXKaBa WICHKA IPEACTaBs
mucMeH otroBop Ha craHoBumeTo Ha KI'MU B cpok ot 40 muHu ot
[ojdy4aBaHeTO My. B oTroBopa ce pasriexaaT IOBIUTHATUTE B CTaHO-
BUILICTO BB3PAKCHUA U CE€ H3JIaraT MOTHUBHUTC 3a PCHICHUETO Ha HOTHU-
¢unmpamara app)kaBa WICHKA Ja ONpeleld WIM Ja He ONpeneNn
OpraHa 3a OLIEHSBAaHE Ha ChOTBETCTBUETO.

9. Koraro HoTMduUMpaliaTa Abp)KaBa WIEHKa pelId Jia TOTBbPAU
PELICHUETO CH Ja ONpENeNId OpraHa 3a OLEHSBaHE Ha CHOTBETCTBHETO,
KAaTo W3JI0KH CBOHMTE OCHOBAaHHMS B CBOTBETCTBUE ¢ maparpad 8,
Komucusra nyonukysa Hotudukamusra 8 NANDO B cpok ot 14 nHm
OT YBEIOMSIBAHETO CH.

10.  Ilpm mybmukyBarero Ha HoTH(uKamuaTa B NANDO Komwucusra
n00aBsl B €NIEKTpOHHATa cUcTeMa Mo wieH 57 U uHdopmaiusara 3a HOTH-
¢ukanmATa Ha HOTHOUIUPAHWA OpraH 3aefHO C JTOKYMEHTHTE,
nocoueHu B maparpad 4 OT HAcTOAIUS WICH, U CTAHOBUILETO U
0TroBOpa, MOCOYCHHU B maparpadgu 7 ¥ 8 OT HACTOSIIIHUS HYJICH.

11.  OnpexensiHETO cTaBa BaJUAHO B JCHS Cie] NMyOJNUKYBaHETO Ha
Hotudukarmata B NANDO. B nyOnukyBaHata HOTHGUKaIUs ce
nocoyBa 0OXBATHT HA 3aKOHHATAa MICHHOCT 3a OICHSIBAaHE Ha CBHOT-
BETCTBUETO HAa HOTH(MHIUPAHHS OpTaH.

12. ChOTBETHHAT OpraH 3a OICHSIBaHE HA CHOTBETCTBHUETO MOXE Aa
U3BIHABA (QyHKIMUTE Ha HOTU(QHULIUPAH OpPraH caMo cjel KaTo Onpe-
CJISTHETO € CTaHajo BaJMJHO B CHOTBETCTBHE ¢ maparpad 11.

13. Mo 26 mnoemBpu 2017 r. Kommucusra, uype3 axkToBe 3a
W3MBJIHEHHE, CBCTaBsl CHOHCHK Ha KOIOBETE W CHOTBETCTBALINTE
TUIIOBE M3JENMA C LeJl Ja ce ONpeeiu OOXBaThT Ha JeHHOCTUTE Ha
HOTH(GUIMpaHUTE OpraHd. Te3W aKkTOBE 3a HM3MBIHEHHE Ce NMpHeMaT B
CBHOTBETCTBHE C IpOLELypaTa IO pasIiexiaHe, IocoueHa B wieH 114,
naparpad 3. Komucusra, cien koncynramus ¢ KITMU, moxe na akrya-
JM3HUpa TO3U CIUCHK BH3 OCHOBA, Haped C APYroTo, Ha MHPOPMAIUATA,
HOJIy4eHa OT KOOPJUHAIMOHHUTE AEHHOCTH IO ujeH 48.

Ynen 43

HUnentudukanmnoHeH HoMep U CMHUCHK HA HOTH(UIUPAHUTE OPraHu

1. Komucusra onpenens UASHTU(GHUKALMOHEH HOMEP Ha BCEKU HOTH-
¢uEpan opraH, 3a KOWTO HOTH(HKAIMATA CTaBa BAIMAHA CBHITACHO
uned 42, naparpad 11. Tsa ompemens caMo eIUH HUIECHTH(UKALUOHEH
HOMeEp, JOPH KOTaTO OpraHbT € HOTH(HIMPAH CHITACHO HAKOIKO aKTa
Ha Cpro3a. Korato ca ompeneneHu B CHOTBETCTBUE C HACTOSIIUS
permaMeHT,  OpraHWTe,  HOTU(GWIMPAHH  CBINIACHO  JUPEKTHBH
90/385/EMO u 93/42/EMO, 3ama3BaT HOCHTH()UKAIMOHHHTE HOMEpaA,
KOWUTO Ca OIPEJENICHH 32 TAX B CHOTBETCTBUE C T€3U AUPEKTHUBU.

2. Komucusara npasu mybnuuno poctblieH B NANDO cnucbka Ha
OpraHuTe, HOTH(GUIMpPAHN CBHIIIACHO HACTOSIIMSA PETIAMEHT, BKIIIO-
YUTEITHO OIPEJCICHUTe UM UACHTU(GUKAMOHHU HOMepa, NeHHOCTUTE
10 OIIEHABaHE HA CHOTBETCTBHETO, KAKTO € ONpPEAENICHO B HACTOSIIHSA
periIaMeHT, W THIOBETE M3JENHs, 32 KOHTO ca HoTuduiupanu. OcBeH
TOBA Tl OIIOBECTSIBA TO3U CHHMCHK U B €JIEKTPOHHATA CUCTEMa, IIOCOUCHA
B wreH 57. Komucusra moagppika TO3W CHUCHK aKTyalleH.
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Ynen 44

Ha0mioneHne W MoCJeIBAlIO ONEHsIBAHE HAa HOTH(HUIHpaHUTE
opraHu

1.  Horuduiupanure opranu yBegoMsBaT 0e3 3a0aBsiHe U HA-KbCHO
B CpOK OT 15 nHu opraHa, oTroBapsi] 3a HOTH(OUIMPAHUTE OpPraHu, 3a
CHOTBETHUTE IMPOMEHH, KOUTO MOraT Aa OKaXXaT OTPaXCHHE BBPXY
ChOTBETCTBHETO C HW3HCKBaHWsATA MO mnpuiokenne VII wimm Bbpxy
CMOCOOHOCTTa MM Jia W3BBPIIBAT ACHHOCTHTE MO OICHSABAHE HAa CHOT-
BETCTBUETO BBB BPB3Ka C HM3/CIHUSTA, 32 KOMTO Ca OWIH OIpPEACIICHH.

2. OpranuTte, OTroBapslid 3a HOTU(QUIMPAHUTE OPraHH, W3BBPIIBAT
HaONMIOZieHWe Ha HOTU(HUUIUpPAHWTE OPraHd, YCTAHOBEHH Ha TIXHA
TEPUTOPHsA, U Ha TEXHUTE INOACICHUSA U IOJU3NBIHMUTENH, 33 Ja Ce
rapaHTupa, 4e Te NPOABIDKABAT Ja Cla3BaT M3MCKBAaHUATA W 1A
U3MBIHABAT 3aAB/DKEHUSITA CH 1O Hacrosmus pernament. Ilpu
MIOMCKBAaHE OT CBOSI OpraH, OTrOBapfll 3a HOTU(QHIMPAHUTE OPTaHH,
HOTH(UIMPAHUTE OPTaHU MPEJOCTABAT IUIaTa CHOTBETHA MH(pOPMAIUsI
U JIOKYMEHTH, KOUTO ca HeoOxonumu Ha opraHa, Komucusra um octa-
HaJIUTE IBPKAaBH YICHKHU C Il NIPOBEPKAa Ha CHOTBETCTBHUETO.

3.  Koraro Komucusta unu opra"bT Ha JbpKaBa 4jeHKa MoJajxar a0
HOTHGHIMPAH OpraH, yCTaHOBEH Ha TEPUTOPHATA HA Ipyra Ibp)KaBa
4JIeHKa, WUCKAaHEe, CBBP3aHO C OLEHABAHETO Ha CBOTBETCTBUETO,
U3BBPIICHO OT TO3M HOTH(MIMpaH OpraH, OpPraHbT HA OTIPaBHIATA
HCKAHETO AbpKaBa YIEHKA H3Ipallia KOIMe M O OpraHa, OTTOBapsll
3a HOTUGMLUpPAHWTE OpraHu, Ha JApyrata abpkaBa wieHka. CboT-
BeTHHAT HOTHU(UIMpaH OpraH OTroBaps Ha HCKaHETO Oe3 3a0aBsHE U
Hal-KbCHO B CpOK OT 15 guu. OpransT, OTroBapsl] 3a HOTU(GULUPAHUTE
OpraHH, Ha AbpiKaBaTa WICHKA, B KOATO € YCTAHOBEH HOTU()UIMPAHUST
OpraH, OCHTYpsiBa PasrIekIaHEeTO OT CTpaHa Ha HOTH(UIUpAHUS OpraH
Ha MCKaHHUATA, MPEJCTAaBEHH OT OPTaHWTe Ha JApyra AbpiKaBa dYICeHKa
mm ot KommcusaTa, OCBEH KOTraTo CBIECTBYBAa 3aKOHHO OCHOBaHHE
TOBa Ja HE Ce HampaBH, B KOWTO cCiydail BBIPOCHT MOXE Ja ce
orHece 1o KI'MMU.

4. TloHe BEOHBXK TOJMIIHO OPraHUTE, OTrOBapALIM 3a HOTH(UIM-
paHUTEe OpraHH, OLEHIBAT OTHOBO JaW HOTH(UIMpaHUTE OPTaHHM, yCTa-
HOBEHM HAa CBHOTBETHATA MM TEPUTOPHs, U KOraTo TOBa € LEJIeCh-
00pa3sHO — TOJENEeHUATa U MOTU3IBJIHUTEINTE, 32 KOUTO TE3H HOTH-
(unupaHu OpraHd OTTOBapsT, MPOABIDKABAT Jia M3IIBJIHABAT HM3HCK-
BaHUATA M 3aabDKeHUsITa cu no npuioxenue VII. Tosm mnpernex
BKJIFOYBA OJUT Ha MSCTO HAa BCEKH HOTH(UIMPaH OpraH U mpu HeobOXo-
JUMOCT — Ha HETrOBHUTE MOJENICHUS W TOAM3IIBIHUTEIH.

OpranbT, OTroBapsll 3a HOTU(QHIMPAHWUTE OPraHU, WU3BHPIIBA CBOHTE
JeHHOCTH 1Mo HaONIOAeHHE U OLICHSBAHE CBIVIACHO TOIUIIEH IUIaH 3a
OLICHsABaHe, 3a Ja TapaHTHpa, dYe MoXe e(pEeKTHBHO Ja M3BBPIIBA
HaOJIIOZIGHHE Ha HENPEeKbCHATOTO Clla3BaHe OT CTpaHa Ha HOTU(U-
IUpaHusl OpraH Ha M3MCKBAHUATA IO HACTOSINUS periamMeHT. To3u
IUTaH ChIbpXKa MOTHBUpaH TpadUK 3a YecToTara Ha OLEHSBAaHETO Ha
HOTU(QUIMPAHUS OpraH M TO-CIICHHATHO Ha CBBP3aHUTE C HEro
nopeneHuss u noam3mbiaHUTENH. OpransTt npexncraBs Ha KIMU u Ha
Komucusta rogumHusg cu IuiaH 3a HaONIOEHHE WM OLICHSBaHE 3a
BCEKH HOTHU(HIMPaH OpraH, 3a KOHTO OTrOBaps.

5.  HabmoneHueTo Ha HOTU(UIMPAHUTE OPTaHU OT CTPaHA Ha OpraHa,
OTroBapsll 3a HOTH(GHUIMpPAHHTE OPraHM, BKIIOYBA OAWTH 4pe3 HPEKH
HaOJIOJICHUsI Ha INepCOHaa HAa HOTU(HIMPAHUS OpraH, BKIIOYHTEIHO
IpU HEOOXOJUMOCT Ha MEPCOHala Ha IOACNCHMATA M IMOAW3IIBIHH-
TeJWTe, MO BpeMe Ha Ipolieca Ha OLCHSABaHE OT CTpaHa Ha TO3U
IepCOHall Ha CHCTEMara 3a yNpaBICHHE Ha KayeCTBOTO B OOCKT Ha
[IPOM3BOANTEIIS.
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6. Ilpu HaGmogeHHETO Ha HOTH(UIMPAHUTE OPTaHH, OCBHIIECTBIBAHO
OT OpraHa, OTTOBApAIN 32 HOTU(GUIMpPAHUTE OPTaHW, Ce€ B3EMAaT IPEIBU
JlaHHH, TIOTYy4YeHH OT HaJ30pa Ha Masapa, NMpocieasBaHeTO Ha Ge3omac-
HOCTTa W Ham3opa ciel IyCKaHe Ha Ia3apa, 3a Ja ce CIIOMOTHE 3a
JABaHETO HA HACOKU IO JeHHOCTTA.

OpranbT, OTroBapsml 3a HOTU(QHIUPAHUTE OPraHU, OCUTYpsSIBA CHCTE-
MaTUYHO NpOCIesBaHe Ha KajlOu u apyra nHGopManus, BKIIOUYUTEITHO
OT JpYrH Ibp’KaBU WIEHKH, B KOMTO MOXKE Ja € IOCOYEHO HeCla3BaHe
Ha 3aibJDKEHMATAa OT CTpaHa Ha JaJeH HOTU(UIUpAH OpraH WIH
OTKJIOHEHHE OT yTBBpJECHA WM 100pa MpakKTHKa.

7.  Opranbr, OTroBapsnl 3a HOTH(GHUIUPAHHUTE OpPraHH, MOXKE B
JOIIBJIHEHHE KbM PEIOBHOTO HAOJIOJCHUE M OLIEHSABaHE Ha MSCTO Ja
NpaBH Nperyiefid ¢ KpPaTko MpPEeAW3BECTHE, BHE3aHH I HapO4YHH
MperJieid, aKko TOBa € HEoOXOIMMO 3a paspeliaBaHe Ha KOHKPETEeH
npoOJsieM WM 3a NMpoBepKa Ha ChOTBETCTBUETO.

8. OprausT, OTroBapsIl 3a HOTU(GUIUPAHUTE OPTaHHU, IIPABU IPEryIe]
Ha HaNpaBeHOTO OT HOTH(HIMpAHWTE OPraHM OICHABAHE HA TEXHH-
yeckaTa JOKYMEHTAalusl Ha HMPOMU3BOJUTENUTE, U IO CHELUATHO — Ha
JOKYMEHTAallUsITa BbB BPB3Ka C KIMHUYHHUTE OLEHKH, KAKTO € MOCOYEHO
HO-NOAPOOHO B ulieH 45.

9.  Opranbr, oTroBapsAll 3a HOTH(UIMpAHUTE OPTraHH, TOKYMEHTHpA
W perucTpupa BCHUYKMA KOHCTATHPAHH CIy4aW Ha HECHa3BaHE OT CTpaHa
Ha HOTUGUIMPAHUSA OpraH Ha H3WUCKBaHUATAa Mo mpuioxkeHue VII u
ClIe[IM 32 HABPEMEHHOTO M3IbJIHEHUE HAa KOPUTHPAIIM U MPEBAaHTHBHHU
IEHCTBUSL.

10. TIler romuHu cien HoTH(UKAUMATa HA HOTU(QUIMPAH OpPraH H
CIIe]] TOBa Ha BCEKH 5 TOJIMHH OPraHbT, OTTOBApSI] 32 HOTU(UIMPAHUTE
OpraHy, Ha AbpiKaBaTa YWICHKA, B KOATO € YCTaHOBCH HOTI/Iq)I/ILII/IpaHI/IﬂT
OpraH, W rpymnara 3a CbBMECTHO OLICHSBaHE, ONpeAesICHa 3a IeUTe Ha
mpouenypara 1o wieH 39, u3BBpLIBAT IPUIOCTHO IIOCIEJBAIIO
OLICHsIBaHE, 3a JIa YCTAHOBAT Jaji HOTU(HUIUPAHUAT OPTaH MPOABIDKaBa
Jla U3IBIHABA M3UCKBAHUATA MO npuioxenue VIIL

OpranbT, OTroBapsll 3a HOTU(GUIUPAHUTE OpPraHU, Ha AbprKaBaTa
9IeHKa, B KOSATO € YCTAaHOBEH HOTH(GUIMPAHUAT OpPraH, MOXKe Ja
WM3BBPIIM IUIOCTHO IOCIEABAINO OLEHSABAHE INPEId AATUTE, NOCOYECHH
B IIbPBA aJMHEd, 110 UCKaHEe Ha HOTH(UIMPAHUs OPTaH WIN KOraTo, Bb3
OCHOBA Ha Pe3ylITaTHTE OT FOAUIIHOTO OLEHSABAHE, U3BBPLICHO B CHOT-
BeTCTBHE C maparpad 4 OT HACTOSIIMS WIEH, MMa ONAaceHHs OTHOCHO
MPOABIDKABAIIOTO CHAa3BaHE OT CTpaHa Ha HOTHOHIMPAHWSA OpraH Ha
W3UCKBaHMATA MO npuioxkenue VI

LlsnocTHU mocneABaIly OLIEHSBAaHMsA, KOUTO BeYe ca 3allO4Hald Ipeau
11 mapt 2023 1., npoaBJIKaBaT Ja Ce U3BBPIIBAT, OCBEH aKO OpPIaHbT,
OTroBapsl 32 HOTHQULUPAHUTE OPraHu, Ha JIbp)KaBaTa WIeHKa, B KOSTO
€ YCTAaHOBEH HOTH(HUIMPAHHUAT OpraH, pelM Ja CIpe WIN NPEeKpaTd
TEKYyIIO M3BBPIIBAHOTO I[UIOCTHO IOCIIEABALIO OIEHABAaHE, KaTO B3eMe
IpenBU COOCTBEHUTE CH CPEICTBAa U CpeACTBaTa Ha HOTUGHIUPAHUSL
OpraH, KOWTO B€Y€ Ca M3Pa3XOABAHM 3a IIOCIIEABALIOTO OLIEHSIBAaHE,
KaKTO U pe3ylTaTUTe OT IOAUIIHUTE OLEHABAHUS, U3BBPIICHU B CHOT-
BeTcTBUE C maparpad 4 or Hacrosmus wieH. [Ipeau na cmpe wiu jaa
MpeKpaTH JaJeHO TEKYIIO M3BBPIIBAHO I[UIOCTHO MOCJIEBAIIO
OLICHABaHE, OpraHbT, OTroOBapsll 3a HOTU(QUILHUPAHUTE OPraHH,
M3CITyIIa ChOTBETHUS HOTH(UIMPAH OPTaH.
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11.  Ha Komucusita ce npemocrtaBsi MpaBOMOIIMETO Ja IpHeMa Jele-
TUpaHU aKTOBE B CBOTBETCTBME C 4ujeH 115 3a u3MeHeHHe Ha
naparpad 10 ¢ men mnpomsiHa Ha YeCTOTaTa Ha W3BBPLIBAHE HAa
ISUTOCTHOTO TIOCJIEBAIIO OIEHSBaHE, IOCOYEHO B CHINUS maparpad.

12.  TloHe BemHBX TONUINHO IbPKABUTE UWICHKH IOKJaJIBaT Ha
Komucuata m nHa KI'MUM 3a peifHoctMTe cu mo HaOmopeHwe H
OLICHsIBaHE Ha MSICTO Ha HOTU(HIUPAHUTE OPTaHU M aKO € MPUIIOKHIMO,
Ha TEXHUTC TMOACJICHHUA W IOAUIIBIHUTCIIN. I[OKJ'Ia}IbT CbAbpiKa
nHQopManus 3a pe3yNTaTHUTe OT Te3H NSHHOCTH, BKIIOYHTENHO OT
neiiHoctuTe mo maparpad 7, u ce tperupa or KI'MU n Kommucusra
KaTo TOBepUTeNHA WHQOpMaIHsi; TOW o0aye BKIOYBA pE3OME, 0
KOETO ce IMpeoCTaBs IMyOJuYeH JOCTBHIL.

Pesrome Ha /0KNIaza ce BbBEXKAA B CICKTPOHHATA CUCTEMA, IOCOYCHA B
ujeH 57.

Ynen 45

l'[pernezl Ha M3BBPUHICHOTO OT HOTI/lq)I(lI.ll/lpaHPlﬂ OpraH oOuUcHsABaHe
Ha TEXHHMYECKATA JOKYMCHTAMA M HAa [JOKYMCHTaAllUATAa BbB
BPpb3Ka ¢ KIIMHUYHATA OLCHKA

1. OpranbT, OTroBapsil 3a HOTU(PHUIUPAHUTE OPraHH, IPaBU
mperie], Karo 4acT OT TeKYIIOTO HaONoJeHHEe Ha HOTU(UIMPAHUTE
OpraHd, Ha MOIXOJSI] OpOil OLEHKH, M3BHPUICHH OT HOTH(HIUPAHUSI
OpraH 1o OTHOIICHHC Ha TCXHUYCCKaTa JOKYMCHTallMs Ha IIPOU3BOAN-
TEJIHTEe, MO-CHEeHAIHO HAa JOKYMEHTAlHUsITa BbB BPB3Ka C KIMHAYHATA
oueHka mo pazzen 6.1, OykBu B) u T) or mpwioxenue I, ¢ wmen
OpPOBEPKAa HA 3aKIIOYCHHUSTA, HANPABEHH OT HOTH(MHLIUPAHHS OPraH
Bb3 OCHOBa Ha wuHpoOpMammsaTa oT mnpomsBomutessi. Opravsr,
OTroBapsill 3a HOTHU(GHUIUPAHUTE OPraHU, HU3BHPILIBA TE3U INperyiean
KaKTO OT pPa3CTOSIHKE, TaKa W Ha MSICTO.

2. HsBamkara OT JocHeTa, KOMTO IOAJEKAT Ha Mperyies, B ChOT-
BeTcTBHE ¢ maparpad 1 ce mmaHWpa W € IpEeICTaBHTENHA 32 BCHUKH
TUIOBE M3JENMsA, U TO-CIECLUUATHO BHCOKOPHCKOBUTE U3JAENUs, U
PHCKOBETEe, CBBP3aHH C TAX, CEPTHOUIUPAHH OT HOTHPUIMPAHUS
oprad, ¥ € HaJIeXHO OOOCHOBaHA M JOKYMEHTHpaHa B IUIaH 3a
OLIEHKa II0 W3BaJKH, KOWTO NpH IMoMCKBaHEe ce ocurypssa Ha KI'MU
OT OpraHa, OTTOBapsIl 3a HOTH(QHIMPAHUTE OPTaHU.

3. OprausT, OTroBapsIl 32 HOTH(GHUIMPAHUTE OPTaHH, IPABU IIPETJIe]
Ha TOBA JJIM OLICHSABAHETO € OWJIO M3BBPIICHO IPABHIHO OT HOTH(HU-
LUPAHUs OpraH M IPOBepsiBa MPHJIOKEHUTE MPOLEAYPH, CBbp3aHaTa C
TOBa AJOKYMCHTaALMA W 3aKIIOYCHHATA, HAIlpaBCHU OT HOTI/lq)I/l]J,I/IpaHI/IH
oprat. IIpoBepkara o6xBallla TEXHHYECKATa JOKYMEHTALMS U JIOKYMEH-
TalyiTa BBB BPB3Ka C KIMHUYHHUTE OLICHKH Ha MPOU3BOIUTENS, BBPXY
KOUTO CE€ OCHOBaBa OLECHSIBAaHETO Ha HOTU(UUUpaHust oprad. Ilpu
nperneaute ce usnonssar OC.

4.  TlpernmemuTe ca 4acT ¥ OT IOCIIEABAILIOTO OICHSBaHE HA HOTU(U-
LUMpaHUTe OpraHu chriacHo wieH 44, maparpad 10 u pmefiHocTHTe 3a
CHhBMECTHO OIICHSIBaHE, MOCO4YeHU B wieH 47, maparpad 3. Ilpernenure
ce TPaBAT, KaTo C€ W3MOJ3BAT MOAXOMSIIIN EKCIIEPTHH 3HAHMS.
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5. Bwb3 ocHOBa Ha NOKJIaIUTE OTHOCHO MpETJIeANTE U OLEHKUTE Ha
opraHa, OTroBapsil 3a HOTH()UIUPAHHTE OpraHW, WJIH Ha TPYNUTE 3a
CbBMECTHO OIICHSIBAaHE, Ha JIAHHUTE OT omnucaHutre B rjaBa VII
JNEHHOCTH TI0 HAJ30p Ha Tas3apa, Mpocliie/isBaHe Ha Oe30MacHOCTTa H
HaJg30p cCiel IyCKaHe Ha Ia3apa, B KOHTEKCTa Ha IIOCTOSHHOTO
ClIeZICHE Ha TEXHUYECKUS TMpOrpec WM Ha Ha0elns3BaHETO Ha
OMAaceHHss W HOBOBB3HMKBAIIM BBIPOCH OTHOCHO 0€30MacHOCTTa M
nedictBueTo Ha MeauuumHckute usnenus, KIMUW moxe ma mpenoppya
W3BaJIKUTE, M3BBPIIBAHU CHIVIACHO HACTOSINUS 4WICH, Ja 00XBaIlar Io-
TOJISIM WJIM TO-MaJIbK Js1 OT TEXHMUYECKaTa JOKyMEHTalMs M JOKyMEH-
TalusaTa BBB BpPB3KAa C KIMHUYHHUTE OICHKH, OLICHSBAHH OT HOTU(H-
LUPAHNS OpraH.

6. IlocpeactBom akTOBe 3a M3MbIHeHHE KoMucusta Moxe aa mprueme
MEpKH 3a OIpelelisiHe Ha MOAPOOHM IMpaBuja 3a MHperiena Ha OLEeHS-
BAaHETO HAa TEXHWYECKaTa IOKYMEHTalus W Ha IOKYMEHTalUusTa BbB
BpB3Ka ¢ KIMHHYHUTE OIEHKH, IIOCOUYSHO B HACTOSINUS WICH, KaKTO U
CBBbp3aHUTE C TOBAa JIOKYMEHTH W KOOpAWHAIMs. Te3d axkToBe 3a
W3BJIHEHHE Ce IIpueMaT B CBOTBETCTBHE C Ipoleaypara Mo
pasriexzaane, nocodeHa B wieH 114, maparpad 3.

Ynen 46

IIpoMeHnu B ompenesHeTO U HOTH(PHKALUATA

1.  Opranbt, OTroBapsil 3a HOTH(QHUIUPAHUTE OpraHu, HH(GOPMHpa
Komucusta U ApyruTe AbpPKAaBU WICHKH 32 BCSKa MPOMsIHA, CBbp3aHa
C ONpPEICISHETO Ha HOTHGHIMPAH OpraH.

[Iponenypure no uned 39 u unen 42 ce mpuiaraT 1Mo OTHOIIEHHE Ha
pasiupsiBaHeTo Ha o0xBaTa Ha JEHHOCTUTE Ha HOTUGHULUPAHUTE
OpraHw.

3a nmpoMeHH, pa3IMYHU OT pas3lIMpPSIBaHETO Ha 00XBaTa Ha NEHHOCTHUTE,
ce IpuiaraT NpoLenypHuTe, IIOCOYSHU B CIEABAIIUTE maparpadmu.

2. Komucusta He3abaBHO IyOJMKyBa HM3MEHEHaTa HOTUGMKALMS B
uHpopmaimonHara cuctema NANDO. Komucusita He3a0aBHO BBBEK/Ia
nH(OpManUiTa 32 MPOMECHHUTE, CBBP3aHU C ONPEACIITHETO Ha HOTU(HU-
LUpPaHUs OpraH, B €JIeKTPOHHATa CHCTEMa, [T0OCOYeHa B WwieH 57.

3. Axo HoTH(UIUpaH OpraH PeIIN Aa IpPeKpaTH ACHHOCTUTE CH IO
OLICHABAaHE Ha CHOTBETCTBHETO, TOM YBEIOMSBAa OpraHa, OTTOBapsIl 3a
HOTHGHIMPAHUTE OPTaHM, M 3aCETHATUTE IPOM3BOJHUTEIN BBH3MONKHO
Half-0bp30, a B Ccilydail Ha IUIAHUPAHO IpPEKpaTsBaHe — €JHA TOJUHA
npequ TpeKpaTaBaHeTo Ha jeiHocTtTa. CepTHHKaTHTE MOTaT Ja
OCTaHAT BaJIMJHU BPEMEHHO 3a CPOK OT JAEBET Mecela Cllel NpeKpa-
TABaHE Ha JEHHOCTTA HAa HOTU(QUIMPAHUS OpraH, MpPU YCIOBHUE Ye
JpyT HOTH(HUIUPAH OpTaH IMHUCMEHO € MOTBBPAMI, Ye IIe MoeMe OTro-
BOPHOCTTA 3a W3JENMATa, OOXBaHATH OT Te3u cepTudukaru. Hosusar
HOTHGHIMPAaH OpraH TpsAOBa 1a W3BBPINM IIBIHO OICHSIBAaHE Ha
U3/ENUsATa, 3aCeTHATU OT M3TUYAHETO Ha TO3U CPOK, IIPEAU U3/1aBaHETO
Ha HOBH CepTH(HKATH 3a Te3W ycTpoicTBa. Korato HoTmduImpaHHAT
OpraH € IpeKpaTwl JeHHOCTTa CH, OpraHbT, OTIOBAPAIl 3a HOTH(UIU-
paHHUTEe OpraHM, OTMEHS aKTa 3a ONpEAeNsTHe.

4. Korato opraHbT, OTroBapsml 3a HOTH(GHULIUPAHUTE OpraHH, €
KOHCTaTHpall, 4Ye JaJeH HOTU(QUIMpAH OpraH Be4Ye HE OTroBaps Ha
W3WUCKBAaHUATA, YCTaHOBEHHM B mpwioxeHue VII, mnm He u3mbiHsABa
3a]IbJDKCHUATa CH, WIM HE € M3MBJIHWI HEOOXOAMMHUTE KOPHUTHpAIIX
MEpPKH, OPTraHbT CIIUpa JAECHCTBUETO Ha aKTa 3a ONpE/eiIsiHe, OTpaHnvaBa
ro WIM M3LSJI0 WIM YaCTUYHO TO OTMEHS, B 3aBUCHMOCT OT CEpHO3-
HOCTTa Ha HapylIEHHETO Ha M3MCKBAHUATA WJIM HAa HEU3IIBJIHEHUETO
Ha 3agpipkeHusaTa. CpoKbT Ha CIHMPAaHETO Ha JEWCTBHETO HE
HAJXBBPJISA €HA FOJUHA, KATO TOH MOXeE Ja Ce YABIDKH €IHOKPATHO C
olle e€/1Ha TO/MHa.
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OpranbT, OTroBapsll 3a HOTUGHULHUPAHUTE OpraHd, He3abaBHO
nHpopmupa KomucusaTa W JpYruTe OBPKABU WICHKH 32 BCSIKO
CIMpaHe Ha JEHCTBUETO, OrpaHMYaBaHE WIM OTMSIHA Ha akra 3a
oIpeJieIIsHe.

5. Koraro geiicTBHeTO Ha aKTa 3a ONPEAEISIHETO € OUIIO CIPSHO WIU
OTPaHMYEHO WJIHM aKTBT € OMJI OTMEHEH M3IIUIO WM YaCTUYHO, HOTU(H-
LUPAHUAT OpPraH YBEAOMsBa 3aCErHATHTE MPOU3BOIUTENN HAH-KbCHO B
pamkute Ha 10 gHH.

6. B cmyuvail Ha orpaHuYaBaHe, CIIUpaHe Ha JEHCTBUETO WIM OTMSHA
Ha aKkTa 3a OIpeAeNsHe OpraHbT, OTTOBApsIl 3a HOTH(UIHMpPAHHUTE
OpraHy, mnpennpruemMa MoaXOASIIN MEPKH, 3a J1a OCUTYPH ChXPaHEHUETO
Ha JOCHeTaTa Ha ChOTBETHHSA HOTU(MLUPAH OpPraH, ¥ I'M MPeJOCTaBs Ha
OpraHuTe HA APYTUTE IBP)KaBH WICHKH, OTTOBapsd 3a HOTH(UIH-
paHUTE OpraHH, KAakTO M Ha OpraHuTe, OTrOBapslY 3a HaJ30pa Ha
naszapa, Ipu MOMCKBaHE OT TAXHA CTpaHa.

7. B cmyuail Ha orpaHMuyaBaHe, CIMpAHE Ha ACWCTBUETO MM OTMSHA
Ha aKTa 3a OIpeAeNsHEe OpraHbT, OTTOBApsIl 3a HOTH(UIMpPaHHUTE
OpraHu:

a) OIeHSABAa MOCIENUIUTE 3a CepTH(HUKATUTE, W3TAAEHH OT HOTU(H-
LUpaHUs OpraH;

6

=

npezactaBs Ha Komucusata W ApyruTe Obp)KaBH WICHKH JOKJIAn C
KOHCTaTallMUTe CU B CPOK J0 TPU Mecela OT HOTU(PHIHPAHETO 3a
IPOMEHHUTE, CBBP3aHU C OIPEACISIHETO;

B) M3UCKBA HOTU(HIMPAHUIT OpraH Ja Chope [ACHCTBUETO WK Ja
OTHEME B pPaMKHTE Ha pa3syMEH CpOK, OINpPEACNCH OT OpraHa,
BCHYKH CEPTHU(PUKATH, KOUTO Ca W3AaJCHH HEOCHOBATEIHO, C IIEJ
Jla ce OCHIypH OC30MacHOCTTAa Ha H3ZCNHUATA Ha Ia3apa;

I) BbBEXKAAa B €JIEKTPOHHATa CUCTeMa, IOcouYeHa B wieH 57,
uHdopmalysi BbB BpB3Ka CbhC CEpPTUPUKATHTE, 3a KOUTO € Ouio
U3UCKAHO CIHpaHe Ha NEHCTBHETO WM OTHEMAaHe;

1) uHGOpPMHUpa KOMIIETCHTHHS OpPraH 3a MEIUIMHCKATE W3IENUs Ha
Ibp)KaBaTa WiICHKa, B KOSITO MPOU3BOJUTENST MMa PETHCTPUPAHO
MJCTO Ha CTONAHCKa JEHHOCT, upe3 eJEeKTPOHHATa CHCTEeMa,
mocoueHa B wieH 57, 3a cepTudukatute, 3a KOUTO € OHIIO
W3HCKAHO CIHpaHe Ha JCHCTBHETO WIM OTHeMaHe. KoMIeTeHTHHST
OpraH B3eMa CBOTBETHHTE MEpPKH, KOTraTo € HEOOXOAMMO maa ce
n30eTHE IOTECHIMANCH PHCK 3a 3APaBETO MM OE30IIaCHOCTTa Ha
HalUeHTH, HOTPeOUTeNN U Jp.

8. C U3KII0YCHHE Ha HCOCHOBATEITHO U3JaICHUTC CepTI/I(I)I/IKaTI/I B
CJIyd4auTe, Koraro € ounsIo CIIPSIHO WUJIK OT'PaHUYCHO JICCTBHETO Ha aKTa
3a OmpeacsiHe, CepTI/I(I)I/IKaTI/ITe OCTaBaT BaJlUAHU TIpU CICOHUTEC
00CTOSATEIICTBA:

a) KOrato OpraHbT, OTTOBApsIil 3a HOTH(UIMPAHUTE OPTaHH, IIOTBBP.IH,
B paMKUTE Ha €IWH Mecell OT CIUPAHETO Ha JEHCTBHUETO MM Orpa-
HUYABAaHETO, Y€ HE ChINECTBYBa MpoOJieM ¢ OE30MacHOCTTa IO
OTHOIICHHE Ha cepTH(UKATUTE, 3acerHATH OT CIUPAHETO Ha
JCHCTBHETO HJIM OrPaHHYaBAaHETO, M KOraTto OPraHbT, OTTOBAPSILI
3a HOTH(HIUpaHUTe OpraHu, Habenexku rpaduK W ICUCTBHS, OT
KOHTO C€ OdYakBa Jia JOBeJaT [0 OTMsHA Ha CIIMPaHETO Ha
NECHCTBHETO WM OrPaHHYaBAHETO;UITH
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6) KOraTo opraHbT, OTTOBAPAIl 32 HOTU(GUIMPAHUTE OPraHu, HOTBBPIH,
4ye HSMa [a Ce M3aBaT, W3MEHAT WM IPEU3aBaT cepTu(HKaTH,
KOMTO WMAaT OTHOIICHHE KbM CIHPAHETO WM OTPaHMYaBaHETO HA
JCHCTBHETO, [OOKaTO Tpac TOBa CIHMPAaHE WM OrpaHHYaBaHE Ha
JIEWCTBHUETO, ¥ OOSIBH Jalu HOTH(UIMPAHUAT OpraH € CrocoOeH Ja
NPOABIDKY 1a HAOJF01aBa U Ja OTroBapsi 3a ChLICCTBYBALIUTE CEPTHU-
(uKaTH, M30aJCHU 32 CPOKa HA CIMPAHETO WIIM OrpaHHYaBaHeTo. B
cilyyail d4e OpraHbT, OTrOBapsll 3a HOTH(UIMPAHUTE OpPTraHH|,
KOHCTaTupa, dYe HOTU(QUIMPAHUST OpraH He € Croco0eH [a
MOJUIbpXKa W3JaJICHUTE ICWCTBAIM CEPTH(QHUKATH, B CPOK A0 TPH
Mecena OT CIHPAaHETO I OTPAHHYABAHETO MPOU3BOAUTEISAT MPE.-
OCTaBs Ha KOMIIETCHTHHS OpraH 3a MEAUIMHCKHTE H3JCNUs Ha
ObpXKaBaTa WICHKAa, B KOSTO € PErHCTPUPAHOTO MSCTO Ha
CTOIIaHCKa NEWHOCT Ha MPOM3BOIUTENSI HAa OOXBAHATOTO OT CEPTHU-
(ukara uzgenue, MUCMEHO NMOTBBPXKACHHE, Ye YT KBaIM(UIUpPaH
HOTU(QUIIMPAH OpraH BPEMEHHO moeMa (YHKIHHTE Ha HOTU(H-
[UpaHUsl OpraH Ja HaOJI0JaBa M OTroBaps 3a CEPTUPHUKATHTE IO
BpeMe Ha CPOKa Ha CHHMpPaHE Ha JACHCTBHETO HJIM OrPaHHYABAHETO.

9.  C u3KII0YeHHE HAa HEOCHOBATEIHO M3JaJECHUTE CepTU(UKATU U B
CllyyauTe, KOraTo aKkThT 3a ONpeJeNsiHe € OWi OTMEeHeH, cepTudukaTuTe
OCTaBaT BalIWJHM 3a CPOK OT JEBET Mecela IpH CIEJHUTE 00CTOS-
TEJICTBA:

a) KOrato KOMIICTCHTHHUAT OpraH 3a MCAWIUHCKUTE U3ACIUSA Ha
IbpXKaBaTta WICHKa, B KOSATO € pETHCTPUPAHO MSICTOTO Ha
CTOTAaHCKa JEWHOCT HAa MPOW3BOJMTENS Ha H3JCIHETO, OOXBaHATO
ot ceprudukara, NOTBbPAU, Y€ HsAMA MpoOJeM ¢ Oe30macHOCTTa Mo
OTHOIIICHHE Ha BBIPOCHOTO H3ZEIHE; H

0) Apyr HOTH(UIMpPAH OpraH MUCMEHO MOTBBPIH, Y€ IIE MOeMEe HEroc-
peICTBEHATa OTTOBOPHOCT 32 TE3W M3IENUsI U 1Ie NPUKIIIOYN OLCHS-
BaHETO UM B PAMKUTE Ha [BAHAIECET MECELd, CYNTAHO OT OTMSHATA
Ha aKTa 3a OINpPEACISIHETO.

[Ipu ycnoBusiTa, NOCOYEHH B I'bpBa ajJHMHEs, KOMIETEHTHUAT OpraH 3a
MEIMIMHCKUTE U3AEHs Ha IbpXKaBaTa WICHKa, B KOSTO € PErUCTPHPAHO
MACTOTO Ha CTONAHCKAa JEHHOCT Ha MPOW3BOAUTENS Ha H3ZEIHETO,
o0xBaHaTO OT cepTHduUKaTa, MOKe Ja YABIDKA CpOKa Ha BpEeMEHHATa
BAJIMJIHOCT Ha CEPTUPHUKATUTE 3a JOMBJIHUTEIHH CPOKOBE OT TpHU
Mecela, KOUTo OO0 He MOraT Ja HaAXBBPJAT JBaHAIECET Mecela.

HaumoHanHusAT OpraH, OTroBapsil 3a HOTU(QHIMPAHUTE OPTaHM, WIH
HOTH()UIHMPAHUIT OPraH, KOUTO € MoeN (pYHKIUUTE Ha HOTU(DHIUPAHUSI
Opras, 3acerHaT OT IPOMsHAaTa, CBbP3aHa C ONpEeNITHETO, He3a0aBHO
yBenomsiBa Komucusra, IppKaBUTe WICHKH M APYTUTE HOTU(DHLIUPAHU
OpraHu 3a MpoMsiHaTa.

Ynen 47

OcnopBaHe Ha KOMIIETCHTHOCTTA Ha HOTI/I(l)I/l]_ll/IpaHI/lTe OpraHu

1.  Kowmmucusara 3aegqno ¢ KI'MHM npoydBa BCHYKM Cilydau, B KOUTO
MpeJl HesI ca W3pa3eHu ONAaceHHs OTHOCHO HETPEKBHCHATOTO M3IBIHEHHE,
OT CTpaHa Ha HOTHU(UIMPAHUS OpPraH WM HA €THO WM IOBEYE OT
HETOBHUTE IIOJICJICHUS WJIM TOAU3IBJIIHUTEIN, HAa W3HCKBaHUATA IO
npunoxxkenne VII uinm Ha BB3NOKEHUTE UM 3abJDKEHUA. T MpaBHu
HEOOXOUMOTO CBOTBETHHST OpraH, OTroBapsil 3a HOTH(UUMpaHHUTE
opranu, ja Obae WHPOPMHUpPAH U Ja TOIYYHd BB3MOXXHOCT Jia MPOYYH
TE€3U OINACCHUSI.

2. Ilpm momckBaHe HOTH(HIHMpAIIATa JbpKaBa YICHKA MPEICTaBs HA
Komucusara nsnata undopmaiys mo OTHOLIEHHE Ha ONpENe/sIHETO Ha
CHOTBETHUSI HOTHU(GHIUPAH OPTaH.
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3. Komucusara 3aeqno ¢ KI'MU moxe na 3amouse cropen ciryuyas
mpoleypara Ha OILICHSBaHe, onmucaHa B wieH 39, maparpadu 3 u 4,
KOraTo MMa OCHOBATEJIHU ONACEHUS 3a MPOABIKABAIIOTO ChOTBETCTBUE
Ha JaJieH HOTH(UIMpPaH OpraH WM TOJASNICHHEe WM MOAM3IIBIHNATET Ha
HOTH(UIMPaHUs OpPraH ¢ W3HCKBaHMATA 1Mo npuinoxeHue VII u xorato
CYMTa, Yye B NPOYYBAHETO HA OpraHa, OTrOBapsl] 3a HOTH(UIHMpPAHUTE
OpraHd, Te3W ONAaceHHss He ca pasrjieJaHd IUIOCTHO, WIA TpH
IIOMCKBAaHE OT OpraHa, OTroBapsl] 3a HOTU(ULUUPAHUTE OPTaHH.
JlokiaiBaHETO W pe3yiTaTUTe OT TOBA OICHSBAHE CJIEIBAT MPUHIUIUTE,
nznoxxeHu B uieH 39. Karo apyra BB3MOXKHOCT, B 3aBUCHUMOCT OT CEpH-
03HOCTTa Ha BBIpoca, Komucusra 3aeqao ¢ KI'MU moxe na mowmcka ot
oprasa, OTroBapsill 32 HOTU(QUIMPAHUTE OPraHH, a JOIyCHE yyacTHE B
OLICHABAHETO Ha MSCTO Ha HAaW-MHOTO JBaMa EKCIIEPTH OT CIHCHKa,
ChCTaBeH ChIVIAaCHO wieH 40, KaTo 4yacT OT IUIAHUPaHHUTE IEHHOCTH IO
HaOJIIOIGHHUE U OLICHSBaHE B CHOTBETCTBHE C WiIEH 44 U CBITACHO MOCO-
YeHOTO B TONWIIHUS IUIaH 3a OIEHsBaHe, OmMcaH B maparpad 44,
naparpad 4.

4. Korato Komucusra KOHCTaTHpa, 4e HaJeH HOTH(GUIHMPaH OpraH
BEYEe HE OTroBaps Ha M3UCKBAHMATA 32 ONPEACISIHETO My, Ts
nHGopMupa HOTH(UIMpAIIaTa Abp)KaBa WICHKAa 32 TOBAa W OTIPAaBs
UCKaHe JbpiKaBaTa WICHKa Ja IpeanprueMe HeoOX0IUMHUTE KOPUTHpaIlu
MEpKH, BKJIIOUUTENIHO, aKO € HEeoOXOANMMO, CIHpaHe Ha IeHCTBHETO,
OrpaHUyYaBaHe WJIM OTMsHA Ha aKTa 3a OIpeJeJIsHe.

Koraro mpppikaBara WieHKa He IpeanpreMe HeoOXOIMMUTE KOPUTHUPAIIT
MEpKH, dYpe3 aKkToBe 3a usnbiHeHHe Komucusara Moxe nga cope
JIEWCTBHETO Ha aKTa 3a ONpejAeNsiHe, Ja IO OrpaHdYd WM OTMEHH.
Te3u akToBE 3a U3MBJIHEHUE CE IIPUEMAT B ChOTBETCTBUE C IpOLEAyparTa
Mo pasriexaane, mocoueHa B wieH 114, mnaparpad 3. Kommucwusra
nH(OPMIpa CHOTBETHATA IbpXKaBa WICHKA 33 PEIICHHETO CH U aKTya-
mu3upa NANDO u enekTpoHHaTa CHCTeMa, IOCOYEeHa B wieH 57.

5. Komwucusara cnenum 3a TOBa LsiaTta IMOBEpUTENHAa WHpOpMAaLus,
IONTyyeHa [0 BpeMe Ha NpoydyBaHETO, Aa OblIe TpeTupaHa Io
TIOIXO/AI] HauuH.

Ynen 48

IapTHEOPCKH TNPOBEPKH W OOMfIHA HA ONUT MEXKAY OpraHMTe,
OTroBapsiliy 32 HOTH(GHMUMPAHUTE OPraHu

1.  Komucusara ocurypsiBa HeoOXoIuMaTa OpraHu3anus 3a oOMEH Ha
OUT M KOOPAMHALYA HAa aJMHHUCTPATHUBHUTE HPAKTUKA MEXIY
OpraHuTe, OTrOBapsIM 3a HOTU(UIUPAHUTE oOpraHu. Tozu oOMeH
obXBaIma CIeIHUTE €ITEeMEHTH:

a) pa3paboTBaHE Ha AOKYMEHTH 3a Hal-JOOpHUTE NPaKTUKU, CBBP3aHU C
JeifHOCTTa HA OpraHWTe, OTrOBAPSIIM 32 HOTU(HIHMPAHUTE OPraHu;

6) paspaboTBaHEe HA TOKYMEHTH C HACOKHM 3a HOTHU(UIMPAHUTE OpPraHu
BBB BpPb3Ka C MPHJIAraHeTO Ha HACTOSIIHS PErNIAMEHT;

B) oOydeHHe M KBaIM(UKAIMS HA EKCIEPTHTE, TOCOYCHU B uieH 40;

r) HaOmOZeHWe Ha TEHAEHLUHTE, CBBP3aHH C MPOMEHH B OMpe.-
eIITHETO W HOTH(UKAMHTe HA HOTU(PHUIMPAHHTE OpraHH, W
TEHJCHIMUTE B OTHEMAaHETO U IPEXBHPISHETO Ha cepTU(UKATH
MEXKIY TAX;
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) HaOIIo[eHHEe Ha NpWJIaraHeTo M HPHIOKHUMOCTTAa Ha KOAOBETE 3a
o0xBara Ha JeHHOCTUTE, ocoueHu B wieH 42, maparpad 13;

e) pa3paboTBaHe Ha MEXaHM3bM 3a IAPTHHOPCKU HPOBEPKU MEXIY
opranute 1 Komucusra;

k) METOIM 3a MH(POpMHpaHE Ha OOIIECTBEHOCTTa OTHOCHO AECHHOCTHUTE
M0 HAOJIOJCHUE W HAN30p HAa HOTH(QUIMpPAHUTE OpPraHH OT CTpaHa
Ha opranute U Komucusra.

2. Oprasure, OTrOBapsIIM 32 HOTU(QUIUPAHUTE OPraHH, ydacTBaT B
TMAapTHBOPCKH MPOBEPKM HA BCEKM TPU TOAMHH Upe3 MeXaHU3Ma,
pa3paboTeH B cboTBeTCTBUE C maparpad 1 or Hacrosmus wieH. Te3u
NPOBEPKH OOMKHOBEHO C€ H3BBPIIBAT YCIHOPEAHO CBHC CHBMECTHOTO
OlLlCHsABaHE Ha MACTO, omnucaHo B uileH 39. Karo apyra BB3MOXHOCT
JaJeH opraH Moke Ja mu30epe Te Ja ce MPOBEeXAAT KaTo 4acT OT
JIEWHOCTUTE My II0 HaOIOJeHHE, MIOCOYSHU B wiieH 44.

3. Komucusra ydyacTBa B OpPraHU3UPAHETO KW OKa3Ba IIOAKpEHa 3a
MpuIaraHeTo Ha MCEXaHU3Ma 3a IMapTHBOPCKU IPOBCPKHU.

4.  Komucusra M3roTBsg TOJMIIEH 0000IaBall T0KIa] 3a JEHHOCTHTE
[0 TAapTHHOPCKHTE MPOBEPKH, IO KOMTO Ce TpemocTaBs IMyOaMdeH
JIOCTAHIL.

5. Upes akrose 3a usnbiaHeHue Komucusra Moxe a npueMe MEpKH ¢
MOAPOOHM TpaBWJia W NPWIOKHMH JTOKYMEHTH 32 MeXaHW3Ma Ha
HapTHBOPCKU IPOBEPKU, OOYUCHUETO M KBalU(UKALUATA, [TOCOYCHU B
naparpad 1 oT Hacrosmms wieH. Te3n akToBe 3a H3MBIHCHHE Ce
mpueMaT B CbOTBETCTBHE C IIpoLieAypaTa IO pas3liIeXIaHe, I0COYEeHa B
uieH 114, naparpad 3.

Ynen 49

KoopauHanusa Ha HOTH(GUIMPAHUTE OPraHM

KowmmucusaTa ocurypsiBa Ch3[aBaHETO M OCBHIIECTBIBAHETO HA HEOOXO-
JUMaTa KOOPIWHALUS W CBIPYIHHYECTBO MEXTYy HOTH(OHUIMPAHHUTE
opranu noj ¢opMaTa Ha KOOPJMHAIMOHHA Tpyna Ha HOTH(UIMpPaHUTE
OpraHu B 00JacTTa Ha MEAUIMHCKHUTE W3JEIHs, BKIIOUMTEIHO U MEIU-
IIMHCKUTE M3JEIMs 3a WHBUTPO IHMAarHOCTHKA. Ta3W TIpyma 3acenasa
PEIOBHO M Hal-MaJKO BEIHBXK TOAUIIHO.

Hotuduiupanure opraHd ChIIIACHO HACTOSIIMS PEIJIAMEHT y9acTBAarT B
paboTaTa Ha Ta3W rpymna.

Komucusta Moxe a ompeaenu cHenuaaHuTe MpaBumia 3a pabdorara Ha
KOOpJMHAIMOHHATA TPyNa HAa HOTH()UIHMpPAHUTE OPTaHd.
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Ynen 50

Cnucbk Ha CTAHAAPTHUTE TAKCH

HOTI/I(l)I/IIII/IpaHI/ITe OpraHu CbCTaBAT CIUCHUN HAa CTAHAAPTHUTE TAaKCHU 3a
M3BBPIIBAHUTE OT TAX ,IleﬁHOCTPI 10 OLCHsABAHC HA CBHOTBCTCTBHUECTO U
IpeaoCTaBAT Hy6J’II/I'-IeH JOCTBII 1O TC3U CIHCBIMU.

I'JIABA V
KIACU®PUKALIUA U OHEHABAHE HA CBbOTBETCTBHUETO

PA3JIEJI 1

Knacugpurayusn

Ynen 51

Kunacudukanmusa Ha u3neausara

1.  Uspenusra ce paszaensat Ha kinacose I, Ila, ITb u III, kato ce B3emar
IpEeABH] MPEIHA3HAUYEHUETO Ha M3JCNUATa U NPHUCHILUTE UM PHUCKOBE.
Knacudukaiusita ce u3BbpiiBa B ChOTBETCTBUE ¢ npuiiokenue VIIIL

2.  Bceku cnop Mexay NpOU3BOAUTEN U CHOTBETHUS HOTH(UIMPAH
opras, MpowW3THUAIl OT mpmiaaranero Ha mnpuioxenune VIII, ce otHacs
3a pelaBaHe Ipe] KOMIIETEHTHHS OpraH Ha JIbp)KaBaTa WICHKa, B KOSATO
MPOU3BOJUTENAT MMa PETHCTPUPAHO MACTO HA CTOMAHCKa JEHHOCT. AKO
MIPOM3BOMUTEIAT HAMAa PETUCTPUPAHO MSCTO HA CTONAHCKA AEHHOCT B
Cpro3a M Bce OlI€ HE € OMNPENEIUI YIBIHOMOLIEH IpPEACTaBUTEN,
BBIIPOCBT C€ OTHACs Mpel KOMIICTEHTHHS OpraH 3a MEIHLHHCKHUTE
W3JelHs Ha Jbp)KaBaTa WICHKA, B KOATO YIBIHOMOUICHHAT TpE.-
CTaBHUTEN MO pa3aen 2.2, Bropa ainuHes, OykBa 0), MOCIETHO THpPE OT
npunoxkenne [X WMa perucTpupaHo MSCTO Ha CTOMAHCKA JEHHOCT.
Koraro HoTH(UIMPAaHUAT OpraH € YyCTAaHOBEH B JbpXaBa WIEHKa,
pa3nMYHa OT Ta3W Ha NPOU3BOIMTENS, KOMIIETCHTHHUST OpraH INpHeMa
pELIEHHETO CH, CleJl KaTo c€ KOHCYITHpa C KOMIIETCHTHMS OpraH Ha
IbpKaBaTa 4JICHKAa, KOSATO € OIpeAes]wIa CHOTBETHUS HOTH(UIMpaH
Opras.

KomnereHTHUSAT OpraH Ha IbpKaBaTa 4JICHKA, B KOSATO € PETUCTPH-
PaHOTO MSCTO Ha CTOMAHCKA JACHHOCT Ha MPOM3BOJIUTENS, ChOOIIaBA
Ha KI'MU u na Komucusta B3eTOTO OT HEro pemieHue. PemieHunero ce
MPEJIOCTaBs TPU MOUCKBAHE.

3. Ilo uckane ot abpxkaBa uneHka KomucusAra, ciies KOHCYyITalus ¢
KI'MU, B3ema dpe3 akT 3a U3MIBIHEHUE PEIISHUE M0 CIETHUTE BBHIIPOCH:

a) 3a mpuiaraHeto Ha mnpwiokenne VI xkpM mageHo wznenuwe wiH
KaTeropusi WIKM Tpyna M3Jenus ¢ LeJ OmpenelisiHe Ha Kiacudu-
KalusaTa UM;

6) 4e majmeHo M3MeNHe WM KaTeropus WM Tpyla H3JelHs ce IpeKia-
cudunupar uype3 neporauus oT npunoxkenue VIII mo npuuuHzwy,
CBBP3aHM C OOIIECTBEHOTO 3[paBe B3 OCHOBA HA HOBH HAyYHH
JIOKa3aTeICTBA MM Bb3 OCHOBA Ha MHGOpMalus, MOIydeHa IpHU
MPOBEXKIAHETO Ha JEHHOCTH IO TpocieAsBaHe Ha 0€30MacHOCTTa M
HAJI30p Ha Ias3apa.

4. Komwucusta MOXe CBIIO, MO COOCTBEHa WHHUIMATHBA H CIIEJ
koHcynrtauun ¢ KI'MM, na B3ema upe3 axkToBe 3a H3IIBIHEHHE
pellieHHs 10 BBIPOCUTE, MMOCOUYEeHU B maparpad 3, OykBu a) u 0).
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5. C umen ga ce rapaHTupa €IHaKBOTO IIpUJIaraHe Ha IPUIIOKEHUE
VIII u xaro B3ema npeaBuj NPUIOKUMUTE HAYYHU CTAHOBUIIA HA CHOT-
BETHUTE HAay4YHM KomuTeTH, Kommcuara Moke na IpHeMa aKTOBE 3a
U3IMBIIHCHUE, JIOKOJKOTO TOBa € HEOOXOAMMO 3a paspelllaBaHe Ha
npobJeMH, CBBP3aHH C Pa3IMYHOTO THJIKYBaHE M C IPHJIAraHeTo Ha
MPaKTHKA.

6. AKToBeTe 3a W3IBIHCHHE, MOCOYeHHW B maparpadu 3, 4 u 5 or
HACTOSIUSL YJIEH, C€ IMpHEeMaT B CHOTBETCTBHE C IMpolenypara Io
pasriexaane, ocodyeHa B wieH 114, maparpad 3.

PA3JIET 2

0uem1mme Ha cbomeemcmeuemo

Ynen 52

Ipouenypu 3a ouneHsiBaHe HA CHOTBETCTBHETO

1. Ilpenm na mycHaT Ha ma3zapa H3JeJHe, IPOU3BOJUTEIUTE OLICHIBAT
CHOTBETCTBHETO HA TOBA H3JEJIME CHIJIACHO MPHJIOKUMUTE MPOLENYPU
3a OIIEHSBAHE Ha CHOTBETCTBUETO, MOCOYeHH B mpminoxenus [X—XI.

2. Ilpemu pa mycHaT B JelcTBUE M3JENME, KOETO HE € IIyCHaTO Ha
nasapa, IPOU3BOAMTEINTE OLECHABAT CHOTBETCTBMETO HA TOBA M3JEIHE
CBIIACHO MPUIOKUMUTE MPOLEAYPU 3a OLIEHSIBAHE HA ChOTBETCTBUETO,
nocoueHu B npunoxenus [X—XI.

3.  IIpowmssomgurenute Ha m3genus ot kiac IIl, pazmumaam ot u3menws,
n3pabOTeHH MO TOPBYKA, MM OT MU3AEIHsS 32 KIMHUYHO M3IUTBaHE,
MOJIJICKAT Ha OICHSIBAHE HA CHOTBETCTBHETO CBHIVIACHO ITOCOYCHOTO B
npunoxenue [X. Kato npyra BB3MOXXHOCT NPOU3BOIUTEIAT MOXKE Ja
nu3bepe TMpuaraHeTo Ha OIEHABaHE Ha CHOTBETCTBHETO CBHIVIACHO
npuiokeHne X B ChUETaHWE C OICHSBaHE HA CHOTBETCTBHETO
CBIIacHO npuiioxeHue XI.

4.  IlpousBoaurenute Ha u3aenus ot kiac IIb, pasnuuHu oT MU3geIUs,
n3pabOTeHH IO NOPBYKA, WM OT HU3AEIHS 32 KIMHUYHO H3IUTBAaHE,
MOJIJICKAT Ha OIICHSABAHE HA CHOTBETCTBHETO CBHIVIACHO ITOCOYCHOTO B
rnaBu | u Il or mpunoxenue [X, BKIIOUNUTETHO OLEHSBAHE HA TEXHU-
Yyeckara JOKyMEHTAllMsl Ha Haii-MaJIKo €IMH MPEJCTaBUTENIeH o0pasel] 3a
BCSIKA T€HEpHUYHA Tpyla HW3AENUs ChIIIACHO MOCOYEHOTO B paszmen 4 oT
CBILOTO MPUIIOKEHUE.

Bwopekn ToBa mpH HMIDIAHTHpyeMuTe wu3nenuss ot kimac Ilb, ¢
WU3KIIIOYEHHWE Ha XHUPYPTUYeCKW KOHIM, CKOOM, CTOMAaTOJOTHMYHH
3alpJIBAllld  MaTepUalld, CTOMATOJNOTMYHH CKOOM, 3BOHHU KOPOHKH,
BHUHTOBE, KJIMHOBE, IUTACTHHH, NPOBOMHHLM, IIH(TOBE, KIUICOBE H
KOHEKTOpH, TEeXHHYecKaTa JOKyMEHTAalMs Ce OILEHSABAa ChIVIACHO
paszen 4 ot mpunoxkenue IX 3a BCsko uzaenwe.

Karo npyra Bb3MOXHOCT IPOU3BOAUTEINISAT MOXKE Jla n30epe a U3BbPIIN
OLICHABAaHE Ha CBHOTBETCTBHETO BB3 OCHOBA Ha H3CJIEABAHE HA THIA
CBITIACHO MpHJIOKeHHe X B ChUETaHHUE C OLEHSIBAaHE Ha CHOTBETCTBHETO
Bb3 OCHOBa Ha IPOBEPKAa Ha CHOTBETCTBUETO Ha MPOJIYKTa CHIJIACHO
npuioxenne XI.
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5. Koraro e 000cHOBaHO OT IJIe[Ha TOYKA HA U3IOJI3BAHETO B JIPYTH
AMIUTaHTHpYeMH u3genusi or kimac IIb Ha yTBBpAEHH TEXHOJOTHH,
CXOJHU C TE3H, U3IOJI3BAaHU B M3KIIIOUEHHUTE M3JEIHA OT CIHCBHKA II0
naparpad 4, BTopa ajnuHes OT HACTOSIIMS WICH, WJIM KOTaTo TOBa ce
U3UCKBA OT ChOOpa)KeHMs 3a 3aKpuila Ha 3[paBeTo U 0e30MacHOCTTa Ha
HNalMeHTUTe, MOTPeOUTEeNUTe WIM APYTMTe JIUIa WM 3a 3aIluTa Ha
IPYTH acleKTH Ha OOIIECTBEHOTO 3/paBe, Ha Kommcusra ce mpenocTass
IPaBOMOILUETO Jla IpHeMa JeJIeTUPaHU aKTOBE B CHOTBETCTBHE C UIEH
115 3a n3MeHeHHe Ha BBIPOCHHS CIHCHK, KaToO N00aBS B TO3H CIHCHK
WM 3ajiiyaBa OT HEro MMILIaHTupyemu u3nenus ot kiac IIb.

6. IlpomsBomutenure Ha wus3genus or knac Ila, pasmuunm ot
n3IenuATa, M3paboTeHN MO TMOpbYKa, WM OT H3JIENUTa 32 KIMHUYHO
U3IMTBAaHE, MOAJEKAT HA OLICHSABAHE HA CBHOTBETCTBUETO CBIJTIACHO
nmocouenoto B riaBu | w III or mnpunoxenme IX, BrmounTENHO
OLICHABAaHE Ha TeXHMYECKaTa NOKYMEHTAallUs Ha IIOHE €IUH IIpeacTa-
BUTENIEH oOpasel] 3a BCSKA KAaTeropusi M3MIENUs CBIVIACHO paszfen 4 oT
CBUIOTO IPHIIOXKEHUE.

Karo npyra Bb3MOHOCT MPOU3BOAUTENSAT MOXE Ja u3bepe Ja M3roTBu
TeXHUYECKaTa JOKyMeHTauus, nocodeHa B mpwioxkenus I u III, B
ChUETaHUE C OLEHSIBAHE HA CHOTBETCTBHETO ChIJAacHO pasnen 10 wim
18 ot mpunoxenue XI. OneHABaHETO Ha TEXHUYECKATa JOKYyMEHTALUs
ce Impuiara KbM Haii-MaJKO €JHO IPEICTaBUTEIHO H3/EIHE 32 BCAKa
KaTeropusi U3ZICIHsL.

7. IlpomsBomuTenuTe Ha WU3AENUA OT Kiac I, pasnuyHu OT U3AENUsTa,
n3pabOTeHH MO0 MOpBhYKA, WIM OT H3JENUATA 33 KIMHUYHO H3IHTBAaHE,
JeKIapupaT ChOTBETCTBUETO Ha HPOAYKTHTE cU upe3 u3laBaHe Ha EC
JeKJIapanusaTa, NocoyeHa B 4ujeH 19, cien kaTo ca M3rOTBWIM TEXHH-
yeckaTa JokyMeHTauus no npunoxenus II u III. Ako Te3u uszmenus ce
IMycKaT Ha Ta3apa CTepHIHH, UMAT W3MepBaTelHa (QYHKIUS WIA TIpel-
CTaBJIBaT XUPYPIUYECKH MHCTPYMEHTU 3a MHOIOKpaTHa ymnorpeoa,
MPOM3BOAUTENAT mpwiara mnpomexypure mno tmasu | m III ot
npunoxenue IX winu mo wact A or npuioxkenue XI. Yuactuero Ha
HOTU(UIMpPAaHUA OpraH B T€3H Mpolenypu obaue ce orpaHHdaBa:

a) HpI/I nus3acius, HyCKaHI/I Ha na3apa CTCpI/IJ'IHI/I —/J0 AacCICKTUTE,
CBBP3aHU C YCTAHOBSIBaHE, 3alla3BaHe W MOJIbpKaHE Ha CTEPHII-
HOCTTA;

0) mpu M3aenus ¢ u3MepBaTenHa (QYHKIMS — 10 aCHEeKTHUTE, CBhP3aHU
ChC CHOTBETCTBHETO HA HM3JENHATA C METPOJOTUYHHUTE H3HCKBAHWS,

B) IpU XUPYPrHYECKH HHCTPYMEHTH 32 MHOTOKpaTHa ynorpebda — 0
ACTIEKTHTE, CBBP3aHM C IIOBTOpPHATa YMOTpeda Ha H3MIENUETO, IO-
CIHEUHUATIHO TMMOYKUCTBAaHE, NE3MH(PEKIMUS, CTCPHIM3ALMS, MOAIPHKKA
n  (QYHKUMOHAIHO W3IHUTBAHE M CBBP3aHUTE MHCTPYKIMU 34
ymotpeba.

8. IlpomsBomutenure Ha HU3IENUs, U3PAOOTEHU IO MOPBYKA, CIIEABAT
mpoueaypure mno mpmioxkenue XIII w  wmsrorBar naekmaparusTa,
ChIbpXKAIIA Ce B pa3zien 1 OT ChIIOTO NPUIIOKEHHE, MPeIu IyCKaHETO
Ha M3JeNusiTa Ha Ias3apa.

B nombnHeHHE KBbM NPHIOKUMHTE CBITIACHO IThpBA ajMHES MMPOLERYpPH
3a MPOU3BOAUTENNTE HA UMIUIAHTUPYEMHU W3JENHs 110 MOpbYKa OT KJIac
III ce mpunara u orneHsIBAaHETO HAa CHOTBETCTBUETO, ITOCOYEHO B IiaBa |
ot npunoxkenne [X. Kato npyra Bb3MOKHOCT MPOU3BOAUTENIAT MOXKE Ja
u3depe 1a M3BBPINM OLCHABAHE HA CHOTBETCTBHETO CBIVIACHO IOCO-
9eHOTO B 4acT A ot npuioxenne XI.
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9. B oponbiaHeHHWEe KbM IPOLEAYPUTE, MPHIOKHMU CBIJIACHO
naparpad 3, 4, 6 win 7 OT HACTOSINMS YIEH, 3a H3JACIHUATa [0
unedn 1, maparpad 8§, mbpBa anMHes ce INpuilara M IpoLeaypata,
mocoyeHa B pa3gen 5.2 or mpmnoxkenue [X wiam B pasgen 6 ot
npuiioxkenue X, coopes ciydas.

10. B [fombiaHeHHE KbM MPOLEAYPHUTE, TPHIOKUMU CBIJIACHO
naparpad 3, 4, 6 waum 7 OT HACTOAUIMSA WICH, 3a H3JCIHATA,
O6XBaHaTI/I OT HaCToAlHA PEriIaMEHT B CBOTBCTCTBUE C HIICH 1,
naparpad 6, OykBu €) win x) U wieH 1, maparpad 10, mbppBa anuHes,
ce mpuiiara M Inpolenypara, HocodeHa B pasnen 5.3 oT npunoxenue X
WIK B pazfen 6 oT IpuiIokKeHHe X, CIopel Ciydas.

11. B JombiHeHWE KbM TNPOLCAYPUTE, TNPHIOKUAMU CBHIIACHO
naparpad 3, 4, 6 wmnm 7 OT HACTOSIIMS WICH, 33 H3JIEIUATA,
CBCTaBEHH OT BELISCTBA MJIM KOMOMHAIIMU OT BEUIECTBA, KOUTO ca Mpea-
Ha3HAueHH Ja OBJAT BBBEICHH B YOBELIKOTO TSJIO MPE3 TEJIECEH OTBOP
Wik na ObAaT MPUIOKEHH BBPXY KOKaTa M KOUTO ce abcopOupar or
YOBEMIKOTO TSUIO WJIM CE Pa3lpPbCKBAT JIOKAIHO B HEro, ce Ipuiara u
mpoleaypara, mocoueHa B paszznen 5.4 ot mpuioxkenue [X wim B
pazzmen 6 OT mpHiIOXKeHHe X, CIIOpel CiTydasl.

12.  JIppxkaBaTa 4iIeHKa, B KOATO € YCTaHOBEH HOTUQHULUPAHUAT
OpraH, MOXX€ Ja W3UCKBAa BCHYKH WJIM OIPEIETICHH JOKYMEHTH, BKIIIO-
YUTEIHO TeXHHYECKaTa JOKyMEHTAlUs, JOKJIaJIUTe OT OJHT, OLICHSBAHE
U TPOBEpKa BBB BpbB3Ka C mpouenypure no maparpadpu 1—7 u 9—I11,
na  Obmatr HanmuyHM Ha odunuaneH(u) e3uk(uu) Ha Cpro3a,
oIpeAeneH(M) OT TasW Abp)KaBa WICHKA. AKO HAMa TakoBa W3HCKBaHE,
MTOCOYCHHUTE JTOKYMEHTH TpsiOBa a OBJAT HAIMYHHU HAa OPUIHAICH e3HK
Ha Cplo3a, IPHEMIIUB 32 HOTH(OUIMPAHUSI OpraH.

13.  3a wuzmenmara 3a KIMHAYHO HW3MHTBAHE C€ TpPHIIAraT H3WUCK-
BaHUATA, IPEIBUICHU B WileHOBe 62—S81.

14.  Upe3 akroBe 3a um3mbaHeHne Kowmucusra Moxe aa ompenesns
noJpoOHUTE TMpaBWja M TPOLEAYPHUTE acleKkTH C 1eJd Ja ce
rapaHTHpa XapMOHH3UPAHOTO IpHIaraHe OT HOTH(UIMpaHUTE OpPraHd
Ha TPOILEJypUTE 3a OLEHSBAaHE HA CHOTBETCTBHUETO MO OTHOIICHHE Ha
CJIC[IHUTE aCHEKTH:

a) gecTtoTaTa M B3€MAaHETO Ha M3BAJKH MPH OICHSBAHE HA TEXHHYECKATa
JIOKYMEHTAIMsi Bb3 OCHOBA Ha IIPEICTABUTENHU 0O0pa3lUM ChHIVIACHO
pazmen 2.3, Tpera ammHess W pasfen 3.5 or mpunoxkenue IX 3a
m3aenuara ot kimacose Ila u Ilb, a 3a m3menuara ot kmac Ila —
ceraacHo paszen 10.2 ot npunoxenue XI,;

0) MUHMMaJIHaTa YECTOTa Ha BHE3AIHUTE OJUTH Ha MACTO B 3aBOAMTE U
HN3IIUTBAHUsATA Ha O6p3.3[ll/l, KOUTO C€ MU3BLpIIBAT OT HOTI/I(i)I/ILII/I-
paHUTE OpraHdW ChIIAcHO paszen 3.4 ot mpwioxenwne [X, kato ce
OTYMTAT KJIAChT B 3aBUCHUMOCT OT PUCKa M THUIIBT H3JIEIIHUE,;

B) ¢u3uueckute, 1a0OPaTOPHUTE WIH APYTHUTE H3MUATBAHHUSA, KOUTO
HOTU(UIMPAHUTE OPraHU TPsIOBa Ja M3BBPIIBAT MPH WU3IUTBAHUATA
Ha 0Opa3ly, OICHSBAHETO HAa TEXHHYECKaTa JOKYMEHTAallUs M
W3CIeIBAHETO HAa TWma cbotacHo pasgenmn 3.4 uw 4.3 ot
npunoxenue 1X, pazgen 3 or npunoxenue X U pasgen 15 or
nputoxkenue XI.
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AxTOBETE 3a U3II'BJIHEHUC, NIOCOYCHU B IIbpBa aJIMHEA, CC€ IIpUeMar B
CHOTBETCTBHE C MPOIEeAypara MO pasriexiaHe, MocoueHa B wieH 114,
naparpad 3.

Ynen 53

Yyactne Ha HoTHGHIMpaHHTE OPraHM B NpOUEIypUTEe 32
OlleHsIBAHE HA CHOTBETCTBHETO

1. Koraro mpomemypata 3a OIEHSBaHE Ha CHOTBETCTBHETO Hallara
YYacTHETO Ha HOTU(HIHUPAH OpraH, MPOU3BOAUTEIST MOXE 1A MOAAJC
3asBJICHHE 10 HOTH(HMIMpPAH OpraH Mo CBOW HM300p, MpHU YCIOBUE Y€
M30paHUAT HOTH(ULIUPAH OpPTaH € ONpeelieH J1a U3BbPIIBA JEHHOCTUTE
II0 OLCHABAHC Ha CbOTBETCTBUECTO BBB BPH3Ka CbC CHbOTBECTHUTE TUIIOBE
n3genus. [Ipou3BOAMTENSIT HE MOXeE Ja TOoAaBa eIHOBPEMEHHO
3asBICHHE W JIO Jpyr HOTUQUIMPAH OpraH 3a eAHa W Chlla
Ipoleaypa Mo OLEHsIBaHE Ha CHOTBETCTBUETO.

2. CbOTBETHUAT HOTUQHUIMPAH OpraH WHPOpPMUPA Upe3 eJIeK-
TPOHHATA CHUCTEMa MO WieH 57 OCTaHATUTE HOTH(GUIMPAHU OpraHH 3a
BCEKH MPOU3BOIUTEI, KOUTO OTTEININ 3asABJICHUETO CH IPEIH B3EMaHETO
Ha pelIeHne OT HOTH(UIMpPaHHs OpraH BHB BPB3Ka C OLCHABAHETO Ha
CBbOTBETCTBUCTO.

3. Koraro mojaBar 3asBieHHE A0 HOTU(HIMPAH OPraH ChIVIACHO
maparpad 1, OpOM3BOAWTENHMTE 3asABSIBAT Oajdd Ca OTTEIJIMIN 3asB-
JICHUETO CH J0 JpYr HOTH(QUIMpAaH OpraH TMpemd B3EMaHETO Ha
pelIeHHe OT BBIPOCHUS HOTH(GUUMpAH OpraH ©  MPEHOCTABST
uH(OpMaIs 32 BCSIKO MPEIXOTHO 3asBICHUE 33 CBLIOTO OICHSIBAaHE
Ha CHOTBETCTBHETO, IO KOETO € OMJI MOCTaHOBEH OTKa3 OT APYr HOTH-
(durmpan opras.

4.  HotuduuupaHUIT OpraH MOXKe Ja H3HMCKBa BCSKAaKBa HH(POpMAIUI
WIA JIaHHH OT TPOU3BOJIUTENS, HEOOXOJMMH 32 IPABUIHOTO
M3BBpIIBAHE Ha wu30paHaTta mpoLexypa 3a OIEHSBaHE HA CBOT-
BETCTBHUETO.

5.  HoTu¢punupaHute OpraHd U TEXHHUIT MEPCOHAT OCHIIECTBIBAT
JIEHHOCTUTE IO OLEHSIBAHE HA CHOTBETCTBHETO C HaW-BMCOKA CTEIECH
Ha TNpoQecHOHaTHa IOYTEHOCT W C HEeoOXOomUMaTa TeXHHYEeCKa |
HayYHa KOMIICTEHTHOCT B CBHOTBETHaTa o0JacT M He TpsAOBa ga ca
00eKT Ha HUKaKbB HATHCK, HHWTO Ja IMOJydYaBaT KAaKBUTO H Jia €
obmnaru, ocoOeHO (UHAHCOBM, KOMTO MOTraT Ja TOBJIHSAAT Ha TIXHATa
MperieHka WM Ha pe3yJTaTUTE OT TEXHWTE IEHHOCTH IO OIEHsABaHE
Ha CHOTBETCTBUETO, MMO-KOHKPETHO MO OTHOIICHHE HA JIUIA WM TPYITH
C MHTEpPEC OT PEe3yNITaTUTe OT TE3W IEHHOCTH.

Ynen 54

[poueaypa mo KoOHCYJTAHMs OTHOCHO KJIMHHYHATA OLEHKAa 3a
onpeneneHu usaeaus ot kJjaacose Ilb u III

1. B nombiHEeHHE KbM HNPUIOKHUMHTE CBIJIACHO 4WiIEH 52 mpouenypu
HOTHQUIMPAaHUAT OpraH cjielIBa M MpolLexypara IO KOHCYNTaunus
OTHOCHO KJIMHMYHATA OIEHKA, YCTAHOBEHA B pa3zien 5.1 oT mpuiioxeHne
IX wnu B pasmen 6 ot mpuitokeHne X, CIOpen Cirydasi, KOraTo OLICHSIBa
CHOTBETCTBHETO HAa M30POCHHUTE IMO-A0JIy W3ICIIHSL:

a) uMIUTaHTupyeMu m3aenus ot kiac Il n

0) akTUBHM MeNWIMHCKH wm3fenus oT kimac IIb, mpemHazHadeHw 3a
MPWIOKEHHE W/WIM OTICNSHE Ha JIEKAPCTBEH NPOAYKT, MIOCOYECHU B
pasgen 6.4 (mpaBwio 12) ot mpunoxkenue VIII.
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2. Ilpouenypara no nmaparpad | He ce U3UCKBa 3a IIOCOUCHUTE B HETO
M3

a) MpU MOJHOBSIBaHE Ha CEPTUHKAT, H3JaJCH B CHOTBETCTBHE C
HACTOSIIUS PETJIAMEHT;

0) KOraTo HM3IENHETO € IMPOSKTHPAaHO dYpe3 BHACSHE Ha IMPOMEHH B
u3genye, KOETo Bede ce INpeljara Ha Masapa OT ChIIUA IPOU3-
BOIWTENl CHC CHUOIOTO NpeIHAa3HAUCHHE, aKO MPOU3BOIUTEIAT €
JIOKa3aJl MO 3aJ0BOJIUTEICH 3a HOTUGHULUUPAHUS OpraH HadMH, ue
NPOMEHNTE HE OKa3BaT OTPHUIATENHO BB3AEHCTBHE BBPXY CBHOT-
HOIICHUETO MEXIy IOJ3HTE W PUCKOBETEC Ha M3IENUETO; MM

B) KOraTo MNPHHLUMUINTE Ha KIMHUYHATA OLIEHKA Ha THIIA WM KaTe-
ropusita u3zgenus ca pasriaenanu B OC, mocouyeHa B wieH 9, a HOTH-
(UUMpaHUAT OpraH TOTBBPAM, Y€ KIMHHYHATA OICHKA Ha IPOU3-
BOJUTEJI 3a TOBa M3JeNMe € B ChOTBETCTBHE ¢ Ipmioxumara OC
3a KJIMHUYHA OIIEHKa Ha TO3M THIl H3[EIIHe.

3.  HoruduumpaHusar opraH yBeAOMsBa KOMIIETEHTHHTE OpTaHH,
opraxa, oTrosapsm 3a HoTH(UUUpaHuTe opraHu, u Komwucusra upes
eJICKTPOHHATA CHUCTEMa, MIOCOYCHa B WiIeH 57, 3a TOBa janu TpsOBa ja
ce mpuiara mpouexypara no maparpad 1 ot Hacrosmus wieH. Tosa
yBEOOMJICHHE C€ TpHIpYyXKaBa OT JOKIax OT OLEHABAaHETO Ha
KIIMHUYHATa OICHKA.

4.  Komucusra mpaBu TOAMIIECH Iperyief Ha M3IENHATa, 3a KOHTO Ce
Ipuiiara npoueaypara, omucana B paszeln 5.1 ot npunoxenue IX uiu B
paszzmen 6 ot mpuioxkenne X. ['OOUIIHUAT mperyien BKIOYBA YBEAOM-
JeHHATA CHITACHO Maparpad 3 oT HacTOSAMmMA WiIeH U pasmen 5.1, Oyksa
o) ot npuiaoxeHue IX, kakTo u n30posiBaHE Ha CiyyauTe, B KOMUTO
HOTU(GUIMPAHUAT OpPraH He € CIeABal NPENOpPHKUTEe Ha eKCIIepTHaTa
rpyna. Komucusita mpeacrtass mperiena Ha EBpomneiickust mapiaMeHT,
Ha CpBera u Ha KI'MU.

5. Jo 27 wmait 2025 1. Komucuara wu3rotBs [IOKJIaJ OTHOCHO
JEHCTBUETO HAa HACTOSAIIUS WIEH U ro IpeiacraBs Ha Epomneiickus
napiaMeHT U Ha CobBera. B foknaza ce B3eMaT mpenBui U3BbPIICHUTE
TOMUIITHY TIPETIean U IpuioxunmuTe npernopska Ha KI'MHU, xoraro nma
TakuBa. Bb3 ocHoBa Ha TO3M Jokinan Komwucusra BHacs, ako € HeoO-
XOJIMMO, TPEIOKEHUS 32 U3MECHEHHE Ha HACTOSIINS PEerJIaMeHT.

Ynen 55

MexaHu3BbM 32 KOHTPOJ HA OLEHSIBAHETO HAa CHOTBETCTBHETO Ha
onpeneneHu usaeaus ot kjaacose IIb u IIT

1. HorudunupaHuaTr opraH yBeJOMsSBa KOMIICTCHTHHTE OpraHU 3a
CepTU(QHKATUTE, KOUTO € H3Jall 3a W3JCIHs, YUETO CHOTBETCTBUE €
Omw1o oLeHEeHO chINIacHO wWieH 54, maparpad 1. YBemomsiBaeTo ce
U3BBPIIBA Ype3 €JIEKTPOHHATA CUCTEMa MO wWieH 57 M BKIOYBA PE3I0-
MHUpaHaTa WH(OpMalus BHB Bpb3Ka C 0E30MMaCHOCTTa M KIMHUYHOTO
JEHCTBUE CHINIACHO 4WiIeH 32, HOKJIaabT OT OICHSBAaHETO OT HOTU(U-
LUpaHUsl OpraH, WHCTPYKUMHUTE 3a ymnorpeba mo pasmen 23.4 or
npuwiokeHue I, W, Korato € NPHIOKHMO, HAayYHOTO CTAHOBHIIE Ha
TPyIUTe €KCIepTH, MocodeHu B pazfen 5.1 ot mpunoxkenue IX wmm B
paznmen 6 oT mpmiIokeHne X, cropen ciydas. B ciydait Ha pa3nmmyHH
MHEHHS Ha HOTH(UIMPAHUA OpraH U IPYIMTE EKCIEPTH Ce BKIIOYBA U
IbJIHa 000CHOBKA.
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2. KowmmereHTHure opraHu u, Korato € mpuioxumo, Komwucusra
MoraT TpH OCHOBaTeIHH OIACeHHWsS Ja TMpuiaraT IOMBJIHUTEIHA
NpoLeaypH B ChOTBETCTBUE C wieH 44, 45, 46, 47 unu 94 u ako ce
CMETHE 32 He00XOJIMMO, J1a B3eMaT MOAXOASIIN MEPKU B CHOTBETCTBHE C
wieHoBe 95 u 97.

3. KI'MHM u — xoraro e npunoxumo — Komucusita morar npu
OCHOBATEJIHYU OIIACEHHMs J1a IIOMCKAT HAyYHO CTAHOBHUILE OT €KCIEPTHUTE
rpynu 3a 0e30MacHOCTTa M JEeHCTBHETO Ha JAJCHO H3ZeINHe.

Ynen 56

Ceprudukaru 3a cbOTBETCTBHE

1.  Cepruduxarure, H3NaACHA OT HOTH(OHIUPAHH OPraHH CHITACHO
npuioxkenust X, X wu XI, ca Ha odunmanen e3uk Ha Cplo3a,
ompesielleH OT Abp)KaBaTa WICHKA, B KOSATO € yCTAHOBEH HOTH(HIH-
PaHUAT OpraH, WIM Ha oduiuaneH e3uk Ha Cbro3a, IPUEMIIUB 32 HOTU-
¢uupanus opraH. MHHUMAITHOTO ChABp)KAHUE HA CepTH(HKATUTE €
yCTaHOBEHO B mpuioxenue XII.

2.  CeprudukaTuTe ca BaJMIHU 3a YKa3aHHS B TSAX CPOK, KATO TOH HE
HaAXBBPIIA neT roguHu. Ilo MckaHe Ha MPOU3BOAUTEINS BAIMJHOCTTA Ha
cepTuduKaTa MOXe Ja ce YABIDKH 3a JIOIBIHUTENHH CPOKOBE, BCEKU OT
KOMTO HE HaAXBBpJsA IeT TIOJAWHH, Bb3 OCHOBA Ha IOCIEIBAIIO
OLIEHABAHE CBIVIACHO NPUJIOKHMMUTE NPOLELYPU 33 OLCHABAHE HA ChOT-
BETCTBUETO. Besko mombiaHeHHE KBM CepTH(HKAT OCTaBa BaTHIHO MO
U3THYaHE Ha BAJIUJHOCTTA HAa CHOTBETHUS CEPTU(UKAT.

3. Hortuduumpanure opranm Morar Ia HajaraT OTPaHHYCHUS BBHB
Bpb3Ka C IPEIHA3HAUYEHUETO Ha [JAJEHO H3JEIHe A0 OIpeelICHU
rpyny mnaqueHTH WK AJa U3UCKBAT OT IPOU3BOJUTCIIUTE Aa HU3BbBpHIAT
koHkpetHu mnpoyuBanusi 3a KIIIIII B cworBeTcTBHE € uYact b ot
npunoxenue XIV.

4.  Koraro HOTHGHIHMPAaH OpraH yCTaHOBH, Y€ HPOU3BOIUTCIST €
mpecTaHaj Ja OTroBaps Ha W3MCKBAHMATA 10 HACTOSIIMS PETJIAMEHT,
BBb3 OCHOBA Ha IMpPHUHIHUIIA HA TTPOTIOPIHUOHATITHOCT TOM cripa )IeﬁCTBHeTO
WM OTHEMa H3[aJeHus CepTU(UKAT WIM Hajlara OTPAaHHUYCHHS BBPXY
HEro, OCBEH KOraTo ChOTBETCTBHETO C M3HUCKBAHUSITA CE OCUTYPH HUpe3
MOAXOMAIIO KOPHIHPAIIO JICHCTBHE, KOETO MPOU3BOMUTEISIT Mpe/-
IpueMa B paMKMTE Ha MOAXOISIL CPOK, ONpeAeieH OT HOTUGHIUPAHUST
oprad. Hotudpuuupanusat opran o00OCHOBaBa PELICHHUETO CH.

5.  Hortuduuupanusar opraH BbBeXJa B €ICKTPOHHATa CHCTEMa II0
yneH 57 BcsAka HHpOpMaMA 3a HU3JaJEHHTE CEepTHOHUKATH, BKIIO-
YUTETHO TEXHUTE W3MCHEHMS ¥ JONBJIHEHHSA, KaKTO W 3a cepTudu-
KaTuTe, 4UcTO ﬂCﬁCTBMe € CIIpsAHO WJIM KOUTO Ca BB3CTAaHOBCHHU WJIHU
OTHETH, WIIM YHeTO M3JaBaHE € OTKA3aHO, KaKTO M 3a OTPaHHICHHATA
Ha ceprudukaru. Tazu uHbopManus € AOCThIIHA 3a OOIIECTBEHOCTTA.

6. Ha Kowmucusita ce mpemoctaBs MpaBOMOIIHETO Jla MpHEMa Jeje-
TMpaHU aKTOBE B CHOTBETCTBHE C uieH 115 3a M3MeHeHHe Ha MMHU-
MaJHOTO ChIbp)KaHue Ha cepTudukaTuTe no npuiaoxenue XII, kato
OTYUTA TEXHUYECKUS IPOrpec.

Ynen 57

Enexkrponna cucrema 3a HOTH(QUUMpPaHHUTEe OpPraHd W 3a
ceprudukaruTe 32 CHOTBETCTBHE

1. Kowmucusita, cnen kato ce xoncynrtupa ¢ KI'MU, cw3maBa wu
yOpaBisBa €IEKTPOHHA CHUCTeMa 3a cbhOupaHe u o0paboTka Ha
cienanara UHMopMarys:
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a) CIUCHKA Ha IMOJENCHUATa 1o wieH 37, maparpad 3;
0) cmucbka Ha ekcrieprute no wieH 40, maparpad 2;

B) HH(pOpMaIMATa OTHOCHO HOTH(UKanMATa, IOCOYEHAa B wWieH 42,
naparpad 10, ¥ n3MeHeHUTe HOTU(DUKAIMH, MTOCOYCHH B wieH 46,

naparpad 2;
I) CHMCBbKAa HAa HOTM(ULIMpAaHUTE OpraHu no wieH 43, maparpad 2;
JI) Pe3rOMeTo Ha JoKjIana mo uneH 44, maparpad 12;

e) HoTH(UKalUKUTE 3a OICHSBAHETO HA CHOTBETCTBHETO U CEPTU(H-
KaTuTe 1Mo wieH 54, maparpad 3 u wnen 55, maparpad 1;

JK) CIly4aWTe HA OTHEMAHE WM OTKa3 IO 3asBJICHUSTA 338 CEPTU(QUKATH
o wieH 53, maparpad 2 u pazzgen 4.3 or npunoxenue VII;

3) wuH(popMaluATa OTHOCHO cepTh(UKaTHTE MO WieH 56, maparpad S;

M) PpE3OMETO BBB Bpb3Ka ¢ 0€30MacHOCTTAa M KIIMHUYHOTO JACHCTBHE 1O
yiaeH 32.

2. CnOpanata wu o00paboTeHa upe3 eJIIEKTPOHHATA CHCTEMa
uH(oOpMaIMs € JOCThIIHA 32 KOMIIETCHTHHTE OPraHU Ha JIbp)KaBHTE
unenky, Komucusra, Koraro e meinecbo0pasHo — 3a HOTH(OHIMPAHHUTE
OpraHd W, KOrato TOBa € MpPEABUACHO B JpPYrH pasmopendu Ha
Hactosimust pernameHT win B Pernament (EC) 2017/746, 3a obumiect-
BEHOCTTA.

Ynen 58

CMmsiHa Ha HOTl/l(l)I/ll_ll/IpaHI/lﬂ OpraH I10 KeJIaHUuE€ Ha NMPOU3BOAMTEIsA

1. B ciyuaure, Korato nIpou3BOJUTEI IIPEKPATH JIOTOBOPA CU C HOTH-
¢bunupan opraH M CKIIOYM JOTOBOP C JIpyr HOTH(GUUIUpPAH OpraH BBHB
Bpb3Ka C OLEHSIBAaHETO HAa CBOTBETCTBHUETO HA CBILOTO U3JEIUE,
HOApOOHUTE MpaBWia 3a CMsAHATAa Ha HOTU(UIMPAaHUS OpraH sSCHO ce
OIIPECIAT B CIIOpa3yMEHUE MEXAY MPOU3BOIHUTEIS, CIEABAIIUS HOTH-
¢unupan opraH Hu, KOraTto € BB3MOXHO, HOTH(UIMpaHHS OpraH c
W3THYAIIM TpaBoMolius. ToBa crnopasymMeHue oOXBalla Hal-MaiKo
CJICIHUTE aCIEKTU:

a) Jjarara, Ha KOATO CCpTI/I(i)I/IKaTI/ITe, u3JgaacHu OT HOTI/I(i)I/ILII/IpaHI/Iﬂ
Ooprad C U3THYallW ITPaBOMONIWA, CTaBaT HECBAJIWIHU,

0) marara, 70 KOSATO HICHTU(UKAIIMOHHUAT HOMEP Ha HOTU(DHIMPAHUS
OpraH ¢ U3THYAIIM MPABOMOIIMS MOXeE Ja ObJe MocouBaH B UHDOP-
MalysaTa, [PeAOCTaBsSHA  OT  HPOM3BOJHUTEIS,  BKIFOYHMTEIHO
pEeKJIAMHHUTE MaTepUaIH;

B) NPEXBBPIAHECTO Ha OJOKYMEHTUTC, BKIIOYUTCIIHO ACHEKTHUTEC BBB
BpPB3Ka C IOBCPUTCIIHOCTTA U IIpaBaTa Ha COGCTBGHOCT;

F) Jarara, CJICJ KOATO 3aJa4YMTC II0 OLCHABAHC Ha CBOTBCTCTBHUECTO Ha
HOTI/ICI)I/IL[I/IpaHI/ISI Opra” ¢ U3THYalld INPAaBOMOIIUA CE€ IMPEOAOCTABAT Ha
BCTHhIIBAIIMsA HOTI/I(l)I/IIlI/IpaH Opras;

II) TIOCTIEJHUSI CEPUEH HOMEp WM HOMEp Ha NapTHjara, 32 KOUTO HOCU
OTTOBOPHOCT HOTH(GHUIUPAHUAT OPraH ¢ M3THYAIIH ITPABOMOIIHSI.
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2. HoruduuupaHUsT OpraH ¢ M3TUYALIH PABOMOILUS OTHEMA CEPTH-
(ukaTuTe, KOUTO € W3AAT 32 CHOTBETHOTO W3ZENHE, Ha JaTaTa, Ha KOsTO
T€ CTaBaT HEBaJIUIHMU.

Ynen 59

I[eporauml OT mpoueaypurTe 3a OleHABaHEe Ha CbOTBETCTBHETO

1. Upes meporauus oT 4wieH 52 OT HACTOALIMS PErIaMEHT WIM — 3a
nepuoaa ot 24 anpun 2020 r. go 25 maif 2021 r. — upe3 meporauus ot
unen 9, maparpadu 1 u 2 ot Jupekrusa 90/385/EMO wnu ot wieH 11,
naparpapu 1—6 ot dupektuBa 93/42/EMO, npu Haane:xHO o0OoOC-
HOBaHO WCKaHE BCEKM KOMIICTEHTEH OpraH MOXKe Ja paspellaBa
MyCKaHEeTO Ha as3apa WM IyCKaHeTO B JACiCTBHE HAa TEPUTOPHATA Ha
CHOTBETHATa [Ibp)KaBa WICHKAa Ha JaJeHO H3Jellie, 3a KOETO MHpPHIIOo-
KUMHTE TPOIEAYypPH IO IIOCOYCHHTE WICHOBE HE Ca M3BBPIICHH, HO
YHATO ynorpeba € B MHTepec Ha OOIIeCTBEHOTO 37paBe M Oe3omac-
HOCTTa WM 3APaBETO Ha MalHEeHTHUTE.

2.  wpxaBata wieHka wuHpopmupa Komucusata u ocraHamure
IbpKaBU WICHKU 3a BCAKO PEIIEHHE 3a pas3pellaBaHe Ha IIyCKAaHETO
Ha Ta3apa WIM IyCKaHEeTO B JAEHCTBHE Ha H3IeNe B CHOTBETCTBHE C
naparpadg 1, KoraTto paspelleHHeTO ce IpejocTaBs 3a yHorpeoda,
pasnuyHa OT ynoTpebara NMpH €AWH IaIUeHT.

JbpxaBata uneHka Moxe nga wuHpopmupa Komwucusata u apyrute
IbPKaBH WIEHKH 3a BCSKO pa3pelieHHe, NaJeHO B CHOTBETCTBHE C
wieH 9, maparpadp 9 or HupextuBa 90/385/EMO wmu unen 11,
naparpad 13 ot upexrua 93/42/EVO mnpenu 24 anpun 2020 .

3. Ml Cren ysenomssaHe 1o maparpad 2 oT HACTOSIIUA WiIEH, B
M3BBHPEIHN CIy4au, CBbpP3aHU C OOIIECTBEHOTO 3/paBe WM Oe3orac-
HOCTTa WJIU 3[paBeTo Ha mHanueHTuTe, Komucusra Moxe upes3 akToBe 3a
M3IBIHEHNE J1a pa3lInpsiBa 32 OrpaHUYEeH CPOK NEWCTBHETO Ha paspe-
MICHUETO, JaJICHO OT Jbp)KaBa WICHKA B CHOTBETCTBHE ¢ maparpad 1 ot
HACTOSIIMS YJIeH, WK ako € AaneHo npenu 24 ampun 2020 r. chriiacHo
unen 9, maparpad 9 ot dupexrusa 90/385/EMO wnu unen 11, maparpad
13 or [upektuBa 93/42/EMO, Taka 4ye na oOXBaHE TepUTOpUATA Ha
Cpro3a, U J1a OmpeAeNs yCIOBHUSATa, NPH KOUTO HM3IETHETO MOXE Ja ce
IyCcKa Ha Ma3apa WU Iycka B JeiicTBue. Te3u akToBe 3a U3N'bIHEHHE Ce
IpUeMaT B CHOTBETCTBHE C MpoLenypaTa MO pasriekaaHe, MOCouYeHa B
wieH 114, maparpad 3. 4

B cmemHm cmydam W OpH HAamIeXXHO OOOCHOBAaHM HAJIOXKUTEIHH
IOpUYUHU BbB Bpb3Ka CBbC 3[paBETO U OE30IACHOCTTA HAa XOpaTa,
Kommucusra mpuema akToBe 3a M3IBIHEHHE C HEe3a0aBHO IPHIOKEHHE
B CHOTBETCTBHE C IIPOLERypaTa, IocodeHa B wieH 114, maparpad 4.

Ynen 60

CepTuduxar 3a cBo6ogHA npoga:kda

1. 3a menuTte Ha W3HOCA M MO MCKAaHEe HA TPOU3BOJMTEN WU YIIBJI-
HOMOLIICH MPEICTABHUTEN AbpKaBaTa WICHKA, B KOSNTO MPOU3BOAUTEIST
WK YITIHOMOIICHHUST MPEICTABUTEl MMa PETHCTPUPAHO MSCTO Ha
CTONAHCKa AEWHOCT, M3JaBa cepTUHUKAT 3a cBOOOAHA mnponxaxba, ¢
KOWTO C€ yIOCTOBEpsBA, Y€ MPOW3BOAUTEISAT WM YITBIHOMOLICHHST
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IpEeICTaBUTEN, CIIOPE] CiIydas, UMa PETUCTPUPAHO MSCTO HA CTOIMAHCKA
NEHHOCT Ha HEWHaTa TEPUTOpWS W Y€ CHOTBETHOTO W3IENIHE C
MmapkupoBka ,,CE“, HaHeceHa CBITIACHO HACTOSIIUS PErJIaMeHT, MOXe
ma ce mpemara Ha mazapa B Cwro3a. B ceprudukara 3a cBoOomHa
npopaxba ce mocousa 6azoBusr UDI-DI Ha uznenumero, mpenocraBeH
Ha Oasara manHu 3a UDI ceriacHo umen 29. Korato Hotudummpan
opran ¢ u3nan ceprudukar mo wieH 56, B ceprudukara 3a CBOOOIHA
npojaax0a ce oCoYBa YHUKAJIHHUAT HOMEP 32 MIACHTU(PHUIMpPAHE HA TO3U
cepTHU(HKAT, KOWTO ce W37aBa OT HOTU(HUIMPAHUSA OpPraH, KakTo ¢
nocoue”o B riasa lI, pazgen 3 or npunoxenune XII.

2.  Upe3 akrtoBe 3a wm3NbIHEHHEe KOMHCHITa MOXE Ja YCTaHOBU
oOpazeny Ha ceprudukaTuTe 3a CBOOOAHA MpoAaXkda, Karo B3eMe
MPEJBUl MEKAyHApOHATA TPAKTHKA [0 OTHOIICHHE HAa H3MOJI3BAHETO
Ha cepTu(UKaTUTE 32 cBOOOHA MponaxOa. Te3n akToBe 3a M3MIbIHEHHE
ce TMpueMar B CBHOTBETCTBHE C TIpOLEAypaTa IO KOHCYJITHpaHE,
mocoueHa B wieH 114, maparpad 2.

I'IABA VI

KJIMHUYHA OLEHKA U KIMHUYHU U3IIUTBAHUS

Ynen 61

Kiauanyna onmeHka

1.  TloTBBpKIaBaHETO Ha CBHOTBETCTBUETO C NPUWIOKHUMHUTE OOIIN
W3UCKBaHMA 32 0€30MacHOCT W JICHCTBUE, YCTAHOBEHU B MPUIIOKEHHE I,
[IpU HOPMAaJHHU YCIOBHS Ha ymoTrpeda HA HU3AENHETO IO MpeaHa3-
HaueHHe, KaKTO M OICHKAaTa Ha HEXEIaHUTE CTPAHWYHU e(EeKTH M Ha
MIPUEMIIMBOCTTA HAa CBHOTHOIIEHHETO MEXIy IIOJI3UTE M PHCKOBETE,
nocoueHo B pazgend | u 8 or mpunoxeHue I, ce ocHoBaBar Ha
KJIMHUYHU JJAHHU, OCUTYpsIBallld JOCTaTbUHO KIMHUYHU JOKA3aTeJICTBa,
BKJIFOYHMTENIHO, KOTaTO € IPHUII0KHMO, CHOTBETHHUTE HAHHU CBITACHO
npuinoxxenue 1.

ITpousBoauTENAT YTOUHSIBA U OOOCHOBAaBAa HUBOTO HA KIMHUYHUTE JOKa-
3aTeNCTBA, HEOOXOIUMH 3a JIOKa3BaHE HA CHOTBETCTBHE C IMPHIOKUMHTE
00IIM M3UCKBaHUSA 3a O€30IacHOCT U AeficTBHe. HUBOTO Ha KIMHUYHHTE
JI0Ka3aTeNCcTBa TPsAOBA [ja € MOAXOJANIO MPEABU]l XapaKTEPUCTUKUTE Ha
U3CJMETO M HErOBOTO NpeIHAa3HAUYCHHE.

3a Ta3y 1en NPOU3BOJAUTENINTE IUIAHUPAT, U3BBPIIBAT U AOKYMEHTHPAT
KJIMHMYHA OLEHKA B CBOTBETCTBUE C HACTOSIIMA YI€H M 4acT A OT
npunoxenune XIV.

2. 3a Bcwuku wm3genus ot kiac Il m 3a msgenmmsta or kmac IIb,
nocoueHu B wieH 54, maparpad 1, Oyksa 0), mpeau U3BBPIIBAHETO HA
KIMHAYHA OIEHKA W/MIM W3MHTBAHE IPOM3BOAUTENAT MOXE Ja ce
KOHCYITUpa ¢ TIpyla eKCIepTd cbriuacHo uneH 106, ¢ men na ce
HampaBy IIperje], Ha CTpaTerusTa Ha IIPOM3BONUTENS 3a THPCEHOTO
KIMHUYHO Pa3BUTHE U MPEATOKECHUATA 32 KIMHUYHO M3nuTBaHe. [Ipons-
BOJUTENAT HAIJIEKHO B3eMa NpPEBHU] MHEHHATA Ha IpylaTa eKCIepTH.
ToBa ce mokymeHTHpa B JOKJIaja 3a KIMHMYHATA OICHKA, MOCOYCH B
naparpad 12 OT HacTOSIUS 4IEH.

[IpousBogurensT He MOXKEe Ja yepHH IpaBa OT MHEHMATA Ha Tpynara
eKCIepTH BBB Bpb3Ka C ObJelia Ipoleaypa 3a OLEHSBAaHE Ha CHOT-
BETCTBHUETO.

3. KiunudHata omeHKa clieiBa ompejnerneHa u no0pe o0OCHOBaHA B
METO/IOJIOTUYHO OTHOIICHUE TpOLEeAypa Bb3 OCHOBA Ha CIIEIHUTE
ACIIEKTH:

a) KpUTHYHA OLIEHKA HA ChOTBETHATA Hay4Ha JIUTEPaTypa, HATMYHA KbM
MOMEHTa, OTHOCHO 0€30IacHOCTTa, JIeHICTBUETO, MPOEKTHUTE Xapak-
TEPUCTUKH W TPEJAHA3HAYCHHETO Ha M3JEIMETO, KOraro ca
U3IIBJIHEHU CJIETHUTE YCIIOBHUSA:
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— JI0Ka3aHO €, 4€ HU3JCIUCTO IOMJICKAIIO0 Ha KJIMHHWYHA OLCHKa 3a
HETOBOTO IIPCAHA3HAYCHHUEC € CKBUBAJICHTHO Ha H3ICIHUCTO, C
KOCTO Ca CBBbpP3aHU HAHHUTE CHITIACHO pa3acil 3 or MIPUJIOKCHUE
XIV, u

— JIaHHUTE B 33JI0BOJIUTEIHA CTENEH I0Ka3BaT CHOTBETCTBUETO C
MIPUJIOKUMHUTE OOIM HU3MUCKBaHHS 3a 0E30MACHOCT U JICHCTBUE,

0) KpUTHUYHA OLIEHKA Ha pe3yJTaTUTEe OT BCHYKM HAJIMYHM KIMHUYHU
M3IUTBAaHHSA, B KOSTO C€ OTYMTA HAJICKHO Jalld HM3IMHUTBAHMATA Ca
W3BBPIICHN CHIIIACHO wWieHoBe 62—80, aKTOBETe, MPHUETH CHIIIACHO
e 81, u npunoxenue XV; u

B) pasrtiICKaAaHe Ha HAJUYHUTC 3a TasW LECIT aITCPHATUBHU METOON 3a
JICUCHUC, aKO MMa TaKHBa.

4.  3a uMIUIaHTHpyeMuTe wu3fenus u wm3aenusta ot kimac Il ce
W3BBPUIBAT KIIMHUYHHU M3MHUTBAaHUs, OCBEH KOraTo:

— U3AEIMETO € MPOEKTUPAaHO 4Ype3 BHACSIHE Ha NPOMEHHM B M3JIEIIHeE,
KOETO BeYe ce Ipelylara Ha Ia3apa OT ChIIUS MPOU3BOJHUTEN;

— 3a IPOMEHEHOTO M3JenHe € OWI0 JOKa3aHO OT NMPOM3BOAUTEN, Ue €
€KBUBAJICHTHO Ha MPEAIaraHOTO Ha Ma3apa U3JejHe, B ChbOTBETCTBHE
¢ pazznen 3 ot npwioxkenue XIV u Te3u goka3zaTencTsa ca NpUeTH OT
HOTU(UIMPAHUS OpPTaH; W

— KJIMHHWYHaTa OHNCHKa Ha MNpeHjlaraHoToO Ha Ia3apa H3ACIUC €
J0CTaTpb4yHa, 3a Jda C€ JOKa)XE€ CBOTBCTCTBUETO Ha IIPOMEHCHOTO
nu3aeine C¢ NpUIOKHUMHUTE U3UCKBAHUA 3a 0€301IacHOCT U JIeNCTBHE.

B Te3u ciyyan HOTHGUUMpPAHHAT OpraH HPOBEpsABA Jalu IUIAHBT 32
KIITIIT Ha IpOMEHEHOTO W3ZEHe € MOAXOIAIl U BKIKOYBA MIPOYYBAHUS
clell TyCKaHe Ha Maszapa C IeJ JOoKa3BaHe Ha 0e30macHOCTTa u
IEHCTBUETO HA HU3IEIIMETO.

OcBeH TOBa B CilydauTe, IIOCOYEHHU B maparpad 6, He € HeoOX0auMo Ja
ce TPOBEKAAT KIMHUYHH M3MHUTBAHMUSL.

5. IIpom3BomguTensT Ha WU3JENHE, 3a KOETO € JI0KAa3aHO, Y€ € EKBHBA-
JIEHTHO Ha BedYe IpeajaraHo Ha Ias3apa H3Aeliue, KOeTO He € MpOoH3-
BEJICHO OT ChIIMS MTPOU3BOIUTE], MOXKE Ja Ce M030BaBa Ha maparpad
4 c ornen NMpoOBEXJaHETO Ha KIMHUYHO H3MUTBAHE, aKO OCBEH HM3UCK-
BaHUATA HA MOCOYCHHs maparpad ca M3MBJIHEHH U CICTHUTE YCIOBHS:

— JiBaMata IMpOn3BOAUTEIN UMAT AOTOBOD, KONTO HU3PUYHO IPEAOCTaBA
Ha IPOU3BOAUTEIIA HA BTOPOTO MU3ACIIUEC IIBJIEH U MMOCTOAHEH NOCTBIT
JA0 TEXHUYECKAaTa NOKYMCHTAUUA; U

— IIbpBOHAYaJIHATa KJIIMHWYHaA OILICHKa € M3BBPIICHA IIPHU CIIa3BaHC Ha
HN3UCKBAaHUATA HAa HACTOAIIUA PETIIAMCHT,

U TIPOU3BOAMTEIAT Ha BTOPOTO M3JENHe NPEICTaBH HAa HOTUGHULIUPAHUSI
OpraH sCHHU JOKAa3aTeJICTBA 34 M3IBIHCHUETO HA TOPHHUTE YCIIOBHA.

6. I3uckBaHeTo 3a TpOBEXKJAaHE Ha KIMHUYHU W3IUTBAaHUS 110
naparpad 4 He ce mpwiIara 3a UMIUIAHTUPYEMHUTE W3JCIHAS U
u3nenuara ot kiac 1, kouro:

a) ca 3aKOHHO IIyCHATH Ha I1a3apa WIH B [ICHCTBHE B CHOTBETCTBHE C
JupexktuBa 90/385/EMMO wmm  HdupektuBa 93/42/EMMIO w umsto
KJIMHUYHA OIICHKA:

— C€ OCHOBaBa Ha AOCTAaTb4YHO KIMHWYHHU AJaHHHU H

— CBOTBETCTBA Ha MNpuiIoKuUMaTa HponaykroBa OC 3a KIMHHYHA
OIICHKA Ha TO3W THI M3JeHe, KoraTto ¢ HanugHa Takasa OC; mim
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0) mpeACTaBNIsABAT XHUPYPTrHUECKHM KOHIM, CKOOM, CTOMATOJIOTUYHHU
3ambJIBallld  MaTepUalyd, CTOMATOJOTMYHU CKOOHM, 3BbOHHM KOPOHKH,
BHUHTOBE, KJIIMHOBE, IUIACTHHH, NMPOBOJHHUIM, NIM(TOBE, KIHUIICOBE H
KOHEKTOPH, YMATO KIMHHYHA OLICHKA CE€ OCHOBAaBAa HA JOCTATHYHO
KIMHUYHA JIAHHH ¥ CBOTBETCTBA Ha MPHJIOXKHMMAaTa IPOJYKTOBA
OC, koraro e HanuuyHa TakaBa OC.

7.  Cnyuawute, Korato nmaparpad 4 He ce mpriara CbrlIacCHO maparpad
6, ce 000CHOBaBaT OT MIPOU3BOAUTENS B JOKJIAJA 32 KJIMHUYHATA OLICHKA
7 OT HOTH(UIMPAHUS OpraH B JOKJIAJA 3a OLEHSBAaHE Ha KIMHHIHATA
OLICHKA.

8. Koraro e 000CHOBaHO OT IJie[iHA TOYKA HA W3IOJ3BAHETO B JAPYTH
WU3JIeNIUsl Ha YTBBPJAEHH TEXHOJOTHH, CXOJHH C TE3H, M3IIOJI3BAaHU B
W3KIIIOUYCHUTE M3/eNHs OT CIUChKa Mo mnaparpad 6, OykBa 0) or
HACTOSIIIMSL WIEH, WJIM KOraTo TOBa C€ HM3HMCKBA OT CHhOOpaKEHHs 3a
3aKpHiIa Ha 3ApaBeTO M 0€30IaCHOCTTa HA MAlUEHTUTE, NOTpeOUTENUTe
WIN JpYTH JIMIa WIM 32 3aliuTa Ha APYTH acleKTH Ha OOIIEeCTBEHOTO
31paBe, Ha Komucusta ce mpenocTaBs NpaBOMOLIMETO Jia IIpUeMa Jelie-
TUpaHU aKTOBE B CHOTBETCTBHE C WieH 115 3a M3MEHEHue Ha CIUCBHKa
Ha M3KJIIOYSHUTE M3IENus 10 WwieH 52, maparpad 4, BTopa aluHes H 10
naparpad 6, OykBa 0) OT HaCTOSALIMA WICH, KaTo 100aBs WM 3ajiMyaBa B
CIHCBbKa IPYrH THUIIOBE HMIUIAHTHPYEMH H3IEIHsS WIH HU3AENUs OT
kiac III.

9. Tlpu mpoayktu 0€3 MEIUIMHCKO NpeAHa3HA4YeHUe, H30poeHH B
npunoxenne XVI, uM3ucKkBaHeTO 3a JOKa3BaHE HAa KIMHWYHA I0J3a B
CHOTBETCTBUE C HacTosdwaTa TiaBa u mnpuwioxeHus XIV um XV ce
THIKYBa KaTO HM3MCKBAaHE 3a JIOKa3BaHEe Ha JEHCTBHETO Ha H3IEIHETO.
KnuHuyHMTE OLEHKM Ha TE3W MPOAYKTH C€ OCHOBAaBaT Ha OTHOCHUMH
JaHHM 3a Oe30MacHOCTTa, BKIIOYMTENHO MJAaHHM OT Haa30pa Clex
nmyckaHe Ha maszapa, ot KIIIIII u, xorato e mpuiIoXKUMO, KOHKPETHH
KIMHUYHA M3MNUTBaHUA. 3a TE3H MNPOAYKTH C€ MNPOBEKIAAT KIMHUYHH
W3MHUTBAHMS, OCBEH aKO HE € HaJUIe)KHO OOOCHOBAHO H3IOJ3BAHETO Ha
CHIIECTBYBALUTE KIMHUYHU JaHHH 32 aHAJOTHYHH HM3/CIHS.

10. be3 ma ce 3acsira maparpad 4, KOrato He Ce CUUTA 3a IEIeCh-
00pa3HO [OKa3BaHETO Ha CHOTBETCTBHETO C OOIINTE W3MUCKBAaHUS 3a
0e30IMacHOCT M JCHCTBHE BBH3 OCHOBA HAa KIMHWYHH JaHHH, IOIXO-
JsmaTa 000CHOBKA 3a MOJO0HO H3KIIOUCHHE Ce MpelocTaBsi Ha OasaTa
Ha pe3yJITaTUTE OT YNPABJICHUETO Ha pHUCKAa OT CTpaHa Ha IPOU3-
BOAMTENIE M BB3 OCHOBAa Ha crenuduKaTta Ha B3aUMOICHCTBHETO
MEXY H3AEIHETO U YOBELIKOTO TS0, OYAaKBAHUS KIMHUYEH pe3yJTar
U TBBPACHUATA HAa MPOU3BOAMTENS. B TakbB ciydall MpOM3BOAUTENST
000CHOBaBa HAJUIEKHO B TEXHHWYECKATa TOKYMEHTAIWs, IOCOYEHa B
npunoxenue II, 3amo cMATa 3a JOCTaTBUHO CHOTBETCTBUETO C
0o0IIUTe M3MCKBaHUS 3a O€30IacHOCT W JAeicTBHE 1a ObJe I0KA3aHO
Bb3 OCHOBAa CaMO Ha pe3yJTaTuTe OT METOAUTE 3a HEKIUHUYHO
M3IHMTBAaHE, BKJIIOYUTEIHO OICHKAa Ha JIEMCTBHETO, H3IHUTBAaHE Ha
CTCH]] ¥ NPEAKIMHUYHA OLICHKA.

11.  KiuauuyHaTa OoneHKa M JOKyMEHTalWsATa BbB BPb3Ka C HeEs ce
aKTyalqu3uparT Ipe3 LeNus eKCIJIOaTallMOHEH CPOK Ha ChOTBETHOTO
u3JieNMe ¢ KIMHUYHUTE JAHHU, MOJIy4E€HH OT M3IIBJIHEHHETO Ha ILIaHa
Ha npousBoautens 3a KIIIIII B ckorBeTcTBHE ¢ wacT b oT mpunoxenne
XIV, u 3a Hajg30p cieq IyCKaHe Ha asapa IO 4ieH 84.

3a uzgenuara ot knac Il m mMmmnanTHpyemurte u3nenus AOKIAABT 3a
ouenka Ha KIIIIII u, ako e mpeaBHUAEHO, pe3toMeTo 3a 6e30MacHOCTTa U
KJIMHAYHATa €(QEKTUBHOCT MO 4WIEH 32, ce aKTyajJu3upar Hal-MajKo
BEAHDBK TOIUIIHO C T€3W ITaHHH.
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12.  KiuHn4HaTa OLIEHKA, PEe3YyJITaTUTE OT Hes M MPOM3THYALIUTE OT
Hesl KIMHUYHM JJOKA3aTelCTBa ce JOKYMEHTHUPAT B JOKJIA[ 33 KIMHUYHA
OLIEHKa, MocoueH B paszzuen 4 ot npuiioxkenue XIV, KOHTO, OCBeH npu
u3jenus, u3paboTeHH MO MOpBbUKA, € YacT OT TEeXHHYecKara HOKY-
MEHTalusl CBhIIACHO mpuioxkeHue II BB BpB3Ka CBbC CBOTBETHOTO
u3JIeIne.

13.  Korato e He0oOX0aMMO 2 ce rapaHTHpa eIHaKBOTO IpUJIaraHe Ha
npunoxkenue XIV, Komucusra, kato oT4nTa HaIJIEKHO TEXHUUYECKUS U
Hay4HUS TPOTPeC, MOXKE Jla IpUeMe aKTOBE 3a M3ITBIHEHHE, JOKOJIKOTO
TOBa € HEoOXOMUMO 3a paspeliaBaHe Ha MNpoOJIeMH, CBBP3aHU C
Pa3IMYHOTO THIKYBaHE W MPUIATAaHETO HA TMpakTHKa. Te3u akToBe 3a
U3MBIIHEHHE C€ TpueMaT B CHOTBETCTBHE C Ipouleaypara 1o
pasriexjaane, nocouena B wieH 114, maparpad 3.

Ynen 62

O61mm H3UCKBaHUsA OTHOCHO KIMHUYHHUTE H3IUTBAHUSA 3a
JOKa3BaHe¢ HA CHOTBETCTBHETO HA HU3JACIUATA

1.  KivHWYHHTE W3NHUTBAHUS ce IUTAHUpAT, paspellaBaT, MPOBEXKIAT,
JOKyMEHTUpAaT M JAOKJIAJBaT B CBOTBETCTBUE C pas3lopelOUTe Ha
HACTOSALIMS wWieH M wieHoBe 63—80, mpuerure B CHOTBETCTBHE C
uyieH 81 akToBe M mpuiokeHHe XV, ako ce MPOBEXJIAT KaTo 4acT OT
KIMHUYHATa OLEHKA 3a OLEHSIBaHE Ha CHOTBETCTBHETO C €IHA WU
[oBe4e OT CIEIAHUTE LEIH:

a) 1a ce YCTAaHOBM M TOTBBPAM, Y€ NpPU HOPMAJIHH YCIIOBHS Ha
yrotpeba H3JenusATa Ce MPOCKTHUpAT, MPOU3BEXKIAT M ONAKOBAT IO
TaKkbB Ha4yMH, Y€ Ja ChOTBETCTBAT HA €JHA WM MOBEYE KOHKPETHHU
1IeJI, U30pOCHU B WieH 2, TOYKa 1, ¥ UMaT NPEABUICHOTO MMOCOYCHO
OT MPOU3BOAUTENS UM JEHUCTBUE;

0) ma ce YCTaHOBAT W TNOTBBPAAT KIMHUYHUTE MO OT J3aJEHO
U3JIeNTe ChIIIACHO IIOCOYEHOTO OT IPOU3BOJAUTEINS MY,

B) /1a c€ yCTAHOBHU M MOTBBPIU KIMHUYHATA OE30IaCHOCT Ha U3MEIHETO,
Jla ce OIpeNeNAT HEeXENaHUTEe CTPaHUYHHU e(pEeKTU IPU HOPMATHU
yCIIOBUSI Ha ymoTpeba Ha M3EIHeTO U Ja Ce MPELEHH JOKONKO Te
ca B paMKMTe HAa MPUEMIMBUS PHUCK CIPAMO MOI3UTE OT Ipel-
BUJICHOTO JEUCTBHE Ha M3JIEJIUETO.

2. Koraro crnoHCOpbT Ha KJIMHHUYHO HW3MUTBAHE HE € YCTAHOBEH B
Cpro3a, TOH TrapaHTHpa, Y€ UMa (PU3MYECKO WM FOPHIUYECKO JIHUIIE,
ycraHoBeHOo B Cblo3a, 3a CBOW mpeacTaBUTEN. TakbB IpEICTaBHUTEIN
OTroBapsl 3a CIAa3BaHETO Ha 3aJBb/DKEHHATa HA CIIOHCOpPA CBITACHO
HACTOSIIMS perjJaMeHT W € ajpecaT 3a BCHYKH CHOOIICHHS 3a
CIIOHCOpA, TMPEIBUACHU B HACTOSIIMS periaMeHT. Besko choOuieHue
JI0 TIPEACTAaBUTENS, Ce CUHMTA 32 CHOOILEHHE IO CIIOHCODA.

IL’I)p)KaBI/ITe YJICHKH Morar Ja 1/1366paT Jla HE IpujiaraT n'bpBa aJluHEs 110
OTHOMICHUE HAa KIIMHUYHW HU3IHUTBAHWA, KOUTO IIC CC ITPOBEKAAT CaMO
Ha TiaXHa TCPUTOPHUA WM Ha TAXHA TCPUTOPHUA U HA TCPUTOpUATA Ha
TpE€Ta AbpiKaBa, aKO rapaHTHpAT, Y€ IO OTHOLICHHUE Ha TOBA KIIMHUYHO
U3NUTBAHE CIIOHCOPBHT HUMaA Hal-MaJIko €HO JIMIE 3a KOHTAaKT, YyCTa-
HOBCHO Ha TsAXHa TCPUTOPHUA, N0 KOCTO Ja CC aapecupar NpeaABUIACHUTC
B HACTOAIIHUA PEIrIIaMCHT C’bOGH.[eHI/Iﬂ 3a CIIOHCOpa.
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3. KHI/IHI/I‘{HI/ITC U3IIUTBAHUA CC l'IJ'laHI/lpaT u l'[pOBe)K)laT 110 TaKbB
HAuWH, dYe TMpaBara, 0€30IaCHOCTTa, IOCTOWHCTBOTO MW OJIaroche-
TOSHHETO Ha YYaCTHUIMTE B TE3W KIMHWUYHM W3MUTBAHUSA ca
3aATEHH W UMaT MMPUOPHUTET MPEI BCIKAKBH APYTH HHTEPECH, a TOIY-
YCHUTE KIMHUYHU JaHHH Ca HAaydyHO W3IbpXKaHU, HANSKIHU U
CTaOMIIHH.

KbM KIMHMYHHMTE H3NUTBAHUS C€ MpHJIaraT HayYHUTE W ETUYHUTE
craHfapty. IIpernenbT Ha CbOTBETCTBMETO C €THUHHUTE CTaHAApTH ce
WU3BBPIIBA OT KOMHCHSA II0 €THKa CBIJIACHO HAIlMOHAJIHOTO IPaBo.
JbpxkaBuTe YICHKM TrapaHTHpaT, 4e HpPOLEAYpUTE 3a TMperies OT
KOMHCHATA TI0 €TUKa Ca CHBMECTHMH C IPOIEAYypUTE, YCTAaHOBCHH B
HACTOSILMUS PErIaMEHT 3a OLCHSABAaHE Ha 3asBICHUETO 3a pa3pelleHue
Ha KJIMHUYHO M3NUTBaHe. B mpernena Ha ChOTBETCTBUETO C €THUHHUTE
CTaHJApTH Y4acTBa Hal-MaJKO €IWH HeCIeIHaJIHCT.

4.  KiuHn4HO M3mMTBaHe mo maparpad 1 mMoxke 1ga Obae MPOBEACHO
CaMo aKo Ca M3MBJIHEHH BCUYKU YCIOBHS MO-IOJTY:

a) KJIMHHUYHOTO M3IHMTBaHE 3aBUCH OT pa3pelieHHe OT JbprkaBara(uTe)
yiieHKa(1), B KOATO(KOUTO) IIle Ce MPOBeAe KIMHUYHOTO W3IUTBAHE,
B CHOTBETCTBHE C HACTOSIIMS PErJIAMEHT, OCBEH aKO HE € I0COYEHO

Apyro,

6) KOMHCHUA II0 €THKA, Chb3aaJicHa B CBOTBCTCTBUC C HAIUOHAJIHOTO
mnmpaBo, HE€ € Jajla OTpHULATCIIHO CTAaHOBHUIIC I10 OTHOUICHHUE Ha
KIMHUYHOTO HM3INHUTBAHE, KOCTO € BaJIMJAHO 3a [AjI1aTa JdbpiKaBa
YJIeHKa CHIIIaCHO HAIMOHAIHOTO M IIpaBo,

B) CIIOHCOPHT WJIM HErOBUAT NpPEACTAaBUTE] WM JIMIE 32 KOHTAKT
cpriacHo maparpad 2 e ycraHoBeH B Cbhro3a;

F) yﬂSBI/IMI/ITe prHH OT HACCJIICHUECTO N I/IHI[I/IBI/IﬂyaJ'lHI/I y‘{aCTHI/ILlI/l ca
MOJXOMSIN0 3allUTEHH B CHOTBETCTBUE C WIEHOBE 64—68;

1) OYaKBaHUTE IOJI3M 32 YYACTHUIUTE WM IOJ3HUTE 33 OOIIECTBEHOTO
3[[paBe OIpaBAaBaT IPEIBUANMUTE PUCKOBE U HEYHOOCTBA, Karo ce
M3BBPINBA TMOCTOSHHO HAOMIOJCHHE HA CHOTBETCTBHETO C TOBa
ycJIoBHE;

€) Y4YacTHHUKBT WM, aKO TOH HE MOXe Ja Jaie UHGOPMUPAHO ChbIVIacue
— HETOBHUAT 3aKOHHO OINpENENeH NPeACTaBUTeN, € aan HHpOp-
MHPAHO CbIJIACHE B CHOTBETCTBUE C wWieH 63;

) Ha yYaCTHHKA WJIM, aKO YYaCTHUKBT HE MOXKE Ja Jaje HHPOPMHUPAHO
ChIVIacHe, HAa HEroBHs 3aKOHHO OINpEJEeNeH MNpEeACTaBUTEN ca OHIIN
MPEJOCTABCHU JTAHHUTE 32 KOHTaKT Ha 00pa3yBaHHE, KBICTO MOXKE
na ObJie MmoyyueHa JOMbIHNTEIHA HH(OpMAIMs B Ciiydall Ha HEoO-
XOJHUMOCT;

3) TpPaBOTO HA y4YaCTHWKA Ha (pU3MUECKa M TICUXUYECKAa HETPHKOCHO-
BEHOCT, Ha JIMYEH XMBOT W Ha 3alllMTa Ha JaHHUTE, OTHACSIIN CE JI0
Hero, B choTBeTcTBHE C JupektuBa 95/46/EQ, e rapaHTHpaHoO;

¥) KIMHAYHOTO W3MHUTBAHE UMA 3a IIeJ1 J1a CBele 10 MUHUMYM OOJIKaTa,
nuckomdopra, crpaxa M BCSKaKbB IPYr MPEABHINM pPHCK 3a
YYaCTHHMKA, a NPENCIHHUAT PHCK W CTEMeHTa Ha NPHUIHHCHUS
¢usndeckn AUCKOM(OPT ca H3PUYHO OMNpElesieHM B IJIaHa Ha
KJIMHUYHOTO W3IHTBaHE U Ce HAOIIOJaBaT HEMPEKHCHATO;

i) MEAMIMHCKUTE TPUKH, TIOJAaraHH 338 YYACTHUIUTE, C& OTTOBOPHOCT
Ha MOJXOJSIII0 KBATU(UIMPAH JIEKap HIH, KOraTo TOBa € IeJeCh-
00pa3HoO, Ha KBAIU(HUIMPAH JIEKap MO JACHTAlHA MEAWIMHA MU
JPYro JIMIE, ONPaBOMOIICHO CHIIIACHO HALMOHAIHOTO IIPaBO Ja
moJjiara HOI[O6HI/I FPpUXXK 3a MAalUEHTH B YCJIOBUATA Ha KIIMHUYHO
W3MUTBAHC;
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K) Ha YYaCTHUIUTE WJIHA, KOrato € IPHIOXKHMO, Ha 3aKOHHO OIpPEa-
CIICHUTEC HM TMPECACTABUTCIM HE € OKa3BaHO HENIPAaBOMEPHO
BJIMAHUEC, BKIIIOYUTCIIHO OT (1)I/IH3,HCOBO €CTECTBO, 3a Aa ydacTBaT B
KIIMHUYHOTO H3IIHUTBAHEC,

1) u3menwero(sAra) 3a KIMHWUYHO W3MUTBAaHE OTTroBapsi(T) Ha IIPHIIO-
XKUMHUTE OOIIN M3UCKBaHUS 3a 0€30MacHOCT M JACHUCTBHE, YCTAHOBEHHU
B TNpwWwIoXkKeHHWe I, ¢ H3KIIOYeHHWEe Ha acleKTHTe, OOXBaHATH OT
KIMHUYHOTO W3NHUTBAaHE, M II0 OTHOIIEHHE Ha Te3M acHeKTH ca
B3€TH BCUYKHU MIPEANa3HH MEPKHU 3a 3aKpHia Ha 3paBeTo u Oe3omac-
HOCTTa Ha yJacTHUIXTE. TOBa BKIIOYBA IPH HEOOXOIUMOCT TECTOBE
32 TEXHHWYecka M OuojormyHa O€30MaCHOCT W IPEJKIMHUYHA
OIICHKa, KaKTO W pasnopendu B objacTTa Ha OE30MACHUTE YCIOBHUS
Ha TPyX W TPENOTBPATSBAHETO Ha 3JIOMNOIYKH, OTpa3siBallld Hai-
HOBUTE HayYHH JOCTIDKCHUS,

M) U3ITBIHEHW ca M3UCKBaHUATA MO TMpriIokeHue XV.

5. Bcekm y4acTHHK MIHM, aKO YYaCTHHKBT HE MOXe Ja fane HHpOp-
MHPAHO CBIJIACHE, HETOBUST 3aKOHHO OMpPENEIICH IIPEACTABUTEN, MOXKE,
0e3 ToBa J1a My HaBpEIH IO KaKbBTO M Jla OMJIO HauuH U 0e3 Ja My ce
Hajara Ja JaBa KakBOTO M Ja € OOsCHEHWe, Ja ce OTTEerNId OT
KJIMHUYHOTO M3MUTBAHE IO BCAKO BPEMeE, KaTo OTTEINIM CBOETO MH(OP-
MHpaHO cbriacue. bes na ce 3acsara Jupexrusa 95/46/EO, orTerisiHeTo
Ha MH(QOPMHUPAHOTO CHITAacHe HE 3acsira Beue M3BBPIICHUTE JCHHOCTH,
HHUTO W3MOJ3BAaHETO Ha JAHHUTE, MOJNyYeHH Bb3 OCHOBAa Ha MH(OpPMHU-
PaHOTO ChITIACHE MPEAU HETOBOTO OTTEIJISHE.

6. MscnenoBarenar e JMLe, YOpaxHABALIO mnpodecus, KOITO €
IpU3HATA OT CHOTBETHATA Abp)KaBa WICHKA KAaTO JaBalla My IIpaBoO Ja
U3IbJIHABA (DYHKIMUTE HA M3CIENOBATEN, Thil KaTO MpPUTEXaBa HEOOXO-
JOVMHTE HAYYHH 3HAHHS U OIUT B 00JacTTa HAa TPIKUTE 3a MAlEHTHUTE.
OcraHanusaT IepCcOHaN, ydyacTBalll B IPOBEXKIAHETO HAa KIMHHUYHO
HU3IIMUTBAHC, UMa NoaxoJsamia KBaJ'II/I(i)I/IKaU,I/Iﬂ 3a HU3N'BJIHCHUC Ha BB3JI0-
JKEHUTE My 3a/auy, HOpeiBUJ HEroBOTO 00pa3oBaHME, OOydeHUE WM
OIIUT B CHOTBETHATa OONACT HA MEIMIMHATA M B 00NAcTTa Ha METOJO-
JOTHATa Ha KIMHIYHUTE H3CIICIBAHUL

7. Mecrata 3a [pOBeKJaHE HAa KIMHAYHOTO H3IHMTBAHE Ca
HOJIXO/SIIIM 332 Ta3W LEeJ W Ca CXOJHU C MECTaTa, B KOHTO H3ICIHETO
¢ TMpeIHa3HAYeHO 3a ymoTpeoa.

Ynen 63

HNudopmupano cwriaacue

1. HWudopmupaHOTO Chriacue € B mUCMeHa (opMma, C JaTa U MOJIINC
Ha JIMIETO, MPOBEKAALIO Pa3roBopa, MocoYeHo B maparpad 2, Oyksa B)
W Ha yYaCTHHKA, WM, KOTaTO yYaCTHHKBT HE € CIIOCOOEH naa nane
UH(POPMHUPAHO CHIIIACHE, HA HEroB 3aKOHHO OINPEACNICH INPEACTAaBHTEIN,
cilel Karo TOW € Oui HaJJIe)KHO HWH(GOPMUpaH B CHOTBETCTBHE C
maparpad 2. AKO YYaCTHHKBT HE € B CBCTOSHHE Ja IHIIe, TOBa
ChIJIacHe MOXKe Ja ObJe AAJCHO M 3alMCaHO Ype3 MOAXOJIIIN ajTep-
HATHBHH CPEACTBa B IPUCHCTBHETO HAai-MaJKO Ha €IWH HE3aBHUCHM
cBuaeTen. B TO3W citydail cBHIETENAT MOANKMCBA M cllara Jara Ha
JOKyMeHTa 3a WH(GOpPMHPaHO cbhriacue. Ha ydacTHHKA WM, KOraTo
YY4aCTHHKBT HE € chnocoOeH na Jane HMH(GOPMHpAHO ChIVIacHe, Ha
HErOB 3aKOHHO OIPEAEINICH MPEACTABUTEN Ce MPEJOCTaBs, B 3aBHCHMOCT
OT ciydasi, KOMHe OT JOKYMEHTa WM 3aluca, ¢ KOWTO € OWIo JaJeHo
UHPOPMUPAHOTO cbriaacue. HMHpopMupaHOTO CBIVIacHE c€ JOKY-
MeHTHpa. Ha ydJacTHMKAa WIIM HErOBHs 3aKOHHO OIpEAeNIeH Mpel-
CTABHUTE] CE MPEIOCTaBs JOCTaThYHO BpeMe, 3a Ja OOMHCIH CBOETO
pEIIeHHE 33 y4acTHe B KIMHUYHOTO H3IUTBAHE.
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2. Uudopmarusara, mpemocTaBeHa Ha y4YacTHHKA MM, KOTaTo
YYaCTHHKBT HE € CIocoOeH ma nane WHGOPMHPAaHO ChIIACHe, Ha
3aKOHHO ONPEJENIEHUsI My NPEJICTaBUTEIl 33 LEJIMTE Ha IIOJy4YaBaHE Ha
HEroBOTO MH(OPMHUPAHO CHIIACHE:

a) MO3BOJISIBA HA YYACTHHKA MJIM HA HETOBHS 3aKOHHO OIpEesIeH mpen-
craBuTen Jia pazbepe:

1) €CTCCTBOTO, LCIUTE, IIOJI3UTEC, MMOCICAUINTE, PUCKOBETEC U HEAOC-
TaTbIUTC HA KIMHHUYHOTO HU3IIMTBAHC,

11) IpaBaTa Ha Y4YaCTHHKa MW TapaHIUUTE 110 OTHOLICHUEC Ha
HETOBAaTa 3alUTa, ¥ B YaCTHOCT HETOBOTO IPaBO Ja OTKaXC Oa
y4acTBa U MpPaBOTO Ja C€ OTTCIVIM OT KIIMHUYHOTO U3NUTBAHC IO
BCAKO BPEME H 0e3 TOBa Ja My HaBp€au II0 HAKAaKbB HA4YWH, U
0e3 Ja My C€ Hajlara Aa JaBa 065[CH€HI/IC;

iil) ycioBHsTa, NMpU KOHMTO TpsOBa Ja ce MPOBeAC KIUHHUYHOTO
M3MHUTBAHE, BKJIIOYMTENHO OYaKBaHATa MPOJBDKATEIIHOCT HA
Y4YacTHEeTO HA YYACTHHULUTE B KIMHAYHOTO HM3IHUTBAHE; U

iV) BB3MOXHHUTE AJITCPHATUBU HA JICUCHUECTO, BKIKOYUTCIHO IOCIIC-
BalUTeC MCPKHU, B cnyqaﬁ 49€ Yy4aCTUETO Ha YYaCTHHKa B
KIIMHUYHOTO H3IMMTBAHC CC NPCYCTAaHOBH,

0) ¢ wu3uepmaTesnHa, KpaTka, sCHa, OTHOCMMa U pasz0upaema 3a
YYaCTHHKA WM 332 HErOBUS 3aKOHHO OIpECTICH NPEICTaBUTEIN,

B) Ce€ NpEINOCTaBs B NpPEABAPUTEIECH pPa3rOBOp C WIEH Ha M3CIIEl0Ba-
TEJICKHS €KHII, KOHTO € MOAXOJAII0 KBaTH(DUIIMpaH ChIIIACHO HAIUO-
HaJIHOTO IIPAaBO;

r) BKIOYBA HHPOPMALHS 33 IPHIOKMMATa CHCTEMa 3a 0OE3IIeTCHHE Ha
BpeIy, TIOCOYCHA B WiieH 69; u

1) BKIIIOYBA €IMHHUS, YHHKAJICH MICHTU(MUKAIIMOHEH HOMEp 3a LeIHs
Cpl03 Ha TOBa KIMHUYHO HW3IUTBaHe, IocoyeH B wieH 70,
naparpad 1, kakto u WHGOPMALIUSA OTHOCHO HAJTMYHOCTTA HA pe3yJ-
TaTUTE OT KIMHUYHOTO M3MUTBAHE B CHOTBETCTBHUE C maparpad 6 ot
HACTOSIIUS YJIEH.

3. Hudopmanusra, nmocoueHa B maparpad 2, ce W3rOTBS B MHUCMEHa
(dopMa 1 e Ha pa3MoNOKeHNE Ha YIaCTHUKA MM, KOTaTO YYaCTHUKBT HE
€ B CBhCTOSIHHE Ja jAajae MHGOPMHPAHO CHIVIACHE, HA HErOBHs 3aKOHHO
OIIpe/ieNieH TIPECTaBUTEIL.

4. B pasroBopa, mocoueH B maparpad 2, OykBa B), ce 0OpbBIIa
CIelHalHO BHHMMaHUME Ha MNOTpeOHOCTHTE OT HHpoOpManus Ha
KOHKPETHHTE TPYNH OT MAI[MEHTH W Ha OTAENHHUTE yYaCTHHIH, KaKTO
U Ha METOAUTE, U3MOJ3BaHU 3a JaBaHe Ha MH(opMarIys.

5. Tlo Bpeme Ha pasroBopa, Moco4yeH B maparpad 2, OykBa B) ce
MpOBEpsBa A YYaCTHUKBT € pazOpan uHpopManusiTa.

6. YyacTHUKBT OHMBa YBEJIOMEH, 4Ye B €JCKTpOHHATa CHCTEMa 3a
KJIMHUYHUATE W3MUTBaHUs, IIOCOYEHAa B 4iIeH 73, mie ca JOCTBIHH,
ChIVIaCHO wieH 77, maparpad 5, MOKJIaa OT KIMHUYHHUTE W3MUTBAHUS
W pe3loMe, TPENCTaBeHO Mo pa3dupaeM 3a LeNeBHs MNOTpeOUTeNn
Ha4yuH, HE3aBUCUMO OT pPE3YJITAaTUTC OT KIUMHUYHOTO HU3IUTBAHC, H
JOKOJIKOTO € BB3MOXKHO, C€ YBEIOMsIBA, KOTaTO T€ CTAaHAT JOCTBITHHU.
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7. HacTtosmmuar perigaMeHT He 3acsira pasnopesduTe Ha Haluo-
HAJIHOTO IIPaBO, KOUTO HM3HCKBAT, B JOIBIHEHHE KbM HH()OPMHUPAHOTO
ChITIacHe, TaJIEHO OT 3aKOHHO ONpEJENeHUs] MPECTABUTEN, MaJOJIeTHO
WA HEeNBJIHOJETHO JIHIE, KOETO € CIIOCOOHO Ja CH ChCTaBHM MHEHHE M
Ja OLlEHM IpejocTaBeHaTa My HMH(pOpManus, CbIIO Ja JaBa 0100-
PEeHHETo cH, 3a Aa ydyacTBa B AA[CHO KIMHUYHO W3IHUTBAHE.

Ynen 64

KiuHn4yHu M3NUTBAHUA BBPXY HeleeclOCOOHH YYACTHHLHU

1. Koraro HezmeecnmocoOHM y4YacTHHIM HE ca Jald HIM HE ca
OTKa3aJli Jia Jajgat WHPOPMHUPaHO ChIiache NMpeau HayaloTo Ha Hele-
€CIIOCOOHOCTTAa CH, KJIMHUYHO M3MUTBAaHE MoOXe Ja ObJe MPOBEIEHO
CcaMoO ako B JONBJIHEHHE KBbM YCJIOBHATA, ONpPEAENIeHH B 4ieH 62,
naparpad 4, ca U3IBJIHEHH BCHUYKH YCJIOBHUS I10O-JOY:

a) TMOJyYeHO ¢ HMH(POPMUPAHOTO ChIJACHE HA TEXHUS 3aKOHHO
ompeneseH MPeACTaBUTE,

6) HelneecnoCOOHUTE YYaCTHULIM Ca HONYyYWId  HMHGOpPMAlUATA,
rmocoueHa B wieH 63, maparpad 2, 1Mo MOIXOMASAII OT TJeJHA TOYKa
Ha TSAXHATa CIIOCOOHOCT Ja pasbepaT Ta3w MH(GOpMAIMS HAuHH;

B) H3PUYHOTO J>KEJTaHHE Ha HEAEeCIOCOOHMS Y4YacTHHK, KOHTO € B
CBhCTOSIHME J]a CM ChCTaBM MHEHHME M Ja IpeueHu HHpopmanwusra,
rmocoueHa B wieH 63, maparpad 2, 1a OTKaXe ydacTHe WIM Ja ce
OTTEIJIM OT KJIMHMYHOTO M3MUTBAHE MO BCSIKO BPEME, € YBaXKEHO OT
W3CIIeI0BATEIS

F) Ha YyYaCTHULIUTEC WK Ha 3aKOHHO ONPCACIICHUTE UM INPEACTABUTCIN
HE € NPEA0CTAaBEeH HUKAKbB CTHMYJI, HUTO ()MHAHCOBA M3r0jia, OCBEH
o0e3leTeHUE 3a Pa3sHOCKMTE M IIPOIYCHATHTE IOJI3H, HPSKO
CBBP3aHM C YYaCTHETO B KJIMHUYHOTO WM3IHTBAHE;

Il) KIIMHUYHOTO HM3IMUTBAHC € OT CBIICCTBCHO 3HAYCHHUC II0 OTHOILICHUC
Ha He,[[eeCHOCO6HI/I Y4aCTHUOUW ©W JaHHUTE CBC ChIIOCTaBHUMa
BaJIMJTHOCT HC MOrar aa 6’[;}13.T IMOJIYYCHU OT KIMHUYHH U3IHUTBAHUA
BBpXY JiKMLa, KOUTO Ca B CBCTOAHHUE Ja Jdadatr I/IHCI)OpMI/IpaHO
Chrjlacue, Wjin 4Ype3 ApYyru MCTOAU Ha MU3CJICABAHC,

€) KIMHUYHOTO U3IMTBAHE € CBBP3aHO IPSIKO CbC 3a0oisBaHE Ha
y4YacTHHKA;

)K) HajIune Ca HAyYHM OCHOBaHHUA Ja C€ O4aKBa, Y€ YYaCTHUCTO B
KIIMHUYHOTO HM3MNHUTBAHE IIC JOHECE IIPsKa I10J13a 3a HCI[CCCHOCO6HI/I}I
YYaCTHHUK, KOSATO HAAXBBPJIA CBBP3aHUTC PHUCKOBE U HeyHO6CTBa.

2. Y4aCTHHKBT, JOKOJKOTO € BB3MOXKHO, B3eMa ydYacTHE B IIpOILe-
Jypara 3a JaBaHe Ha MH()OPMHPAHO ChHITIACHE.

Ynen 65

KiauHuYHM M3NMTBAHUS BbPXY MaJI0JIETHU H HENIbJHOJETHH JIMLIA

KnuanyHO M3nMTBaHE BBPXY MAJIOJIETHH WM HEMBJIHOJETHH JIMIA
MOXKE Jla ce IMpOBeXJa CaMO aKo B JONBIHEHHE KbM YCIIOBHUATA,
ompenesneHy B wieH 62, nmaparpad 4, ca M3MBJIHEHH BCHYKH YCJIOBHUS
10- 1011y

a) TMoJlyueHO € MH()OPMHUPAHOTO CBIVIACHE HAa TEXHUS 3aKOHHO
oIpenesieH MPeACTaBUTEI,
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0) MaJOJIeTHHTE WIM HEM'BJIHOJCTHUTE JIMIA ca MNOJIy4YWiIn WH)Op-
MalusiTa, rmocovyeHa B uwieH 63, maparpad 2, mo amanTupaH KbM
TAXHATa BH3PACT M ICUXUYECKA 3PEJIOCT HAaYMH U OT M3CJIeI0BaTENN
WIN WIEHOBE Ha H3CIIEJ0OBATENCKHS EKHII, KOUTO ca OOydeHH 3a
paboTa ¢ nena wid UMaT ONWT B Ta3W 00JacT;

B) H3PUYHOTO >KEJTaHHE HA MAaJOJICTHOTO WJIM HEMBIHOJIETHOTO JIHIE,
KOETO € B ChCTOSHHE Jla CH ChCTAaBU MHEHHE W Jia MpeleHn HHOop-
MalusTa, mocoueHa B wieH 63, maparpad 2, 1a OTKaXe y4acTHE WU
Jla ce OTTerIM OT KJIMHUYHOTO M3MHUTBAaHE IO BCAKO Bpeme, €
YBaXXEHO OT HM3CIEIOBATEs;

I) Ha yY4aCTHHKA WIM Ha 3aKOHHO ONpE/CNICHUS My IIPEICTaBUTEN HE €
HPEOCTaBeH HHMKAaKbB CTHMYJ, HHTO ()MHAHCOBA H3rO/a, OCBEH
obe3leTeHNE 3a pPA3sHOCKMTE U IIPOIYCHATHTE IMOJN3H, HPSKO
CBBP3aHM C YYaCTHETO B KIMHUYHOTO WM3IHTBAHE;

JI) KJIMHUYHOTO M3IMTBaHE UMa 3a LIe Jla U3cieBa METOAU 3a JeUeHHe
Ha 3a00JsBaHe, KOETO CE Cpella caMO NPH MAJIOJETHH WM HEI'bI-
HOJETHU JIMLA, WIM KIMHUYHOTO U3IMTBAHE € OT CBhIIECTBEHO
3HA4YEHUE [0 OTHOLICHHE Ha MAaJIOJETHUTE MM HEI'bIHOJIETHUTE
JUIa 33 BaJMIUPAHETO HA JAHHUTE, IOJYy4YEeHH OT KIMHUYHU
U3IUTBAHUS BBPXY XOpa, KOUTO ca B CHCTOSHUE Ja AanaT MHQOP-
MHUPAHO ChIJIaCHe, WIH 4pe3 IPyrd METOIHM Ha W3CIe/IBaHE;

€) KIMHUYHOTO M3IUTBAaHE WM € MPSKO CBBP3aHO ChC 3a00JSIBaHETO,
OT KOETO CTpasia MaJOJIETHOTO WM HEI'bJIHOJIETHOTO JIULE, UK € OT
TakoBa €CTECTBO, Y€ MOXKE Jia CE€ IIPOBEAE CaMO BBPXY MAaJIOJIETHU
WIM HEI'bJIHOJIETHH JIUIIA;

’K) HaJIMIE Cca HAayYHH OCHOBAHUS Ja C€ O4YaKkBa, Y€ YYaCTHETO B
KIMHUYHOTO U3IUTBAHE 1€ AOHECE MPsKa 032 32 HEAEECIIOCOOHUS
YYaCTHHK, KOSITO HAIXBBPJS CBBP3aHUTE PUCKOBE U HEYIOOCTBa;

3) MaJOJIETHOTO WJIM HEI'BJIHOJETHO JIMIE B3e€Ma YYacTHE B IpoIle-
IypaTta 3a JaBaHe Ha MHGOPMHPAHO ChIVIACHE 10 HAuHH,
choOpa3eH ¢ HeroBara BB3pAacT M IICUXUYECKA 3PEIOCT;

M) aKo MO BpeMe Ha KIMHHYHO M3MUTBAHE MAJOJIICTHOTO WM HEITBIHO-
JIETHOTO JIMIE HaBBPIIN BH3PACTTA, HA KOSATO CIOPEN HAIIMOHAITHOTO
MpaBo CcTaBa JEeCHocoOHO Ja Jaae HHGOPMHPAHO ChIJIACHE,
HEroBOTO M3PHYHO HH(OPMHPAHO chINIacHe Cce TOJydaBa, Hpeau
TO3M YYaCTHHK Ja MOXE Ja MPOIBKM JIa y4acTBa B KIMHHYHOTO
W3NHTBaHE.

Ynen 66

KiuHMYHH M3NUTBAaHUA BBPXY OpeMeHHHM KeHH WJIH KbpPMadKu

KnuHrmgHO M3NHMTBaHE BBHPXY OpPEMEHHH KEHH WIIM KBPMAadKH MOXE /1
ce MPOBEXJa CaMO aKO B JIOITBJIHEHHE KbM YCIIOBHSATA, ONpPEAEICHU B
uwieH 62, naparpad 4, ca M3MBJIHEHH BCHYKH YCIOBHUS IMO-JOY:

a) KJIMHUYHOTO W3MUTBAaHE MMa MOTEHLHMAN J1a JOHECE IPEKH MOJ3HU 3a
3acerHatata OpeMeHHa »>KeHa WM KbpMauka, WIM 33 HEeWHHA
eMOpHOH, 3apOJUII WIH JIeTe CJel PaXKIaHEeTO, HaJXBBPJIALU CBBp-
3aHUTE C U3MUTBAHETO PHCKOBE M HEYJI00CTBa;

6) KoraTo Hay4yHUTE H3CIEIBAHUS C€ M3BBPIIBAT BbPXY KbPMauku, ce
B3e€MaT CHELUHWaJHW MpeAna3HH MEpKH, 3a na ce m3berHe HeOnaro-
MPUATHO BB3JEHCTBUE BBPXY 3IPABETO HA JIETETO;

B) Ha y4JaCTHHKa HC € NMpE€AOCTaBCH HUKAKHBB CTUMYJI, HUTO d)HHaHCOBa
nus3roja, OCBCH O6€3H_ICTCHI/IC 3a Pa3HOCKUTEC U MPOIMYCHATUTE I10JI3U,
IIPAKO CBBP3aHU C YYACTHECTO B KIIMHWUYHOTO H3IHUTBAHE.
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Ynen 67

HOHBJ'IHI/ITQJIHPI HAIIUOHAJIHH MEPKH

JIbpkaBUTe UJEHKH MOTaT Ja HOAIBPKAT JOMBIHUTEIHA MEPKH
OTHOCHO JIMIaTa, OTOMBAIIM 3aIbJDKHTEIHA BOCHHA CIyXk0a, JHIaTa,
JHUIIEHH OT CBOOOAA, JIMIATa, KOUTO NOpagu ChAEOHO pelIeHHe He
MOTaT Jia y4yacTBaT B KJIMHWYHU W3MUTBAHUS, WIM JIUIATa, HaCTaHEHH
B CHEIUATN3UPAHA UHCTHUTYIIHH.

Ynen 68

KIMHUYHM M3NUTBAHHUS B CHENIHH CUTyaluu

1. Upes gmeporauusi ot wieH 62, maparpad 4, OykBa ¢), wieH 64,
naparpad 1, OyxBu a) u 6) u uieH 65, OykBu a) u 0), HHGOPMUPAHO
ChITIacHe 3a yJacTHe B KIMHHYHO M3MUTBaHE MOXeE Ja ObIe MOIydeHO,
a uH(pOpMaIyA 3a KIHHAYHOTO M3MIUTBaHE MOXKE 1a Objae MpeJocTaBeHa
Cllell PELIEHHETO 3a BKIIOYBAHE HA YYAaCTHUKA B KIMHUYHOTO
M3NHTBaHE, NPH YCIOBHE dYe TOBAa pEIIEHHE € B3eTO II0 BpeMe Ha
IbpBaTa MHTEPBEHIMSA BbPXY yYacTHMKAa B ChOTBETICTBHME C IUIaHA Ha
KIMHAYHOTO HM3MHUTBAHE, M Ca M3IIBIHEHN BCUYKH YCIOBHS MO-IOIY:

a) mopagy CIEIIHOCTTa Ha CHUTyallMsATa B pe3ylTaT Ha BHE3AIHO
HACTBIIMJIO JKUBOTO3AaCTPAlIaBall0 ChCTOSHUE WM APYro BHE3AIHO
HACTBIIMJIO CEPHO3HO 3a00JIIBaHE YYAaCTHUKBT HE € B CHCTOSHHUE Ja
NPEIOCTaBN IPEABAPUTETHO MHGOPMHUPAHO ChHITIACHE M J1a TONy4H
npeaBapuTeaHa UHGOpMalUs OTHOCHO KIMHMUYHOTO HU3IUTBAHE;

0) HamMIle ca HAay4YHH OCHOBAaHHUS Ja C€ OYaKBa, Y€ YYaCTHETO Ha
yYacTHHKAa B KIMHAYHOTO HW3MHUTBaHEe MIe HMMa IIOTEHIMana Ja
JIOHECe TMpeKd 3HaYMMH OT KIMHWYHA TJIeAHA TOYKa MOM3H 32
YYaCTHHKA, BOJACIIM JO H3MEPHMO, CBBP3aHO CBC 3APaBETO
nofo0peHre, HamalsBallld CTPAJaHHUETO W/WIM  Mono0psBaIiy
30paBeTO Ha YYAaCTHUKA, WIM A0 JHATHOCTHIMPaHE HA HETOBOTO
CHCTOSTHHE,

B) HEBB3MOXKHO € B paMKHUTE Ha TEpaleBTUYHHUS Ipo3opel Ja ce
JIOCTaBM LisU1aTa MpeBapuTesHa HHPOPMALUS U J]a e MOJIyYd Tpeji-
BapUTENIHO MH(OPMHPAHO ChHIIAcHEe OT 3aKOHHO ONpeleNieH Mpel-
CTaBHTE;

I') U3CIIEAOBATENAT yIOCTOBEpsiBA, Y€ HE Ca My H3BECTHH HHUKAKBU
BB3PAXKECHUSI 32 YydYacTHE B KIMHUYHOTO M3IHUTBAHE, H3Pa3eHU
IIpPeau TOBA OT YYaCTHHKA;

1) KIMHUYHOTO H3MUTBAaHE € MPSKO CBBP3aHO ChC 3a00JISIBAHETO Ha
YYacTHHKA, BCJEICTBHE HAa KOETO B pPAaMKHTE Ha TEparleBTHYHHUS
HPO30peI] € HEBB3MOXKHO Jia Ce IONy4d MpeaBapuTenHo HHDOp-
MHPAHO CBIVIaCHE OT Yy4YacTHWKA WM 3aKOHHO OIpeleNeH Ipen-
CTaBUTEI M Ja C€ IpPeJOCTaBH IpeABapUTeNHA WH(OpMAmus, H
KJIMHUYHOTO H3IMTBAaHE € OT TakoBa €CTECTBO, 4e MOXe aa Oble
W3BBPIICHO M3KIIIOUYUTEIHO B CIICIIHH CHUTYallUH;

e) KIIMHUYHOTO HM3MUTBAHE NPCACTABIABA MUHUMAJICH PUCK U BOAW OO
MHUHHUMAJIHO HeyZ[OﬁCTBO 34 Yy4JaCTHHKa B CpaBHCHHC CBC CTaH-
JapTHOTO JICYECHHUC Ha 3a00/151BaHETO Ha Y4JaCTHHKaA.

2. Cnen uHTepBeHUHMs ChIVIACHO maparpad 1 OT HACTOSAIIMS YICH e
HEOOXOJIMMO J1a ce MOMCKa MH(POPMHUPAHO ChIIacCHE B CHOTBETCTBHE C
yieH 63 3a NpoJb/DKaBaHE HA YyYAaCTHETO HA yYaCTHUKA B KIMHHYHOTO
W3MUTBaHE, a MHPOPMaIUATA 32 KIMHUYHOTO M3IHUTBAHE C€ MPEIOCTaBs
B CHOTBETCTBHME CHC CICHHUTE M3HUCKBAHUS:
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a) MO0 OTHOIIEHHE Ha HEAeeCMOCOOHH YYACTHUIM W MAJOJCTHH |
HEITBJIHOJICTHH JIMLA M3CJICAOBATEIIT ThPCH 0e3 HeHy»KHO 3abaBsiHe
UH()OPMHUPAHOTO ChIVIACHE OT 3aKOHHO ONPEACICHUS MM TMpel-
craBuTen, a MH(popMalmaTa, ocoyeHa B wieH 63, maparpad 2, ce
MPEIOCTaBs BB3MOXKHO HaH-ObP30 HAa YYaCTHHKA M Ha 3aKOHHO
OIIpeNIeSICHHsT My HPEICTaBUTE,

6) mo OTHOLIEHWE HA APYI'M YYacTHHLM, HM3CIENOBAaTeNAT ThpcH 0e3
HEHY)KHO 3a0aBssHe HWH()OPMHPAHO CBIVIACHE OT YYacTHHKA HIIH
HETOBUS 3aKOHHO OIPEAENEH IMPEACTaBUTEN, B 3aBUCHUMOCT OT TOBA
KO€ € OCBIIECTBUMO TMO0-0bp30, a HHPOPMALUATA, IOCOYCHA B
wieH 63, maparpad 2, ce mpenocraBs BB3MOXKHO Hail-Obp30 Ha
YYacTHHKA WM Ha HETrOBHs 3aKOHHO ONpENeNICH MpPEeACTaBUTEN, B
3aBUCHMOCT OT CIIydasl.

3a nenurte Ha OykBa 0), ako € OWJIO TMOJyuYeHO WH(POPMUPAHO CHIVIACHE
OT 3aKOHHO ONpPEIENCHUS IPEICTaBUTEN, HHPOPMUPAHOTO CHIJIACHE 3a
NpOIbKaBaHEe Ha YYaCTHETO B KIMHUYHOTO M3MUTBAHE CE MOTydyaBa OT
yYacTHHKa HETOCPEICTBEHO Cliel KaTo TOH ObJe B CHCTOSHHUE Ja Haje
UH(OPMUPAHO ChITIACHE.

3. AKO y4YacTHHKBT WIIH, KOTaTO € MPHJIOKUMO, HETOBHAT 3aKOHHO
ompelesieH MpEACTAaBUTEN He JAale chriacue, TOW TpsOBa na Obuae
“HQOpMHpaH 32 MNPaBOTO Ja OTKaXe H3MOJI3BAHETO HA IaHHHTE,
MOJIYYCHU OT KIMHUYHOTO H3MNHUTBAHE.

Ynen 69

O0e3ueTenne 3a Bpeau

1. JIppaBUTE WICHKH rapaHTHpaT, 4e€ CUCTEMHTE 3a 00€3IIETeHHE 32
BCsKa Bpela, IIOHECEHAa OT YYacTHHKA, MPOM3THYALA OT Y4acTHETO B
KIMHUYHO W3IHUTBaHE, NPOBEIEHO Ha TAXHA TEPUTOPHUsA, CE€ MNpUiIarar
nox QopmaTa Ha 3aCTPaxoOBKa, TapaHIWS WIH CXOAHA JOTOBOPEHOCT,
KOSATO € €KBMBAJCHTHA 10 OTHOIIEHHE Ha LIENTa M KOSATO CHOTBETCTBA
Ha €CTECTBOTO U CTEIEHTa HAa PUCKA.

2. CHOHCOpPBT M HU3CIENOBATENAT U3IOJI3BAT CUCTEMara, IIOCOUeHa B
naparpad 1, Mo HauyWH, MOXXOIMII 32 Ibp)KaBaTa WICHKa, B KOSITO ce
MPOBEXa KIMHUYHOTO W3MHUTBAHE.

Ynen 70

3asiBjieHHE 32 KJIMHUYHH M3NMHTBAHHS

1.  CooHcopbT Ha KIUMHUYHO U3NMTBAaHE II07aBa 3asdBJICHHE 1O
IObpkaBaTa(UTe) wWieHKa(M), B KOATO(KOMTO) 1€ C€ M3BHPUIM
KIMHAYHOTO W3MHUTBaHEe (HApH4YaHa 3a IIENUTE HA HACTOSIIUSA UICH
,»ChOTBETHATa IbpKaBa 4JIECHKA*), MPUAPYKEHO OT JOKyMEHTalUATa,
nmocovyena B riasa Il or mpunoxenne XV.

3asBICHUETO C€ IMoJaBa 4Ype3 €JIeKTPOHHaTa CHCTeMa, II0COYeHa B
wieH 73, KOSATO TeHepupa 3a KIMHAYHOTO W3IUTBAHE EIMHEH,
YHUKQJIEH HJICHTHU(UKAIMOHEH HoMmep 3a menus Cbio3, KOWTO ciensa
Ja ce H3MON3Ba 32 BCHYKU CHOOIIEHWS, CBBP3aHU C TOBA KIMHUYHO
n3nutBane. B cpok or 10 qHM cien monydaBaHe Ha 3asBICHHUETO CHOT-
BETHATa JAbpXKaBa UWIEHKAa YyBEIOMsABa CIOHCOpAa Jald KIMHUYHOTO
W3MIUTBaHE IONaja B oOXBaTa Ha HACTOALIMA pErjaMeHT M Jalu
JIOCHETO Ha 3asBJICHHETO € IBJIHO B ChOTBeTCTBHE C ryaBa Il ot
npunoxenue XV.

2. B cpok nmo emna cemmuiia ciiell BCSKa €BEHTyallHA MPOMSHA BBHB
Bpb3Ka C JOKyMEHTalMATa, nocodeHa B riasa II ot npunoxenune XV,
CIIOHCOPBT aKTyalIM3Upa ChOTBETHUTE JAHHH B €IEKTPOHHATA CHCTEMA,
mocoueHa B wieH 73, W sCHO 0003HA4aBa Ta3d MPOMSHA B JOKyMEH-
taiuara. CbOTBETHAaTa Abp)KaBa WICHKAa CE yBEJOMsBa 3a aKTyallu-
3anuATa 4pe3 eJIeKTPOHHATa CHCTEMA.



02017R0745 — BG — 11.03.2023 — 002.001 — 79

3. AKO CbOTBeTHaTa Jbp’KaBa YJEHKA 3aKII04M, Y€ KIMHUYHOTO
M3NHUTBAHE, 32 KOETO € MOAaAeHO 3asBJleHHe, He Momajga B oOXBaTa Ha
HACTOSIIUS PETJIaMEHT WJIM Y€ JIOCHETO Ha 3asiBICHHETO HE € IbJIHO, TS
yYBEZIOMsIBa CIIOHCOpPA 3a TOBA U OINpenaessi MakcuMaleH cpok oT 10 mHwm,
B KOMTO TOW Ja mpencTaBu KOMEHTap WM Ja JOIBJIHU 3asBICHHETO
ype3 eJeKTpOHHAaTa CucTema, mocoueHa B ujeH 73. CpoTBeTHaTa
Ibp)KaBa WIEHKa MOXE Ja YIBDKH TO3H CPOK ¢ He moBede or 20
JTHH, KOTaTo € IeJechoOpasHo.

AKO CIIOHCOPBHT HE MPEICTaBH KOMEHTapH U HE JOMBJIHH 3asBICHHUETO
JI0 TIOCOYCHHS B ITbPBA aJMHES CPOK, PA3TIICKIAHETO HA 3asBICHUETO CE
CUMTa 3a MPEKpaTeHo. AKO CIOpel CIIOHCOpa 3asBICHUETO TOMaaa B
O6XBaTa Ha HaCTOAIIHA PETIIAMCHT I/I/I/IJ'II/I € II'bJIHO, HO CHOTBETHATaA
IObpKaBa UWICHKA HE € ChIUIACHA C TOBA, 3asBICHHETO CC CUYMTA 3a
oTxBbpieHOo. CHOTBeTHATAa JbpiKaBa WICHKA HPEIBMKAA NpoLexypa 3a
o0)KajBaHe MO OTHOLICHWE HA TaKbB OTKa3.

CpoTBeTHaTA AbpiKaBa YWICHKa YBE€JOMABA CIIOHCOpPa B CPOK OT IIE€T JHU
OT IIOJIy4YaBaHETO Ha KOMCHTApUTEC WM HCKaHaTa OOMNBJIHHUTCIHA
I/IH(l)OpMaI_[I/ISI JaJd KIMHUYHOTO MU3IMUTBAHC IIoIaza B oOxBara Ha
HACTOAIIUA PETIIAMCHT WU JaJId 3adBJICHUCTO € ITBJIHO.

4. OcBeH TOBa CBHOTBETHATa Abp)XKaBa YICHKAa MOXKE Oa YAbJDKA
CPOKOBETE, IMTOCOYECHU B r[aparpadpﬂ lu 3, C IO OomIC IICT AHMH.

5. 3a menuTe Ha HACTOSINATA TJaBa Jarara, Ha KOSTO CIIOHCOPHT €
YBEIOMEH B ChOTBETCTBHE C maparpad 1 wim 3, e narara Ha Balu-
JMUpaHe Ha 3asBICHHETO. AKO CIIOHCOPBT HE € YBEIOMEH, JaTrara Ha
BaJUAMPAHE € TOCIESIHUAT ACH OT CPOKOBETE, MOCOYEHH CHOTBETHO B
naparpadu 1, 3 u 4.

6. B mepuona Ha OICHSABAaHE Ha 3asBJICHHETO Jbp)KaBaTa 4WICHKA
MOXXE Ja HM3UCKa OT CHOHCOpa IOMBJIHMTENHAa HHGpopmarwmsi. CpoKsT,
mocoueH B maparpad 7, OykBa 0) compa nga Tede OT Jjarara Ha
OBPBOTO OTHPABEHO HCKaHE JO TOJy4aBaHETO Ha IOMBIHUTEIHATA
uHpopMaLus.

7. CHOHCOp’LT MOXE€ J1a 3al04YHC KIIMHUYHOTO M3NUTBAHE IIpH
CICAHUTEC 00CTOSTENICTBA:

a) 3a W3JeNus 3a KIMHUYHO M3MHUTBaHE OT Kiac | Win 3a HEHHBAa3WBHU
uznenus ot kiac Ila u kiac Ilb, ocBeH ako B HaIMOHAJTHOTO TPaBO
HE € MOCOYCHO JPYro, HEMOCPEACTBCHO CIIC/ JaTaTa Ha BaJHIUpaHe
Ha 3asBJICHUETO CHIVIACHO maparpad 5 W NpHU YCIOBHE 4Y€ CHOT-
BETHaTa KOMHUCHS N0 €THKa B CHOTBETHATA IbpiKaBa WICHKA HE €
Jlajia BbB BPB3Ka C KIMHAUYHOTO M3MUTBAHE OTPHIIATEIIHO CTAHOBHIIIE,
KOETO € BaJWJHO 3a IsAjara Abp)kaBa 4YICHKAa CBIVIACHO HAIHMO-
HAJIHOTO TIPaBo;

0) 3a m3AenMs 3a KIMHUYHO M3MUTBAHE, PA3IMYHH OT IIOCOYCHHTE B
OykBa a) — HEMOCPEACTBEHO Cliell KaTo CBhOTBETHATa JIbpiKaBa
YJIeHKa YBEJOMH CIOHCOpa 3a Pa3pelIeHHETO M TPU YCJIOBUE 4Ye
KOMIIETEHTHATa KOMHUCHS 110 €THKa B CHOTBETHATA Ibp)KaBa WICHKA
HE € Jana BbB BpPB3KAa C KIMHUYHOTO H3IUTBAHE OTPHUIIATEIHO
CTaHOBHIE, KOETO € BaJHIHO 3a I[UlaTa Jbp)KaBa WICHKA CHIIIACHO
HAIIMOHAJHOTO MpaBo. J[ppxaBara WieHKa YBEAOMsBa CIIOHCOpa 3a
paspemieHueTo B paMkure Ha 45 JHM OT JaraTa Ha BaluAHpaHe
cprimacHo maparpad 5. JIbp)kaBaTa WiEHKa MOXE Ja YIBIDKH TO3H
cpok c ouie 20 AHM 3a IEUTE Ha MPOBEXKIAHETO HAa KOHCYJTAIMU C
EKCIIePTH.
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8. Ha Komucusita ce mpenoctaBs HMpaBOMOIIUETO Jla MpHEeMa Jeje-
TUPaHM aKTOBE B CHOTBETCTBHE C WieH 115 3a WM3MeHEeHHe Ha WM3UCK-
BaHUsATA, 3aj0xeHu B riasa Il or mpunokenune XV, ¢ ornex Ha TEXHU-
YeCcKHs MPOrpec W OOLIOTO pa3BUTHE HA HOpMAaTHBHATA ypenoa.

9. C men ma rapaHTHpa €QHAKBOTO NpWaraHe Ha H3HCKBAHUSATA,
3anoxeHnn B rmnaBa Il or mpunoxenue XV, Komucusara moxe naa
npreMa akTOBE 3a H3ITbJIHEHHE, JOKOJKOTO TOBa € HE00XOAWMO 3a
paspelniaBaHe Ha MpOOJEMH, CBBbP3aHH C pa3IMYHOTO THIKYBaHE W
MpUJIaraHeTO Ha MpaKTUKA. Te3W aKToBe 3a M3MBIHEHHE C€ MpUeMaT B
CBOTBETCTBHE C MPOLEAypara Mo pasriexiaHe, mocoueHa B wieH 114,
naparpad 3.

Ynen 71

OunensiBane ot CTpaHa Ha ABbPKAaBUTE YWICHKH

1. II’I)p)KaBI/ITe YWICHKU TapaHTUpaT, Y€ JMHara, KOUTO BaJluaAupaT U
OLCHABAT 3ajABJICHUCTO WM B3€MAT PCEHICHUEC OTHOCHO HETO, HAMAT
KOHd)J'II/IKT Ha HUHTCPECH, Y€ Ca HC3aBUCHMH OT CIIOHCOpa, OT Yy4acCT-
BallUTEC B HEIro HM3CICAOBATCIM U OT Q)HHaHCI/IpaHlI/ITC KIIMHUYHOTO
HU3IIUTBaHE CI)I/I3I/I‘IGCKI/I WK HOPUAAYECKH JIMIAd, KAaKTO M Y€ HE Ca
H3JIOKCHU Ha KaKBOTO U Ja € APYro HEIPAaBOMEPHO BJIMSHUEC.

2. II’Bp)KaBI/ITe WICHKU TrapaHTupar, 4¢ OLCHABAHCTO CE€ H3BBHPIIBaA
CBBMCCTHO OT JOCTAaThYCH 6p0ﬁ JiMga, KOUTO KaTO CKHII IPUTEKaBaAT
HCO6XOL[I/IMI/ITC KBaJ'II/I(l)I/IKaHI/II/I U OIIUT.

3. JIppkaBUTe WICHKH OIEHSIBAT Jald KIMHHYHOTO H3IHUTBAaHE €
pa3paboTeHO 1O HauuH, MpPH KOHTO TOTEHLIMAIHO OCTaBaIIUTE
pPHCKOBE 3a YYAaCTHUIWMTE WIM TPETH JIMIA, CIel CBEXIAaHETO Ha
PHCKOBETE /10 MUHHMYM, Ca OINpaBJaHH IO OTHOIIEHHE HAa OYaKBAHUTE
knuHu4HY non3u. Kato B3emat npeasun npuioxumure OC i xapMo-
HU3UPAHHU CTAHAAPTH, T€ PasrIIeKIAT IO-CIIEIHATHO:

a) JOKa3aTeNCcTBAaTa, 4Ye W3AENHETO(ATa) 3a KIMHUYHO H3MHTBAHE
OTroBapsi(T) Ha HPHIOKHUMHUTE OOIIM HM3UCKBaHUS 3a 0E30IacCHOCT
U JeiicTBHe, C U3KIIOUCHHE HA acCIeKTUTe, OOXBaHATH OT
KJIMHAYHOTO W3IUTBAaHE, W JalU 10 OTHOLICHHEC HA TE3M ACHECKTH
ca B3eTH BCHYKH TpEANasHM MEpKH 3a 3aKpuia Ha 37paBeTo H
Oe3omacHOCTTa Ha ydacTHHIUTE. ToBa BKIFOYBA IPH HEOOXOAUMOCT
OCUTypsIBaHE Ha TECTOBE 32 TEXHHUYECKAa M OMOJOTMYHA 0e30MacHOCT
U TIPEIKIMHUYHA OIEHKA;

0) IanM M3MOJ3BAHUTE OT CIIOHCOPA PEIICHHMS 3a CBEXIAHETO HA PHCKA
JI0 MUHMMYM Ca OIIMCaHM B XapMOHU3UPAaHU CTAaHAAPTH, a aKo
CIIOHCOPBT HE M3I0JI3Ba XapMOHU3UPAHU CTAHAAPTH — JaJId U3I0JI-
3BaHUTE pELICHUS 3a CBEXJAaHEeTO Ha pUCKA JO MHUHUMYM
OCHUT'YpSIBAT HMBO Ha 3allMTa, KOETO € PABHOCTOMHO HA OCHUTYPEHOTO
C XapMOHHU3UPAHUTE CTaHIAPTH;

B) Jajin Ca MNOAXOAAIIN IUNIAHUPAHUTE MEPKH 3a 0€30IacHO HHCTa-
JIMpaHe, IIyCKaHE€ B JICUCTBHE U noaapbKKa Ha H3OCIUCTO 3a
KIIMHUYHO H3IIHUTBAHC,

I) HaIeKAHOCTTa M CTaOMJIHOCTTa Ha PE3yIATAaTHTE OT KIMHUYHOTO
W3NHUTBaHE, KaTO C€ OTYUTAT CTATUCTUUECKHUTE IOIXOIH, Pa3padoT-
BaHETO HAa U3MUTBAHETO U METOJOJIOTHYHUTE ACTIEKTH, BKIFOUUTEITHO
00eMbT Ha U3BaJgKaTa, KOMIIAPATOpa U KPaHHUTE TOUYKH;

1) Ay ca M3IIBIHEHW W3UCKBAHUATA MO HpuiioxeHue XV,
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€) NpH HU3JeNus 3a CTepHiHA yrorpeda, JOKA3aTeNCTBAa 3a BaJMIH-
paHeTO Ha CTePHIM3ALMOHHHUTE MPOLEAYPU HA IPOM3BOIMTENS HIN
uH(OpMaIUsl OTHOCHO BB3CTAHOBUTEIHUTEC U CTCPHIM3AI[MOHHHUTE
OPOLEAYPH, KOUTO TPsIOBa Ja Ce M3MBJIHABAT HA MSICTOTO HA M3IHUT-
BaHETO;

) JIOKa3BaHETO Ha 0e30MacHOCTTa, KAa4eCTBOTO W IOJNE3HOCTTA Ha
BCHYKMA KOMIIOHCHTH C YXHBOTHHCKH FJIM YOBEIIKH IIPOM3XOJ HIIH
Ha BEHIECTBAa, KOMTO MOraT Ja ObJaT CMETHATH 3a JICKapCTBCHU
npoaykTH B choTBeTcTBUE ¢ JlupektuBa 2001/83/EO.

4.  JlppkaBUTe€ YJICHKM OTKa3BaT pa3pelleHue Ha KIMHUYHOTO
U3MUTBAHE, aKo:

a) JIOCHETO Ha 3asBICHUETO, MOAaAeHO chriacHo wieH 70, maparpad 1,
OCTaHe HeIbJIHO;

6) HU3ACIINCTO U MPEACTABECHUTEC JOKYMCHTH, IO-CIICHUAJIHO IUIaHBT 3a
U3IMUTBAHECTO U 6pomypaTa Ha H3CJICA0BATCIIsl, HC CBHOTBCTCTBAT Ha
ChCTOSHUETO B oOOJlacTTa Ha HAay4YHUTE€ 3HaHUdA, a CaMOTO
KIIMHUYHOTO U3IMUTBAHEC € HCNPUIOAHO Ja TMpe€aoCTaBH [JOoKasa-
TCJICTBA 3a 6C3OHaCHOCTTa, OIICPATUBHUTC XapaKTCPUCTHUKH WIN
MOJBUTE OT HU3ACIIUCTO 3a YUYACTHULIUTEC WA IMAIUCHTHUTEC,

B) HE Ca CMa3cHM W3MCKBAHMATA 1O WICH 62, WIH
I') HAKOS OT OLIGHKUTE MO maparpad 3 € oTpHIaTelHa.

JbpikaBuTe WICHKM NPEABIDKAAT MPOIeaypa 3a o0)KajlBaHE BBHB BPB3Ka
C OTKa3 IO ITbpBa aJMHEs.

Ynen 72

HpOBemaHe HAa KJIUMHHUHYHO MU3NHUTBAHE

1. CrooHCOpbT UM WU3CIENOBATENAT TapaHTUPAT, 4Ye KIMHUYHOTO
M3NHATBAaHE CE TIPOBEXIAa B CBHOTBETCTBHE C ONOOpeHHs IUIaH 3a
KJIMHUYHOTO U3MUTBAHE.

2. C uen jpa mpoBepu 3allMTaTa Ha MpaBara, 0€30MacHOCTTa U OJaro-
CBCTOSHUETO Ha YYACTHUIINTE, HANECKIHOCTTA U CTAOMIIHOCTTA HA OTYe-
TCHUTC PE3YJITaTU, KaKTO W Y€ IMPOBCKIAAHCTO Ha KIMHUYHOTO
U3IHATBAHE € B CHOTBETCTBHE C M3UCKBAHMATA HA HACTOSIINS PETJIAMEHT,
CTMOHCOPBHT OCHUTYpsiBa M3BBPIIBAHETO HA MOIXOISIIO HAOTIOJCHHUE Ha
OPOBSKIAHETO HA KIMHAYHOTO M3nuTBaHe. CTEleHTa W €CTECTBOTO Ha
HAOJIOJICHUETO Ce ONpENeNsT OT CIIOHCOpa Bb3 OCHOBAa HA OLICHSBaHE,
IpHU KOCTO C€ B3E€MaT NPCABUJ BCUYKHU XapaKTCPUCTUKU HA KIIMHUYHOTO
U3IHATBAHE, BKIFOYUTEIHO CIICIHUTE XapaKTCPUCTUKH:

a) neiara U1 METOJ0JIOTUATAa Ha KIIMHUYHOTO M3IMTBAHC, U

6) CTCIICHTA Ha OTKJIOHCHHWC Ha MWHTCPBCHLHUATA OT HOpMaJiHaTa
KIIMHUYHaA IPAaKTHUKa.

3. [[sata wHbOpManusa 3a KIMHUYHUTE H3MUTBAHUSA CE 3aIHCBa,
00paboTBa, HM3MOJI3BA U CHhXpaHSBA OT CIOHCOpA HIIM H3CIEI0BATENS
criope]; ciydas, Taka 4e Ja MOXKe Ja ObJie TOYHO JOKJIaaBaHa, WU3ThI-
KyBaHa U IIPOBEPEHA, KaTO B CBHIIOTO BpeMe IIOBEPUTEIHOCTTA HA JOKY-
MEHTaLMATA U JUYHUTE JaHHU HA YYAaCTHULIMTE OCTaBaT 3ALLUUTCHU B
ChOTBETCTBUE C IPUIIOKUMOTO IIPABO OTHOCHO 3allUTaTa Ha JIUYHUTE
JaHHU.

4.  Tlpumarat ce MOAXOISIIM TEXHHYECKH W OPTAaHW3AIMOHHH MEPKH,
3a na ce 3ammTIAT WHOpMauAaTa W 00pabOTBaHHWTE JHYHU JaHHU
Cpelly HepaspelleH WJIM HEe3aKOHEH IOCTBII, OIOBECTSABAaHE, pPa3Ipo-
CTpaHeHHe, MPOMsHA WIM YHUIIO)KaBaHE WM CIy4ailHO H3ryOBaHe,
HO-CHEeNUATHO aKo 00pabOoTBaHETO BKIIOYBA MpENaBaHE IMOCPEACTBOM
Mpexa.
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5. JbpkaBuTe WIEHKHM HWHCHEKTHUPAT Ha MOIXOJSIIO pPaBHHUIIE
MSCTOTO (MecTaTa) Ha HM3MHUTBAHE, 3a Ja MPOBEPAT Halk KIMHUYHUTE
U3MHATBAaHUSI CE€ U3BBpIIBAT B CHOTBETCTBHE C M3UCKBAHUATA HaA
HACTOSIIIUS PErJIAMEHT U C OJI00pPCHHUS IUIaH 3a M3IMHUTBAHETO.

6. CrHoHCOpbT ycTaHOBsBa MpoLEAypa 3a HU3BBbHPEIHH CHUTYyalluu,
KOSITO TI03BOJIsIBa He3a0aBHOTO MICHTH(UIIMPAHE U, IPU HEOOXOAUMOCT,
He3a0aBHO M3TEIJISTHE HA WM3JENHUATA, M3IOJI3BAHU MPU M3MUTBAHETO.

Ynen 73

EHEKTPOHHa CUCTEeMaA 3a KIMHUYHUTEC U3NIUTBAHUSA

1. B chTpynHHuYeCTBO C IbpkaBuTe wWieHKHM Komucusara cw3iasa,
yIpaBisBa U MOAXbPKA €IEKTPOHHA CHCTEMa

a) 3a TeHepUpaHe Ha €AWHHUTE MWICHTHU(QUKALMOHHM HOMepa Ha
KJIMHUYHHATE M3MUTBaHUA, ocodeHn B wieH 70, maparpad 1;

0) ¢ ¢yHKUMS Ha TpUEMal] MNOPTal MNPH TOAABAHETO HA BCHYKHU
3asBIICHHS] WM HOTH(UKANWS 32 KIMHUYHH W3IHTBAHUS, TOCOYCHH
B wieHoBe 70, 74, 75 u 78, KakTO W NpU MOJABAHETO HA BCHUYKH
OCTaHAIM JaHHU WIM TpU O0OpabOTBAHETO HAa JAaHHHUTE B TO3M
KOHTEKCT;

B) 3a 00MeH Ha MH(pOpMAIHs, OTHACAIIA C€ 338 KIMHUYHUTE W3MUTBAHUS
CBIVIACHO HACTOSIIUS PETJIAMEHT, MEXIY IbpXKAaBUTEC WICHKH WU
MeKIy TaX 1 KoMmucusTa, BKIIFOYNTETHO 32 0OOMeHa Ha MH(pOPMAIIHS,
mocoueH B wieHose 70 u 76;

F) 3a I/IH(l)OpMaLII/Iﬂ, KOATO C€ MPEAOCTaBs OT CIIOHCOpa B CbOTBETCTBUC
C YJICH 77, BKIIFOUMUTCIIHO JOKJIaga 3a KIWMHUYHOTO H3IUTBAHC H
PE3IOMETO CBITIACHO HM3KWCKBAaHHATA Ha naparpad) 5 ot ChIIHA YJICH,

) 3a JIOKJIaJIBAHE Ha CEPHO3HH HEKETaHH CHOUTHS W HEIAOCTATHIU HA
W3JENUATa U CHOTBETHOTO AaKTyaIM3WpaHe Ha Ta3u HH(popManus
ceriaacHo wien 80.

2. Tlpu cw3naBaHe Ha EINEKTpOHHATa cucTtema 1o maparpag 1 or
Hactosmus 4ieH Komucusra obe3neyaBa HeifHaTa onepaTHMBHA ChBMeEC-
tUMOCT ¢ 0Oa3ata manHu Ha EC 3a KIMHHUYHHWTE M3MHUTBAHHS Ha JeKap-
CTBEHH NPOAYKTH 3a XyMaHHa ynotpeba, Ch3laJieHa B CHOTBETCTBUE C
unieH 81 ot Pernament (EC) Ne 536/2014 na EBponeiickus napiaMeHT u
Ha Cseera ('), mo ce oTHacad 10 CHYETABAHETO HA KIMHUYHHTE
W3MUTBAaHUS Ha M3JENUS C KIMHUYHUTE W3MUTBAHUS 10 IOCOYECHHUS
peraMeHT.

3. Tlocouenara B maparpad 1, OykBa B) mH(poOpMalusi, € IOCTHIIHA
camMo 3a JppkaBuTe wieHkH W 3a Kowmwucusara. HWHpopmanusta,
MOCOYEHa B OCTaHANIWTe OYKBH OT ChINUS maparpad, € myOiauyHo
JIOCTBITHA, OCBEH KOTaTo LisilaTa MHGOPMAIHMS WIN YacT OT Hesl € IOBe-
pHUTENHA 10 HAKOA OT CIEIHUTE NPUYHUHH:

a) 3amuTa Ha JMYHATE JaHHU B CchoTBeTcTBHEe C Permament (EO)
Ne 45/2001;

0) 3ammTa Ha THProBCKara WH(OpPMALMs C TOBEPHUTENICH XapakTep,
0oco0eHO B OpollypaTa Ha H3CIIEOBaTeNs, IO-CHEIHUATIHO KaTo ce
OTYMTA CTATYyChT HA OLEHSIBAHETO Ha CHOTBETCTBHUETO HA M3JICIIUETO,
OCBEH B CIIy4auTe, KOraTo ChLIECTBYBa I10-BUCII OOILIECTBEH HHTEPEC
3a OIOBECTABaHEe Ha WHQOPMALUITA;

(") Permament (EC) Ne 536/2014 Ha EBpomeiickus mapiameHT U Ha CbBeTa OT
16 anpun 2014 1. OTHOCHO KJIMHUYHUTE M3MHMTBAHHUS HA JIEKAPCTBEHHU
NPOAYKTH 3a XyMaHHa yroTrpeba, u 3a oTMsHa Ha [upextmsa 2001/20/EO
(OB L 158, 27.5.2014 r., ctp. 1).
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B) ¢(peKTHBEH HAA30p Ha MPOBEKAAHETO HA KIMHUYHOTO M3MHUTBAHE OT
CTpaHa Ha CHOTBETHATA(UTE) IbpKaBa(¥) WiICHKA(H).

4.  JIuyHWTE DaHHU HA YYACTHHUIIUTE HE ca IMyOJHYHO JOCTBITHH.

5. TlotpeOutenckust uHTEepdelc HAa  EINEKTPOHHATA  CHUCTEMA,
mocoyeHa B maparpad 1, e Ha Bcuuku oduimanHu e3und Ha Chio3a.

Ynen 74

KiuHMYHH M3NUTBAaHUS 1O OTHOLIEHHE HA M3JeJUsl C HaHeceHa
MmapkupoBka ,,CE“

1. Koraro TpsibBa na ce mpoBeie KIMHUYHO H3IMTBAaHE, C OIVIE] HA
JOIIBJIHUTENHO OLCHSABaHE, B pPaMKUTe Ha I[peJHAa3HAYeHUETO, Ha
u3zenue, BbpXy KOETO Beue € HaHeceHa MmapkupoBkarta ,,CE“ B choT-
BerctBue ¢ wieH 20, maparpad 1 (,u3nurBanus 3a KIIIIII®), u koraro
W3MUTBaHETO OM OWJIO CBBP3aHO C TMOAJAraHe Ha YYacCTHULUTE Ha
NpoLleNypH B JONBJIHEHHE KbM IPOBEXKIAHUTE TIPH HOPMAIHU
ycloBHs Ha ymorpeba Ha UM3JENUEeTO, M TEe3H JIOMBJIHUTEIHH
IpOLEIypPH Ca WHBa3HBHHU HIM OOPEMEHUTEIHH, CIIOHCOPBHT YBEAOMSBA
CHOTBETHUTE ABPKaBH wWIEHKHM Hal-manko 30 AHM TIpeiad HEroBOTO
Hayajo 4pe3 eNCeKTPOHHATa CHUCTeMa, IocoueHa B uieH 73. CIOHCOPBT
BKJIIOYBA JTIOKyMEHTAIUATa, mocodeHa B riaBa Il ot mpumnoxenmne XV,
KaTo 4acT oT ysenomiuenuero. P C1 Unen 62, maparpad 4, OGyxsu
0)—xk) u OykBa M), wieHoBe 75, 76 u 77, unen 80, nmaparpadu 5 u 6
W CHOTBETHUTE pasnopendtu € Ha TpuwioxkeHne XV ce mpuiaratr 3a
m3nutBanusaTa 3a KIIIII.

2. Koraro TpsbBa &a ce mpoBele KIMHUYHO WU3IHUTBAHE C OIJe[
OIICHSBaHE HAa W3JETHe C Beue HaHeceHa MapkupoBkarta,CE®“ B cbOT-
BeTcTBHE ¢ wieH 20, naparpad 1, U3BbH paMKUTE Ha IpeiHa3HAUEHUETO
My, ce mpmiarar dieHoBe 62—S81.

Ynen 75

CopblecTBeHH NMPOMEHH B KJIHHUYHHUTE H3NMUTBAHUA

1. AKxo CIOHCOPBT BB3HaAMepsBa Ja BHECE NPOMEHH B KIMHUYHO
U3IUTBAHE, 32 KOUTO c€ MpeAnojara, 4Ye Iie OKaKaT 3HAUUTENHO
Bb3/eiicTBHE BBpPXY O€30IIacHOCTTA, 3IpaBeTO WM NpaBaTa Ha ydacT-
HULIUTE WIA BBPXY CTAaOMIHOCTTa WJIM HAJEKIHOCTTA HA KIMHHYHUTE
pe3ysITaTd OT U3MUTBAHETO, TOW yBEIOMSABAa B CPOK OT €HA CEIMHUIIA
Yype3 eNeKTPOHHATa CUcTeMa 1o wieH 73 choTBeTHaTa(UTE) ABpKaBa(H)
wieHKa(d), B KOATO(KOMTO) Ce€ TMpOoBeXJa WM IIe Cce€ IPOBEe
KIMHUYHOTO W3MUTBaHE, 3a OCHOBAHHATAa M €CTECTBOTO Ha TE3U
npomeHn. CIIOHCOPBT MpUiiara akTyalu3upaHa pelakius Ha CBhOT-
BETHaTa [OKyMeHTalus, mnocodeHa B rnasa Il or mpunoxenue XV,
KaTto dYacT OT yBemoMJIeHHETO. [IpoMeHHWTe B CHOTBETHATa JIOKY-
MeHTalus TpsiOBa Ja ca sICHO 00O3HAYEHH.

2. IILp)KaBaTa YWICHKAa IIpaBhM OLCHKa Ha BCHYKHU CBHIICCTBCHU
INPOMCHU Ha KIMHUYHOTO H3IMTBAHC B CBOTBECTCTBUE C IIpoLCAypara,
IocoYeHa B wieH 71.

3. CrhnoHCOpsT MOXE Ja MPWIOXKH T[OCOYeHHTe B maparpad 1
NpOMEHH Haii-paHo 38 JHM clell yBEIOMIICHHETO, MOCOYCHO B CHIIHS
naparpad, OCBEeH aKo:

a) IbpKaBaTa WICHKA, B KOSATO C€ MPOBEXJa WM IIe Ce IpOoBene
KJIMHUYHOTO W3MUTBaHE, € YBEIOMMJIAa CIOHCOpa 3a OTKa3a CH BB3
OCHOBa Ha ChOOpakeHHsTa, NMOCOUeHH B wieH 71, maparpad 4, uiau
Bb3 OCHOBa Ha CHOOpaXKEHUs, CBHP3aHH C OOIIECTBEHOTO 3IpaBe, C
0e30MacHOCTTa WM 3IPaBETO HA YYACTHHIIUTE M MOTPEOUTENHUTE, C
oOIIeCTBeHHSI Pell, UITN
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0) KOMHCHS 1O €THKa B Ta3W JIbp)KaBa 4YICHKA € Jaja OTPHLATEIHO
CTaHOBHUILE IO OTHOIIEHHWE Ha CHUOIECTBEHATa MpPOMSHA Ha
KIIMHUYHOTO W3IHMTBaHE, KOETO B CHOTBETCTBHE C HAIMOHAIHOTO
NPaBO € BaIWAHO 3a IsUIaTa JbpKaBa WICHKA.

4.  CworBerHata(ute) mabpxkaBa(M) wieHka(M) Moxke(Morar) na
YIBIDKU(AT) CpoKa, MOCOYeH B maparpad 3, ¢ omie ceieM JHH C el
MPOBEKAaHE HA KOHCYJITAIlMU C €KCIIEPTH.

Ynen 76

Kopurupamm wmepku, KoOUTO TpsiOBa Ja ce mnpeanmpueMar oT
ABbP/KABHUTE YJIEHKH, 1 00MeH Ha HHpOpPMANMA MEKAY TAX

1.  Axo IbpkaBa WiICHKa, B KOSTO CE MPOBEK/AA WIH LI CE MPOBEKIA
KIMHUYHO H3IMTBAHEC, MMa OCHOBAHMA 1a CMATa, Y€ IIOCOYCHHUTE B
HACTOSIIIMS PETJIAMEHT HM3HUCKBAaHHMS HE Ce W3IIBJIHSBAT, TSI MOXE [a
npefnprueMe Ha CBOS TEPUTOPHs Hal-MalKOTO HSKOS OT CIEJAHUTE
MEpKH:

a) J1a OTHEME Pa3pelICHHETO 38 KIMHUYHOTO H3IUTBAHE,
0) ma crpe WM Ja NMPEeKpaTH KIMHUYHOTO M3IHUTBAHE,

B) Ia M3MCKAa CIIOHCOPBT [Ja MPOMEHHM OMpeeiCH acleKT Ha
KIMHAYHOTO HM3IUTBAHE.

2. Ilpemm nma mpexampueMe HAKOS OT MepkuTe mo maparpad 1 cbot-
BETHATa Ibp)KaBa YICHKA HM3HCKBA CTAHOBHIIE OT CIOHCOpAa HIIHM OT
W3CNenoBaTeNs, WM OT JBaMara, OCBEH aK0 He € HEeoOXO0AuMO
He3abaBHO neiicTBrue. CTaHOBHIIETO CE€ MPEACTaBs B CPOK OT CEIEM JHH.

3.  Koraro pappxkaBa 4J€HKa € Mpennpuesia HAKOS OT MEpKHTE,
nocoueHn B maparpad 1 OT HacTosIIMS WIGH, WM € OTKa3aia
KIIMHAUYHO M3MUTBAaHEe, WK ¢ OWia YBEJIOMEHA OT CIIOHCOpa 3a MPEXK/ICB-
PEMEHHOTO TpeKpaTsBaHE Ha KIMHUYHO M3IUTBAaHE IOPaaAu ChOO-
paxeHHs BBB BpB3Ka ¢ 0E30MacHOCTTA, IbpKaBara WICHKAa ChOOIIaBa
CHOTBETHOTO pELICHHE W MOTHBHUTE 3a HEro Ha BCHYKH Jbp)KaBU
wieHKd u Ha Komwucusita 4pe3 eJneKTpOHHAaTa CHCTeMa, IOCOYeHa B
uneHn 73.

4.  KoraTo CHOHCOPBT OTTEIVIM JAaJCHO 3asBIICHHE, MPEIH Aa HMa
peleHre Ha Ibp)KaBa YieHKa, Ta3u WHPOpPMAaLUs ce MPEeJoCTaBs upes3
€JICKTPOHHATA CHUCTEeMa IO WieH 73 Ha BCHYKH JIbPKABU YJICHKH U Ha
Komucusra.

Ynen 77

HNudopmanus oT cioHcopa B Kpasi HA KIMHUYHOTO M3NHUTBAHE WU
NpH COMpPaHe WK NMPEeKIEeBPEMEHHO MpeKpaTsBaHe

1.  AKO CHIOHCOpPBT CIpe WM MPEKIEBPEMEHHO NPEKPATH KIMHUYHO
W3MUTBaHEe, TOH MHPOpPMHUpPA 3a TOBa B paMKHUTE Ha 15 1HU abpikaBara
YJIEHKA, B KOSATO KIMHUYHOTO M3MHMTBAaHE € OHMJIO CHPSHO WM MPEXKIICB-
pPEMEHHO TpeKpaTeHo, Ype3 I[IocCoYeHaTa B WIEH 73 eNeKTpOoHHa
cucTeMa, KaTo mpeacTaBs OO0OCHOBKAa. B ciyuail ue crnoHcopbT crpe
WIH TIPSKACBPEMEHHO MPEKpaTH KIMHUYHOTO M3MUTBAHE TOPaI ChOO-
pakeHHs BBB Bpb3Ka ¢ 0Oe30MacHOCTTa, B paMKuTe Ha 24 yaca TOM
UHPOPMHUpPA 32 TOBAa BCHYKU IBPKAaBH YJICHKH, B KOUTO CE MPOBEKIa
CHOTBETHOTO KJIMHUYHO H3MIHTBAHE.

2. llpmema ce, 4ye KpadT Ha KIMHWUYHOTO M3MUTBAHE CHBIALa C
HOCJICIHOTO TOCEIIEHHE Ha MOCHEeIHHS y4YacTHHUK, OCBEH aKko B IUIaHA
Ha KJIMHUYHOTO M3IUTBAHE HE € OIpeJesIeH JpyTr MOMEHT 3a TO3H Kpail.
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3.  CHnoHCOphT yBEeJOMSIBA BCsSKa Abp)KaBa WIEHKAa, B KOSATO ce €
MIPOBEXIAN0 KIMHAYHOTO H3IMHUTBAHE, 3a Kpas Ha TOBa KIMHUYHO
W3MUTBaHE B Ta3W JIbpKaBa 4lieHKa. TOBa YBEJAOMIICHHE CE M3BBpILIBA
B CPOK OT 15 nmHM cren kpas Ha KIMHHUYHOTO H3IHMTBaHE 3a Tas3u
I'bp)KaBa 4JICHKA.

4. AKo [a/ieHO U3NUTBAHE CE MPOBEXJa B IIOBEUE OT €]HA JbpiKaBa
YJIEHKa, CIIOHCOPBT YBEJOMSBAa BCUUKHU IbP)KAaBU WICHKH, B KOUTO CE €
MPOBEKJAJI0 TOBAa KJIMHUYHO W3NUTBAaHE, 3a Kpas My BBB BCHUYKH
I'bp>KaBU WIEHKU. ToBa yBEJOMJIEHHE CE€ M3BBPLIBA B CPOK OT 15 nHM
cllell Kpas Ha KIMHMYHOTO H3MUTBAHE.

5. HesaBucumo ot pesynrara OT KIMHHYHOTO H3MHUTBAHE, B CPOK OT
€IHa roanHa Cjeq Kpasgd Ha KIIMHUYHOTO H3INMUTBAHC WU O TpHU MECEla
Cllel TPEeKAESBPEMEHHOTO IIPEKpaTsSBaHe WIH CHHPAHETO, CIOHCOPBHT
IpPEACTaBsd Ha Jbp)KaBUTE UJICHKH, B KOMTO CE € MPOBEXKIAI0
KIIMHUYHOTO W3MHTBaHE, NOKJIaJ OT KIMHAYHOTO H3MHTBAHE CHITACHO
rnaBa I, pazgen 2.8 u rnasa I, pazgen 7 ot npunoxenue XV.

KbM noknaza 3a KIMHUYHOTO W3MHMTBAaHE CE MpUiIara pe3loMe, KOeTo e
MPeICTaBeHO B JIECHO pa30upaeMa 3a IelieBUS TOTpeduten ¢dopma.
JloknanbT U pe3rOMETO ce MPEACTAaBAT OT CIIOHCOpa 4Ype3 eJEKTPOHHATA
CHCTEMa, TTocoYeHa B 4jeH 73.

Koraro mopamu cboOpakeHHsT OT HAayYHO €CTECTBO HE € BB3MOXKHO
JOKJIAJBT 32 KIMHUYHOTO M3IIUTBAHE Jla C€ MPEACTaBH B CPOK OT €IHA
roAWMHa clel Kpas Ha H3MUTBAHETO, TOM ce MpEelCcTaBs BeAHAra IOM
ObJe M3roTBeH. B To3u ciyuail B IulaHa Ha KIMHUYHOTO M3IUTBaHE,
nmocouyeH B rnasa II, pasmen 3 ot mpunoxkenume XV, ce mocodyBa Kora
me ObAaT HAIMYHU pe3yJTaTUTE OT KIMHUYHOTO W3MUTBAaHE, KAaTO Ce
u3j1araT OCHOBaHMS 3a TOBA.

6. Komucusara U3roTBs HaCOKM 3a ChABPKAHMETO M CTPYKTypaTra Ha
pE3IOMETO Ha JIOKJIaja 3a KIMHUYHOTO M3IUTBAHE.

OcBeH TOBa 3a CIIy4auTe, B KOUTO CIIOHCOPBHT pellaBa Ja CIOJICIU
HeoOpaboOTeHH JaHHU Ha JOOpPOBONHA OCHOBa, Komwucusita MOXke naa
W3rOTBH HAacoKH 3a (opmaTa W oOMeHa Ha Te3HW HaHHH. Te3n Hacoku
MOTar Jja ce OCHOBABAaT Ha CHIICCTBYBAIIUTE HACOKH 3a CIIOACISHETO Ha
HeoOpaboTeHn NaHHU B 00JIaCTTa HA KIMHUYHUTE W3NUTBAHHS, KATO TH
aJlanTUpaT, JOKOJIKOTO € BH3MOXKHO.

7. Pe3roMeTo M JOKIAAbT 3a KIMHUYHOTO M3IHMTBAaHE, IOCOYCHU B
naparpad 5 OT HACTOSIIMS 4ICH, CTaBaT MyOJHMYHO JOCTBITHU Ype3
€JIEKTpOHHATa CHUCTEMa, II0COYeHa B wWieH 73, HaW-KbCHO KOraTo
U3JICNTNETO ObJIC PErHCTPUPAHO B CHOTBETCTBUE C wieH 29 W mpeau
IMyCKaHeTO My Ha Ia3apa. B ciryuail Ha mpexaeBpeMeHHO IpeKpaTsBaHe
nin CanaHe pe?,}oMeTo U OOKJIaAbT CTaBaT l'ly6.]'[I/I‘IHO JOCTBIIHHU
BeJHAra Clie/l MPEICTaBSIHETO WM.

Axo m3nenuero He ObJe PETUCTPUPAHO B CHOTBETCTBHE C WieH 29 B
paMKUTE Ha eHa TOJMHA OT BHBEXKJAHETO HA PE3IOMETO U Ha JIOKJIAa/a B
€JIEKTPOHHATA CHUCTEMa B CHOTBETCTBHE ¢ Taparpad 5 OT HACTOAIIUS
YJieH, T€ CTaBaT IyOJMYHO ITOCTBIIHU B TO3U MOMEHT.

Ynen 78

Ipoueaypa 3a KOOPIMHHPAHO OlEHABAaHEe Ha KJIMHUYHHUTE
W3NMUTBAHUS

1. Upe3 enexkTpoHHaTa cuUCTeMa IO 4iIeH 73 CHOHCOPBT Ha
KIMHUYHOTO M3IMTBaHE, KOETO Ie ce NMpPOBeXAa B IIOBEYe OT efHa
JbpKaBa UWICHKA, MOXeE Ja IoJaje CSIWHHO 3asBICHHE 3a IICNUTE Ha
yieH 70, KoeTo Ipu IoJy4yaBaHE C€ INpejaBa IO EJIEKTPOHEH IbT Ha
BCHYKH IbPKAaBH WICHKH, B KOUTO I C€ IPOBEXKIA M3MUTBAHETO.
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2. B enuHHOTO 3asBiieHUe 10 naparpad 1 CHOHCOPBT mpejasara eaHa
OT [Jbp)KaBUTE WIEHKHM, B KOWUTO W€ C€ INPOBEkKAA KIMHUYHOTO
U3MXATBaHE, Ja JeHCTBa KaTo KOOpAWHMpAIla JbpikaBa WieHKa. B cpok
OT IIECT JHM Clie/l IOJ[aBaHETO Ha 3asBJIEHUETO Ibp)KaBUTE WICHKH, B
KOWUTO IIE C€ MPOBEXJa KIMHUYHOTO W3MHUTBAHE, MOCTHUraT CBIJIACHE
KOSl OT TX Ja moeme (YHKIMUTE Ha KOOPIMHHUpAIla JAbpXKaBa YJICHKA.
AKo Te He ce cropa3yMesaT 3a KOOpIMHMpAIla JbpXKaBa 4WIEHKA, Ta3U
(GyHKIMA ce moeMa OT IMpeJIoXKeHaTa OT CIIOHCOpa JIbprkaBa WICHKA.

3. Tlox pbBKOBOJACTBOTO Ha KOOpAMHHUpAIIaTa JbpKaBa UJIEHKA IO
naparpad 2 3acerHaTUTE IbPKABH WIEHKH KOOPIAWHHPAT OLEHIBAHETO
Ha 3adBJIECHHETO OT TAXHA CTpaHa, [0-KOHKPETHO HA JOKyMEHTaIUATa,
nocoueHa B riasa Il ot npunoxenue XV.

Bpnpekn ToBa mBIHOTaTa Ha JOKyMEHTalMATa, HocodyeHa B riasa II,
pazmemm 1.13, 3.1.3, 4.2, 43 u 4.4 or nmpunoxenue XV, ce oleHsIBa
OTIIETHO OT BCSAKAa 3acerHaTa Jbp)KaBa UIEHKA B CHOTBETCTBHE C
unen 70, maparpadu 1—S5.

4. Tlo oTHONIEHHE HA HOKYMEHTAINMSTA, Pa3iMYHa OT MOCOYCHATA B
maparpad 3, Bropa ajmHes, KOOpJAWHHpAIATa IbP)KaBa WICHKA:

a) B CPOK OT MIECT THH CJIeA MOJyYaBaHE HAa CIUHHOTO 3asBICHHE
YBEIOMSIBa CIIOHCOpA, Y€ TA € KOOPAMWHMpAIlaTa Jbp)kaBa dICHKA
(,,maTa Ha yBemomsBaHe");

0) 3a menMTe Ha BaIMIMpaAHE Ha 3asBJICHHETO B3eMa NPEABH] BCUYKU
ChOOpakeHHs, IMPEJCTaBEeHH B CPOK OT CeAeM JHM OT JaTara Ha
YBEIOMSBAaHE OT 3aCETHATUTE JIbP)KaBU UJICHKHU;

B) B pamkuTe Ha 10 mHM OT Aarata Ha yBEAOMSBaHE OICHSBA Al
KIMHUYHOTO HW3IUTBAaHE IIOMaja B 00XBara Ha HACTOSALIUA
perjaMeHT W Jalld 3asBICHUETO € ITBJIHO, U YBEIOMsBa CIIOHCOpa
3a ToBa. BBB BpB3Ka C TOBa OICHSIBaHE 3a KOOPIMHHpAIIATA
JIbp)KaBa wieHKa ce npwiara wieH 70, maparpadu 1 u 3—S5;

I) OpPEACTaBs Pe3yNTATUTE OT U3BBPIICHOTO OICHSABAaHE B MPOCKT Ha
JIOKJIaJl OT OILICHSBAHETO, KOHTO TpsOBa Na Obje M3MpaTeH 10 3acer-
HATHUTE ABP)KABHU WICHKHA B CPOK OT 26 IHHU CIIEJ Jarara Ha BallHIH-
panero. o 38-usi neH cnen narata Ha BaMIUMPAHETO APYTHTE
3acerHaTH Ibp)KaBH WICHKH HM3IPAIlaT CBOUTE KOMEHTapu U Ipel-
JIOKEHHsI 10 MPOEKTa Ha MOKJIa] OT OICHSABAHETO M CHOTBETHOTO
3asBJICHHE HA KOOPAMHHUpANIATa [Ibp)KaBa WICHKA, KOSITO B3eMa
MPeABUA TE3M KOMEHTapH M MPEAJOKEHHsS NpPU HM3TOTBSIHETO Ha
OKOHYATEJIHHS [OKJIAJ OT OLCHSABAHETO, KOWTO Ce MpeiaBa Ha
CIIOHCOpPa M Ha JPYTHTE 3aceTHAaTH IbPXKaBH WICHKH B CPOK OT
45 nHu crnepx AaTaTa Ha BaNUIUPAaHE.

OKOHYATEIHUAT JOKJIaJl OT OLEHSIBAHETO CE B3eMa IPEBHI OT BCHUYKU
3aCerHaTH [bp)KaBU WIEHKH INPH B3€MAHETO Ha peIIeHHE M0 3asB-
JICHUETO Ha CIIOHCOpa B ChOTBETCTBHE ¢ wieH 70, maparpad 7.

5. Tlo oTHomeHWe Ha OICHABAHETO Ha JOKYMEHTAalUUsATa II0
naparpad 3, BTOpa ajiMHesl BCAKa 3acerHaTa IbpXaBa 4YJIEHKA MOXKE
€IHOKpPAaTHO Jla TOWCKa IOIBJIHUTENHa HWH(OpPMAIMS OT CIIOHCOpA.
CrioHCOpBT IIpeACTaBs NOUCKaHATa JONBJIHUTENHa WHpOpMauus B
paMKHTE Ha CpOKa, ONpelNeNieH OT 3acerHaTara Abp)kaBa 4JIEHKa,
KOMTO He HajgBHMIIaBa 12 JHU OT JaTata Ha NOJNydYaBaHe HA WCKAHETO.
CpoksT 1o naparpad 4, 6yksa r) cnmpa Ja Teue OT AaraTa Ha MCKaHETO
O MOMEHTa Ha IOJy4aBaHE Ha JOMBIHHUTENIHATa WHpOpManus.
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6. 3a magenusata ot kinac IIb u kmac III, koopauHMpamaTa IbpikaBa
YIeHKa MOXeE CBII0 Taka Jda YIOBIDKA CPOKOBETE, IIOCOYEHH B
naparpag 4, ¢ ome 50 AHM C LeN TpOBeXJaHe Ha KOHCYNTalUU C
eKCIEepTH.

7. Komucusata Moxe 4pe3 aKTOBE 3a M3MBIHEHHE J1a KOHKPETH3Hpa
JOIBJIHUTENHO TPOLEAypUTe M CpPOKOBETE 3a KOOPIUHUPAHOTO
OLICHsSBaHe, KOHWTO Jia C€ B3eMaT II0J BHUMaHHE OT 3acerHaTUTe
JbpKaBU 4YJIEHKU INIPU B3€MAHETO HA PEIICHUE [0 3asBICHUETO Ha
crioHcopa. Te3n aKkToBe 3a M3IMBJIHEHHE MOTAT Ja ONPENessT M Npole-
IypUTE€ U CPOKOBETE€ 3a KOOPJIMHHMPAHO OIEHsABaHE B Cciy4yaidl Ha
CBIIECTBEHH NMPOMEHH IO maparpad 12 oT HacTOSIIMS WIeH, B CIydai
Ha JOKJIaJIBaHE Ha HEexeNaHu chOuTHs mo wieH 80, maparpad 4 u B
clydyail Ha KIMHUYHHM W3MUTBAaHUS HA TPOIYKTH, NPEACTaBIISBAIIN
KOMOHMHAIMS OT MEIMIIMHCKO W3/ENUe W JIEKAPCTBEH NMPOIYKT, KOTraTo
MOCJIeHUTE ca OOEKT Ha MapalelHO KOOPIUHHMPAHO OLEHSBaHE Ha
KIMHUYHO u3nuTBaHe cbriiacHo Permament (EC) Ne 536/2014. Tesm
aKTOBE 3a M3IBJIHEHHE Ce NMPHEMAaT B CHOTBETCTBHE C MpOIeaypaTa 1o
pasriexiane, nocoyena B wieH 114, maparpad 3.

8.  Koraro 3aknroueHMeTO Ha KOOpIMHMpAllaTa JbpKaBa WIECHKa
OTHOCHO 00JaCTTa Ha KOOPAMHHUPAHO OLICHSBAHE €, Y€ MPOBEXKIAHETO
Ha KIMHAYHOTO M3MUTBaHE € MPHEMIIMBO MM € MPHEMJIMBO IIPH CIa3-
BAaHETO HA ONpEIENeHM YCIOBHSA, TOBa 3aKIIIOUCHHE CE CUHTa 3a
3aKJIOUYCHUE Ha BCHUYKHU 3aCETHATU ABPXKABU WICHKU.

HeszaBucumo ot II'bpBa AJIMHEA, BCAKa OT 3aCErHATUTEC AbPIKaBU YJICHKH
MOXKE Oa H3pa3u HECHIITIACHUE CBHC 3aKIHOYCHUETO Ha KOOpAWHHpAaliaTa
AbpiKaBa 4JICHKa OTHOCHO o0yracTTa Ha KOOpAWHUPAHO OLECHSABAHE CaMO
Ha CJICAHUTC OCHOBAHHUA:

a) KOraTto c4yura, 4€ y4aCTUCTO B KIIMHUYHOTO U3IIUTBAHC ou JAOBEJIO 10
TOBa AaJ€H YYaCTHUK MOXKE 1a MojiydaBa JICYCHUEC, KOCTO € IMO-HCKa-
YCCTBCHO OT TOBa B YCJIOBHATA HAa HOpPMaJIHATA KIIMHWYHA IPAKTHUKa
B 3acCCrHaTaTa AbpiKaBa YICHKA,

0) HapylICHHWE HAa HAIMOHAIHOTO IPaBO; WU

B) ChOOpa)KeHUsI BbB BpB3Ka ¢ 0E30MACHOCTTA HA yYaCTHUKA U HAJECK]-
HOCTTa M CTa0MJIHOCTTa Ha pe3ynraTute mo maparpad 4, Oyksa T).

Korato HsiKOsi OT 3acerHaTure AbpXKaBH WICHKH HE € ChIJIACHA ChC
3aKJIFOYEHHETO BH3 OCHOBA Ha BTOpa JMHEs OT HACTOSMMA maparpad,
TSl YBEAOMSIBA 33 CBOETO HECHIVIACHE, KATO CHIIECBPEMEHHO MPEIOCTABS
noapobHa obocHoBKa, Kommucusra, BCHYKH APYIHW 3acCeTHATH ABPIKABU
YJIEHKH W CIIOHCOpa 4Ype3 eJIeKTPOHHATa CHCTeMa 1o WieH 73.

9. Koraro 3akimroueHneTo Ha KOOpAuHUpaliaTta AbprKaBa YICHKaA
OTHOCHO o0JilacTra Ha KOOpAWHHUPAHO OLCHABAHC €, Y€ KIMHUYHOTO
HU3NUTBAHE € HCIIPUCMIIMBO, TOBAa 3aKJIIOYCHUC CE€ CUHTA 3a 3aKIIHOYCHUC
Ha BCHUYKH 3aCE€THATU ABbprKaBU YJICHKH.

10.  Manena 3acerHaTa [Jbp)kaBa 4ICHKa OTKa3Ba Ja paspelin
KIMHAYHO M3MHTBaHE, aKO HE € CBIVIACHA ChC 3aKIIIOUCHHETO Ha KOOp-
JUHUpalaTta Ibp)kaBa WICHKAa, Ha KOETO M Ja € OT OCHOBAaHMATA,
IOCOUCHH B maparpad §, BTOpa anwHes, WIH aKO YCTaHOBH BB3
OCHOBAa Ha HaJUIe)KHO OOOCHOBaHU CHOOPaXKEHUs], 4e HE ca U3IBJIHEHU
acmekTuTe, pasrienanu B riasa I, pazmemn 1.13, 3.1.3, 4.2, 43 u 4.4 ot
npunoxeHue XV, WM KOraTo KOMUCHATA 110 €TUKA € Jajia OTPULATETHO
CTAQHOBHUIL[E OTHOCHO KIMHHYHOTO M3MHTBAaHE, KOETO CHITACHO HAILHO-
HaJIHOTO IIPaBO € BAJIUIHO 3a LsIaTa Abp)KaBa WIEHKA. 3acerHarara
IbpKaBa WICHKA MPEIBXKIa IPoleaypa 3a 00XKajlBaHEe IO OTHOLICHHE
Ha TaKbB OTKa3.
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11. Bceska 3acerHata Abp)kaBa WIEHKAa YBEAOMSIBA CIOHCOpa 4pes
€JIEKTPOHHATAa CHCTEMa II0 4iIeH 73 3a ToBa Jald KIMHUYHOTO
U3INUTBAHE € pa3pellieHo, Jald € paspelleHO IpH CHa3BaHETO Ha
OIIpEAeIeHN YCIOBUS WIM € OWIO OTKa3aHO paspelleHHe 3a Hero.
VYBeIOMSIBAaHETO CE€ M3BBHPIIBA Upe3 €IHOKPATHO pPEHIEHHE 0 MET THU
OT MpeJaBaHEeTO, ChrilacHO maparpad 4, OykBa I'), HA OKOHYATEIHHUS
JOKJIaJl OT OLCHABAHETO OT CTpaHa Ha KOOpPAMHHUpAIlaTa Ibp)KaBa
uyneHka. Koraro paspemaBaHeTo Ha KIMHUYHOTO W3MHMTBAHE €
OOBBP3aHO C OMNpeIeleHH YCIOBHsA, TOBa MoOrar Jjaa ObJaT camo
YCIIOBHS, KOUTO TOPAJM €CTECTBOTO CH HE MOrar Ja ObJaT M3IIbJIHEHH
KbM MOMEHTa Ha pa3pellaBaHeTo.

12.  BcuYKH CBINECTBEHH NPOMEHH MO wWieH 75 ce choOmaBar Ha
3aCEerHaTUTE IbPKaBU WICHKH 4Ype3 eJIEKTPOHHATa CHCTeMa [0 4JIeH
73. Hanuumero Ha OCHOBaHHWS 3a HechIylacue 1o maparpad 8, BTOpa
aJMHes] OT HACTOALIMS YJIeH Ce OLEHsBa I0J PHKOBOJICTBOTO Ha KOOP-
QUHMpAIaTa Ibp)KaBa 4JICHKA, OCBEH B CIy4Yald Ha ChIIECTBEHH
TpoMeHu 1o oTHomeHue Ha rnasa II, pazgenm 1.13, 3.1.3, 42, 43 n
4.4 or npunoxeHue XV, KOUTO c€ OLEHSIBAT OTJEIHO OT BCSKa
3acerHara JIbp)KaBa WICHKA.

13. Kowmmcusra mpenocTaBs aqMUHICTPATHBHA MOJKpPENa Ha KOOPIH-
HUpallaTa IbpXKaBa WIEHKAa NIPU HU3IBIHEHWETO Ha 3aJa4ure M IO
HacTosIaTa IiaBa.

14.  Jlo 25 mait 2027 1. ycTaHOBEHaTa B HACTOSIIHUS WIEH MpOIeaypa
ce Impuiara caMo OT Ibp)KABUTE YIEHKH, B KOUTO ILE C€ IMPOBEXkIa
KIMHAYHO W3MUTBAaHE M KOUTO Ca JalM ChITaCHe 3a IPHIIATAaHeTO M.
Ot 26 mait 2027 r. mocoueHaTa HpolLexypa ce Ipuiaara OT BCHUKU
IBPKaBU UWICHKH.

Ynen 79

IIperyen Ha mpouegypaTa 3a KOOPAMHHUPAHO OLEHsSIBaHe

B cpok no 27 mait 2026 r. Komucusara npencrasd Ha Espomnelickus
mapraMeHT ¥ Ha ChbBeTa JOKIAA 3a OIHTA, HPHAOOUT OT IIPHIIATAaHETO
Ha wieH 78 U, ako € HeoOXoIuMo, Ipeanara Iperjies Ha uwieH 78,
naparpad 14 u na unen 123, naparpad 3, Oyksa 3).

Ynen 80

Pernﬂpnpaﬂe U JOKJIaABaHE¢ HaAa HEXKCJIaHHU chonTHS npu
KJIMHUHYHH HU3IUTBAHUSA

1. CrooHcopbT perucTpupa Lsigata HHGOPMAIUA 3a:

a) BCAKO HEXKEIaHO CHOMTHE OT BUJA, ONpEIeNicH B IUlaHa Ha
KJIMHAYHOTO M3MUTBAHE KaTO KPUTHYEH 3a OLEHKATa Ha PE3yJITaTHTE
OT KJIMHHUYHOTO HU3IUTBAHEC,

§

~

BCSAKO CCPHUO3HO HEXKECJIAHO C’b6I/ITI/le;

B) BCEKM HEIOCTaThbK Ha H3JCIHETO, KOWTO € MOXKea 1a JOBeae 0
CEpHUO3HO HEXEJaHO ChOUTHE, ako He € OWIO0 NPEANPHETOo
MOAXOMASANIO JCHCTBUE, HEe € OWia OCHIIECTBEHA WHTEPBCHIHS HIIH
aKo oOCTosITeNCTBaTa ca OWJIM MO-MaJIKO OJIarONpHSITHH;

I') BCSKO HOBO 3aKJIIOYCHHE BBHB BPb3Ka ChC CHOMTHE MO OYKBH a)—B).
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2. CroHcopbT 0e3 3a0aBsiHE IOKJIAJBA 4Ype3 EICKTPOHHATA CHCTEMa
Mo wieH 73 Ha BCHYKA [JbPKaBH UICHKH, B KOHUTO CE€ IIPOBEXKIA
KJIMHUYHOTO M3MUTBAHE, [s1aTa WHPOpMAanus 3a:

a) BCAKO CEPUO3HO HEXENaHO CBHOMTHE, KOETO HMMa INPUYHHHO-CIIEN-
CTBEHA BPB3Ka C M3JEIMETO 33 KIMHUYHO M3IMTBAHE, KOMIApaTropa
WM IpoLeAypaTa Ha U3INMTBAaHE WIM aKO TaKaBa IPUYUHHO-CIIEN-
CTBEHA BPB3Ka € Pa3syMHO BB3MOXKHA;

0) BCEKM HENOCTaThbK Ha W3JEIHETO, KOHTO € MOXeNl Ja JoBene 10
CEpUO3HO HEXENaHO CBhOUTHE, aKo He € OWIO NPEANPHETOo
MOAXOAANIO NEWCTBHE, HEe € OWila OCHUICCTBEHA WHTEPBCHIHS HIIH
aKo o0CTosITeNCTBaTa ca OWJIM MO-MaJIKO OJIarONpHSITHH;

B) BCSIKO HOBO 3aKJIFOUCHHE BbB BPB3Ka C BCIKO ChOUTHE 1O OYKBH a) U 0).

le/l OINpEACIAHE Ha CPOKa 3a JOKJIaABAHC CC€ B3E€Ma INPCABUJ TCIKECTTA
Ha cpOuTHETO. AKO € H€O6XOIII/IMO, 3a Oda C€ TrapaHThupa CBOEBpPC-
MCHHOTO JOKJIaIBAaHC, CIIOHCOPBHT MOXKE Ja IpPEACTaBU II'bPBOHAYaJICH
JOKIanu, KOWTO € HCIBJICH, IMOCJICABAH OT IBJICH JOKIIalId.

le/l HCKAaHC OT AbpiKaBa YWICHKA, B KOATO C€ MPOBEKAAa KIMHUYHOTO
HU3NUTBAHE, CIIOHCOPDHT NPEAOCTaBsA LdjIaTa I/IH(I)OpMaIII/IH, IIoCo4Yc€Ha B

naparpad 1.

3. OcseH TOBa CIIOHCOPBT JOK/IaABA HAa AbPXKABUTE UICHKH, B KOUTO
ce MpOoBeXAAT KIMHAYHM M3IUTBAHMS, Upe3 eNeKTPOHHATA CHCTEMa II0
ujieH 73, BCSIKO €QHO cbOMTHE IO maparpad 2 OT HACTOAIIUS WIEH,
HACTBIIUIO B TPETH MOBPXKABH, B KOHTO C€ TIPOBEXKOA KIMHUYIHO
M3NHATBAaHE CHC CHINWS IUIAH Ha KIMHHYHOTO H3MMTBAaHE KaTo TO3W,
KOWTO ce Ipwiara 3a KIMHUYHUTE W3NUTBAaHMUSA, OOXBaHaTH OT
HACTOSIINS PEeTJIaMeHT.

4. llpm KIVHUYHO HW3MHTBaHE, 32 KOETO CIIOHCOPHT € W3MOI3Bal
€IMHHOTO 3asfBJICHWE 1O WieH 78, TOW JOKiIajBa BCAKO CHOUTHE IO
naparpad 2 OT HACTOSIIUS WIEH 4pe3 eNCKTPOHHATa CUCTEMa IO WIEH
73. Ilpu momyuyaBaHe NOKJIQABT CE IIpelaBa IO EJNEKTPOHEH MbT Ha
BCUYKH [JObpKaBU WICHKH, B KOHUTO C€ MPOBEKIAa KIUHUIHOTO
M3MHUTBAHE.

Ion ppKOBOICTBOTO Ha KOOPAMHMpALIATAa AbPKaBa WICHKA 110 4iIeH 78,
naparpad 2 Abp:KaBUTE WICHKA KOOPJIUHHUPAT OLICHSBAHETO Ha CEpU-
O3HHTE HEXENaHM CHOWTHA M HENOCTATBIHMTE HA H3AENHETO, 3a Ja
YCTAaHOBAT Jalud € HEeoOXOAUMO KIMHUYHOTO U3IMTBaHE Ja ce
TPOMEHH, CIIPe MM TPEeKpaTH WM Jla Ce OTHEME pPa3pelIeHHeTo 3a
IIPOBEXKJAHETO HAa TOBA KIMHUYHO U3IHUTBaHE.

Hacrosmusr maparpad He 3acsira mpaBaTa Ha OCTAHAIHUTE JBbPKABH
YJIEHKH Jia W3BHPIIBAT COOCTBEHA OLEHKA M Jia TOpUEeMaT MEpKH
CBIVIACHO HACTOSIIMS PEIIaMeHT, 32 Ja OCUTYpPST 3alllUTaTa Ha OOLIecT-
BEHOTO 3/jpaBe M Oe30MacHOCTTa Ha mauueHTute. Ha koopauHupamara
IbpkaBa uieHka U Ha KoMucusara ce cpoOImaBar pe3yiaTaTUTe OT BCSKa
e/lHa TakaBa OICHKa M TPHEMAaHETO Ha TaKUBa MEpPKH.

5. B cnyyvaii Ha usnutBanus npu KIIIIT mo unen 74, maparpad 1,
BMECTO HACTOSIIMS YICH Ce IpuiaraT pasnopeaduTe 3a MpocielsBaHe
Ha Oe30macHOCTTa, MpenBuaAcHH B wieHoBe 87—90 u B akTOBeTe,
TPUETH CHIIIacHO wWwieH 91.

6. HesaBucumo ot maparpad 5 HACTOSIIMAT WIEH ce MpHiara, Korato
€ YCTaHOBEHAa IPUYMHHO-CIEACTBEHA BPB3KA MEXKIY CEpHO3HOTO
HEeXXeNlaHO CHOWTHE W TpeIIecTBamara npoueaypa Ha W3IMHTBaHe.
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Ynen 81

AKTOBE 32 U3IbJHEHHE

Upe3 akroBe 3a u3mbiIHeHHe Kowmucusita Moxe JAa ompeaens
OAPOOHUTE TPaBUIIa ¥ MPOLETYPHUTE aclEeKTH, HEOOXOIMMH 32 MpHIIa-
raHeTo Ha HACTOsAIIaTa TJIaBa 110 OTHOLIEHHE Ha:

a) XapMOHH3HPAHUTE EJIEKTPOHHHU 00pasly Ha 3asBJICHUE 32 KIMHUYHU
HM3MHUTBAHUS M TAXHOTO OLIeHsABaHe 1o uwieHoBe 70 um 78, karo ce
B3eMaT IpeABH] KOHKPETHUTE KAaTErOpUH WM IPYNU H3IEINNs;

0) (QYHKIMOHHMpAHETO Ha EJIEKTPOHHATAa CHCTeMa IO 4ieH 73;

B) XapMOHHU3UPAHUTE EJEKTPOHHU OOpas3ly 3a YBEAOMIIEHHE OTHOCHO
n3nutBanus npu KIIIIIT mo unen 74, maparpad 1 W OTHOCHO
CBIIIECTBEHU MPOMEHU 10 4ieH 75;

r) oOMeHa Ha MHpOpMALUs MEXIy NbPXKaBUTE WICHKH IO 4ieH 76;

1) XapMOHU3UPAHUTE EICKTPOHHU OOpasly TMpu [JOKJIaJBaHe Ha
CEpHO3HM HEXeJTaHW CHOUTHS W HENOCTATHIM Ha W3AEIUATA II0
yieH 80;

€) CpOKOBETE 3a JAOKJIaJBaHE Ha CEPHO3HH HEXKEJIaHH CHOUTHUS U HEI0C-
TaThLM HA MW3JENUATA, KATO C€ B3eMa TMpPEIBUJA TEKECTTa Ha
chOUTHETO, KOETO TpsAOBa Aa ce OKJIaaABa chriacHo wieH 80;

)K) CAHAKBOTO TIIpUJlaraHC Ha M3HUCKBAaHHUATA II0 OTHOIICHHUC Ha
KJIMHUYHATE JI0Ka3aTeJICTBA WJIM JTaHHU, HEOOXOIMMH 32 J0Ka3BaHE
Ha CBOTBETCTBHETO C OOIIUTE WU3UCKBAaHUA 3a O€30MaCHOCT U
JIEHCTBUE, YCTAHOBEHH B MpHiIOKeHHe I.

AKTOBETE 32 H3IBJIHCHHE, IMOCOYCHH B IIbPBa AIHHEs, Ce IpUeMaT B
CBHOTBETCTBHE C MpOIeypaTa MO pas3riiexaaHe, mocoueHa B wieH 114,
naparpad 3.

Ynen 82

HN3uckBaHUsT OTHOCHO APYrda KJIMHUYHU U3NUTBAHUSA

1. TIlo orHOmeHWe Ha KIMHUYHWUTE W3MHTBAHUSA, KOHTO He ce
W3BBPIIBAT B M3MBIHEHHE HA HHUKOS OT H30pOeHHWTe B wWieH 62,
naparpad 1 menu, ce mpuiarar pasmnopendure Ha wieH 62, maparpadu 2
u 3, wien 62, naparpad 4, OykBu 0), B), I), €), 3) U JI) U WieH 62,
naparpad 6.

2. C men jga ce 3amUTAT mMpaBara, 0€30MaCHOCTTA, JOCTOWHCTBOTO U
0JIarOCHCTOSHUETO Ha YYaCTHUIMTE W HAYYHHUAT U ETHYHHAT
MHTETPUTET HAa KIMHUYHHUTE W3MUTBAaHUS, KOUTO HE CE H3BBHPIIBAT C
HUKOsSI OT m30poeHuTe B wieH 62, maparpad 1 menu, Bcska IbpikaBa
YJICHKA OHpC}lCHﬂ JOMN'bJIHUTCIIHUTEC HU3HMCKBAHUA 3a TC3W U3IMTBAHUA,
KOHUTO ca IeJIeChoOpa3HH 3a ChOTBETHATA JbpiKaBa YICHKA.
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I'TABA VII

HAJBOP CJIEJ] IIYCKAHE HA TIA3APA, NPOCJ/IEJABAHE HA
BE3OIIACHOCTTA U HAJ30P HA IIA3APA

PA3NET 1

Hao3op cneo nyckane na nazapa

Ynen 83

CucremMa HAa MPOM3BOAMTE/S 32 HAA30P CJieX NMyCKaHe HA ma3apa

1. 3a BcsAko W3Ienue MPOM3BOMUTENUTE IUIAHUPAT, Ch3AaBaT, JOKY-
MEHTHpaT, Mpuiarar, MoJAbpKaT M aKTyalu3UpaT CUCTeMa 3a HaaA30p
cJleql IMyCcKaHe Ha rasapa [0 HauuH, ChoOpa3eH C Kiaca Ha M3IeIHeTO B
3aBUCHMOCT OT pHCKa W NOAXOAANI 32 THIA Ha wu3genuero. Taszu
cucTeMa € HepasJiellHa 4YacT OT CHUCTeMara Ha IIPOM3BOAUTENS 32
yIpaBJIicHHEe Ha KadyecTBOTO, mocoueHa B wieH 10, maparpad 9.

2. Cwucremara 3a Hajg30p Clej IMycKaHe Ha maszapa TpsOBa na Obuae
NPUrOAHA 3a aKTHBHO W CHCTEMAaTHYHO ChOMpaHe, PErHCTpHpaHe |
aHalIM3UpaHe Ha CHOTBETHUTE JAHHU 3a KadeCTBOTO, ICHCTBHUETO H
0e30MacHOCTTa HAa M3JEIHETO [0 BPEME Ha IENHUs My EKCILIOATAl[OHCH
CpOK, 3a M3BJIMYAHE HA HY)XHUTE U3BOJH U 32 ONMpPEACIsHE, MpHUIaraHe u
HaOJI0JICHNE Ha CHOTBETHUTC NMPEBAHTUBHU M KOPUTHPAIIM JCHCTBUSL

3. auaure, chOMpaHH Ype3 CHCTEMATa Ha MPOM3BOJUTEIS 32 HAA30p
Clie] MyCKaHe Ha masapa, Ce M3IO0J3BAT MO-CHCHHAIHO 3a:

a) aKTyaJu3HpaHe Ha ONPEAEISIHETO Ha CHOTHOIICHUETO MEXIy pPHCKa
U TOJI3UTE W TMOAOOpsiBaHE yIpaBIeHHE Ha PUCKAa CHIVIACHO riaBa |
OT mpuilokeHue I;

0) akTyanu3upaHe Ha MHpOpMAUMATA 32 LEIUTE HAa NPOSKTUPAHETO U
MIPOU3BOJCTBOTO, HAa HMHCTPYKIHMHUTE 3a ymnoTpeba M Ha ETUKETH-
paHero;

B) AKTyaJIM3UpaHC Ha KIIMHWYHATa OLICHKA,

I) aKTyaJu3upaHe Ha pE3OMETO 3a OEe30MacHOCTTa W KIUHHUYHOTO
JefcTBUE MO wWieH 32;

JI) YCTAQHOBSIBAHE Ha HYyXJaTa OT IPEBAaHTHUBHU WU KOPUTHpaIlU
JeWCTBHS WM Ha KOPUI'MpAllM ACHCTBUS BBB Bpb3Ka C Oe3omac-
HOCTTa;

€) YCTaHOBSBaHE Ha BB3MOXKHOCTHTE 3a IMOJOOpsIBaHE Ha H3IOJ3Bac-
MOCTTA, EHCTBHETO M OE30MaCHOCTTa Ha HM3IEIHETO;

) TOJIIOMAaraHe Ha Haa30pa CjIeA IMyCKaHe Ha Ia3apa Ha [IPYyrd
W3JICNHs, KOraTo € MOAXOJAIIO; U

3) YCTaHOBSIBAHEC Ha TEHICHIIMUTE M TSIXHOTO JOKJIAJABAHE CHIVIACHO
yiaeH 88.

TexHnueckara JOKYMEHTAIUsI C€ aKTyaJM3upa ChOTBETHO.
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4. Axo B XoJa Ha Haa3opa ciej ITyCKaHe Ha Ma3apa Ce yCTaHOBH
HEOOXOIMMOCT OT TPEBAaHTHBHH WIIM KOPUTHPAIIN ACHCTBUS, WIH H
JBeTe, IMPOM3BOAUTENAT MpuUiara IOAXOAAINM MEpKU U HH(popMuUpa
CHOTBETHHTE KOMIICTCHTHH OPTaHH, W aKO € MPHIOKHMO — HOTH(OH-
nupaHus oprad. Korato e ycTaHOBEH CEpHO3€H HHIUJICHT WU Ce
NPUIOKH KOPUTHpamio AEHCTBHE BBB BPB3Ka C 0O€30IIaCHOCTTA, TOBA
ce JIOKJIaJBa CBIVIACHO wieH 87.

Ynen 84

Ilnan 3a Hajg30p cjleJ MycKaHe HA Ma3apa

Cucremara 3a HaJ30p cjeq ITycKaHe Ha Ia3apa, Ioco4eHa B wieH 83, ce
OCHOBaBa Ha IUIaH 3a Hag30p CJle[ IyCcKaHe Ha Iasapa, YHUTO
n3uckBanua ca onpenenenn »C2 B paszgen 1 or mpunoxenue III. <
Ilo oTHOmIeHMe Ha W3MeNUs, Pa3IHMYHU OT W3ZENHsITa, U3PA0OTEHU MO
HOPBUKA, TUIAHBT 33 HAI30p Clel IMyCKaHe Ha ra3apa MpecTaBIsiBa yacT
OT TEXHHWYecKaTa JOKyMEHTalus, HocoyeHa B mpuioxenue 1.

Ynen 85

I[OKJI&Z[ 3a HaaA3opa cjield MmyCKaHe Ha masapa

[IpousBogurenure Ha U3AEAMA OT Kiac | M3roTBAT AOKIA] 3a HaA30pa
clle[l MycKaHe Ha Ma3apa, B KOMTO ce 0000I1aBaT pe3yiaTaTuTe U 3aKiro-
YEeHUsITA OT aHAJHM3WUTE HA JaHHHUTE OT HaJ30pa Cle/ IycKaHe Ha mas3apa,
cbOpaHu Bb3 OCHOBa Ha IUIaHAa 3a HAA30p Clel NycKaHe Ha Masapa,
MocoueH B wieH 84, 3aeIHO ¢ 0OOCHOBKA M ONKCAHHE HA MPEIANPHETUTE
NPEBAaHTUBHU U KOPHUTHpAIlu JAecTBUs. JlOKIanbT ce akTyalu3upa npu
HEOOXOIMMOCT M NpH IOUCKBaHE C€ INPEJOCTaBs HA KOMIIETCHTHUS
Opras.

Ynen 86

Ilepuoanyen akTyaau3upaH AOKJIaJ 32 0e30MaCHOCT

1. [Ipoussogurenure Ha u3genus ot kimac Ila, xmac IIb u kmac III
W3TOTBAT MEPHOANYCH aKTyaau3upaH Jokiaa 3a Oe3omacHocT ([TAJIB)
32 BCSAKO HM3AENUE W, KOraTo € MPUIOXKHMO, 3a BCSKa KAaTerOpHUsl HIIN
rpyrna u3zenus, B KOWTo ce 000011aBaT pe3ysiTaTuTe 1 3aKIF0UeHHATa OT
aHAITM3UTE Ha JTaHHUTE OT HaJ30pa cjej MyCcKaHe Ha mnas3apa, chOpaHu
Bb3 OCHOBAa Ha IUIaHA 3a HAA30p Cliel IyCKaHe Ha Ia3apa, MOCOYEH B
uneH 84, 3aeqHO ¢ OOOCHOBKA U ONHCaHWE Ha MPEANPUETUTE
TPEeBAaHTHBHU W Kopurupamm aerctBus. [lo Bpeme Ha menms ekcroioa-
TallMOHEH CPOK Ha CHhOTBETHOTO m3nenue B To3u [IAJIb ce BkmouBart:

a) 3aKJIFOYCHHUATA, KOUTO Oa C€ HU3IOJI3BAT IPU OMNPCACIAHEC Ha CHOT-
HOIICHUETO MECXIY PUCKA U IIOJIZUTE;

6) ocHoBHUTE KoHcTarauuu ot KIIIII; u

B) 00eMbT Ha MpPOJNAXKOUTE Ha HM3JENUETO U MPHUOIM3UTENIHA OLEHKA 32
Opost M IpyruTe XapaKTEepPUCTHKA HA HACENCHHUETO, KOETO H3IOJ3Ba
W3JETUETO M, KOraTo € BB3MOXKHO, YecToTarta Ha ynoTpeda Ha
U3/IENNETO.

[MpousBomurenure Ha usgenus ot kiac Ilb m wiac I akryanusupar
TTAIB 1npu HEOOXOAMMOCT W HaW-Malko BeaHbX romumiHo. C
U3KIIIOUEHHE NPU HU3JeNnusTa, n3paboreHu no nopbuka, I[TAJIB e uacr
OT TeXHWYecKaTa JOKyMeHTanus, mocodeHa B mpuioxxerus 11 u 111
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[Iponssogurenure Ha mzgenus ot knac Ila akryanusupaT noknaga npu
HEoOXOINMOCT U Hali-MaJIKo BEIHBK Ha JABe roguHH. C M3KIIOYEeHHE Ha
u3zenusTa, u3paborenu no nopwuka, ITAJZIb € uacT oT TexHUYecKaTa
JIOKyMEeHTanus, mocoyena B npunoxkenus 11 u II1.

3a usnenusara, u3paboreHu no nopbuka, ITAJIb € 4acT OT JOKyMEH-
Tanuara 1no 4dact 2 ot npunoxenue XIII.

2. Ilo orHomenue Ha uznenusara ot kiac Il wiam ummmantupyemure
W3IeIHs TPOU3BOJHUTENUTE NPENOCTaBAT HAa HOTU(PHIMPAHUS OpTaH,
y4acTBall] CBIJaCHO WIEH 52 B OLEHSBAHETO Ha CHOTBETCTBHUETO,
TTAJIb upe3 enektpoHHata cuctemMa mo wieH 92. Horuduiupanust
OpraH pasriiexaa JoKIana U 100aBs CBOSATA OLIEHKA B Ta3M CIEKTPOHHA
CUCTEMa, 3aeJHO C TMOAPOOHAa HHGPOPMALUS 3a BCSAKO MPEANPUETO
neticreue. Tesu [TAJ/Ib u orneHkara Ha HOTH(GUIMpPAHUS OpraH ce Mpej-
OCTaBAT 4pe3 Ta3u eNEKTPOHHA CHCTeMa Ha KOMIIETEHTHHUTE OpraHu.

3. Ilo oTHOmIeHME Ha M3JEIUATA, PA3IMYHH OT IIOCOYCHHUTE B
naparpad 2, npousBogurenure npenoctasiat I11AJIb Ha HOTUGHUMpPaHUS
OpraH, ydacTBalll B OIICHSABAHETO HAa CBHOTBETCTBUETO, KAaKTO M Ha
KOMIIETEHTHUTE OpPraHH IpU ITOUCKBAHE.

PA3JIEJT 2

Ilpocneonsane na 6ezonacnocmma

Unen 87

I[onma)maﬂe 34 CCPHO3HHM MHIUACHTH U KOPHUTIHPALIHA JelicTBHUSI BbB
BPBb3Ka C O0e3omacHocTTA

1. IlpousBogutenute Ha U3JENMsA, NPEJOCTAaBEHM Ha Iazapa Ha
Cpro3a, pasiMyHU OT M3JCNUATA 33 KIMHUYHO M3MUTBaHE, IOKJIAABAT
Ha CHOTBETHUTE KOMIIETEHTHH OpraHH B CHOTBETCTBHE C WieH 92,
naparpadu 5 u 7 3a:

a) BCCKM CEPUO3CH HMHIIUJICHT, BKJIFOUBAI H3/CNIHs, NMPEIOCTABCHU Ha
mazapa Ha Cbplo3a, ¢ WU3KIIOYEHHE HA OYAKBAHWUTE CTPaHUIHH
edeKTH, KOUTO ca sCHO JOKyMEHTHpaHM B HMHopMauusara 3a
MPOAYKTa U OIpENeNeHH KOJIMYECTBEHO B TEXHHMYEcKaTra [OKY-
MEHTAaIlMsl M KOUTO TMOAJSKAT Ha J[OKJIaaBaHe 3a HaOJI0daBaHH
TEHJCHIMHK CHIJIACHO 4iieH 88;

0) BCSKO KOpWUTHpallo JAeHCTBHE BBB Bpb3Ka € 0Oe30macHOCTTa Ha
U3/eNus, IpelocTaBeH Ha Masapa Ha Cbio3a, BKIIOYUTEIIHO BCSKO
KOpHUTHpANIo NeWCTBHE BBHB BpB3Ka C OE30MACHOCTTA, MPEIINPHETO B
TpeTa IbpkaBa [0 OTHOILIEHUE HAa WU3JEIHEe, KOETO 3aKOHHO € Ipea-
ocTaBeHO M Ha mas3apa Ha Cbro3a, akO OCHOBAHHETO 33 KOPHIH-
pamoTo aeicTBUE BBB Bpb3Ka C 0€30MacHOCTTa HE € OTrPaHHYEHO
JI0 M3IETMEeTO, MPEJOCTaBeHO B TpeTaTa IbpiKaBa.

JlokiaanTe, TIOCOUEHH B IIbPBa AllMHES, CE€ MOIABaT upe3 eIEKTPOHHATA
cHcTeEMA 10 WieH 92.

2. Kato o0mio mpaBujo npu OmpejesisiHe Ha CPOKa 3a JOKJIAIBaHETO
mo maparpad 1, ce B3eMa MpeABUA TEXECTTa Ha CEPUO3HHS MHIHICHT.
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3. IIpomsBomuTensT MOKIaABa 32 BCEKU CEPUO3EH MHIUJEHT, KaKTO €
npeasuaeHo B maparpad 1, OykBa a), BeaHara IOM YCTaHOBH
NPUYUHHO-CJIEACTBEHATa BPb3Ka MEXAY TO3M WHIMICHT M IPOU3-
BEJCHOTO OT HEro M3JeNue WIM 4Ye TakaBa Bpb3Ka € pPasyMHO
BB3MOJKHA, U HE TO-KbCHO OT 15 IHU cien KaTto e y3Hajl 3a MHLIUCHTA.

4.  bBe3 nma ce 3acara maparpad 3, B ciyd4aii Ha cepHo3Ha 3aIuiaxa 3a
00LIECTBEHOTO 31paBe, MOCOYCHHAT B maparpad 1 mokiazx ce mpencraes
He3a0aBHO M HE TO-KBCHO OT JIBa JHH, CJIEJ KaTO MPOU3BOJMTEIST ©
pa30pai 3a 3amaxara.

5. bBe3 ma ce 3acsara maparpad 3, B ciiyyail Ha CMBPT WM HEMpE/-
BUJICHO CEPUO3HO BIIOIIABAHE Ha 3[paBHUS CTaTyc Ha IaJCHO JIHIE,
IOKITaIbT ce TpencTaBs He3a0aBHO Cliel KaTo MPOW3BOIMTEINAT €
YCTaHOBWJI WJIM € MPEANONIONKHI HAIMYUETO HAa NMPUYMHHO-CIIEJCTBEHA
BPB3Ka MEXKAY H3IEIUETO W CEPUO3HHS MHIMIACHT, HO HE IMO-KBCHO OT
10 nHuU crnen parara, Ha KOSTO MPOM3BOJAUTENAT € Y3HAN 32 CEPHO3HUS
WHIMJICHT.

6. AkKO ¢ HeoOXOIUMO Ja Ce OCHUTYpU CBOEBPEMEHHO JIOKJIAIBaHE,
TIPOU3BOJUTEIST MOXKE Ja IPEJICTaBU II'bPBOHAYAJCH JOKJAJd, KOWTO €
HEN'bJIeH, IOCHeBaH OT IIBJICH JOKJIA.

7. Ako crmen Kato y3Hae 3a HWHIMIEHT, KOWTO € BB3MOXKHO [a
MOJUIeXH Ha JOKJaJBaHe, MPOM3BOJHUTENAT BCE OLIE HE € CHIYpeH
Jany WHOMACGHTHT TpssOBa Ja ce JOKJIaaBa, TOW BBIPEKH TOBA
MpeACTaBs JOKJIAJ B ONpENeNIeHHs] CPOK B CHOTBETCTBHE ¢ Maparpadu
2—S5.

8. OcBeH B CHEHNIHH CIyd4ad, KOTaTo IPOM3BOIMTENAT TpsiOBa na
IpeanpreMe He3a0aBHO KOPUTHPAIIO ISHCTBHE BBB BPB3Ka ¢ Oe3omac-
HOCTTa, TPOM3BOJUTENAT 06€3 M3NUIITHO 3a0aBsHE TOKNAJABa 3a KOPUTH-
pamoTo meiicTBHE BBB BPB3Ka C 0E30MAaCHOCTTA, MOCOUCHO B maparpad
1, Oyksa 0), npenu NpeIIPHEMAHETO MY.

9.  3a CXOAHU CEPHO3HM MHIMICHTH C €IHO U CHIIO U3JCTUE WUITH THII
M3JeIHs W 32 KOMTO OCHOBHaTa NpHYMHA € OWiia yCTAaHOBEHA WU €
TPEANPUETO KOPUTHPAIIO ISHCTBHE BHB BPb3Ka ¢ OE30MaCHOCTTa, WIIH
KOTaToO ca HajMIile OOIIH M H00pe MOKYMEHTHPAHW WHIMICHTH, TPOM3-
BOJUTEIAT MOXE Jla MPENOCTaBH IEPUOIUYHU 0000IIaBaIU JTOKJIAAN
BMECTO JOKJIaaM 3a OTIEIHH CEPUO3HM HHIUICHTH, TPH YCJIOBHE Ye
KOOPJMHUPAIIUAT KOMIIETCHTEH OpraH mo wien 89, maparpad 9, B
KOHCYJITallUsi C KOMIICTEHTHHTE OpPraHW, IIOCOYEHH B wWieH 92,
maparpag 8, OykBa a), ce € JOrOBOPHI ¢ IPOM3BOAUTENS 3a (hopmarta,
ChIBPKAHUETO M  YEeCTOTata Ha MEPUOJUYHOTO  0000IIaBanio
noknaaBane. Korato B wieH 92, maparpad 8, OykBu a) u 0) e
MOCOYEH CaMO €IMH KOMIIETCHTCH OpraH, MpPOU3BOIHUTEIAT MOXE Ja
TPE/ICTaBs MEPHOANYHITE 0000IIaBAIN JOKIAANH Bh3 OCHOBA HA JOTO-
BOPEHOCT C TO3M KOMITETCHTEH OpPTaH.

10.  JIbpkaBUTE WICHKH MpearnpueMar HeoOXOIUMUTE MEpKH,
HalpuMep  OpraHM3uMpaHe Ha  IelIeHacOYeHH  MH(OPMAIIOHHU
KaMIIaHWH, 32 Hachbp4yaBaHE M IPEIOCTaBSHE Ha BH3MOXXHOCT Ha MeIu-
IMUHCKUTE CICHUaIMCTH, HOTpC6l/lTCJ'Il/ITG U TIAaUCHTHUTEC Ja CHIrHa-
JM3UpaT Ha KOMIIETCHTHHTE OPraHd B CHOTBETHHTE IBPXKABU UICHKH
3a TpeAnojaracMu Cepuo3HH MHIWACHTH 1O naparpad 1, Oyksa a).

KomnerenTHuTe Oprand perucTpupaT LUEHTPAIU3UPAHO HA HAIIMOHAIHO
PaBHUIIE CUTHAIUTE, KOATO MOJY4aBaT OT MEAULUHCKHUTE CIIEIHAINCTH,
HOTpeOUTENNTE U MAlUCHTHTE.

11. Koraro KOMIETeHTEH OpraH Ha JbpXKaBa WIEHKA IIOJy9H
CHTHAIM 3a TpeanoyiiaraeMd CepHO3HM HHIMACHTH 0o mnaparpad 1,
OykBa a) OT MEOUIIMHCKH CHEHUAIMCTH, MOTPEOUTEIH MM NAlUCHTH,
TOH mIpeanpueMa HEOOXOAWMHTE MEPKH, 3a Ja TapaHTHpa, 4e MPOH3-
BOJIUTENAT Ha CHOTBETHOTO u3zaenue ¢ uHdopmupaH Oe3 3abaBsHe 3a
MIPEATIONIaraeMysl CepUO3eH MHIUICHT.
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Korato mnpou3BOAMTENAT Ha CHOTBETHOTO H3JIEJIME CMSTA, Y€ WHIIM-
JNEHTBT € CEepHO3eH, TOW MpEeICTaBsi HAa KOMIICTCHTHHS OpraH Ha
Ibp)KaBaTa WICHKA, B KOATO € BB3HUKHAJ CEPUO3HUAT MHLUJACHT,
JOKJIJl 32 TO3M CEPUO3CH HWHIMJCHT B CHOTBETCTBHE C maparpadu
1—5 or HacrosMs WIeH W IpeanpueMa IMOIXOAALIM I10CIIeIBaIln
JNIEHCTBHSL B CHOTBETCTBHE C 4jieH 89.

AKO TIPOU3BOAMTEIAT HA CHOTBETHOTO H3/EJIUE CMATA, Y€ MHLUICHTHT
HE € CEepUO3eH WM NpPEICTAaBIsIBA OYaKBaH HEXKENaH CTPaHUUYeH e(eKT,
MOJyIeKAll Ha JOKJIA/JBaHe 32 HaOJII0JaBaHU TCHICHLMHU ChIJIACHO 4YICH
88, Toit mpencTaBs OOSCHUTEIHU OCNEKKH. AKO KOMIIETCHTHHUST OpraH
HE € ChIVIACEH ChC 3aKJIIOUYEHHETO B OOSICHUTEIHUTE OCNIKKH, TOH MOXKe
Jla M3HCKA OT IPOU3BOIMTENS Ja MPEACTaBH AOKJIAX B CHOTBETCTBHE C
naparpadu 1—>5 OT HACTOSIIMS WIEH W Ja U3UCKA OT HEro Jia OCHTYpH
MpeaNpUeMaHeT0 Ha MOAXOMAIIM TMOCHEeABAIlM JEHCTBUS B CBHOT-
BETCTBHE ¢ wieH §9.

Ynen 88

JlokaanBaHe 3a HAOJMWAABAHN TeHJACHIUHI

1. IlpomsBomurenure MOKIAIBAT — UYpe3 €NEKTPOHHATA CHUCTEMA II0
wieH 92 — BCAKO CTaTUCTUYECKO 3HAYMMO YBEJIWYCHHE Ha YECTOTaTa
TN TeXECTTa Ha MHIHUICHTUTE, KOUTO HE Ca CEPHO3HM MM KOHTO ca
OYaKBAaHM HEXKEJaHW CTPAaHWYHU e(QEKTH C EBEHTYaJHO ChIIECTBEHO
BB3JICHCTBHE BBPXY aHajM3a Ha pucka ¥ nonsure, P C2 mocoyeH B
pasmenu 1u 8 or mpuioxenne I, u komro <« ca JOBENH WIM MOTar
Jla IOBeZaT 10 PUCKOBE 3a 3[[PaBEeTO WM 0€30IacHOCTTa Ha MALMEHTUTE,
MOTPeOUTENNTE WIK JPYTHTE JIMIA, KOUTO ca HETPHEMIIMBH, KOTaTo ca
CHOTHECEHH KbM OYaKBAHUTE MOJ3U. 3HAYMMOTO YBEJIWYEHHE CE YyCTa-
HOBSIBA 4Ype3 CpaBHEHHE C MpeIBHIMMATa 4YeCTOTa HIM TEXeCT Ha
TaKMBa WHIMJCHTH BBB BPH3Ka ChC CHOTBETHOTO M3JIEJINE, KATETOPHS
WIM Tpyna u3Aeius B paMKHTE Ha ONPEJCICH IEpHOJ] OT BpeMme,
CBIVIACHO IMOCOYEHOTO B TEXHUUYECKATa JOKYMEHTalus U UHpOpMaIusTa
3a MPOIYKTa.

HpOI/ISBOZ[I/ITCJ'IﬂT KOHKpETHU3Wpa HadvHa 3a YIpPaBJIICHUC Ha HWHIU-
JCHTUTE, IMOCOYCHU B II'bpBa aJIWHEA, WU MCTOAHKATa, HM3II0J3BaHa 3a
onpeAciisiHe Ha CTAaTUCTHYCCKU 3HAYUMMOTO YBCIMYCHHUE Ha Y€CTOTaTa
WIN TEXKCCTTAa HAa TE3W MHUUIACHTHU, KAKTO W ICpHOOa Ha Ha6J'IIO}1€HI/IC,
B IUIaHAa 3a HaA30p CJIEA IIYCKAaHE Ha Ila3dapa M0 WICH 84.

2. KoMmmereHTHHTE OpraHH MOTraT Ja H3BBPIIBAT CBOE COOCTBEHO
OLICHABAaHE Ha JOKJIAJMTE 3a TEHACHLUHTE, MOCOYeHU B maparpad 1, u
Ja M3UCKBAT OT IIPOM3BOAUTENA 1A HpeANpUEME IOAXOIAIU MEPKU B
CBOTBETCTBHE C HACTOALIMA PEMVIAMEHT C LEN OCHUTYpsBaHE Ha OINa3-
BAaHETO Ha OOIIECTBEHOTO 3JpaBe M OE30MacHOCTTa Ha IMAI[HEHTHTE.
Bcexkn kommereHTeH opraH wuH(popMmmpa Kowmmcusra, apyrure
KOMIICTEHTHH OpraHd ¥ HOTH(UIMPaHUs OpraH, U3jan cepTU(UKaTa,
3a pe3ylTaTUTe OT TOBA OLEHABAHE U 3a IPHEMAHETO HA TaKUBA MEPKHU.

Ynen 89

AHaau3 Ha CEePUHO3HUTE UHIUACHTH U KOPUTHUPALIIUTE JeliCTBUSI BbB
Bpb3Ka C 0e3omacHocTTA

1. Cnen [OKITafBaHETO HA CEPHO3CH HHIWACHT MO WieH 87,
naparpad 1 NpPOU3BOAUTENST HEe3a0AaBHO TIPOBEXKAA HEOOXOAUMHUTE
pascieqBaHMs BbB BPB3Ka CHC CEPHO3HHS WHIUACHT U CHOTBETHUTE
u3nenus. ToBa BKIIOYBA OIICHSBAaHE Ha PHCKA, CBBP3aH C HHIMACHTA,
KaKTO U KOPHUTHpAIIX ICUCTBHUS BHB BPb3Ka C OE30IIaCHOCTTA, KAaTO CE
B3€MaT MpcABU[ TIOCOYCHHUTEC B naparpaq) 3 or HaCcTOAIIUSA YJICH
KPHUTEPUH, KOTaTo € IPHIOKHUMO.
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[Ipon3BoauTENAT CH CHTPYJHUYN C KOMIETEHTHUTE OpPraHu U, KOTaTo €
Lenecro0pa3Ho, CbC CHOTBETHHS HOTU(HIMpAH OpraH IO BpeMe Ha
pascienBaHUATa, TIOCOUYEHM B TIbpBa alMHEd, U HE MPOBEXIa
pascienBaHus, BKIIOYBAIIM NPOMSHA Ha HM3IENHETO WIM Ha oOpasen
OT CHOTBETHATa MapTHJa MO HA4WH, KOUTO MOXE Ja 3acerHe Iociel-
BallaTa OIICHKAa Ha NPUYMHUTE 33 MHIUACHTA, Mpeau aa uHdopMmupa
KOMIIETEHTHUTE OpraHd 3a TOBa JieiicTBUE.

2. JIppxaBuUTE WICHKH NpeArpueMaT HeOOXOAMMHUTE MEPKHU 33 OCHTY-
psBaHe Ha OIEHKA, W3BBPIIBaHA [EHTPATM3UPAHO HAa HAIOHAIHO
paBHULIE OT CHOTBETHHS MM KOMIIETEHTEH OpraH, IpHU BH3MOXKHOCT
3aeAHO C MPOM3BOAUTEISI U, KOTaTo € LeaechoOpa3Ho, ChC ChOTBETHHS
HOTH(UIHMPaH OpraH, Ha BCsAKa CHOOLIEHA WM ChHIIAacHO wieH 87
UHOpMAIHs 32 CEPUO3CH MHIMJICHT HA TSAXHA TEPUTOPHS WM 33 KOPH-
THpamo JAeicTBHE BBB BPB3Ka ¢ OE30IACHOCTTa, KOETO € MPEeINpHeTO
WIM 1 ce NpeArpHeMe Ha TSAXHA TepUTOpUS.

3. B pamkure Ha oneHkara mo mnaparpad 2 KOMIETEHTHHST OpraH
OLICHABA PHCKOBETE, MPOM3THYAIIM OT MAOKJIAJABAHUTE CEPUO3HHU
WHIUJIEHTH, W OIICHSABAa BCHYKH CBBP3aHM C TIX KOPHUTHPAIUTE
JICHCTBUS BBB BpPB3Ka C OE30MaCHOCTTA, KAaTO B3eMa MpPEIBHI OmNas-
BaHETO Ha OOIIECTBEHOTO 3IpaBe M KPUTEPHH KaTro HaIpHuMep
MPUYMHHO-CJICACTBEHA BPB3Ka, BB3MOXKHOCT 3a OTKPUBAaHE W BEpO-
ATHOCT 32 TOBTOPHO BB3HMKBaHE Ha MpolieMa, 4ecToTa Ha ymorpeda
Ha W3AEJIHETO, BEPOSTHOCT OT HACTHIIBAHE Ha MpsKa WIK KOCBEHA
Bpena, 3HAYMMOCT Ha Ta3W BpeAa, KIMHWYHATA I0J3a OT HW3JAENHUETO,
LEeJIeBM W TOTEHIMAJIHM NOTpeduTenu W 3acerHatd Jmna. Kommer-
CHTHHUAT OpraH OLEHsBa M JOKOJKO € IOIXOISII0 KOPUIHPALIOTO
NeWiCTBHE BBB BPB3Ka ¢ 0E30MAaCHOCTTA, KOETO € TUIAHUPAHO WIIH Tpel-
MPUETO OT MPOM3BOJUTEINS, KAKTO U HEOOXOJAMMOCTTa M €CTECTBOTO Ha
BCAKO JAPYr0 KOPUTHpAmO JeiCTBHE, MO-CIIEIHAIHO KaTro B3eMa
NpeJBH] MPUHLUIA HAa WHTETPUPAHETO Ha OE30IIaCHOCTTA, YCTaHOBEH
B npusoxenue I.

HpI/I TIOMCKBAHE OT HAIIMOHAJIHUA KOMIICTCHTCH OpraH IIPOU3BOAUTCIIUTE
MIPEACTaBAT BCUYKU HOKYMCHTH, HEOOXOIUMU 3a OLICHsABAHC Ha PHUCKaA.

4.  KommeTeHTHUAT opraH HaOJofaBa NPOBSKAAHOTO OT IPOH3-
BOJWTENS pa3clieBaHe HA CepHO3HMS MHIMACHT. Koraro e Heobxomnmo,
B Da3sClIEBAHETO OT CTPaHa Ha IMPOM3BOAUTENS MOXE Ja CE€ HaMecu
KOMIIETEHTEH OpTaH WX Ja 0bIe MpeInpreTo He3aBHCHMO Pasclie/IBaHe
OT KOMIIETEHTEH OpraH.

5.  Ilpou3BomuTensT NpeAoCTaBs HAa KOMIIETEHTHHS OpraH OKOH-
yaTesieH JOKJIaJ, B KOHTO M3Jlara KOHCTaTaI[MUTE CU OT Pa3ClieIBAHETO,
gpe3 eJIeKTPOHHATA CHCTeMa, TocoueHa B WwieH 92. B moxmana ce mpaBsT
3aKJIIOYCHUS! W, KOTaTo € MPHJIOXKHMO, C€ IOCOYBAT KOPUTHpAIIX
JICHCTBUS, KOUTO Ja OBIAT MPEAIPUCTH.

6. Ilpu m3menumsra o wieH 1, maparpad 8, mbpBa aJuHEs W KOTaTO
CCPUO3HUAT HHUUACHT HJIIM KOPUTHUPAIIOTO HeﬁCTBHe BbB BpB3Ka C
0e3omacHOCTTa MOXKE Ja € CBBP3aHO C BEHIECTBO, KOETO IIPU CaMo-
CTOsITeNIHa ymoTpeba Ou ce cyenl 3a JIEKapCTBEH MHPOIYKT, KOMIIET-
SHTHHUAT OpraH, UW3BBPIIBAL] OLEHKAaTa, WIM KOOPAWHHUPALIMAT
KOMIIETEHTEH opraH o mnaparpad 9 or Hacrosmus 4ieH HH(OpMHpa
3a TO3M CEPHO3eH MHLMACHT WIM KOPUTHPAIIO JAeiCTBHE BHB BPB3Ka C
0e30MmacHOCTTa — HAMOHAJHUS KOMIIeTeHTeH opran wim EMA, B 3aBu-
CHUMOCT OT TOBa KOM € IMpHUCII HAYYHOTO CTaHOBHILC BBB BPB3Ka C TOBa
BEIIECTBO ChIWIACHO wWieH 52, maparpad 9.
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[Mpu wu3penusTa, momajgam B 00XBaTa Ha HACTOSIIUS PETJIAMEHT
ChITacHO wieH 1, maparpad 6, OykBa ), M KOTaro CEpHO3HUSAT
MHIUJIEHT WM KOPUTUPAIOTO AEHCTBUE BBHB BpPb3Ka C 0€30MaCHOCTTA
MOJKE Ja € CBBP3aHO C MPOM3BOJHM HAa THKAHHU MM KIETKH OT YOBEIIKH
IIPOMU3XOA, MH3MOI3BAHU 32 IIPOM3BOJACTBO HA U3JAEIUETO, U IIpU
U3AeNusATa, MONAAAINy B 00XBaTa HAa HACTOSIIUS PEIIaMEHT ChITACHO
gneH 1, maparpad 10, KOMIETEHTHHAT OpraH WIH KOOPAUHUPAIIHSAT
KOMIIETEHTEH OopraH no mnaparpad 9 oT HacTosusg wieH HHpOpMHUpa
32 YOBEMIKUTE THKAHM M KIETKH KOMIICTEHTHHS OpraH, ¢ KOHTO HOTH-
(unupaHUAT OpraH ce € KOHCYJITHpaa ChIVIacHO WieH 52, maparpad 10.

7.  Cnex u3BbpIIBaHE Ha OIEHKAaTa B CHOTBETCTBHE C maparpad 3 oT
HACTOSIIIMS WICH, OLEHSIBAIIMAT KOMIICTEHTEH opraH Oe3 3abaBsHe
nHpOpMHpa 4Ype3 eNeKTPOHHATa CHUCTeMa II0 WieH 92 ocTaHaiuTe
KOMIIETEHTHH OPraHU 3a KOPUTHPAILIOTO AEHCTBUE, KOETO € MPEANPUETO
WK TUIAHUPAHO OT MPOU3BOAMTEIS MJIM KOETO € OMJIO M3MCKaHO Ja ce
IPUJIOKU OT HEroBa CTPaHa 3a MAKCUMAJHO OIpaHHMYaBaHE Ha PUCKA OT
MOBTAapsIHE HA CEPUO3HUS WHIOUAEHT, BKIIOUUTENHO HHGpOpMamms 3a
I'bPBONPHYMHHUTE U 32 PE3YJITATUTE OT OICHSBAHETO.

8. IIpomsBomuTensT mpaBu HEOOXOANMOTO 3a TOBa MH(oOpMamusTa 3a
KOpUTHpAlloTO JAciicTBUE BBB Bpb3ka ¢ Oe3omacHOCTTa jga Obae
JoBelleHa He3abaBHO 10 3HAHHETO Ha MOTpeOHTenuTe Ha BBIPOCHOTO
u3genue 4pes HpenynpexaeHHe BbB Bpb3Ka ¢ OesomacHocTTa. I[lpen-
YIOPEKACHHETO BBB BpPB3Ka ¢ 0OE30MACHOCTTa CE ChCTaBsi Ha
opunmaneH(u) e3uk(um) Ha EBponeiickus Cb03, ompenencH(u) oOT
JIbpXKaBaTa WICHKA, B KOSNTO € MHPEIIPHETO KOPUTHPALIOTO AeiicTBHE
BBB BPB3Ka ¢ Oe3omacHOCTTa. OCBEH B CIIEIIHU CIydad, ChIbPKAHUETO
Ha IPOEKTa Ha MPEIyNpeXICHHETO BBB BpB3Ka C OE30IIaCHOCTTa ce
npeacrtaBsg Ha KOMIICTCHTHHSA OpraH, H3BbpLIBAIl OlCHKaTa, HWIW B
ciydawTe 10 maparpad 9 — Ha KOOpAWHHpAIINS KOMIIETEHTEH OpTaH,
3a J]a ce MoJy4r MHEHHeTo My. C M3KIIFOYCHHE Ha CIyYauTe, HaJUICHKHO
00OCHOBAaHH TIOPAAM CHTyalHUATa B OTAENHA IbpP)KaBa WICHKA, ChABP-
JKaHUETO Ha IPeNyNpeXIeHUETO BbB Bpb3Ka ¢ 0€30MacHOCTTa TpsOBa 1a
€ ©JHAKBO BBB BCHYKH IBP)KABH WICHKH.

[IpenynpexneHreTo BbB Bpb3Ka ¢ 0€30MAaCHOCTTA JaBa Bb3MOXKHOCT 3a
MPaBUJIHO UACHTH(HIUpAHE HAa CHOTBETHOTO W3JCIHE U WU3ICITUS —
Mo-CIIeIMaIHO 4pe3 BKIouBaHe Ha cboTBeTHHTE UDI, kakTto M 3a
MPAaBUJIHO HMICHTU(QUIIMPAHE — TMO-CIEIMATHO Ype3 BKIIOYBAHETO Ha
EPH, axo Beue e u3ganeH, — Ha MPOU3BOIUTEINS, HPEAIPUET KOPUTHU-
pamoTo JelcTBHEe BBB Bpb3Kka ¢ Oe30macHOcTTa. B mpemnymnpexieHuero
BBB Bpb3Ka ¢ 0e30MacHOCTTa — SICHO M 0e3 Jia ce MOJICHSBA CTEIEHTA
Ha pHUCKa, ce OOSCHSABAT NMPUYMHHUTE 32 KOPUTHUPALIOTO JEHCTBHE BBHB
BpB3Ka ¢ OE30MaCHOCTTA, KaToO Ce MOCOYBA €CTECTBOTO HA HEMPABHIHOTO
(yHKIMOHHpaHEe Ha U3/EIHETO U CBBP3aHUTE C TOBA PUCKOBE 3a IaIlH-
CHTHUTE, TIOTPEOUTENIUTE WM JPYTH JIUIA, U SCHO CE MOCOYBAT BCHYKHU
JIEHCTBUS, KOUTO Ja OBJAT MPEANPUETH OT MOTPEOHTEIHTE.

IIpousBomuTeISIT BHBEXKAA HPEAYNPEKACHUCTO BBB Bpb3Ka ¢ Oe3omac-
HOCTTa B C€JIEKTPOHHATa CHUCTeMa MO wWieH 92, upe3 KOsITO TO CTaBa
MyOJIMYHO JOCTBITHO.

9.  KowmmereHTHHTE OpraHM akTHBHO y4acTBaT B MpolLeaypa C Lel
KOOpJMHHUpaHEe Ha OLEHSBAHETO IO maparpad 3 B CIeAHHUTE CIydau:

a) KOraTo BB3HHUKHE OIIACCHUE I10 OTHOHICHUE Ha KOHKPETCH CCPHO3CH
WHIUACHT WKW TIpylna CEPUO3HHU HHIOUACHTU, CBBP3aHU C €JHO H
CbIIO M3JACINC WU TUIl U3ACJIUE HAa €AUH U ChbUl MPOU3BOAUTEI B
IIOBCYC OT €OHA AbprKaBa YJICHKA,
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6) xorato € Moj BBIPOC MOIXOJAIIMAT XapakTep Ha HPEIUIOKEHO OT
TPOM3BOIUTENS] KOPUTHUPAIIO ACHCTBHE BBB BPB3Ka C OE30MacHOCTTA
B [IOBEYE OT €JIHA AbpPXKaBa UICHKA.

Tazu nponoeaypa 3a KOOpAWHUPAHE BKIIIOYBA CJICIAHOTO!:

— ompenensiHe NPH HEOOXOOMMOCT Ha KOOPIAMHHpAL] KOMIIETEHTEH
OpraH CIope] KOHKPETHHUS Cllydaii;

— OHOpeACiIAHE Ha Iponeca 3a KOOPAUWHUPAHO OICHABAHEC, BKIIIO-
YUTCJIIHO  3aJa4YuTeC H OTIOBOPHOCTHUTEC Ha  KOOpAWHUpaIIusA
KOMIICTCHTCH OpraH M y4aCTHETO Ha APYIM KOMIICTCHTHH OpraHH.

OcBeH KOrato MeXIy KOMIETEHTHHTE OpraHu € JOTOBOPEHO APYTO,
KOOPAMHHUPAIIUAT KOMIICTCHTEH OpraH € KOMIICTCHTHHST OpraH Ha
m;p)xaBaTa YJIC€HKa, B KOATO l'IpOI/I3BO£[l/ITCJ'I$[T nma pCFI/lCTpI/IpaHO
MACTO Ha CTOHAHCKa JEHHOCT.

KoopauuupamusaT KOMIETEHTEH opraH MHGOpPMUpa 4pe3 eIeKTpOHHATa
cucTeMa o 4ieH 92 mpou3BOIUTEN, OCTAHAIUTE KOMIIETEHTHH OPraHd
u Komucusta, 4e e noen QyHKUUSATa HAa KOOPAUHUPAIL OPraH.

10.  OmnpenensHeTo Ha KOOPIUHUPAIl KOMIIETEHTEH OpraH HE 3acsra
IpaBaTa Ha OCTAaHAJIMTEC KOMIIETCHTHU OpraHu Ja U3BBbPUIBAT COGCTBCHO
OLICHsBaHE W Ja MpEANpPUEeMaT MEPKU ChIIACHO HACTOSIIUS PETJIAMEHT,
3a J]a OCHUTYpSAT 3allUTaTa Ha OOIIECTBEHOTO 3/IpaBe U OE30I1aCHOCTTA Ha
nanueHture. Ha xoopauuupammust komnerenTeH opran 1 Komucusra ce
ChOOIIaBaT PEe3yNTATUTE OT BCSKO MOJOOHO OICHSABAaHE M IPHEMAaHETO
HA TAKMBa MEPKH.

11.  KomucusTa npeaocrass aAMUHUCTPATUBHA MOJKpPENa Ha KOOPIM-
HUpal¥sd KOMIIETEHTEH OpraH IpU HU3NBJIHEHUE HAa 3aJauuTe My IO
HACTOSAILATA IJ1aBa.

Ynen 90

AHaJIM3 HA JAaHHUTE OT npocjeassBaHeTO0 Ha 0e3omacHocTTA

KOMI/ICI/ISITa, B CBTPYAHHUYECTBO C AbPKABUTC YJICHKH, BbBEKAa CUCTCMHU
U mOpouecu 3a aKTUBHO Ha6J'II-O}16HI/le Ha HAJIWYHUTC OaHHU B CJICK-
TPpOHHATa CHCTEMa, IOCOYCHA B YJICH 92, C OeJ na €€ yYyCTaHOBAT B
TE3H JAaHHW TCHACHIMHUTC, MOACIUTEC WKW CHUIHAJIMTC, KOMTO MOrar naa
Pa3KpUAT HOBU PUCKOBE WM OIIACCHUSA OTHOCHO 06€30IacHOCTTA.

Koraro 0Obae wuneHTHUIMpAaH HEM3BECTEH OO MOMEHTa PHCK WIH
4ecToTata Ha TMPEABHACH PHCK 3HAYUTEIHO H  HEOIaronpusTHO
MPOMEHSI ONPEACICHOTO CHOTHOLICHHE MEXIy pUCKAa W TMOJ3UTE,
KOMIETEHTHHUAT OpraH WIH, B 3aBUCUMOCT OT CIIy4asi, KOOPIUHUPALIHST
KOMIIETEHTEH OpraH YyBEIOMsBa IPOM3BOAMTEINS, WIM KOraro e
MPUI0KUMO — YITBJIHOMOILEHUS MPEACTaBUTEN, KOWTO Clie/l ToBa Mpe-
rpueMa HYXXHHUTE KOPUTHpAId ICHCTBUSL.

Ynen 91

AKTOBe 32 M3IbJIHEHUE

Upes akToBe 3a u3nbiHeHHue U cien koncyaranun ¢ KI'MU Komucusra
MOXe€ Ja MpreMa MoJIpoOHUTE TpaBHiia U MPOIECIYPHUTE ACIEKTH, HEOO-
XOIMMHU 3a TMpuiaranero Ha uneHoBe 85—90 m Ha wimeH 92 mo
OTHOIIICHHUE HA:

a) TUTIOJIOTHATA Ha CEPUO3HUTC MHIUACHTU W KOPUTUPAIIUTE ,HefICTBI/IH
BBbB BpPBb3Ka C 0e30IMacHOCTTa 10 OTHOIICHUE Ha KOHKPETHHU U3ACIIUA
WIN KaTCTOPUU, WIN TI'PYIIA HU3OCIINS,
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6) IOKJIagBaHETO 3a CEPUO3HUTE MHIMICHTH U KOPUTUPAIIUTE JEHCTBUSA
BBB BpB3Ka ¢ 0OE30IMACHOCTTa WM TIPEAYNpPEKACHUSATA BBB BpPB3Ka C
6e30macHOCTTa, KAaKTO M IMPEJICTaBSHETO OT CTpaHa Ha IMPOU3BOMIU-
TeNWTe Ha TIEPHOAMYHHTE 000OIIaBaIly IOKITAAH, NOKIAIUTE 3a
HaJ30pa clleq ITyckaHe Ha masapa, [TAJIb u moxmagure 3a Habmoma-
BaHWUTE TCHJACHIMU CHLOTBETHO IO wieHoBe 85, 86, 87, 88 u &9;

B) CTaHIAPTHUTE CTPYKTypHpaHU OOpa3lu 3a CIEKTPOHHO U HEEIeK-
TPOHHO JIOKJIAJBAaHE, BKIIOUUTEIHO MMHUMYM JIaHHU 3a JIOKJIaIBaHE
Ha IpeIIojlaraéMd  CEPUO3HM MHIMICHTH OT  MEAUIMHCKH
CIELHAINCTH, TTOTPEOUTENN U MAIUeHTH;

T) CPOKOBETE 3a JOKJIaJBaHEe Ha KOPHTHPAIIUTE NEUCTBUSA BHB BPH3Ka C
6e30MmacHOCTTa 1 3a MPEACTaBsIHEe OT CTpaHa Ha MPOU3BOAUTEINTE HA
MEPUOJUYHUTE 0000IABAIM JOKIAAW M AOKIaauTe 3a HabJrona-
BaHUTE TCHJCHIMM, KaTo C€ B3eMa MpPEABUJA TEXKECTTa Ha
MOJIEKAIMA Ha JOKJIaJBaHe MHLUUIEHT CHIVIACHO WieH 87;

~

XapMOHU3UpaHUTe o0pa3nu 3a oOMeHa Ha WHOpMALUsS MEXIY
KOMITETEHTHUTE OpTaHH Mo wWieH &9;

a

€) MpOLeAypUTE 3a OILpEAC/IIHE HAa KOOPAUHMPAIL KOMIIETEHTEH OpraH;
Iporeca 3a KOOPJAMHUPaHa OLIEHKA, BKIIOYHUTENIHO 3aJa4uTe M OTIO-
BOPHOCTHUTE Ha KOOPAMHHUPAIIUSA KOMIIETEHTEH OPraH M Y4aCTHETO Ha
JIPYrd KOMIIETEHTHH OPraHd B TO3H IPOLEC.

AKTOBETE 3a H3IBIHEHHE, MMOCOYCHH B IIbPBa AIHHEs, C¢ IIpUeMar B
CBOTBETCTBHE C HpOIeAypara MO pasriexiaHe, OCoYeHa B wieH 114,
naparpad 3.

Ynen 92

EnexTponna cucreMa 3a mnpocieisiBaHe Ha 0e30IacHOCTTa W 3a
HA/30p cJe] MyCcKaHe HA Ma3apa

1. B chIpyaHnuecTBO C IbpXaBUTe WieHKH KommucusiTa Ch3laBa u
yIpaBisiBa €JIEKTPOHHA CHCTEMa 3a chbOMpaHe M 00padoTka Ha cileaHara
UHPOPMAITHS:

a) JIOKJIaJUTe Ha MPOU3BOJUTEIMTE 33 CEPHO3HU WHIMICHTU U KOPH-
rHpaly JeHCTBUS BBB Bpb3Ka C Oe30mMacHOCTTa Mo 4ieH &7,
naparpad 1 u unen 89, maparpad 5;

0) mepHoAMYHKUTE 000O0IIABAIM TOKIAJAU Ha MPOU3BOJUTEINTE 10 YICH
87, maparpad 9;

B) JIOKJIAJUTE Ha MPOU3BOJAUTEIIUTE 332 HAOIIOJaBaHUTE TCHICHLUHU IO
ujieH 88;

r) ITIAJIb mo unen 86;

1) MpeAyNpPEeKICHUATA BBB Bpb3Ka C OC30IMACHOCTTA OT CTpaHa Ha
npou3BoauTeNUTe 1O WwieH 89, maparpad 8;

e) uHdopmamuira, KoiaTo TpsOBa ga ce 0OMEHs MEXIY KOMIIETCHTHUTE
OpraHu Ha JbPXKABHTE WICHKH M MEXAy TAX U Komucusra B ChOT-
BeTcTBHE ¢ wieH 89, maparpadu 7 u 9;

Ta3u enekTpoHHa cUCTeMa BKJIIOYBA CHOTBETHUTE BPBH3KH KbM 0Oa3ara
maunau 3a UDI.
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2. Joctbn no uHpopMmanmara no naparpad 1 oT HACTOSIIUS 4YIEH ce
MIPEIOCTaBsl Ype3 eNIEKTPOHHATAa CHCTeMa Ha KOMIIETEHTHHTE OpraHu Ha
IbpkaBuTe wieHKH U Ha Komucusara. Hotudunupanure opranu chino
UMaT JOCTBI 10 Ta3W HHpOpManus, MOKOJIKOTO TS C€ OTHAcsi MO0
M3JICIHATA, 32 KOUTO Ca U3JaH CePTU(PUKAT B CHOTBETCTBUE C WIeH 53.

3.  Komwucusara mnpennpuema HEOOXOAMMOTO, 3a Ja CE€ OCUTYpST
HNOAXOASAIINTE HUBA Ha JOCTBII 0 €JIEKTPOHHATA cucTeMa 1o maparpad 1
Ha MEIUIUHCKUTE CIEHHAJIUCTH U OOIIECTBEHOCTTA.

4. Bwb3 ocHOBa Ha JOTrOBOPEHOCTH Mexay KoMucusATa M KOMITET-
CHTHUTC OpraHyd Ha TPETU AbpPiKaBU WUIIN MCKAYHApOJHHU OpraHHU3alluH,
Kowmucusita MOkXe f[a OpeJoCTaBs HAa Te3W KOMIIETCHTHH OpPTaHH WITH
MEXIYHAPOJHNA OPraHU3alUK CHOTBETHO HHBO HA JOCTHI 0 C€JCK-
TpOHHaTa cucrema o maparpad 1. Te3um TOroBOpeHOCTH ce OCHOBaBaT
Ha PELUNPOYHOCT U CHABPIKAT KIay3H 3a MOBEPUTECITHOCTTA M 3alllUTaTa
Ha JAHHUTC, KOUTO Ca CKBUBAJICHTHU Ha IMNPUIOXKHUMHUTC B Cnlro3a.

5. Jokmaawte 3a CEpUO3HM WHLUICHTH, IOCOYEHH B ujeH 87,
naparpa¢ 1, OykBa a), MpH TMOJIyuaBaHEe C€ H3MpamaT aBTOMATHYHO
ype3 eJIeKTpOHHATa cucreMa mo maparpad 1 OT HacTosmus 4ieH Ha
KOMIICTCHTHUSI OpraH Ha JIbp)KaBaTa WICHKA, B KOATO € BB3HUKHAI
MHIHJICHTBT.

6. JloxmaguTe 3a HAONIOJaBaHUTE TCHACHIIMM, ITOCOYCHH B 4wicH 88,
maparpad 1, mpu MmojydYaBaHE Ce HW3MPANIaT aBTOMATHYHO UYPE3 eJiek-
TpOHHATa cucTeMa o maparpad 1 OT HACTOSIIUS YICH HA KOMIIET-
CHTHUS opraH HaA )11>p>1<aBaTa YJI€HKA, B KOATO € BB3HUKHAJI HHIH-
JEHTBT.

7.  Joxkmagurte 3a KOPUTHPAIIUTE NCHCTBHS BBB BPB3Ka ¢ Oe3omac-
HOCTTa, MOCOYEHHU B wieH 87, maparpad 1, OykBa 0), mpu moiyyaBaHe
Ce M3IpallaT aBTOMATHYHO Ype3 eNCKTPOHHATa cucTeMa o maparpad 1
OT HACTOSIIWS WICH HAa KOMIICTCHTHUTE OPTraHW Ha CICIHHUTE JABbPKABU
YIICHKH:

a) I'bP)KaBUTE WICHKH, B KOMTO € IPEeIIpHeTO WIH IIe ce MpeanpueMe
KOPHTHPANIOTO JeHCTBHE BHB BPB3Ka C 0E30IMaCHOCTTA;

0) AppKaBaTa WIEHKA, B KOSTO IIPOM3BOJAUTENSAT HMMa PETUCTPHPAHO
MSICTO Ha CTOIAHCKa JEHHOCT;

8.  Tlepuomnmunute 00OOIIABAIIM JOKJIAAM, I[OCOYEHH B wieH 87,
maparpag 9, TIpH TOJyYaBaHe Ce W3Mpam@ar aBTOMAaTHYHO Ype3 elleK-
TpOHHATa cucTeMa Mo maparpad | OT HACTOSIIUS YIEH HAa KOMIIET-
EHTHHS OpraH Ha:

a) oppxkaBaTa(uTe) WieHKa(W), ydacTBama(w) B TIpolleaypara 3a KOop-
JIUHUpaHe B CHOTBETCTBUE ¢ wieH 89, maparpad 9, m omoOpuna(u)
MepUoIUUHUS 0000IIeH NOKIa;

0) IppkaBaTa WICHKA, B KOSTO IIPOM3BOMUTENSAT HMa PETUCTPUPAHO
MSICTO Ha CTONAHCKA JEHHOCT.

9.  Ilpu nomydaBane uHoOpManuATa, I0OCOYEHA B maparpapu 5—8 ot
HACTOAIIMS WIEH, C€ U3Mpalla aBTOMAaTHYHO 4Upe3 eNeKTPOHHATa
cucreMa mo maparpadg 1 OT HacTOAmMS WIEH HAa HOTH(HUIMPAHUSI
Opras, u3ajl cepTU(UKaTa 3a BBIPOCHOTO M3JEIHE B CHOTBETCTBUE C
yieH 56.
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PA3JIETT 3

Hao3op na nazapa

Ynen 93

JeitHocTn M0 HAA30p HA ma3zapa

1.  KoMmereHTHHTE OpraHH HW3BBPLIBAT LEICCHOOPAa3HHU MPOBEPKH Ha
CHOTBETCTBHETO M JCHCTBUETO HAa H3JCIHATA, BKIIOYUTEIHO, aKO €
HEOOXOMMO, TIperjiesl Ha JNOKyMEHTalusAra W (U3M4ecKd wid Jjabo-
paTOpHH MPOBEPKH BB3 OCHOBa HAa MOAXOMAlM obpasuu. Komrmer-
SHTHHTE OpraHd B3eMaT T[O-CMEIHATHO TPEIBHI YCTAHOBEHHTE
MPUHLMIA OTHOCHO OLCHSBAHETO M YNPABJICHHETO HA PHUCKA, JAHHHUTE
OT IPOCJEASBAHETO Ha OE30IIaCHOCTTA U CHIHAJIHTE.

2.  KoMmmereHTHHWTE OpraHM W3TOTBAT TOAWIIHM IUIAHOBE 32
JEeHHOCTHTE 10 HaA30pa M PpasnpeseNsaT NOCTaThbYHO MaTEePUATHH |
KOMIIETEHTHH YOBEMIKM PECypCH C Il OCBHIIECTBSIBAaHETO Ha TE3H
JEeHHOCTH, KaTo ce OTYMTaT eBpolelicKaTra MporpamMa 3a Haa30p Ha
nazapa, usrorBeHa or KI'MU cobrmacHo unen 105, u ycnosusta Ha
MSICTO.

3. 3a Jjma W3NBIHAT 3aJbJDKCHUSATA, TNpeIBUACHH B maparpad 1,
KOMITETEHTHUTE OPTaHu:

a) Morar Ja U3UCKBAaT OT HWKOHOMHYECKHTE OIEpaTOpH, Hapex ¢
IPYTOTO, Ja MPENOCTaBAT AOKYMEHTAaUUsITa M MH(POPMAIHUATA, HEOO-
XOAMMH 3a M3BBPIIBAHE HA JCWHOCTUTE HAa KOMIETEHTHUTE OPraHH,
U KOraTo MMa OCHOBAaTENIHM MPUYMHHU 3a TOBA — Ja NPENOCTaBsT
Oe3maTHO HEoOXOoAMMHUTE O0pasly Ha H3AENHS WIH JOCTBII [0
U3JENUATa; U

0) IpoBeX/JaT KaKTO IpEeIBapUTEIHO OOSBEHH, Taka M, ako € HeoO-
XOZMMO, BHE3aITHH TMPOBEPKH Ha MOMEIICHHUATA HA MKOHOMHYECKUTE
OrepaTopH, KaKTO U Ha JOCTABUHUIIMTE W/MIU TOAM3IBIHUTEINTE, H,
MpHU HEOOXOJMMOCT, Ha MECTaTa, KOMTO CE IMOJI3BAT OT CIEIHAIUCTH.

4.  KoMIeTeHTHUTE OpraHd H3TOTBST EKETrOJHO PE3IOME Ha pe3yJ-
TaTUTe OT MSWHOCTHTE CH MO Haa30pa M rO TPEIOCTaBAT Ha pasro-
JIO)KEHWE Ha JPYTd KOMIIETEHTHH OpPTaHHM IOCPEICTBOM EIIEKTPOHHATA
cuctema, nmocodeHa B wieH 100.

5. KowmnereHTHHTe OpraHd MoOraT Ja KOH(HCKyBaT, Aa YHHIIOXaT
WIM TO JPYT HAYMH Ja HAlpaBsT HEU3IOI3BACMHU HM3J/IENIHATA, PEACTaB-
JSBAIld HENPUEMIIMB DPHUCK, KAaKTO W GanmuduuupaHure H3ISIus,
KOTaTo cYeraT TOBa 3a HEOOXOOMMO B HWHTEpeC Ha ONa3BaHETO Ha
OOILECTBEHOTO 3/paBe.

6. Crex Bcska TpoBepKa, W3BBPIICHA 3a IeduTte 1o maparpad 1,
KOMIIETCHTHUST OpraH H3rOTBA JIOKJal 32 KOHCTaTallMUTe OT
TIPOBEpPKAaTa, KOMUTO CE OTHACAT JI0 ChOTBETCTBHETO C NMPABHUTE U TE€XHH-
YECKUTE M3MCKBAHUS, NMPUJIOKHUMHU ChIVIACHO HACTOSIIMS perjaMmeHT. B
JOKJTaZa ce MOCOYBAT BCHYKHM HEOOXOAWMH KOPUTHUPAIIN AEHCTBUSL.

7.  KoMmnereHTHHAT opraH, KOWTO € M3BBPIIMI MPOBEpKaTa, Mpenasa
CBHIBPKAHUETO Ha JOKJIana mo maparpad 6 OT HACTOSIIMS WISH Ha
NpoBepsiBaHUS MKOHOMHUYeckd omeparop. Ilpean na mpueme oxoHYa-
TeMHMS AOKJIAJ, KOMIIETCHTHHUST OpPraH JaBa BB3MOXKHOCT Ha IIPOBe-
psIBaHUS MKOHOMUYECKH OmNepaTrop JAa MpeacTaBu Oenexkn. OkoHua-
TEMHUAT JOKNAaJ 3a IIPOBEpKaTa ce BbBEXJAA B €JICKTPOHHATA CHUCTEMA,
npeasuneHa B wieHd 100.
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8. JIppkaBUTE YJICHKH MPABSAT TPETJe] U OICHSABAT U3IIBIIHCHUETO Ha
JNEHHOCTUTE CH MO HAA30p Ha masapa. Te3u mperiiefid U OLECHKH Ce
M3BBPUIBAT HAW-MaJKO BEIHBXK HA YETUPU TOJUHHU M PE3YJITATUTE OT
TAX ce ChOOIIaBaT Ha OCTAHAIUTE IbpKaBU uwieHKH u Komwucusra.
Beska nmbppxkaBa wieHKa M3rOTBS PE3IOME Ha pe3yNTaTHTE, IO KOETO
OocUTypsiBa MyOJIMYEH JOCTBI IOCPEICTBOM CICKTPOHHATA CHCTEMA,
nocoueHa B wieH 100.

9. KoMIeTeHTHHTE OpraHH Ha JAbPKABUTE UICHKH KOOPIUHUPAT
JeWHOCTHUTE CH 10 HaI30p Ha Ma3apa, CHTPYAHHUYAT CH M CIIOJETIST
noMexay cu u ¢ Kommucusita pe3yiTraTHTe OT TE3U ISHHOCTH C Lel
OcUrypsiBaHE Ha XapMOHHM3UPAHO W BHUCOKO paBHHUINE Ha HaA30p Ha
ma3apa BbB BCHUKH IBP)KaBU WICHKH.

AKO0 € He0O0XO0JMMO, KOMIIETEHTHUTE OPTaHd Ha JABPKABUTE UICHKH CE
JOTOBapsIT 3a paslpeieieHne Ha paboTaTa, CHBMECTHH JACHHOCTH 3a
HaI30p Ha Mazapa ¥ CrelHaTU3alusl.

10. KoraTto B appikaBa 4ieHKa MOBEYE OT €MH OpPraH OTrOBapsT 3a
HaJ30pa Ha rasapa W KOHTPOJIA 0 BHHIIHUTE TPAHUIIM, TE3U OPraHH CH
CBTPYIHHUYAT, KaTO OOMEHAT HH(pOpMAlus BBB Bpb3Ka C pONsITA U
(yHKUHUTE CH.

11.  Koraro e menecb00pa3Ho, KOMIIETEHTHHTE OPTaHU Ha JIbpP)KABHTE
YJIEHKU CU CHTPYJHUYAT C KOMIIETCHTHUTE OpPraHH Ha TPETU IbpPKABH
3a 00MeH Ha MH(pOpMaIUs U TEXHUYECKO CHICHCTBHE U 32 HaChpUaBaHE
Ha JEWHOCTHTE IO HaJI30p Ha Masapa.

Ynen 94

OuneHka Ha M3Je/IHsA, 32 KOMTO ce IOf03Upa, 4Ye IpelcTaB/IsABaT
HelpHeMJ/INB PHCK WU APYI0 HeChOTBETCTBHE

Korato Bb3 oOCHOBa Ha JaHHUTE, NOJIYYEHH OT JeHHOCTUTE IO
npocneAsBaHe Ha O€30MacCHOCTTA WM O HAA30p Ha Iasapa, WIK Bb3
OCHOBa Ha JIpyra HHGOpPMAIHsS KOMIIETEHTHHUTE OpPraHW Ha JbpiKaBa
YJIeHKa UMaT OCHOBaHMA Jia CMSATAT, Y€ JaJCHO H3JeNHe:

a) MOXe Ja MpeJCTaBlsiBa HEMPUEMIIMB PHCK 3a 34paBeTo MM Oe3omac-
HOCTTa Ha MALHEHTHTE, MOTPeOUTENUTE WM APYTH JHIA, WIA 3a
JIPyTH acHEeKTH Ha OINa3BaHETO Ha OOILIECTBEHOTO 3/paBe; MU

0) mo Opyr HayMH HE OTrOBaps HA W3UCKBAHUATA, ONPEACICHH B
HACTOSIIIUS PETJIAMEHT,

TC H3BBPIIBAT OLCHKAa Ha CHOTBETHOTO H3ACIIUC, 06XBaIJ_[aIlIa BCHUYKHU
HU3UCKBAaHUA TII0 HACTOAMIMUA PETJIaMCHT, CBBpP3aHM C PpHCKa OT
U3ACIIUETO WJIM C BCAKAKBB JAPYI' BHUJA HECHOTBECTCTBUEC Ha U3ACIHCTO.

CBOTBETHUTE HMKOHOMHYECKH ornepaTopu CU CHTPyAHUYIAT C KOMIICT-
CHTHUTEC OpraHu.
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Ynen 95

ITpouenypa npu u3eansi, KOUTO NMPEICTABJISBAT HEMPUEMJINB PHCK
3a 31paBeTo M (€30MaCHOCTTA

1. Koraro cnen w3BbpIIBaHe Ha OLEHKaTa Mo 4WieH 94 kommer-
CHTHUTE OPTaHM YCTAHOBAT, Y€ H3JIEIUETO IPEACTABIIIBA HEIPHEMIIHB
PHCK 3a 3ApaBeTo WM Oe30MIaCHOCTTA HA MAIlMEHTUTE, MOTPEeOUTEIuTe
WM JpYTH JIMNA, WIK 32 JAPYTH aclieKTH Ha OMa3BaHETO Ha OOIecT-
BEHOTO 31paBe, Te Oe3 3a0aBiHE M3UCKBAT IPOM3BOAUTENAT Ha
BBIIPOCHATE H3IENHsI, HETOBUS YITBIIHOMOIIEH MPEICTaBUTEN W BCHYKU
3aUHTEPECOBAHU HKOHOMMYECKU OIEpaTopH JAa MpeANpUeMaT BCUYKU
HEOOXOIUMH M HAIJIeKHO OOOCHOBAaHM KOPUTHpAIlH MAEHCTBUS 32
IpUBEXTaHe Ha W3ICIHETO B CHOTBETCTBHE C H3HCKBAHHMATA Ha
HACTOSILUS PETIaMeHT, CBbP3aHU C PUCKA OT U3AENHETO, U 33 OTPaHU-
YaBaHe [0 HAYMH, NPONOPLIOHATIEH Ha €CTECTBOTO Ha PHCKA, Ha Mpel-
OCTaBSHETO Ha Ia3apa Ha W3JENIUETO, 3a IpHIaraHe Ha CHenu(pUIHU
M3UCKBAaHUA KBbM TMPEIOCTABSIHETO HAa H3IEIHeTO, 3a HU3TErJsHe Ha
U3/ENUETO OT Ma3zapa WIM 3a U33€MBAHETO MYy B paMKMTE Ha pa3yMeH
1 SICHO OIpeAeNeH CPOK, KOWTO ce ChoOIaBa Ha CHOTBETHHS HKOHO-
MHYECKU OIEPaTop.

2. Upes enextponnara cucrema mo wieH 100 KoMIIeTEeHTHUTE OpraHu
0e3 3a0aBsiHe yBepomsiBar KomucusTa, ocTaHAIMTE IbPKaBU WICHKH H,
KOraTto € u3[ajicH cepTU(UKAT B CHOTBETCTBHE C WICH 56 3a CBOT-
BETHOTO M3/eiIHe — HOTU(QUIMpaHUs OpraH, u3nayn cepTudukara, 3a
pesynTatuTe OT OLEHKaTa M JASHCTBHATA, YHETO MpelnpHeMaHe ca
W3HUCKAIH OT MKOHOMUYECKUTE OINEpaTOpH.

3.  HxoHomuueckuTe omnepaTopu 1o maparpad 1 06e3 3abaBsHe
rapaHTHpaT, Y€ ca MPEANPUETH BCUYKH MOJXOJSIIM KOPUTHPAIIN
neiicteuss B menmsi ChrO3 1O OTHOIICHHE Ha BCHYKH 3aCErHATH
M3JIeHs, KOUTO Te ca MPEJOCTaBMIM Ha Ta3apa.

4.  KoraTo MKOHOMHYECKHUAT Omeparop, MOcoueH B maparpad 1, He
HpeArnpreMe MOAXOASII0 KOPUTHUpAllo JeHCTBHE B TIOCOYCHHS B
naparpag 1 CpOK, KOMIICTEHTHHTE OpraHH B3eMaT BCHYKH IIEJeCh-
o0pa3HH Mepku, 3a Ja 3a0paHsAT WM OTrpaHUYaT IPEIOCTABSHETO Ha
U3JEIMETO HAa HALMOHAJHUSA CH 1a3ap, Ja HU3TeNNIAT H3JCIUETO OT
TO3M Ta3ap WIK J1a TO HU33eMar.

Komnerentuute opranu 0e3 3abaBsiHe yBemomsiBaT Kommcusita, ocra-
HQJIUTE JAbPXKABM 4ICHKM M HOTU(QUIMPAHUS OpraH, IIOCOYEH B
naparpad 2 OT HACTOSIIMS WIEH, 33 TE3M MEPKH 4Ype3 eJeKTpOHHATa
cuctema 1o wied 100.

5. VYBemomuieHHETO, MOCOYEHO B maparpad 4, BKIOYBA BCHYKH
HAJIMYHU JIaHHHU, TO-CHEIHMAIHO JaHHUTE, HEOOXOAMMH 3a HUICHTU(H-
[UpaHe W MpOCieAsBaHE HAa HECHOTBETCTBAILIOTO M3JENHEe, MPOM3Xona
Ha M3/EIHETO, €CTECTBOTO U NPUYMHUTE 32 IPEAIOIaraeMoTo HEChOT-
BCTCTBUEC M CBHI'BTCTBAILIUA PUCK, €CTCCTBOTO U NMPOABIDKUTCIHOCTTa Ha
MIPEANPUETUTE HA HAIJHOHAIHO PAaBHUIIEC MEPKH, KAKTO M apryMEHTHTE,
M3THKHATH OT CHOTBETHHS MKOHOMHYECKH OIEpaTop.

6. JIppkaBUTE WICHKU, PAa3JMYHU OT Jbp)KaBaTa 4ICHKa, 3alovHaia
npoienypara, HezabaBHo wuH(popmupar Komucusra u ocTraHaIUTEe
IObPXKABH WICHKH 4pe3 eIeKTpOHHaTa cucrema o wieH 100 3a Besika
JMONBJIHUTENHA WHPOPMANHUsI, C KOATO pPa3mojaraT OTHOCHO HECHOT-
BETCTBUETO Ha JANCHOTO HM3/CIHC U 38 MEPKUTE, KOUTO Ca MPEAIPHEITH
BbB BPb3Ka C BBIPOCHOTO H3JIENHUE.

IIpu Hecwriacwe ¢ HaMOHAJIHATAa MSPKA, 33 KOSATO MMa yBEIOMJICHUE,
Te Oe3 3abaBsHe yBemomsiBaT KomucusiTa U OCTaHAJIUTE IbPXKAaBU
YICHKH 32 BB3PKEHUATA CH Upe3 elleKTpoHHaTa cuctema mo wieH 100.
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7. Koraro B cpok 10 JBa Mecela ciel IOJy4aBaHE Ha YBEIOM-
JeHueTo 1o maparpad 4 He € TOBAWTHATO BB3PAKEHWE HUTO OT
I'bp)KaBa 4iieHKa, HUTO OT KomucusiTa BbB Bpb3Ka C MEPKH, IIPEANPUETH
OT IbpXKaBa WICHKAa, Te3W MEPKH Ce CUUTAT 32 OCHOBATEIHH.

B TakpB cny4all BCHYKH Jbp)KaBH WICHKH TapaHTUpaT, dYe 110
OTHOIICHHE Ha CBHOTBETHOTO H3JENHE Ca MpeArnpHeTH Oe3 3abaBsiHe
MOAXOMAIIM OTPAHUYMTEIHH MEPKH WM MEpKH 3a 3abpaHa, BKIIO-
YHUTEITHO W3TETJISIHE, U33eMBaHe WM OrpaHHYaBaHe HAa HAIMYHOCTTA Ha
U3[ICIIMETO HA HAIIMOHAJHHS UM Ia3ap.

Ynen 96

IIpoueaypa 3a oueHKa Ha HAMOHAJIHMTE MePKH HA PABHULIETO HA
Cnblo3a

1. Koraro B cpok OT aBa Meceua cie] IMOTydaBaHE Ha YyBEIOM-

neHuero mo wieH 95, maparpad 4 naneHa abpp)kaBa WIEHKAa €
NOBAWTHANA BB3PaKEHHs Cpelly MsApKa, Ipeanpuera OT JApyra
Ibp)KaBa WieHKa, Wi koraro Kommucusara cumra, 4e MspKara HpPOTH-
Bopeud Ha mpaBoTo Ha Cblo3a, Cliell KOHCYJITAalUs CbC CHOTBETHUTE
KOMITETEHTHH OPTaHH M aKO € HEOOXOIUMO — ChC CHOTBETHUTE HKOHO-
MHUYECKH omepartopd, Komucusita u3BBpIIBA OICHKA Ha Ta3d
HallMOHaJHA MspKa. BB3 oOcHOBa Ha pe3ynaTaTHTE OT Ta3W OLCHKA
Komucusita Moxe upe3 akToBe 3a HM3IIBIHEHHE J1a B3eME pELICHUE 3a
000CHOBAaHOCTTa Ha MspKaTa. Te3u akToBe 3a M3IIBJIHEHUE ce MpUEeMaT B
CBOTBETCTBHE C IPOLEAypaTa Mo pasriexjaHe, mocoyeHa B wieH 114,
naparpad 3.

2. Koraro Komucusra cuura, uye AajeHa HallMOHAJIHA MspKa € 00oc-
HOBaHa CBIVIACHO MOCOYEHOTO B maparpad 1 OT HacToSIWs WieH, ce
npunara wied 95, maparpad 7, Bropa amuses. Axo Kommucusra cumura
HallMOHATHAaTa MspKa 32 HEOOOCHOBaHA, CHOTBETHATA Jbp)KaBa UICHKA
OTTErJIs MsIpKara.

Koraro B cpok OT oceM Mecela OT IOJyyaBaHEe Ha YBEJOMJICHUETO II0
anen 95, naparpad 4 Komwmcusta He npueme pemenue mo naparpad 1
OT HACTOSIIHS 4ICH, HAIIMOHAJHUTE MEPKH CE CUUTAT 32 0OOCHOBAHHU.

3.  Koraro mppxaBa wienka winu Kommucwsta cumTa, 4e pPUCKBT 3a
31paBeT0 M O€30IaCHOCTTAa OT JaJAeHO U3JeIUE HE MOXE Ja ce
CMEKYH B 33JO0BOJIUTENHA CTEIEH 4Ype3 MEepPKUTEe, NPEeIIpHETH OT CHOT-
BeTHara(uTe) IbpkaBa(u) wieHKa(u), M0 HMCKaHE Ha Jbp)kKaBa YJICHKA
WIM 10 COOCTBEHa WHHUIMATHBA M 4Ype3 AaKTOBE 3a H3IIbJIHEHHE,
Komucusara Moxke na mpeanpreMe HEOOXOTMMHUTE M HAIJIEKHO 000C-
HOBaHU MEPKHU 3a 3aKpUJia Ha 3[paBeTo M 0E30MaCHOCTTA, BKIIOUUTEITHO
MEpKH 3a OrpaHM4YaBaHe WM 3a0paHa Ha IIyCKaHETO Ha Ia3apa M
MyCKaHETO B JEHCTBME Ha CHOTBETHOTO u3Jenue. Te3n axkrtoBe 3a
W3MBIIHEHHE C€ TpUeMaT B CHOTBETCTBHE C Mpoleaypara Io
pasriexaane, mocodeHa B wieH 114, maparpad 3.

Ynen 97

Jlpyru HechOTBETCTBUSA

1. Koraro cnen u3BbpiIeHa OIEHKa MO wWieH 94 KOMIETEHTHUTE
Oprand Ha IbpXKaBa WICHKa KOHCTAaTHpaT, Y€ MaJeHO H3Jelie He
OTroBaps Ha M3HMCKBAHUATA [0 HACTOSIIHS pErjJaMeHT, HO He Mpea-
CTaBJIsIBA HETIPUEMJIMB PUCK 32 3[paBeTO MM O€30MacHOCTTa Ha ITaIu-
EHTUTE, MOTPEOUTENUTe WM APYrd JIUIA, WIKX 32 JPYyTd acleKTd Ha
OIIa3BaHETO Ha OOIIECTBEHOTO 31paBe, T€ H3UCKBAT OT CHOTBETHUS
MKOHOMHUYECKH OIEepaTop Aa OTCTPaHU BHIPOCHOTO HECHOTBETCTBHE B
pPaMKHTE Ha pasyMeH M SICHO OIpENeNeH CPOK, KOMTO ce choOllaBa Ha
MKOHOMHYECKHS ONEpaTop W € MPONOPLUHOHATIEH Ha HECHOTBETCTBHETO.
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2. Koraro MKOHOMHYECKUAT OIEpPaTop HE OTCTPaHU HECHOT-
BETCTBUETO B CpoKa 1o maparpad 1 oT HacTosmMs WieH, ChOTBETHATA
JIbpKaBa WieHKa IpejnpuemMa 6e3 3a0aBsiHe BCUUKU MOJXOJSIIN MEPKH,
3a J1a OTPaHMYH WM 3a0paHH MPeJOCTaBSHETO Ha I1a3apa Ha MpPOAYKTa,
WU 32 J]a OCUT'YpU HETOBOTO M33€MBaHE WU U3TErJsIHE OT Has3apa. Tazu
IbpkaBa wieHKa Oe3 3abaBsHe yBenomsBa Komucusta M ocraHamute
IbpKaBU WIEHKM 3a T€3d MEPKH 4Ype3 eJIEeKTPOHHATa CHCTeMa IIo
uned 100.

3. C men nma ce OCUTYpH €JHAKBOTO IIpWJIATaHe Ha HACTOSIIMS YICH,
Komucusta Moxe, upe3 akToBe 3a M3IBJIHEHHE, Jla KOHKPETHU3Upa
HNOAXOASAIINTE MEPKH, KOMTO Ia C€ MPEANprHeMaT OT KOMIICTEHTHHUTE
OpraHd 3a CIpaBsSHE C OIpPEJEIeHH BHUIOBE HECHOTBETCTBHE. Te3n
aKTOBE 3a M3IBJIHEHHE Ce NMPHEMaT B CHOTBETCTBUE C MPOIEeaypaTa 1o
pasriexzaane, ocodeHa B wieH 114, maparpad 3.

Ynen 98

IIpeBaHTHBHH MEPKH 3a 3aKpUJIa HA 3PaBETO

1. Koraro mgppxaBa 4jeHKa, Clie[] KaTO M3BBPIUIM OLIEHKA, MOKazaja
MIOTEHIMAJIeH PUCK, CBBP3aH C M3JEIHE MM KOHKPETHA KaTerOpHs HIIH
rpyna HU3AENus, CUNTa, Ye 3a Ja Ce 3aIMUTAT 3APaBeTo U 0e30MacHOCTTa
Ha TAIMEHTUTE, MOTPEOWUTENHNTe WM JIpyrUTe JUIa, WIH 3a Ja ce
3alUTAT JPYTd acleKTH Ha OOIIECTBEHOTO 31paBe, IMPEIOCTaBSHETO
Ha Ta3zapa WM IMYCKaHEeTO B J[EHCTBHE Ha W3JeNUe WIM KOHKPETHA
KaTeropusi WIM Tpyla W3JIeNus CIeABa Ja ce 3a0paHu, OTpaHHYH HIH
KbM TAX Ja C€ IpHJIOoXKaAT CHGI_[I/I(I)I/I‘{HI/I WU3UCKBAHUA, UM Y€ U3ACITHECTO
WM KOHKPETHATa KaTeropusl WIN Tpyla M3ETHs cIelBa a Ce U3TETIIAT
OT Ia3apa WIM Jia Ce M33eMaT, TS MOXe Ja INpeArnpHeMe BCIKaKBU
HEOOXOUMH ¥ 00OCHOBaHH MEPKH.

2. bpxaBaTa 4jeHKa, @ocodeHa B maparpad 1, He3zabaBHO
yBenomsBa Komucusta n ocraHaauTe IbpXKaBH WIEHKH, KaTO IOCOYBA
OCHOBAHUSATA 3a PELICHUETO CH, Ype3 €JIEKTPOHHATA CUCTEMA IO 4IeH
100.

3. Karo ce xoncynrupa ¢ K'MU u, xorato € HE0OXOIUMO, ChC CHOT-
BETHUTE MKOHOMHYECKU oreparopu, KoMmucusra M3BBpILIBa OLEHKA Ha
IpeNnNpueTUTe HAalMOHAJTHH MepKu. Upe3 akToBe 3a H3IIBIHEHHE
Komucusta Moxxe na B3eMe pelieHHe 3a OOOCHOBAaHOCTTa Ha HalHo-
HanHuTe Mepku. llpu numca Ha pemenue ot crpaHa Ha Komucusira B
CPOK OT IIeCT Mecella OT MOMEHTa, B KOWTO € Owia yBeIoMeHa 3a
HAIIMOHAJIHUTE MEpPKH, Te3M MEpPKH Cce€ cuuTar 3a oOocHOBaHH. Tesn
aKTOBE 3a M3IBJIHEHHE Ce NMPHEMAaT B CHOTBETCTBHE C MPOIEeaypaTa 1o
pasriexzaaHe, nocodeHa B wieH 114, maparpad 3.

4. Korato mpu oreHkara 1o mnaparpad 3 OT HACTOSANIMS WIEH Ce
YCTaHOBH, Y€ NPEJOCTaBIHETO Ha Ia3apa WIM IIyCKaHETO B JeHCTBHUE
Ha M3JleNne, KOHKpPEeTHAa KaTeropusl WIM Tpyla M3[elus cleiBa Ja ce
3a0paHu, OTrpaHUYM WM KBM TSX Ja C€ TPWIOKAT ClHenuupuIHn
U3UCKBAaHUA WM Y€ BBIPOCHOTO M3IENHE WIM KaTeropuara WIH
rpynara W3fenus cielBa Ja ce H3TerIAT OT Ia3apa WIM Ja ce
u33eMaT BbB BCHUYKH JbpP)KaBU YICHKH, 33 Ja C€ 3alIUTAT 3JIPaBEeTO U
0e30macHOCTTa Ha TAIMEHTUTE, TOTPEOUTENNTE MM JPYTHTE JIUIA WA
3a J]a ce 3alUTAT JPYrd acleKTH Ha oOlecTBeHOTO 3apase, Komucusra
MOXKEe J1a IpHeMa aKTOBE 3a M3IBJIHEHUE C LeJ MperpueMaHe Ha HeoO-
XOJMMHTE ¥ HAJJIEKHO OOOCHOBaHM MEpKH. Te3n akToBe 32 H3IIbIHEHHE
ce IpueMaT B ChOTBETCTBHE C IPOLENypaTa MO pasriekaaHe, 0CoYeHa
B wieH 114, maparpad 3.
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Ynen 99

Jo6pa agMMHHCTPATHBHA NMPaKTHKa

1.  3a Bcska MspKa, MpUETa OT KOMIIETCHTHUTE OPraHu Ha JIbp)KaBUTE
YIEHKH CBIJIACHO WiIeHOBe 95—98, ce yka3BaT TOYHWUTE MOTHBH, Ha
KOUTO TS ce OcHOBaBa. Korato MspkaTa ¢ Haco4YeHa KbM KOHKPETECH
WKOHOMHMYECKH OIepaTop, KOMIICTCHTHHIT oOpraH 0Oe3 3a0aBsHe
YBEIOMSIBA CHOTBETHHS WKOHOMHYECKH OIEpaTop 3a BBIPOCHATA
MSIpKa, KaTo CBIICBPEMEHHO I'o WHPOPMHUpA 3a CpEeACTBATAa 3a IMpaBHA
3aIUTa, C KOUTO pasoJiara ChrilacCHO MPaBOTO WM aJMHUHUCTPATHBHATA
MPaKTUKa HA ChOTBETHATA JIbpP)KaBa WICHKA, U 32 CPOKOBETE, CBBP3aHU C
Te3W CpeAcTBa 3a mNpaBHa 3amuTa. Korato Mspkara € ¢ 00mo
MIPUIIOKEHUE, TS ce MyOINKYBa IO HAJJICKHUS el

2. OcBeH B ciyyamTe, KOraTo € HEO0OXOAMMO He3abaBHO JAeHCTBHE
Mopaji HENPUEMIIUB PHCK 3a 3IPaBeTO MM Oe30MacHOCTTa Ha XopaTta,
Ha ChOTBETHHSI HKOHOMHYECKH OIEPaTop Ce MPEIOCTaBs Bh3MOXKHOCT Ja
mpencTtaBd OCNEeKKH TPeJ KOMIICTEHTHHS OpraH B PaMKUTE Ha SICHO
ompesesieH MOAXOMAIl CPOK MpPeIy NMPUEMaHeTo Ha MspKaTa.

Korato ¢ npearnpueTo HeﬁCTBHe, 0€3 MKOHOMHYECKUSAT oreparop na €
HMaJI BB3MOXHOCTTAa Ja IMpE€ACTaBh TIIOCOYCHHUTC B IIbpBa aJIMHEsA
66JI€)KKI/I, Ha HET0 MYy C€ MNIpeaoCTaBsA BB3MOXHOCT 1da IPEACTaBU
OCJIC)KKUTE BBB BB3MOXKHO Haﬁ-KpaT”bK CpOK, a TMpeArnpueToTo
I[eﬁCTBHC C€ Ipepasricxaa BeaHara Cjiaca ToBa.

3. Becsxa npuera MsApka He3a0aBHO ce OTTEITIsl WIM M3MEHS, Cieq
KaTO MKOHOMHYECKHAT ONepaTop NOKaxke, 4e € MpeAnpuen eheKTHBHO
KOPUTHpaIlo JEHCTBUE U Y€ U3/EIUETO OTroBaps Ha M3UCKBAHUSTA Ha
HACTOSIIUS PETIaMeHT.

4. Korato wMspka, mpuera CcbriacHO uieHoBe 95—98, 3acsara
U3/enue, B YHETO OIEHSIBaHE Ha CBHOTBETCTBHUETO € ydYacTBal HOTH-
¢unupan opraH, KOMIETEHTHUTE OpraHd MH(POPMHUpPAT, upe3 €IeK-
TpoHHata cuctema mo wieH 100, cboTBeTHHS HOTH(UIMPAH OpraH U
oprana, OTroBapsi 3a HOTHOUIMPaHHUS OpraH, 3a MpeAnpueTaTa MsIpKa.

Ynen 100
EJiekTpoHHa cHcTeMa 3a HAA30p Ha ma3apa
1. B cwrpyanndectBo ¢ gppkaBute wieHKH Kommcusita cp3nmaBa u

yIpaBisiBa €JIEKTPOHHA CUCTEMaA 3a CbOMpaHe U 00paboTka Ha cleqHaTa
uHpopmarys:

a) pe3roMe Ha pe3yiITaTUTe OT JEHHOCTUTE MO HAA30p, MOCOYCHH B WICH
93, maparpad 4;

0) OKOHYaTeNHMs IOKIAJ] 3a MpoBepKara 1o wieH 93, maparpad 7;

B) MHpOpMaNus 3a U3AENUS, KOUTO NMPEACTAaBISIBAT HENPHEMIIUB PUCK
3a 37paBeTo M Oe3omacHocTTa MO wieH 95, naparpadu 2, 4 u 6;

r) mHbOpMANUi 3a HECBOTBETCTBHETO HAa MHPORYKTHUTE IO wWieH 97,
naparpad 2;

1) uHGOpManus 3a NPEBaHTHBHUTE MEPKH 3a 3aKpHJIa Ha 3IPaBeToO II0
wied 98, maparpad 2;

€) pe3loMe Ha pe3yiTaTuTe OT MperiaeJuTe U OUEHKUTE Ha AEHHOCTUTE
[0 HAJ30p Ha Ma3apa Ha JbPKaBUTE YIEHKHU, ITOCOYEHH B 4jeH 93,
naparpad 8.



02017R0745 — BG — 11.03.2023 — 002.001 — 107

2.  Hudopmanusara, nocouena B maparpad 1 OT HACTOSIIHS YJICH,
He3a0aBHO ce TIIpelaBa 4Ype3 eJNEeKTpPOHHATAa CHCTeMa Ha BCHYKH
CHOTBETHU KOMIIETEHTHH OPraHH M, KOraTo € MPHIIOKUMO, Ha HOTH(H-
IUPaHUs OpraH, U3Aal CepTU(HKAT B CHOTBETCTBHE C WIEH 56 3a CHOT-
BETHOTO W3JEHe, U € JOCTBhIIHA 3a JIbpKaBUTe wieHKH u Komwucusra.

3. OOMeHeHaTa MEXIy J/AbpXKABUTE WICHKH HWHPOpMAIMs HE ce
OroBecTsBa MyOJIMYHO, KOraTo TOBAa MOXKE Ja MOIpPEeYH Ha JCHHOCTUTE
IO HaI30p Ha Iasapa M Ha CHTPYAHUUECTBOTO MEXAY IbP)KABHTE
YJICHKH.

I'TABA VIII

CbTPYJHUYECTBO MEXAY JABbPKABUTE YJIEHKHU,

KOOPAUHAIIMOHHA TPYHNA IO MEJUIUHCKHUTE W3JAEJIUA,

CIIEHUAJIM3UPAHU JIABOPATOPUHU, EKCHEPTHUTE TI'PYIIM U
PEITHCTPU HA U3JEJUATA

Ynen 101

KomnereHnTHun OpraHu

JIbprKaBUTE YJICHKH OINPEEIT KOMIIETEHTHUSI OpraH MM OpPTaHH, OTro-
BapsIIY 3a MPUIATAaHETO HA HACTOSIIUS perjaMeHT. Te mpenocTaBsAT Ha
OpraHuTe CH IIPAaBOMOLIUATA, PECYPCUTE, 00OPYIBAHETO U E€KCIEPTHUTE
3HAHMS, HEOOXOOMMH 3a IMPAaBWJIHOTO M3IIBJIHEHHE Ha 3aJaduTe UM
ChbIVIACHO Hacrosimus peryiameHt. Cren KaTo JIbp)KaBUTE UWICHKU
cpoOuaT Ha Komucusata HauMMEHOBaHHATA W JaHHUTE 32 BpPB3Ka C
KOMITETEHTHUTE OpraHH, TA INyOJHMKyBa CIIMCHK Ha KOMIIETCHTHHUTE
OpraHu.

Ynen 102

ChLTpyAHHYECTBO

1. KoMmnereHTHHTE OpraHd Ha Jbp)KaBUTE WICHKH ChTPYAHHUYAT
KakTo moMmexnay cu, Taka u ¢ Komucusara. Komucusita ocurypsisa opra-
HU3anusATa Ha oOMeHa Ha WHQopMmamusTa, HeoOXOIMMa 3a €IHAKBOTO
MpUJaraHe Ha HAacTOSIIMS PETIaMEHT.

2. JlppxaBuTe WIeHKHW, ¢ Tonkpenara Ha Kowmmcwusra, ydacTsart,
KOrato € Ieinecho0pa3Ho, B HHHMIHMATHBH, DPa3pabOTEeHH Ha MEXIy-
HapOJHO HUBO C LI J1a C€ OCHI'YPH CHTPYAHHUECTBOTO MEXIY peryia-
TOPHHUTE OPraHd B 00JIACTTAa HAa MEIUIMHCKUTE HM3JEIHUs.

Ynen 103

KoopaunHanmoHHa rpyna mo MeIuIMHCKUTE H3/1eJIHs

1. Cs3pmaBa ce KoopmunamuonHa rpymna Mo MEAWIWHCKATE W3IETHS
(KI'MI).

2. Besika pepkaBa wnenka onpezens B KITMU no enun wien u eauH
3aMECTHHK C €KCIIEPTHH 3HaHUs B 00J1aCTTa HA MEAWIMHCKUTE U3JEIus,
KakTO W 10 €IWH YJeH W €IUH 3aMECTHHK, BCEKH OT KOHMTO HMa
eKCHEepTHU 3HaHHUA B O0JAacTTa Ha MEIUIUHCKUA HU3AETHS 32 UHBUTPO
JHArHOCTHKA, KaTO MAaHJAaThT Ha 4YJCHOBETE M 3aMECTHHUIUTE €
TPUTOAUIICH M MOXE Ja ce MOAHOBHU. JlameHa AbpikaBa WIEHKA MOXeE
Jla pelIy Ja ONpeneiIy caMo €IUH YiIeH U €AWH 3aMECTHUK C €KCIEPTHHU
3HaHUSI M B JBETE O0JIACTH.
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Unenosere Ha KI'MU ce u30upar Bb3 OCHOBa Ha KOMIETEHTHOCTTA W
omUTa UM B 00NacTTa Ha MEAWIMHCKHTE W3ISNUS M MEIHLIHCKUTE
W3JeNUsl 32 MHBUTPO AMAarHOCTUKAa. Te IMpeicTaBisiBaT KOMIIETCHTHUTE
OpraHd Ha Jbp)KaBUTE WIEHKU. lVIMeHaTa Ha YJIEHOBETE U OpraHM-
3alMUTe, KbM KOHMTO TIPUHAIJIEKAT, CE OIOBECTABAT ITyOJMYHO OT
Komucusira.

3aMeCTHHUIINTE NPeaACTaBIABAT WICHOBCTC WM IJIaCyBaT OT TAXHO HME,
Koraro 1€ OTChbCTBaAT.

3. KI'MU npoBexna 3aceqaHvisi Ha PEIOBHU WHTEpPBAIHM, a KOTraTo
o0cTosATeNnCcTBaTa TO Hajarar, mo Hckane Ha Kowmwucusata win Ha
majeHa IbpkaBa wieHka. Ha 3acemaHmsita TpPHUCHCTBAT UJICHOBETE,
oIpeJiesieH! MOpaan POoJisiTa U EKCHEPTHUTE CU 3HaHMS B o0JlacTTa Ha
MEOUIIMHCKUTE W3JACTHs, WIM YICHOBETE, OIpPENeIeHd Iopaian
EKCHEepTHUTE CU 3HaHMA B 00JacTTa Ha MEAMLMHCKUTE H3AeIHi 3a
WHBUTPO  [WArHOCTHKA, WJIM 9WICHOBETE, OIpeAelieHH MOopaau
eKCHEepTHUTE CH 3HAHUS U B JIBETE 00JIACTH, WM TEXHHUTE 3aMECTHUIIH,
criopes ciydas.

4.  KI'MU mnonara BCHYKHA HEOOXOIUMH YCHIIMS, 32 Jla IIOCTHTHE
KOHCeHCyc. AKO He MOXxe na ce mocturae koHcencyc, KI'MU B3ema
pelleHne ¢ MHO3MHCTBO OT YJIEHOBETE CH. UYJeHoBeTe ¢ pa3ianyHO
MHEHHE MOraT Ja MOMCKAaT TEXHUTE MHEHHsS M MOTHBHUTE, Ha KOUTO ce
OCHOBaBaT Te, JAa ObIar 3amucaHd B mo3unusaTa Ha KI'MI.

5. KI'MHM ce mnpeacenarencrtBa oT mpexacraBuTesn Ha Komwucusra.
IIpencenatensat He y4yactBa B riacyBaHeTo B pamkute Ha KI'MU.

6. B 3aBucumoct ot ciaydas KI'MU moske na mokaHu e€KCIEPTH HIN
IPYTH TPETH JIMIA Ja MPUCHCTBAT HA 3aceJaHUsITA WM Ja IPEICTaBsT
IIHUCMCHO MHCHHEC.

7. KI'MU moxe na cwp3gaBa MOCTOSHHU WJIM BPEMEHHH MOATPYIIH.
Korato e menecho0pa3HO, OpraHM3allMUTe, MPEACTABISABAIINA HWHTeE-
pecuTe Ha CCKTOpa Ha MCAUIUHCKUTE U3ACIINUA, MCIAUIUHCKUTC
CTNEHANINCTH, JlabopaTopuuTe, WAUUEHTHTe W MOTpeOUTeNIuTe Ha
HUBOTO Ha CbI03a, C€ KaHAT B TE€3H MOJATPYIH B KaueCTBOTO Ha HalJro-
JaTelu.

8. KI'MU wusrorBst mpomeaypeH NpaBUIHHK, KOHTO CBhIbpXKa IIO-
KOHKPETHO HpOLELypH 3a:

— IMPUCMAHCTO Ha CTAHOBHUIA WM IPCTIOPBKU HWIHW APYrd MNO3ULIUH,
BKJIFOYUTEJIIHO B CIICIIHHU ClIy4dau,

— JIeNeTHpPaHeTo Ha 3aJayd Ha JOKJIAJUMINTE M ChAOKIAIIUIINTE;
— mnpwiaraneTo Ha wieH 107 OTHOCHO KOH(JIMKTUTE Ha MHTEPECH;
— (yHKIHMOHMPAHETO HA MOATPYNHUTE.

9. 3amaunte Ha KI'MU ca ompenenenu B unen 105 ot HacTosmus
pernament U B wieH 99 ot Permament (EC) 2017/746.

Ynen 104

CoaeiictBue ot Komucusira

Komucusita okazBa ChICHCTBHE 332 CHTPYAHHYECTBOTO MEXIY HAlMO-
HaJIHUTE KOMIETEHTHHM opranu. Ilo-crenuanHo Ts chIeWcTBa 3a opra-
HU3UPAHETO Ha OOMEHA Ha ONMUT MEXy KOMIETEHTHUTE OPraHH U Ipea-
OoCTaBsl TEXHHYECKa, HayyHa W JoructuyHa nogkpena Ha KI'MU u
HeliHuTe moarpymu. Ts opraHmsmpa 3acemanusatTa Ha KIMU u
MOJATPYIHTE M, Y4acTBa B TE3M 3acCEIaHUs U OCUTypsiBa HEOOXOIMMHTE
rocieBaIly JeHCTBUS.
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Ynen 105
3agaun na KI'MHA

CewrinacHo Hacrosimust periameHT KIMU uma cneqnure 3amayu:

a) JIONpHHACS 3a OLICHABAHETO Ha OpPraHUTE 3a OLEHABAHE HA CHOT-
BETCTBUETO, KOMTO Ca IMOJAIN 3asBJICHUS, U 3a OLICHKaTa Ha HOTH-
(bunMpaHnTe OpraHu CHITACHO pasznopendure Ha riasa [V,

6) koHcyntupa Komucusra, mo HeWHO MCKaHe, 10 BBIIPOCH, CBBP3aHH C
KoopnuHanmoHHaTa rpyna Ha HOTH(UIMpaHUTE OpraHH, Ch3lajeHa
CBhIJIacHO 4iieH 49;

B) JIOTIPHHACS 3a pa3pa0OTBaHE HAa HACOKU 3a €(DEKTUBHOTO U XapMO-
HU3HPAHO TpHUJIaraHe Ha HACTOSIIUS PErJIaMeHT, IT0-KOHKPETHO II0
OTHOILLICHHE Ha ONPEAENISIHETO W HaOJIOICHUETO Ha HOTU(HLIHU-
paHUTE OpraHd, NpHIAaraHeTo Ha OoOmHUTEe W3UCKBaHUA 32
0€30MacHOCT U JCWCTBHE W W3BBPIIBAHETO HA KIMHUYHUTE OLCHKU
U VB3NUTBAHHS OT HPOU3BOIUTENNTE, OLEHSIBAHETO OT HOTH(UIN-
paHUTE OpPTraHM W JEWHOCTUTE MO Mpocie/sBaHe Ha 0Ee30IMacHOCTTA;

I) JIOTNPHHACS 3a HEMPEKbCHATOTO CIEICHE HA TEXHUYECCKHS MPOTpec U
MpeleHsiBa  Jajld  ca MOAXOMAIM  OOImMTE W3HCKBaHUS  3a
0e30MacHOCT U JCHCTBUE, MPEIBUICHH B HACTOSIIUS PETJIAMEHT U
B Pernament (EC) 2017/746, Taka 4e ;a ce OCUTypH IO ITOJXOJAL]
Ha4yuH 0€30MacHOCTTa U JEHCTBUETO HA M3ICIMATA, H 110 TO3H HAYHH
Jla ce CIIOMOTHE 3a IMpeleHKaTa Ha HeOOXOAMMOCTTa OT M3MEHEHHE
Ha MpUiIoKeHue | KbM HACTOSALIMS PErjaMeHT,;

I1) JONpHHACA 3a pa3pabOTBAaHETO Ha CTaHAApTH 3a u3nenusata, Ha OC u
HAa HAy4YHM HACOKHM, BKJOUUTEIHO CICIHMaIHA HaCcOKH 3a
MIPOAYKTHTE, 32 KIMHUYHUTE M3NUTBAHHUSA Ha ONPE/IEICHU H3JeNnus,
U TO-CIIEHUANTHO HWMIUIAHTUPYEMUTE U3IeNus W HU3IeNIusITa OT
knac 111

€) OKa3Ba CBhICHCTBHE HAa KOMIECTCHTHHTE OpraHM Ha IbpP)KAaBHTE
9IeHKH B JEHHOCTHTE WM MO KOOPJIHMHALWSA, MO-CIICIHAHO B
obyacTTa Ha KiIacUpUKAIMATa M OMNpeNeNsIHeTO Ha HOPMAaTHUBHUS
CTaTyC Ha W3IeNuiTa, KIMHUYHUTE W3MHUTBAHUS, MPOCIEIIBAHETO
Ha 0e30IIaCHOCTTa M HaJ30pa Ha Ia3apa, BKIIOYMTEIHO pPa3pabor-
BaHETO M TMOJUIPHKKaTa Ha paMKa 3a eBpoIleficka mporpama 3a
HAJ30p Ha Iasapa ¢ LeJl IOCTUraHe Ha e(QEeKTUBHOCT M XapMOHHU-
3upaHe Ha Hag30pa Ha ma3apa B Chio3a, B CHOTBETCTBHUE C WieH 93;

X) IpefocTaBs, IO COOCTBEHAa WHMIMATHBA WIM II0 HCKaHe Ha
KommucusaTra, KOHCYyNTalWM TIpH TIPeleHKaTa Ha BBIPOCH BBB
Bpb3Ka C NPUJIAraHeTO Ha HACTOSIIMS PErJIaMEHT;

3) JAOIIpHUHACA 3a XapMOHHU3HWpPAHC Ha aJAMHUHHUCTpAaTHBHATa IIPpAaKTHKa
BBB BPB3Ka C U3ACIHUATA B ABPIKABUTC UJICHKH.

Ynen 106

Hpenonamme Ha HAYYHHU, TEXHUYCCKH U KIMHHUYHHU CTAaHOBHMILA H
KOHCYJITAIlUN

1. KomucusTa, upe3 akTOBE 3a M3IBIHEHHE U KAaTO C€ KOHCYITHpPA C
KI'MU, npensBukaa MepKH 3a ONPENENSIHETO HAa EKCIEPTHU TpyIH,
KOWTO Jla OICHSABAT KIMHWYHATA OICHKA B CHOTBETHHUTE OONACTH Ha
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MEAMIMHATa ChIVIACHO maparpad 9 OT HacTosAUMs WIeH U Ja Mpen-
OCTaBAT CTAHOBHUIIA B CBHOTBETCTBUE C wieH 48, maparpad 6 or
Pernament (EC) 2017/746 oOTHOCHO oOlLEeHKaTa Ha JACHCTBHETO Ha
HSAKOM MEIUNWHCKHA H3ETHs 3a MHBUTPO NOHArHOCTHKAa M, KOTaTto €
HEOOXOAUMO, 3a KATETOPUH WM TPYNd W3ACIUS WIM 32 KOHKPETHH
PUCKOBE, CBBP3aHM C KATETOPUU WM TPYIH H3JENHs, IIPH 3a4UTaHE
Ha TIPUHIMIINTE 32 Hal-BUCOKAa Hay4yHa KOMIIETEHTHOCT, Oe3mpH-
CTPacTHOCT, HE3aBHCHMOCT W mpo3padHocT. ChIIMTE NPUHIMIMN Ce
mpuiaraT U korato Kommcusra pemm jga ompenend CrelHaln3upaHd
71ab0paTopuM B CHOTBETCTBHE C Iaparpad 7 OT HACTOSAIIMS WICH.

2.  ExcrnepTHH TpynH H CHEHUATH3HPAaHH JIAOOPaTOPHU MOraT Ja
Obaar ompenensHu B o0iacTH, B KOMTO KomucusaTa, B KOHCyNTalMs C
KI'MU, ycranoBn HyXpaaTta OT TpEAOCTaBSIHE Ha TIOCIEIOBATEIHU
Hay4YHU, TEXHUYECKHM W/WIM KIMHAYHH CBBETH WIH JlabopaTopeH
eKCIIEPTEeH ONUT BHB BPB3Ka C MPUJIAraHETO Ha HACTOSIIMS PETJIAMEHT.
ExcneptHu Tpynu u crenuaiu3upaHd JjabopaTopuum MoraT ga ce
OIIPEAENAT 32 MOCTOSIHHO WMJIM BPEMEHHO.

3.  EkcneprHuTe rpynu ca ChbCTaBEHH OT KOHCYJITAHTH, HA3HAYEHU OT
Komucuara BB3 OCHOBa Ha aKTyaleH KIMHUYEH, HAy4YeH WIH
TEeXHHYECKH EKCIEePTEeH ONMUT B Ta3HW 00JacT, KaTo reorpa)cKoTo HM
pasmpeneneHue oTpassiBa PasHOOOpa3sHEeTO Ha HAyyHM U KIMHUYHU
mogxonn B Crpro3a. Kommcusara ompemenss Oposs Ha diIeHOBETE Ha
BCsAKa C€KCIIEPTHA rpyla CbhIJIaCHO CbOTBETHUTE HYXIU.

UneHoBeTe Ha EKCIEPTHUTE IPyNU W3MBIHABAT 3aJauuTe CH Oe3mpu-
CTpacTHO M OOEKTHBHO. Te He TBPCAT M HE IOJyyaBaT yKa3aHUs OT
HOTHGUIMPAHU OPraHH WM TIPOU3BOAWTENH. Bcekum OT dieHoBeTe
TIONTBJIBA JEKIapallusl 33 MHTEPECH, KOATO CE OMOBECTSBA IMyOINYHO.

Komucusita ycTaHOBSBa CUCTEMH U MPOLEAYPH 33 aKTHBHO YIIPaBJICHUE
U IpeoTBPATIBaHEe HA BH3MOXKHM KOH(IMKTU Ha MHTEPECH.

4. KoraTo HU3roTBAT HAayYHHUTE CHU CTAHOBHIIA, EKCIEPTHUTE TPYIH
B3eMaT TMpPEIBUJ CHOTBETHATa WHQOpMAIMs, MPEIOCTaBeHa OT
Pa3IMYHUTE 3aMHTEPECOBAHU CTPAHM, BKIIOYUTEIIHO OPraHM3ALMM Ha
MallUEHTH U MEAULMHCKUA CIELUATUCTH.

5.  Kowmucusra, cnen xoncynrauus ¢ KI'MHW u nyOnukysaHe B
O¢uyuanen eecmuux Ha Esponeiickus cv03 W Ha yeOcalTa Ha
Komucusara u cien mokaHa 3a H3pa3sBaHe HA HHTEPEC, MOXKE Ja
Ha3HA4u KOHCYJITAaHTH KbM €KCIEepPTHUTE Ipynu. B 3aBucuMocT oOT
BHJa Ha 33jadaTa M HyXJaTa OT CHeNU(UYHM EeKCHEepTHH 3HAHHS B
eKCIIEPTHUTE IpPYyHNU Morar Ja ObJaT Ha3HAuaBaHU KOHCYITAHTU 3a
MaKCHMaJleH CPOK OT TPH TOJWMHH, KaTO MaHAaThT MM MOXe aa Opae
MIOJHOBSIBAH.

6. Komucmsara, cnex xoncynramust ¢ KI'MU, moxe npa Brimoun
KOHCYJITAaHTH B LEHTPAJM3UpPAaH CIUCHK Ha HAJIWYHUTE EKCIEepPTH,
KOHMTO, BBIPEKH Y€ HEe ca OQHUIMAIHO HAa3HAYCHU B JaJiCHa Tpyma, ca
Ha pa3MoJIOKEHUE JIa MPEIOCTaBAT ChbBETH M Ja Mojrmomarar paborara
Ha eKCIIepTHaTa rpymna, ako € Heo0xoaumo. To3u CIUCHK ce MyOJarKyBa
Ha yeOcaiita Ha Kommucwusra.

7. Komucmsita MoOXe, Upe3 aKTOBE 3a W3MBIHEHHE U CJex
koHcynranus ¢ KIMU, na ompenenu crnenuanu3upaHd j1abopaTopu,
Bb3 OCHOBA Ha EKCIEPTHUS MM OMHUT B O0JIACTTA Ha!

— (1)I/I3I/IKO-XI/IMI/I‘IHOT0 XapaKTepUu3upaHe, Uin

— H3MNHMTBAaHETO 3a OHOJOrHYHA CBbBMCCTUMOCT, MI/IKp06I/IOJIOFI/I‘-IHOTO,
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MCXaHUYHOTO, CJIICKTPUYECKOTO, CJICKTPOHHOTO WM HEKIMHUYHOTO
OHOJIOTMYHO M TOKCHKOJIOIMYHO W3IHTBAaHE HAa KOHKPCTHU HW3OCIIHA,
KaTeropun WJIU Irpynu U3ACIHUs.

Komucusra omnpezens camo CrenHaln3upaHd J1abopaTopuy, 3a KOHTO
IObpkaBa wieHKa Wi ChBMECTHHAT H3CIIEIOBATEIICKH LCHTBD € MOl
3asBJICHUE 32 ONpE/eIIsHE.

8.  Cneumanusupanute naboparopuu Ha EC TpsiOBa &a oTroBapsTt Ha
CJICTHUTE YCIIOBHSI:

a) Jla pasnoJjarat ¢ JOCTaThUCH INEPCOHAT C MOAXOAA1Ia I(Ba,]'II/I(I)I/IKaI_II/IH
1 aICKBATHU 3HAHHUA U OIIMT B obnacrTa Ha u3aciauaTa, 3a KOUTO Ca

OIIpEICIICHH;

0) ma mpuTeXaBaT HEOOXOJMMOTO OOOpy/JBaHe, 3a Jla W3IIBIHIBAT
BB3JIOJKCHUTE MM 3a[1a4H,

B) la IpUTEXaBaT HEOOXOAMMHTE 3HAHUSA 3a MEXIyHapOIHHTE
CTaHAAPTH U Hai-100pU MpPaKTHKY;

r) a UMaT MOAXOAAIIA AJAMHHUCTPAaTHBHA OPraHH3aLMs H CTPYKTYpa;

~

Jla TapaHTUpaT, Y€ TEXHUAT IEepPCOHANl ChONI0JaBa MOBEPUTEIHOCTTA
Ha uH(oOpManysTa M JAHHUTE, MOJTYYEHHM IPH H3IMBIHEHUETO Ha
3aJ]a4UTE CH.

a

9.  ExcnepTHUTE TpyIH, ONpeleseHH 3a KIMHWYHA OLEHKA B CHOT-
BETHUTE OOJIaCTH Ha MeIUIMHATA, W3NBJIHABAT 3aJaduTe, MOCOYECHH B
uieH 54, naparpad 1 u unen 61, naparpad 2, kakto u B pasgein 5.1 or
npuwioxkenue [X wmm B paszmen 6 oT mpmiiokeHue X, CIopen ciydas.

10.  ExcrnepTHuTE rpynu U CHEHUAIU3UPaHUTE Jab0opaToOpuu Morar Jia
UMaT CJIEIHHUTE 33[a4d B 3aBHCUMOCT OT MPHUCHIINUTE HYXIH:

a) Ia MPeOoCTaBsIT Hay4HO, TEXHHYECKO W KIMHUYHO CHIEHCTBHE HA
Komucusta 1 KI'MU BBB Bpb3Ka C NpuUaraHeTo Ha HACTOSIIUS
perylaMeHT;

6) Ia MONPHHACAT 3a Pa3sBUTHETO M MOAIBPKAHETO Ha ITOIXOISIIN
Hacoku u OC 3a:

— KJIIMHUYHUTEC H3IMUTBAHMA,

— KJIMHUYHATa OLEHKa M TPOCJIEIIBAHETO CJle[l IIyCKaHETO Ha
ra3apa,

— HU3IIUMTBAaHUATA Ha HeﬁCTBHeTO,

— OIICHKaTa Ha JEHCTBUETO U MPOCIICAABAHCTO Ha JIGUCTBUETO CJIE]T
IMYCKaHCTO Ha Ia3apa,

— (I)I/ISI/IKO-XI/IMI/I'{HOTO XapaKTepusupaHe, u

— U3MNHWTBAHETO 3a OHOJIOIMYHA CbBMCCTHUMOCT, MI/IKp06I/IOJ'IO-
THYHOTO, MCXAaHHUYHOTO, CJIICKTPHUYCCKOTO, CJIECKTPOHHOTO WA
HCKIIMHUYHOTO TOKCHUKOJIOTMYHO H3IIMUTBAHC

Ha KOHKPETHH M3IACIHA, KAaTCrOpunl WK TPyNU HU3ACIUA WA 3a
KOHKPETHHU OIIACHOCTH, CBBP3aHU C KATCropusa WM Ipylia HU3OCIINs;

B) Ja pa3paboTBaT M IMpaBAT Iperjie] Ha HACOKUTE 3a KJIMHUYHA
OLIEHKAa U HACOKHUTE 3a OLICHKAaTa Ha JEHCTBHETO C e OLICHSIBAHE
Ha CHOTBETCTBUETO CHIVIACHO HAM-HOBUTE HAay4YHU IOCTUDKEHUS IO
OTHOIIICHHE Ha KIMHUYHATA OLEHKA, PU3NKO-XUMUYHOTO XapaKTepH-
3upaHe, M3MUTBAHUATA 32 MHKPOOHOJIOTHYHA CHBMECTHMOCT, MeXa-
HUYHHUTE, EJNEKTPUYECKUTE, EJIEKTPOHHUTE MIM HEKIMHUYHHUTE
TOKCUKOJIOTUYHH H3MUTBAHUS;
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r) Ja JOIpPHUHACST 3a Pa3pabOTBAHETO HA CTAHAAPTH Ha MEXKIYHapOIHO
paBHHIIE, Taka 4e [a ce rapaHTHpa, 4e Te3H CTaHIAPTH OTpa3siBaTr
HOCTICIHUTE HAYYHH MOCTHIKCHHS;

}1) Ja IpeaoCTaBsT CTaHOBUILA BbB BPb3Ka C KOHCYJITAUUHUTE OT CTpaHa
Ha NPOU3BOJUTEIIUTE B CHOTBETCTBHE ¢ WieH 61, maparpad 2, HOTH-
¢unMpaHuTe OpraHd W JIbpP)KAaBUTE UJICHKH B CHOTBETCTBHE C
naparpadgu 11—13 oT HacTOSIIUS YICH.

€) Ja JONpUHACAT 3a HaOEeJs3BAaHETO Ha OMACCHHS W HOBOBBH3HUKBAIIU
BBIPOCH OTHOCHO O€30MacHOCTTa M JIEHCTBUETO HA MEAMLIUHCKHUTE
H3ICIINS,

) Jla TIPEIOCTaBAT CTAHOBHINA B ChOTBETCTBHE C wieH 48, maparpad 4
ot Permament (EC) 2017/746 oTHOCHO olleHKara Ha JIEHCTBHETO Ha
OTpeIeIICHH MEIUIIMHCKU M3JICNIUS 32 MHBUTPO JUArHOCTHUKA.

11.  Komucusita yiecHsBa JOCThIIA HA IbPKABUTE WICHKH, HOTH(H-
LUPaHUTE OPraHd M MPOU3BOAUTENUTE IO CTAHOBHUINATA, MPEIOCTaBsIHU
OT eKCIEePTHH TIPyNU U CHEHUATH3UPAHU JabOpaTOpuu IO BBIPOCH,
BKIIIOYBAIM, Hapel C JPYroTo, KPUTEPUHTE 3a MOAXOIN] Habop OT
JaHHM 3a OILCHSABAaHE Ha CBHOTBETCTBUETO HA MAJECHO H3JEIHe, IIO0-
CMEHaTHO MO OTHOIICHHWE HA KIMHWYHUTE JIaHHH, HEOOXOIUMH 32
KIIMHUYHaTa OI€CHKA, I10 OTHOLICHUEC Ha (1)I/ISI/IKO-XI/IMI/I‘1HOTO XapakTepu-
3UpaHe W MO0 OTHOLIEHHE Ha MUKPOOHOJIOTHYHUTE M3MUTBAHUS, H3IUT-
BaHMATA 32 OMOJIOTHYHA CHBMECTUMOCT, MEXaHUYHUTE, CEKTPUUECKUTE,
CJICKTPOHHUTE U HEKIMHUYHUTE TOKCHKOJIOTHYHU H3MHUTBAHHUS.

12.  Ilpu npuemaHeTo Ha HAay4YHOTO CH CTaHOBMIIEC MO maparpad 9
YJICHOBETE HAa EKCIIEPTHHTE TPYNH TOJIaraT MaKCUMAaJlHH YCHIIUS 3a
IIOCTUTaHETO Ha KOHCEHCYC. AKO HEe MOXKE Ja Ce IOCTUTHE KOHCEHCYC,
eKCIepTHaTa Ipyna B3eMa pPELIeHHe ¢ MHO3MHCTBO OT 4YJICHOBETE CH,
KaTo B HAYYHOTO CTAaHOBHIIE CE€ IOCOYBAT PA3IMYHHUTE IO3UIHU W
MOTHBHTE, Ha KOUTO T€ CE€ OCHOBaBar.

Komucusta nyGirkyBa HaAy4HHTE CTAHOBHIA U CHBETH, NMPEIOCTABCHU
B choTBeTcTBHE ¢ maparpapu 9 m 11 oT HacrosmMs WieH, Karo ce
rapaHTHpa B3€MaHETO MOJ BHUMAaHUE Ha acIleKTHTE, CBbP3aHU C TOBE-
putenHoctra, cbriacHo wieH 109. HacokuTe 3a KIMHUYHATA OlCHKA,
nocoueHu B maparpad 10, OykBa B), ce myONHMKyBaT ciell KOHCYJTalus
¢ KI'MU.

13.  Komucusata MOXe J1a TIOMCKA OT MPOU3BOAUTEINTE W HOTH(UIIH-
paHHWTE OpraHM Ja 3alUlalliaT TaKCH 32 MPEJOCTABEHHTE CTAHOBHINA OT
eKCIICPTHHUTE TPYIH H Crienuanu3upanute naboparopuu. CTpyKTypaTa u
pa3MepbT Ha TAKCHTE, KAKTO M pa3MepbT U CTPYKTypara Ha MOJie-
JKAIlUTe Ha BH3CTAHOBSIBAHE Pa3xond, ce mpuemar ot Komwmcusita ypes
aKTOBE 32 M3IIBJIHEHHE, KaTO Ce B3eMaT HPEIBHI LIENUTE 32 HAJJICKHO
OpUaraHe Ha HACTOSIIMS pErNIaMeHT, 3aKpuiaTa Ha 3[paBeTo H
0e30MacHOCTTa, MOJKpeNnaTa Ha WHOBALMUTE M MKOHOMHYECKaTa edek-
THBHOCT M HEOOXOAMMOCTTa Ja C€ IOCTUTHE AaKTHBHO YydYacTHE B
eKCIICPTHHUTE TPYyIH. Te3n akTOBe 3a W3IIBIHEHUE CE MPUEMAarT B ChOT-
BETCTBHE C Mpoleaypara IO pasriexaaHe, IocodeHa B wieH 114,
naparpad 3.

14. Takcure, KOUTO ce IUTamar Ha KOMHCHSATa CBIJIACHO IIpOLe-
nOypara mo maparpad 13 OT HacTosmMs YICH, C€ OIpENeNiT IIo
pO3pavyeH Ha4YMH BB3 OCHOBA HA Pa3XOIHWTE 3a MPEIOCTABCHHUTE
yeayrd. IbDKUMHUTE TaKCH Ce HaMallsiBaT B CIIydaid Ha Opolenypa mno
KOHCYITAlMsi OTHOCHO KIMHHYHATA OIICHKA, MpEeINpHera B CHOT-
BercTBUE C paszmen 5.1, OGykBa B) oT mpmwioxkenue I1X, ¢ yuactuero Ha
MPOU3BOJUTEN, KOUTO € MHKpPO-, MalKO WM CPEAHO MPEANPHUITHE 10
cmrucnia Ha [pemopbka 2003/361/EO.
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15.  Ha Komucusita ce npemocrtaBsi MpaBOMOIIMETO Ja IpHeMa Jele-
TUpaHU aKTOBE B CHOTBETCTBHE C wieH 115 3a M3MeHeHHe Ha 3aJauuTe
Ha eKCIIEPTHHUTE TPYNH U CHELUAIN3UPAaHUTE JIadOPAaTOPHH, TIOCOYCHU B
naparpad 10 OT HACTOSIIMS YJICH.

Ynen 107

Konduukr Ha nHTEpecH

1. UYnenoere Ha KI'MMU, HeilHWTEe nNOArpynM W UIEHOBETE Ha
eKCIIEPTHUTE TPYNH M CHEHHATH3UPAHUTE JTa0OpaTOpUH  HSAMAT
(uHAHCOBM WM JPYTM HWHTEPECH B CEKTOpa Ha MEJUIMHCKUTE
U3JeNus, KOMTO Ouxa MOIVIM Ja TOBJIMAAT BBbPXY TAXHATa O€3mpH-
crpacTHOCT. Te mpuemaTr na paboTAT B MHTEpec Ha OOIIECTBOTO W Ja
YOpaXHSBAT AEWHOCTTA CH MO HE3aBHCHM HauMH. Te IekiapupaTr BCEKH
IpAK WIN HENpsSK MHTEpec, KOMTO Morar Jila uMaT B CEKTOpa Ha MeIH-
LMHCKUTE U3AENUs, U aKTyalu3upar AeKJIapalusTa CH IpH BCSIKa eIHa
MMallla OTHOLIEHHE NMpoMsHA. JlekiIapamysra 3a UHTEpPEeCH € MyOIuuHO
IOCThITHA 4pe3 yeOcaiita Ha Komucuwsara. Hacrosmusar wieH He ce
Ipujlara CrpsiMo IpeACTaBUTEIUTE Ha 3aUHTEPECOBAHUTE OpraHM3allVH,
yuactBany B noarpynute aa KI'MU.

2. Excneprute u npyrute TpetH jauua, nokaHeHu ot KI'MU 3a
KOHKPETHM CIJIy4au, JeKjIapupaT BCSKaKBH HWHTEpECH, KOUTO MoraT ja
“MaT 10 OTHOIICHHWE Ha ChOTBETHHUS CIy4ai.

Ynen 108

Pel"l/ICTpH HAa U3JeJusiTa U 0a3u JTaHHU

Komucusta U IbpKaBUTE WICHKH MPEANPUEMAT HEOOXOAUMHTE MEPKH
32 HachpUaBaHE HA Ch3JAaBAHCTO HA PErHCTPU M 0a3d [aHHH 3a
KOHKPETHH THUIIOBE W3IEIHs, KAaTO YCTAHOBSBAT OOIM MPHHIMIN 32
chOupaHe Ha cbhIocTaBuMa uUHopManus. Te3u peructpu u 0aszu
JaHHW JIOTPUHACAT 3a HEe3aBHCHUMaTa OICHKAa Ha JBJITOCPOYHATA
OeszomacHOCT W JICHCTBHE Ha W3ACIAMATa HIM HPOCICIMMOCTTa Ha
HMIUIAHTHPYEMHUTE U3/CIHsL, WM BCHYKUA MOJO00HU XapaKTePHCTHKH.

I'TABA IX

MNOBEPUTEJIHOCT, 3ALIUTA HA JAHHUTE, ®UHAHCHUPAHE H
CAHKIIMHA

Ynen 109

IloBepuTeanocT

1. OcBeH KOraro € npeiBUICHO APYro B HACTOSIIMS PErjiaMeHT u 0e3
Ja ce 3acsrarT AEHCTBAIUTe HANMOHAIHM pA3NopeAdH W TNPaKTHKH B
Ibp)KaBUTE WIEHKM OTHOCHO ITOBEPHUTEIHOCTTa, BCHUYKH CyOeKTH,
y4acTBallli B MPHJIAraHeTO Ha HACTOSIIUS PETJIAMEHT, ChONroIaBat
[MOBEPUTEIHOCTTa Ha WHQoOpMamusTa M JaHHUTE, NOJYYEHH MpU
U3IBJIHEHUE HAa TEXHUTE 3aJaudl, ¢ OIJIeJ 3alluTara Ha:

a) JIMYHUTE JIaHHU B CHOTBETCTBHE ¢ WwieH 110;

0) moBepUTETHATA MHPOPMAIKA ¢ THPTOBCKH XapakTep M ThPrOBCKHTE
TaiHU Ha (PU3UYECKO WM FOPHIMUYECKO JIHIE, BKIIOYUTEIHO MpaBara
HA WHTENIEKTyaldHa COOCTBEHOCT; OCBEH aKO PasKpHBAHETO HE € B
00I11eCTBEH MHTEPEC;

B) €()EKTHBHOTO IpHUJaraHe Ha HACTOSIIHS PETJIAMEHT, MO-KOHKPETHO
IIPU IIPOBEPKUTE, PA3CICIBAHUATA WIA OJUTHTE.
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2.  be3 pma ce 3acsara maparpad 1, umHpopmanusaTa, oOMeHeHa Ipu
YCJIOBHSI Ha IOBEPUTEIHOCT MEXIYy KOMIETEHTHHUTE OPraHH U MEXKIy
KOMIIETEHTHHTE oprann u KommcusaTa, He ce paskpuBa 0Oe3 IperBapH-
TEJIHOTO ChIVIaCHE Ha OpraHa, KOHTO s IPENOCTaBs.

3. Taparpadbm 1 m 2 He 3acsarar mpaBaTa W 3aIbJDKCHUATA HA
Komucusara, abpkaBUT€ WIEHKM M HOTH(UIMPAHUTE OpraHu IO
OTHOIIICHHE Ha OOMeHa Ha WH(OpMAIMs W pa3NpOCTPaHSIBAHETO Ha
NpeaynpexaAcHus, HUTO 3aJbJDKCHHUATA Ha CBOTBCTHUTE JIMLa 3a MNpEa-
CTaBsiHe Ha MH(OPMAIHS CHIIACHO HAKA3aTEIHOTO IIPaBo.

4. Komucusita U IbpKaBUTE WICHKH MOTaT a2 OOMEHST ITOBEPUTEIHA
uH(OpMAIS C PEryJaTOPHUTE OpraHW Ha TPETH IbPKaBH, C KOHTO ca
CKJIFOUWJIM JIByCTPaHHM WJIM MHOTOCTPAaHHHM CIIOPa3yMEHHS OTHOCHO
HIOBEPUTENHOCTTA.

Ynen 110

3amuTa HA JAHHHTE

1. JIppxaBure wienku mnpuiaarar dupektuBa 95/46/EO  mo
OTHOIICHHE Ha 0O0pabOTBaHETO HA JMYHU JIAHHW, W3BHPIIBAHO B
IBPKABUTE WICHKH CBINIACHO HACTOSIIUS PETJIAMEHT.

2. 3a nmuHuTe naHHW, Kouto Komucusara oOpaboTBa CBHIIIacHO
HACTOSIIUS periiaMeHT, ce npwiara Pernament (EO) Ne 45/2001.

Ynen 111

HauucasiBane Ha Takcu

1. HacrosmmsT perjiaMeHT He 3acsira BB3MOXKHOCTTA IbP)KABHUTE
YJICHKU JIa HAYMCIIABAT TAKCH 33 JCHHOCTHTE MO HACTOSIIHS PETJIAMEHT,
IpH YCIOBHE Y€ pPa3MepbhT Ha TaKCHUTE € ONPEACNICH IO MpPO3padvcH
HA4YMH U B3 OCHOBA Ha MPUHIMINTE 32 NOKPUBAHE HAa Pa3XxOIUTe.

2. IepxaBure wieHkH uHpopmupar Kommucusra u ocraHamure
Ibp)KaBU 4YJICHKU Hail-MalKo TpM Mecela Ipead Ja NpHeMaT CTPyK-
TypaTa M pa3Mmepa Ha Takcure. CTpyKTypaTra U pa3MepbT Ha TaKCUTE
CE OIOBECTABAT IIPU MOUCKBAHE.

Ynen 112

dDuHaHCHpaHe HA [efiHOCTUTE IO ONpejesiHETO M HadJIOAeHHeTO
HAa HOTU(HUUHMPAHUTE OPraHu

Pasxonure, cBBp3aHM C [OEHHOCTUTE 3a CBHBMECTHO OIICHSIBAaHE, C€
nokpuBaT or Komucusita. Upes axrtoBe 3a u3nmbiaHeHue Kommucusra
ompenelis pa3Mepa M CTPYKTypaTta Ha MOJAJIC)KAIUTEe Ha Bh3CTAHOBSIBAHE
pasxoau M JpyruTe HEOOXOMUMHM IMpaBMiIa 3a TpHiaraHe. Te3u akToOBeE
32 U3IBJIHEHHWE C€ NpueMar B CHOTBETCTBHE C IIpolenypara o
pasriexaane, mocodyeHa B wieH 114, maparpad 3.

Ynen 113

Cankunu

JIbp)KaBUTE WICHKH YCTAHOBSIBAT CHCTEMa OT CAHKIIMH, MPHIOKUAMHU MPU
HApYILICHHE HA Pa3lopeady Ha HACTOSIIUS PETJIAMEHT, W B3eMaT BCHUKH
MEpKH, HEOOXOIUMH 32 OCUTYpsiBaHE Ha mpuiaraHero uM. CaHKIUHTE
TpsiOBa na ObAAT e(eKTHBHH, ChPa3MEPHU W BB3NUpamu. [IbpxaBuTe
yieHKH HoTuduuupar Ha Komwucusra Te3w pa3mopeadu M MEpKH 0
»M1 25 cespyapu 2021 r. € BKIIOUATENTHO M s HOTH(UIMpAT
He3a0aBHO 32 BCSKO MOCJIEABAIIO W3MEHEHHE, KOETO TH 3acsra.
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T'JIABA X
SAKUIIOYUTEJHU PA3IIOPEJIBH

Ynen 114

IIpouenypa Ha KoMHMTeT

1. Komwucusara ce mnoamomara or KomuTer IO MEIMIIMHCKUTE
m3enus. To3u KOMHTET € KoMuTeT 1mo cmuchkia Ha Permament (EC)
Ne 182/2011.

2. Ilpu nosoBaBaHe Ha HacTosAlMs mHaparpad ce mpuiara 4iaeH 4 or
Pernament (EC) Ne 182/2011.

3. Tlpu no3oBaBaHe Ha HACTOAIIUA maparpad ce mpujara WieH 5 oT
Pernament (EC) Ne 182/2011.

Korarto xomuteThT He maje craHoBuile, KoMucusaTa He mpUeMa MpoeKTa
Ha aKT 3a U3MBJIHEHHE U Ce Mpuiara wieH 5, maparpad 4, Tpera amuHes
ot Pernament (EC) Ne 182/2011.

4. Tlpu mo3oBaBaHe Ha HACTOAIIWS Maparpad ce mpmiara 4ieH 8 or
Pernament (EC) Ne 182/2011 BBB Bpb3Ka C wieH 4 WiIM S5 OT Hero, B
3aBUCHMOCT OT CIydasl.

Ynen 115

ana»ﬂmBaHe Ha JeJIerupaHeTo

1. IIpaBomouueTo Ja mpHeMa JelIerHpaHd aKTOBE Ce MPEJOCTaBs Ha
Komucusita mpu crasBaHe Ha MPSIBHACHUTE B HACTOSIIUS HWICH
YCIIOBUSL.

2. IlpaBomommero ga mpueMa JelNeTUpaHu aKTOBE, IIOCOYEHO B WICH
1, maparpa¢ 5, unen 3, unen 10, nmaparpad 4, unen 18, maparpad 3,
uwieH 19, naparpad 4, unen 27, naparpad 10, unen 44, maparpadp 11,
wieH 52, maparpad 5, unen 56, maparpad 6, unen 61, maparpad 8,
wieH 70, nmaparpad 8 u unen 106, maparpad 15, ce mpemocraBs Ha
Komucusta 3a cpok or mer rogwHm, cuutaHo ot 25 mait 2017 T.
Komucusta HU3roTBs JOKJIAJ OTHOCHO JEJICTHMPAHETO Ha IMPaBOMOIINS
HE IO-KbCHO OT JIeBeT Mecela MpeAd H3TUYaHEeTO Ha IeTTOJHUIIHUS
Cpok. JlenerupaHeTo Ha MPaBOMOLIMS CE€ MPOJBDKABa MBIYAIHBO 32
CpPOKOBE C €IHaKBa MPOABDKUTENHOCT, OCBEH ako EBpomelckust
napiaMeHT wid ChBETBT HE BB3PA3AT Cpelly MOA00HO MpOABIDKaBaHE
HE TMO-KBCHO OT TPH Mecella MPear M3THYAHETO Ha BCEKU CPOK.

3. JlemerupaHeTo Ha MpPaBOMOIIMS, TOCOYEHO B WieH 1, maparpad 5,
uneH 3, wiedn 10, maparpad 4, uien 18, maparpagp 3, unen 19,
naparpad 4, wien 27, maparpad 10, unen 44, maparpad 11, umen 52,
maparpad 5, wien 56, maparpad 6, wien 61, maparpad 8, wien 70,
naparpad 8 u unen 106, maparpad 15, Moxe na Obae OTTErJICHO MO
BCsikO BpeMe oT EBpormeiickus mapnameHT win oT CeBeta. C penieHneTo
32 OTTEIVISIHE Ce MPEeKpaTsiBa I[IOCOYEHOTO B HEro JENerdupaHe Ha
npaBoMomus. OTTErNIAHETO MOpakaa AEHCTBHE B JEHS ciel IMyOJHKy-
BaHeTO Ha peuieHuero B Oguyuanen secmuux na Esponetickus cvios
WIN Ha M0-KbCHA JlaTa, Moco4eHa B pemieHnero. To He 3acsAra nelcTBH-
TETHOCTTa Ha JEJETHPaHHTe aKTOBE, KOWTO Bede ca B CHIIA.

4. Tlpenn nmpuemaHeTo Ha jaenerupan akT Komwucusra ce KoHCynaTHpa
C eKCIepTH, OMpEACIEeHH OT BCSKA Ibp)KaBa WIEHKA B CHOTBETCTBUE C
MPUHOUIIATE, 3aJICTHAJIA B MC)KI[yI/IHCTI/ITy]J,I/IOHaIIHOTO CIIOpa3syMEHHUEC
ot 13 ampun 2016 r. 32 Mo-700pO 3aKOHOTBOPYECTBO.
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5. Bennara cnen kato mpueme jenerupaH akT, Komucusra HOTH-
¢umpa axkta eTHOBpeMeHHO Ha EBpomeiickus mapiamenT u Ha ChbBerta.

6. JlemerupaH akT, NpUET ChIVIACHO 4WieH |, maparpad 5, uimeH 3,
wied 10, maparpad 4, unen 18, maparpad 3, umen 19, maparpad 4,
uneH 27, naparpad 10, unen 44, naparpad 11, unen 52, naparpad 5,
uwieH 56, maparpad 6, wien 61, nmaparpad 8, wien 70, maparpad 8 u
gneH 106, maparpad 15, BamM3a B CHIAa €IMHCTBEHO ako HHTO EBpo-
MEHCKHIT napJJaMeHT, HUTO CBBETHT HE ca NpeaACTaBUIIN BB3PAKCHUSA
B CPOK OT TPH Mecela ciiell HOTH(GUIUPAHEeTO 3a akTa Ha EBpomnedckus
napiaMeHT ¥ Ha CbBeTa, WIM aKo NMpeau M3THYaHETO Ha TO3H CPOK U
EBpormeiickust mapiaament, 1 CpBeThT ca yBenomiin Kowmwucusra, ue
HsMa Ja HPEICTaBAT Bb3paKeHUs. [10COYCHMAT CPOK Ce YABIDKaBa ¢
TPU Mecella 10 WHHIMAaTHBa Ha EBpomeickus mNapraMeHT WiId Ha
CnbBera.

Ynen 116

OT}ICJ’]HH aeJerupanu AaKTOBE 3a PpasjinyHuTe [JdeJerupaHu
npaBoMolms

Komucusita npueMa OTACJICH MACJICrUpaH aKT BBB BpPb3Ka C BCAKO
IIpaBOMOIINEC, KOCTO "e JACICTUPAHO CBIVIACHO HACTOAMIXUA PCTIIAMCHT.

Ynen 117
HN3menenne na JIupexruna 2001/83/EO

B npunoxenue I koM dupextuBa 2001/83/EO Touka 12 ot pazmen 3.2
Ce 3aMEeHsI ChC CIICHOTO:

»(12) Koraro mnpomykr ce ypexna ¢ HacTosllata JIHUPEKTHBA
cbritacHo uwieH 1, maparpad 8, BTOpa amuHes wiau wieH 1,
naparpad 9, Bropa amunest ot Permament (EC) 2017/745 Ha
Esponeiickus nmapiameHnT u Ha CobBera (¥), TOKyMEHTAIUATA
3a U3/]aBaHe Ha pa3pellleHUe 3a ThProBHUs BKIIOUBA, aKO Ca
HaJIMYH{, PE3yJNTaTHUTE OT dYacTTa 3a OLEHSIBaHE Ha CHOT-
BETCTBHETO Ha U3JCNIHETO C PEICBAaHTHUTE OOIIHM M3MCKBAHHS
3a 0€30MacHOCT U AEHCTBHE, YCTAaHOBEHH B INpUIIOKeHue |
KbM CBIIMS peryIaMeHT, chabpkamy ce B EC nexmapanusra
32 CBOTBETCTBUE HA IPOU3BOAUTENS] HIM B CHOTBETHMS
U3JaJieH OT HOTU(HIMPAH OpraH cepTH(HUKaT, JaBall] MPaBo
Ha IPOU3BOJMTENS Ja HaHece MapkupoBkata ,,CE“ Bbpxy
MEIUIMHCKOTO H3[eIIHe.

AKO JIOKyMEHTalUsiTA HE ChIbpKa pPE3YJNTATHTE OT OLEHS-
BAaHETO Ha CHOTBETCTBHETO IO IThpBa ajJHMHEs W KOTraTo 3a
OLICHSIBAHETO Ha CHOTBETCTBHUETO Ha H3IOJ3BAHOTO CaMO-
CTOSITEJIHO M3JeINe Ce W3UCKBA YYaCTHETO Ha HOTH(HLIUpPAH
opran cerinacHo Pernmament (EC) 2017/745, opraHbT M3HCKBa
OT 3asBUTEJIS Ja IPEJCTaBU CTAaHOBHUINE 32 4acTTa 3a CHOT-
BETCTBHETO Ha U3IEJIHETO C MPUIOKUMHUTE OO M3UCKBAHUS
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3a

0e30MmacHOCT U HeﬁCTBHE, YCTaHOBCHH B IIPHIIOKCHHUEC I or
MMOCOYCHHUA  PCTJIAaMCHT, OINPCACICHU  OT HOTI/I(l)I/IIII/IpaH
oprad, OIPEACIICH CBIVIACHO ChIIWA PEIrIIaMCHT 3a HaJACHUA
THII U3ACIUC.

(*) Pernament (EC) 2017/745 na EBpomneiickus mnapiaMeHT M Ha
CeBera ot 5 ampun 2017 1. 3a MEIUIUHCKUTE H3AETUS, 3a
n3meHenne Ha JupektuBa 2001/83/EO, Permament (EO)
Ne 178/2002 u Pernmament (EO) Ne 1223/2009 u 3a orMmsiHa Ha
nupextiBu 90/385/EVIO u 93/42/EMIO na CwBera (OB L 117,
5.5.2017 r., ctp. 1).

Ynen 118
HN3menenne Ha Pernament (EO) Ne 178/2002

B unen 2, tpera amuuest oT Permament (EO) Ne 178/2002 ce nobass
cieaHata OykBa:

,»1) MEIUIIMHCKH u3aenus no cmuchbia Ha Pernmament (EC) 2017/745
Ha EBpormefickust napiament u Ha CobBera (¥).

(*) Pernament (EC) 2017/745 na EBpomneiickusi napiaMeHT M Ha
CoBera or 5 ampun 2017 r. 3a MEIULMHCKUTE W3JEIUs, 3a
n3meHenne Ha J[upektuBa 2001/83/EO, Permament (EO)
Ne 178/2002 u Pernmament (EO) Ne 1223/2009 u 3a ormsiHa Ha
mupektuBu 90/385/EMO u 93/42/EVIO na CoBera (OB L 117,
5.5.2017 r., ctp. 1).

Ynen 119
HN3menenne Ha Persament (EO) Ne 1223/2009

B umen 2 ot Permament (EO) No 1223/2009 ce moGaBsi ClemHHST
naparpad:

»4.  Ilo uckaHe Ha JIbp)KaBa WIEHKAa HIM 10 CBOS WHMIMATHBA
Komucusata MoXe [na mpHemMa HEOOXOAMMHTE MepKH, 3a Ja
orpeneNu Aajdd KOHKPETeH MPOAYKT WM Tpyla NMPOAYKTH IOHanaT
B o0XBaTa Ha ONpEICICHUETO Ha ,,KO3METHYCH mpoaykr . Te3u
MEpKH ce TpHeMaT B CHOTBETCTBHE C IMPOIEAypaTa 1o perylupaHe,
npeaBuzeHa B wieH 32, maparpag 2.“

Ynen 120

IIpexoanu pa3nopeadu

1. Or »M1 26 maif 2021 r. « BcsAka MyOnuKalus Ha HOTH(HKALUA
BBB Bpb3Ka ¢ HOTH(HIMpaH opraH ckriacHo aupektuu 90/385/ENO u
93/42/EVIO ctaBa HeBaluHA.

2. Ceprudukarute, U3JaJleHU OT HOTH(HULUUPAHU OPraHU ChITACHO
mupextuBr  90/385/EMMO wu  93/42/EMIO mpenu 25 wmaii 2017 r.,
OCTaBaT BaJIUJHM A0 U3TUYAHE HAa CpPOKA, I[OCOYEH B CHOTBETHUS
cepTudUKaT, ¢ WU3KIIOYEHHE Ha CepTH(UKATHTE, H3JaJCHH B CBHOT-
BeTcTBHEe ¢ mnpmwiokeHune 4 kpM JupekruBa 90/385/EMMO wmmm ¢
npunoxenue IV kem  JlupektuBa 93/42/EMO, xouto craBar
HEBAJIMJHU Hal-KbCHO Ha 27 mail 2022 r.
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CeprudukaTute, H3AAJCHA OT HOTHPUIMPAHU OPTraHU CHITACHO
mupextuBr 90/385/EMO u 93/42/ENO, cuutano ot 25 wmaii 2017 r.,
OCTaBaT BaIWAHH [0 Kpas Ha MEepHOAa, MMOCOYCH B CHOTBETHHUS
cepTU(HKAT, KaTO TOM He HAAXBBPIS MET TOMWHH CIIEA H3aBaHETO Ha
ceprudukara. Ceprudukarure obaye cTaBaT HEBATUIHH Ha 27 Mai
2024 .

3. Upes3 meporamus OT WiICH 5 OT HACTOSIIHUS pErjiaMeHT, H3/eIue,
Koeto e uznenue ot kiac I ceriacHo dupextusa 93/42/ENO, 3a koeto e
W3TOTBEHA JeKJIapanus 3a choTBeTcTBHE mpean 26 mait 2021 1. u 3a
KOETO CBhIJIAaCHO HACTOSIIMS PErjaMeHT ce M3MCKBAa y4acTHETO Ha HOTH-
¢unupan opraH B Ipoueaypara 3a OLEHABAaHE Ha ChOTBETCTBHETO, WU
n3aenne, cepTHUKATHT 3a KOETO € W3IaleH B CHOTBETCTBHE C
Jupexktusa 90/385/EMMO wumu Hupextusa 93/42/EMO u xoiito e
BalWEH CHIVIACHO maparpad 2 OT HACTOSIIHMSA WICH, MOXe 1a Oble
IIyCHAaTO Ha Ia3apa WIU IIyCHaTo B JedcTue no 26 mail 2024 r., ako
KbM 26 Mmait 2021 1. mpombimKaBa a ChOTBETCTBA HA M3WCKBAHHITA HA
HSIKOSI OT JIBETE MOCOYCHH JAUPEKTHBU U aKO HIMa 3HAYUTEIHH MPOMEHHU
B IIPOCKTUPAHETO WM CIIECLUAIHOTO My IIpeAHa3HadeHue. Brrnpekn ToBa
W3UCKBAaHUATA HA HACTOSIIMS PETIaMeHT, CBBP3aHH C Haa30pa Clej
IIyCKaHe Ha Ia3apa, HaJ30pa Ha Ia3apa, IpOoCiIeAsBaHEeTO Ha Oe3omac-
HOCTTa, PETrUCTpalyiTa Ha HWKOHOMHYECKUTE OIepaTopu H Ha
W3JIeNUsTa, Ce MpHIaraT BMECTO ChOTBETCTBAIIMUTE UM W3UCKBAaHHS Ha
MIOCOYEHHUTE AUPEKTHBH.

be3 na ce 3acsrar rmaBa IV m maparpad 1 oT HacTosmus WieH, HOTH-
(unmpaHuAT opras, u3an cepTudukara Mo MbpBa aNUHeEs, IPOIbIDKaBa
Jla OTroBapsl 3a YIPaXXHSIBAHETO Ha MOAXOJAIl HAA30p II0 OTHOIIEHHE
Ha BCUYKM MPUJIOXKHMH H3UCKBAaHUs, OTHACAIIM ce A0 cepTuduuu-
PaHOTO OT HEro W3JeNue.

4.  U3penusi, KOMTO ca 3aKOHHO ITyCHAaTH Ha Ia3apa CBHIJIACHO
mupextuBr 90/385/EMMO u 93/42/EMMIO mpenm 26 wmait 2021 r., u
W3MIenns, KOUTO ca IMyCHATH Ha masapa ciex 26 mai 2021 r. ceriacHo
naparpad 3 OT HACTOAIIMS YJIEH, MOTaT Jia NMPOABDKAT Ja ce Ipem-
OCTaBAT Ha Ia3apa WIM Ja ce MyckaT B AeWcTBue 10 26 mai 2025 r.

5. Upes geporaumsi ot gupektuBu 90/385/EMMO u 93/42/ENO,
U3/ICNUATa, KOHTO OTIOBapsAT HA M3HMCKBAHUATA Ha  HACTOSIIUS
perjaMeHT, MoraT Ja ce IyckaT Ha masapa npexn PMI1 26 waii
2021 r. <

6. Upes neporamus ot aupektuBu 90/385/EMO u 93/42/ENO
OpraHHTE 3a OIEHABAHE HAa CHOTBETCTBHETO, KOMTO OTTOBapAT HA M3HCK-
BaHMATA Ha HACTOSIIMS PErNIaMEHT, Morar Jga ObJaT ONpelelsHu U
HotTuuuMpanun npexu 26 mail 2021 r. Hotudunmpanure oprauu,
KOMTO ca OHpefeleHH W HOTH(QUIMpPAHM CBITACHO HACTOSIIUS
peryiaMeHT, Morar Jia NMpOBEXAaT NPOIeLypuTe 3a OLEHSABaHE Ha CHOT-
BETCTBUETO MO HACTOSIIMS pErJIaMeHT M Ja W3[aBaT CepTU(UKATH
CBIVIACHO HACTOAIIUS periaaMeHt npenu 26 mait 2021 r.

7.  Ilo oTHOlIEHHE Ha W3JENUATa,3a KOUTO CE Ipuiara npoueaypara
0 KOHCYNTanus Mo WieH 54, ce mpmiara maparpad 5 oT HACTOSIIUS
4JIeH, IpU YCJIOBUE Y€ ca OWIM HAlpaBeHH HEOOXOJUMHUTE Ha3HAUEHMUS
B KI'MU u excrneptHUTE Tpynu.

8. Upes aeporauus ot wieH 10a, unen 1006, maparpad 1, Oyksa a) u
unen 11, maparpad 5 ot Jupekrusa 90/385/ENO u unen 14, naparpapu
1 u 2, unen 14a, naparpad 1, Oykeu a) u 0) u wien 16, maparpad 5 ot
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HupektuBa 93/42/EVIO, ce cuurta, 4Ye MPOU3BOJIUTEIHUTE, YIIBIHOMO-
[IEHUTE TPEICTABUTENH, BHOCHTENUTE M HOTU(QHLIUPAHUTE OPTaHH,
KOUTO Ipe3 Iephoja, 3alloyBall Ha IMO-KbCHATa OT JATHTE, ITOCOYCHH
B wieH 123, maparpad 3, OykBa r), W mpukimouBaml 18 mecera mo-
KBCHO, Cma3BarT wieH 29, maparpad 4, wien 31, maparpad 1u wien
56, maparpad 5 OT HACTOSILIMS PETJIAMEHT, C€ CYMTA, Y€ Cla3BaT 3aKO-
HOBUTE W TOA3aKOHOBHTE AaKTOBE, IIPHETH OT IBPXKABUTEC WICHKH
CbOTBETHO cbIylacHO wieH 10a or [Jlupexrusa 90/385/EMO wmnu uneH
14, maparpadu 1u 2 or dupektusa 93/42/EMO, chOTBETHO CBHITACHO
yieHn 100, maparpad 1, 6yksa a) ot Hupextusa 90/385/EVO unu dneH
14a, naparpad 1, 6ykBu a) u 6) ot dupektuBa 93/42/EVO u chOTBETHO
cbritacHo wieH 11, maparpag 5 ot HdupekruBa 90/385/EMO wnm unex
16, maparpad 5 ot [dupektuBa 93/42/EMO, KakTo € IOCOYEHO B
Pemenne 2010/227/EC.

9.  Pazpemenusita, u3MaACHU OT KOMIICTEHTHUTE OpraHd Ha
Ibp)KaBUTE WIEHKH ChIriIacHo wieH 9, maparpad 9 ot [upekrtuBa
90/385/EO wunu unen 11, maparpad 13 or [dupextua 93/42/EUO,
OCTaBaT BaJIMJHU 3a CPOKa, ONpeIeieH B pPa3perIeHUeTo.

10.  Wzpenusra, momagamu B 0OXBaTa Ha HACTOALIMS pPETJIAMEHT
chbrylacHO wieH 1, maparpad 6, OykBa k), KOUTO 3aKOHHO ca IIyCHATH
Ha Iasapa WM B JCHCTBHE B CHOTBETCTBUE C JEHCTBAILUTE IpaBHia B
IbpXKaBUTE WiEHKU mpenu 26 maii 2021 r., Morar ga mpoabbKar Ja ce
IMycKaT Ha Ta3apa M Jia ce MyCcKar B JeHCTBHE B CHOTBETHHTE IbPIKaBU
YJICHKH.

11.  KiauHu4YHUTE HM3CIEABAHMSI, KOUTO Ca 3aI0YHAIIM CHIVIACHO YJIEH
10 ot dupextusa 90/385/ENO wnu unen 15 or dupextusa 93/42/EVO
npenn M1 26 wmaif 2021 r. A, mMorar Jga MHpoABKAT Jda Ce
nposexkaar. Or M1 26 maii 2021 r. € obaue 10KNaABaHETO 3a
CEPUO3HUTE HEXKEJIaHW CHOMTHS M HEJAOCTATHIUTE HA H3JCIHATA Ce
W3BBPIIBA CHIVIACHO HACTOSINUS PETJIAMEHT.

12.  Jokato Komwucusita He ompeieny H3IaBallUTe CYOCKTH B CHOT-
BeTcTBHE ¢ wieH 27, maparpad 2, GS1, HIBCC u ICCBBA ce cuurar 3a
OIIPEAEIECHH U3JaBallll CYyOEKTH.

Ynen 121

Onenka

Jo 27 mait 2027 r. Komucusita u3BbpIIBa OIEHKA Ha MPUJIAraHETO Ha
HACTOSLIMS perjaMeHT U HM3TOTBS JOKJIAJd 3a OLIEHKAa Ha HalpeabKa Io
OTHOIIICHHE Ha IOCTUTAaHETO HAa HETOBMUTE IIEJU, BKJIIOUBAII] OIICHSBAHE
Ha pecypcute, He0OXOJAMMH 3a MPUJIAraHeTO Ha HACTOSLIMS perjiaMeHT.
CrennanHO BHUMaHHE CE€ OTIENS Ha MPOCIEIUMOCTTa HA METUITMTHCKUTE
W3JIeNHs Ype3 ChbXpaHeHue B cboTBeTCTBHE ¢ wieH 27 Ha UDI ot ukoHo-
MHUYCCKUTE OMNEpaTopH, JIeYeOHUTE 3aBEACHUS U  MEIUIMHCKUTE
CITCLIMAJTUCTH.

Ynen 122

OTMsiHa

bes na ce 3acsira winen 120, maparpadu 3 u 4 OT HACTOSIINS PETIAMEHT,
3ab/DKCHUSTA Ha ABPXKABUTE WICHKU U IPOU3BOJUTEINTE BbB BPb3Ka C
Hpocie/sIBaHeTo Ha 0e30MacHOCTTa 3aJb/DKEHUATA Ha IPOM3BOUTEINTE
BBB BPB3Ka C INPENOCTaBSIHE HA JOKYMEHTAIUS CHITACHO THPEKTHBH
90/385/EMO u 93/42/EVIO, mnOCOYEHHUTE IUPEKTUBH C€ OTMEHST,
cuurano ot M1 26 mait 2021 r. «, ¢ U3KIIOUEHUE Ha:
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— unenoBe 8 u 10, unen 100, naparpad 1, OyxBu 0) u B), uwieH 100,
naparpad 2 u uwien 100, maparpad 3 ot Jupexrusa 90/385/ENO,
KaKTO U 3aJBJDKEHHATA, CBBbP3aHU C IPOCIEASBAHETO Ha Oe3omac-
HOCTTa M KJIMHUYHHUTE W3NUTBAHUS, MPEABUACHH B CHOTBETHHUTE
HOPIIOKEHUS, KOHTO C€ OTMEHAT, CYHTaHO OT I0-KbCHAaTa OT
natuTte, IHocoueHH B wieH 123, maparpadp 3, OykBa TI) OT
HACTOSIIIUS PETIIaMEHT;

— uneH 10a, unen 100, maparpa¢ 1, OykBa a) u unen 11, maparpad 5
ot Jupexrusa 90/385/ENO, kakTo u;

— unen 10, unen 14a, nmaparpad 1, OykBu B) u T), wieH l4a,
naparpapu 2 u 3 u wied 15 or HdupektuBa 93/42/EVO, kakto U
3a/IbJDKCHHATA, CBBP3aHH C IPOCIICIIBAHETO HA OE30MACHOCTTAa M
KJIMHAYHWUTE M3MUTBAHUS, IPEABHICHH B CHOTBETHHUTE MPUIIOKEHHUS,
KOHTO C€ OTMEHST, CYUTAHO OT I0-KbCHATA OT JATHTE, MOCOYCHH B
ynieH 123, maparpag 3, OykBa I') OT HACTOSIIHS PErJIaMEHT;

— wieH 14, naparpapu 1u 2, unenl4a, naparpad 1, 6ykBu a) u 6) u
unieH 16, naparpad 5 ot dupexkrusa 93/42/EVO, kakTo u; u

— wied 9, maparpadp 9 or [dupekrtuBa 90/385/EMMO u unen 11,
naparpadg 13 ot [upektuBa 93/42/EMIO, KkOMTO ce€ OTMEHSIT,
cuurano ot 24 ampun 2020 r.

[To oTHOWIEHHE Ha M3IENUATA, TIOcoYeHU B wieH 120, maparpadu 3 u 4
OT HACTOSIIMSA DPErIaMeHT, AUPEKTHBUTE, IIOCOUCHU B IIbpBA ajJMHEd,
IpoIbKaBaT Ja ce mpuiarar 1o 27 mail 2025 r. no cremeHTa, HEoO-
XO/MMa 3a TPHJIaraHeTo Ha MOCOYEHHTEe maparpadu.

HesaBucumo ot mepBa amunest, pernamentu (EC) Ne 207/2012 u (EC)
Ne 722/2012 ocraBar B CHJIa U IPOABIDKABAT JIa CE MPHJIAraT, OCBEH aKo
U JI0OKaTo He ObJaT OTMEHEHM C aKTOBE 3a M3IBIHEHHE, NPUETH OT
KomucusTa ChriaacHO HACTOSIIUS PETJIaMEHT.

[TozoBaBaHMATa Ha OTMEHEHUTE TUPEKTHBH CE€ CUMTAT 32 I1030BABAHUS
Ha HACTOAIIMS PErIaMEHT M Ce 4YeTaT ChoOpa3HO TabiuiaTa Ha ChOT-
BETCTBUETO B mpuiioxkeHue XVII kbM HacTOSIIUS perjiamMeHT.

Ynen 123

Bau3zaHe B cujla M HayaJIHA jaTa Ha nmpujiaraHe

1. HacrosAmusar perylaMeHT BiM3a B CHJa Ha IBaJeceTus AEH Clel
nmy6nukyBaneto My B Oguyuanen eecmuux Ha Eeponetickus cvio3.

2. To#u ce npunara or M1 26 maii 2021 r. <
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3.

a)

Upes neporauusi oT naparpad 2:

wieHoBe 35—50 ce mpumarat ot 26 HoemBpu 2017 r. Bwmpeku
TOBa, OT ImocodeHara jgara o M1 26 maii 2021 r. € 3a1671-
KEHUATAa Ha HOTU(UIMPAHUTE OPraHu ChbIVIACHO wieHoBe 35—50
ce MpwiIaraT caMo 3a OpraHHTe, KOMTO ca IIOJallM 3asBJIEeHHE 32
ompeensHe B ChOTBETCTBUE C WieH 38;

wieHoBe 101 u 103 ce mpunarar ot 26 Hoemspu 2017 r.;
uinen 102 ce mpunara ot 26 mait 2018 r.;

0e3 1a ce 3acsaraT 3aIbKeHusTa Ha KoMmucusta chriacHo wieH 34,
KOraTo Mmopajgu OOCTOSTENICTBAa, KOUTO HE € MOLJIO PasyMHO Ja ce
NpeABUAAT NPH pa3paboTBaHETO Ha IJIaHA, MOCOYEH B wWieH 34,
naparpap 1, Eudamed He e HambiHO (QYHKIHOHATHA KbM
»MI1 26 maii 2021 r. 4, 3a0b/KEHUATa ¥ U3UCKBAHHUATA, KOUTO
ce otHacaT 1o Eudamed, ce mpuiarar ot narara, ChOTBETCTBAIA Ha
HIECT Mecela Clie[ [araTa Ha MyOJHKYBaHETO HAa CHOOIICHHUETO,
nmocoueHo B wieH 34, maparpad 3. Pasmopenbure mo mpeaxomHOTO
U3pEUCHHE ca, KaKTO Clie/Ba:

— ujieH 29,

— unen 31,

— ujeH 32,

— uneH 33, maparpad 4,

— unen 40, nmaparpad 2, BTOpo H3peYCHHUCE;
— unen 42, naparpad 10,

— unen 43, maparpad 2,

— uneH 44, maparpad 12, Bropa anuHes,
— uneH 46, maparpad 7, OykBU T) H 1),
— uneH 53, maparpag 2,

— uneH 54, maparpag 3,

— uneH 55, maparpag 1,

— wuyjeHoBe 70 —77,

— unen 78, maparpagpu 1 — 13;

— uyjeHoBe 79— 82;

— unen 86, maparpad 2,

— uneroBe 87 u 88,

— wien 89, maparpadu 5 u 7 u unen 89, maparpad 8, Tpera
anuHes,

— ujen 90,

— unen 93, naparpadu 4, 7 u 8§,
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— wieH 95, naparpadu 2 u 4,

— uneH 97, naparpad 2, nociaegHO U3peueHHe,

— wied 99, naparpad 4;

— unen 120, maparpad 3, mbpBa ajgMHEes, BTOPO H3pPEUCHHUE.

Hokato Eudamed He craHe HambiHO (DYHKIHMOHAIHA, CHOTBETHHTE
pasnopenou ot aupextusu 90/385/EVO u 93/42/EVIO nponbinkaBat
@ Ce MpWiarat C OrNIe[ HM3IBIHCHHETO Ha 3aJbJDKCHUSATA, MPEm-
BUJICHH B pasnopeAdHTe OT CHOHChbKa 10 MHBpPBAa ajHHEs OT
HacTosiaTa OykBa, B o0nacTra Ha oOMeHa Ha MH(OpMaIMs, BKIIO-
YHUTEITHO TO-CHEeNUaaHo WH(OPMAIHs OTHOCHO, JOKJIAJBAaHETO BBHB
BpBb3Ka C IPOCIEISIBAHETO Ha OE30IaCHOCTTa, KIMHUYHHUTE
W3MUTBAHUS, PETHCTPAIMATA HA HM3ICIUATA M HA MKOHOMHYECKHTE
OTIEpaTOpH, W YBEIOMIICHHATA 32 CepTH(UKATUTE.

) wieH 29, naparpad 4 u wieH 56, maparpad 5 ce mpuiarar, C4YUTaHO
or 18 Mecena cien mo-KbcHaTa OT JaTHTE, TOCOYCHH B OyKBa T);

€) 3a UMIUIAHTUpyeMuTe u3aenus u wm3penusara ot kuac Il unen 27,
naparpad 4 3anoysa jia ce npuiara ot 26 mai 2021 r. 3a u3nenusra
or xiac Ila u or xmac IIb unen 27, maparpad 4 3amousa na ce

mpuiara ot 26 mait 2023 1. 3a m3penusaTta ot kimac | ainen 27,
naparpag 4 3amnousa Ja ce mpuiara ot 26 maif 2025 r.;

JK) 10 OTHOIIEHWE Ha H3JENHATa 32 MHOTOKpaTHa YHoTpeda, YHHTO
Hocuten UDI TpsOBa ¢urypupa BbpXy caMoTo H3jaenue, wieH 27,
naparpad 4 ce mpwara 3a:

1) HMMIUIAaHTHpYeMUTE u3Aenus W wu3nenusta ot kimac [II — ot
26 mait 2023 r.,

il) wm3menusara ot kiac Ila u kmac 1Ib — ot 26 mait 2025 r.,

iii) m3menusara ot kimac [ — or 26 wmaii 2027 r.;

3) mpoLexypara, IOCOUEHa B WieH 78, ce mpuiara, CauTaHo oT 26 Mai
2027 1., 06e3 ma ce 3acsra wieH 78, maparpad 14;

u) uwieH 120, maparpad 12 ce npumara, cuutano ot 26 wmaii 2019 r;

i) unen 59 ce mpunara ot 24 ampun 2020 r.

Hacrosusat PETIIAMCHT € 3aABJDKUTEIICH B CBOSATA LSAJIOCT U CC IIpUJiara
HIPSAKO BbB BCUYKH OBPIKABU YJIICHKH.
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IIPUJIOJKEHUA

OO0 M3UCKBaHUS 3a OE30MACHOCT U JEHCTBHE

TexHHu4ecKa JOKyMEHTAIHs

TexHndecka MOKyMEHTAIUsI 3a HaA30pa Cliel MyCKaHe Ha Iasapa

EC Jlexnapamus 3a CbOTBETCTBHUE

MapxkupoBka 3a cpoTBercTBHE ,,CE*

Wndopmanust, KOSITO ce MPEICTaBs NPHU PETUCTpAlUATa Ha W3ACIUATA U
HNKOHOMHYECKHUTE ONEepaTopd B CHOTBETCTBHE ¢ wieH 29, maparpad 4 u
uyineH 31; OCHOBHM NaHHH, KOHTO C€ NPEJOCTaBAT Ha Oa3ara JaHHU 3a

UDI, 3aegno ¢ UDI-DI, B crorBeTcTBHE ¢ uieHOBe 28 u 29; u cucreMa
3a UDI

W3uckBanus, Ha KOUTO TPsOBa Ja OTrOBAapsT HOTU(UIMPAHHUTE OpraHu
[paBuna 3a knacudukanms

OleHsIBaHEe Ha ChOTBETCTBHETO Bb3 OCHOBA Ha CHCTEMa 3a YIIpaBJICHHUE Ha
Ka4eCTBOTO U OLCHSBAHC Ha TCXHUYCCKATa JOKYMEHTalUs

OrieHsiBaHe Ha CHOTBETCTBHETO BH3 OCHOBA Ha H3CJICIBAHC Ha THUIIA

OlleHssBaHE HAa CHOTBETCTBHETO BB3 OCHOBA Ha TIIpOBE€pPKa Ha CBOT-
BETCTBUETO Ha IPOAYKTa

Ceprudukary, U3aBaHi OT HOTU(QUIMPAHUTE OpraHu

IMpouenypa 3a u3menus, U3pabOTEHU 1O MOPBUKA

KinHnuHa OlEHKa M KIMHUYHO MpOCIesBaHe Cie/l IyCKaHe Ha Ia3zapa
KiyHUYHY M3MHTBAHUS

Cnuchk Ha TpymUTe HPOAYKTH Oe3 MEIWIMHCKO IpeiHa3HaueHHE,
II0CO4YeHN B wWieH |, maparpag 2

Tabinia Ha ChOTBETCTBUETO
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IIPUJIO)KEHHUE 1

OBIIY U3UCKBAHHUSI 3A BE3OIIACHOCT U JEMCTBHUE

I'IABA 1
OBLIH U3UCKBAHHA

WznenusaTa uMat AEHCTBUETO, NMPEABHUACHO OT TEXHHS IPOU3BOAMTEN, U
ce TPOCKTHUPAT WM IPOM3BEXJAT Taka, Y€ NPH HOPMAJHU YCIOBHSA Ha
ynorpeba Jga ca IOIXOJNAIIM 3a IIpeJHAa3HAUYeHHETo CcH. Te ca
Oc3onacHM M e(EKTHBHM M HE 3acTpallaBaT KJIMHUYHOTO CHCTOSHHE
nnn 0e30MacHOCTTA Ha IAlMEHTHTE WM Oe30MacHOCTTa M 3[paBeTO Ha
[IOTPEOUTENNTE WM, aKO € IPUIOKHUMO, Ha JPYTH JIUNA, IPU yCIOBHE Ue
BCCKHM €IMH PUCK, KOHTO MOXXE Jla ce CBBpKE ¢ ynorpebara MM, mpen-
CTaBJIsIBa MIPUEMIIMB PHCK, IIPELICHCH CIIPSIMO IOJ3HTE 32 MAIUeHTa, U 4e
CaMHTE M3/ENHs OTTOBapsAT HAa BHCOKO HMBO Ha 3aKpWJIa HA 3/paBETO U
0e30MacHOCTTa, KaTO C€ OTYMTAT OOIIONPHUETUTE HAW-HOBU HAYYHHU
JIOCTHKEHUS.

W3nuckBaHeTo, MpEeIBHACHO B HACTOSIIOTO MPHUIOKEHHE C IeNl Hama-
JIIBaHE Ha PHUCKOBETE, JTOKOJKOTO € BB3MOYKHO, O3HayaBa HaMalsiBaHe
Ha PHCKOBETE, JAOKOJIKOTO € BB3MOXKHO, 0€3 OTPHIATENIHO BB3IeiCTBUE
BBPXY CHOTHOIICHHETO MEXIy PUCKA U IOJI3UTE.

IIpousBoauTenuTe ycTaHOBSBAT, NMPUIAraT, JOKyMEHTHUPAT U MOJABPKAT
CHCTEeMa 3a YIpAaBJIEHHE HA pHCKa.

YHpaBJ'IeHHCTO Ha pUCKa ce pasGHpa KaTo HENPEKbCHAT IIPOLEC IIPE3
nejus eKCIUIoAaTallMOHEH CPOK Ha HU3ACIHETO, H3UCKBall PEAOBHO U
CUCTEMATUYHO aKTyaJIu3upaHe. HpI/I YHOpaBJICHUETO HA pUCKa IPOU3BOAU-
TCIUTE!

a) chb3laBaT M JOKYMEHTHPAT IUTaH 3a yIpaBIeHHE Ha pUCKa 3a BCIKO
H3JICTIHE;

0) Habens3BaT M aHATM3UPAT U3BECTHUTE M MPEABUAUMHUTE OMACHOCTH,
CBBP3aHU C BCSKO H3JCIHC;

B

~

IpeleHsABaT U OLCHABAT PHUCKOBETE, CBBP3aHW U BB3HUKBAIIU I10
BpeMe Ha IMpelBHICHATa yrnoTpeba W MHpH pasyMHO IpeIBUANMA
HeNpaBWIHa YHOTpeOa;

I) IpeMaxBaT WM KOHTPOJIUPAT PHCKOBETE, I0COYeHH B OykBa B), B
CHOTBETCTBHME C M3UCKBAHUATA Ha pasfen 4;

,H) OLICHABAT BBSHeﬁCTBHCTO Ha I/IHd[')OpMaIII/IﬂTa OT €Tama Ha MOpOou3-
BOJACTBO, U MO-CIHEHHUATTHO OT CHUCTEMAaTa 3a HAA30p CJICH MMYCKAaHETO
Ha maszapa, BbpXY OMNACHOCTUTE M 4YE€CTOTaTa Ha TAXHOTO IIOSBSABAHC,
BBPXY IIpEHEHKAaTa Ha CBBP3aHUTE C TAX PHUCKOBE, KAaKTO U BBPXY
ISAJIOCTHUA PUCK, CBOTHOIICHHUETO MEXAY PUCKA U IOJ3UTE U NMPUEM-
JIMBOCTTa Ha pHCKa, U

e) Tpu HeOGXO}I]’IMOCT U3MCHAT MEPKUTE 3a KOHTPOJ B CBOTBETCTBHUE C
M3HCKBaHMATa Ha paszen 4 Bb3 OCHOBA Ha OLGHKATa Ha BB3JeH-
CTBHETO Ha MH(POPMALMATA, TOCOUYEHA B OyKBa I).

MepKI/ITe 3a KOHTPOJI Ha PHUCKaA, BB3INPUCTU OT HPOU3ZBOAUTEIUTE IMPU
TIPOCKTUPAHETO U TIPOU3BOJACTBOTO Ha H3JCIHATA, OTTOBApAT Ha IIPUH-
HUIIUTE 3a 6C3OH3.CHOCT, KaTto C€ oT4uTa 06III01'IpI/ICTOTO aKTyaJIHO
CbCTOSIHME Ha TEXHOJIOTMHTE. 3a Ja HaMaJisIT PUCKOBETE, NPOU3BOAU-
TCJIUTE TU YIpaBJsgBaT IO TaKbB HAYWH, Y€ Ja C€ CTHUTHE MO0 3aKJo-
YEHUETO, Y€ BCCKH OCTAaTb4UCH PUCK, CBBp3aH C OTACIHA OIIaCHOCT,
KaKTO U LAJIOCTHUAT OCTAThUYC€H PHUCK, Ca IPUCMIIUBU. 3a Ja I/ISGCpaT
HAN-TIOIX O ISIIIIUTE pemenust, IPOU3BOAUTCIIUTE IIpUJIaraT II0COYC€HAaTa
I10-10J1y IIOPEAHOCT Ha NPHUOPUTCTUTE:

a) OTCTpaHsABaHE WM HaMajlsiBaHE HA DHCKOBETE, JOKOIKOTO €
BB3MOXKHO, upe3 0e30MacHo MPOCKTHPAHEe W IPOU3BOICTBO;
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0) koraTo e 1enecho0pa3Ho, MpeanprueMane Ha MOAXOMISINY TPEeAna3Hu
MEpKH, BKIIOYUTEITHO TIPH HEOOXOIMMOCT TIPEIYIPEIUTEIHI CUTHAIIH,
BBB BPB3Ka C PUCKOBETE, KOMTO HE MOTaT Ja ObJaT OTCTpPAaHEHH; U

B) MpeaocTaBsiHe Ha nH(popMmanus 3a Ge30macHOCTTa (MPeaypexacHuUs/
MpeAna3sHd MEpPKH/TPOTHBOMOKA3aHMs) W aKko € IeJIechoOpasHo —
OocUTypsiBaHe Ha OOydYeHHE 3a TMOTpeOHTEINHTE.

[MpousBomurenure HMHGOPMHPAT MOTPEOMTENUTE 3a  OCTATHUYHUTE
PHCKOBE.

5. Ilpy orcrpaHsiBaHETO MM HAMAJsIBAHETO HAa PHCKOBETE, CBBP3aHU C
rpemika npu ynorpebara, IpoU3BOAUTENAT:

a) HamamsABa BB BB3MOXKHO HAW-TONSIMa CTETIEH PHCKOBETE, CBBP3aHU C
€PrOHOMUYHHUTE XapaKTEPUCTHKN Ha U3/IEINETO U Cpejara, B KOSTO €
TIpeHa3Ha4YeHO J1a Ob/e M3M0N3BaHO (IPOSKTHpaHe Ha Oe30IacHH 3a
MAIMEHTUTE U3JENus), U

0) mpeleHsBa TEXHUYECKUTE 3HAHUsI, OMUT, 0Opa3oBaHKe, OOyYeHHE H,
KOraTo € MpPWIOKHMO, Cpefara, B KOSTO CE H3I0N3Ba H3CIHETO,
KaKTO ¥ 3IPaBOCIOBHOTO M (PU3MIECKOTO CHCTOSHHE HA LEICBHTE
notpedutenu (MOJETM 3a HECIEHHATNCTH, CHCUUATHCTH, XOpa C
YBPEKAAHUS WM JPYTH TOTPEOUTEIH).

6. XapaKTepUCTHKHUTE U JACHCTBUETO Ha H3JEIUETO HE TpiOBa Ja ce 3acsrat
OTPHIIATENIHO, KOTAaTO M3/EJMETO € MOJTI0KEHO Ha HAaTOBApBaHHsA, KOUTO
HE Cca M3KIIOYCHH NPU HOPMAIHM YCIOBHS Ha ynorpeba, M Koratro ce
HOJIbpKa TPABIIHO CBIVIACHO HHCTPYKLHMUTE HA HPOU3BOJUTEINS, IO
CTENeH, KOSTO MOXE [Ja 3acTpallld 3[paBeTO HIM Oe30IIacHOCTTa Ha
IalyeHTa, l'lOTpe6]/ITeJ'lﬂ WK, KOraro € HNpuJIO0XHUMO, Ha JApPYyru Juna,
pe3 MOCOYCHHS OT NMPOM3BOAUTENS CKCILIOATALMOHEH CPOK.

7. Mznenusra ce IIPOCKTHUpPAT, IIPOU3BEIKAAT U OIIAKOBAT TakKa, Y€ XapaKTe-
PUCTUKUTE UM U TAXHOTO NecTBUE IIpyu IpeaBuicHaTa yHOTpC6a Ja HE
CC€ 3acdarar OTpULATCIIHO MO BPEME Ha TPAHCHOPTUPAHE U CHXPAHCHUE,
HarlpyuMep npu IIpOMsSIHA Ha TEMIIEpaTypara W BJIAKHOCTTA, KOIraTo ca
B3€TH IIp€ABHJ HHCTPYKIHUHUTE U I/IH(bOpMaHI/IHTa, NpeaoCcTaBeHu OT
TIPONU3BOAUTEIIA.

8. Beuuky M3BECTHH U NPEABHIUMH PHUCKOBE U BCEKH HEXKEJaH CTpaHHYeH
epeKT ce OorpaHMYaBaT BBB BB3MOXKHO HAail-rolsiMa CTElNeH ©u ca
MIPUEMIIMBH, KOTAaTO CE€ MPEEHSBAT CIPSIMO KOJIHMYECTBEHO OIMpPEICICHUTE
[OJI3H 32 TMALMEHTa W/ NOTPEOUTEINs, MPOU3THYAIIN OT ACHCTBHETO Ha
W3JIETIMETO TIPH HOPMAJHHU YCJIOBHS Ha yroTpeoda.

9. 3a m3nenuara, MOcO4YeHW B mpwioxkeHue XVI, oOmuTe M3MCKBaHUS 3a
6e30MmacHOCT, yCTAaHOBEHHU B pasfend | u 8, o3Ha4aBaT, 4e mpH ymnorpeba
B IPEIBHICHUTE YCJOBHUS W IO TNpEAHA3HAYCHHE H3/CIHETO HE Mpej-
CTaB/IsiBA HUKAKbB PHUCK MM MPEJICTAaBIsABa HAi-MHOTO MaKCHMAJHHS
HIPUEMIINB PHUCK, CBBp3aH C ymoTpebara Ha HPOIAYKTa, ChoOpaseHa c
BHCOKO HHMBO Ha 3aKpuia Ha 0GE30IacHOCTTa M 3paBeTO Ha XOpara.

I'JIABA 1I
H3HCKBAHHA 34 IIPOEKTHPAHETO U IIPOU3BO/CTBOTO
10. XUMHYHY, QU3UYHH U OUMOJNIOTMYHM CBOMCTBA

10.1. M3penusTa ce MPOCKTHPAT M HPOM3BEXKAAT Taka, 4ye Ja Ce rapaHTupa
W3IBJIHEHUETO HAa HM3MCKBAHMATA 32 XapaKTEPHUCTHKUTE H JCHCTBHETO
o raBa I. OcobeHo BHMMaHHE ce oOpbIna Ha:

a) H360pa Ha U3MOJI3BAHUTE MATEPpUAIN U BEIIECTBA U 0Cc0o0€eHO TAXHATA
TOKCHYHOCT M, aKO € IPHJIIOKHUMO, BB3IITAMECHHUMOCT,



02017R0745 — BG — 11.03.2023 — 002.001 — 126

10.2.

10.3.

10.4.
10.4.1.

6) CbBMCCTUMOCTTAa MCXKAY MH3IIOJI3BAHUTE MaTCpHad W BCEUIECTBA U
OHOJIOTUYHHUTE TbKaHHU, KJIICTKH U TCJIECHU TCHUHOCTU IIpEABUJ IIpEI-
Ha3HAYCHUETO Ha MU3ACIUETO U, KOrato € MNpUI0XKUMO, a6cop6uH${Ta,
PasnpoCTpaHCHUCTO, MeTaboa1u3Ma u OTIACIISIHETO,

B) CbBMCCTUMOCTTAa MEXKAY OTACIHUTEC YacTU Ha H3IACIHUE, KOCTO CC
CbCTOU OT IIOBEYC OT €JHAa UMIUIAHTHUpYyEMa 4acT;

F) BB3JCHCTBUETO Ha IIPpOLECUTE BHPXY MaTCPUATTHUTE CBOﬁCTBa;

I) KOraTo € IPHIIOKHUMO, pe3yJTaTUTe OT OMOMH3NYHU NPOYUBAHUS MU
OT CUMYyJIALlMH, YUATO BAJIUAHOCT € MPEABAPUTEIHO JO0Ka3aHa;

€) MEXaHWYHMTEe CBOWCTBA HA M3MOJ3BAHUTE MaTepHall, KaTo ce
OTYHTAT, aKO € MPWIOKHMO, aCIeKTH KaTo SKOCT, IIaCTHYHOCT,
CBIIPOTUBIICHHE TIPH CKbCBAHE, YCTOHYMBOCT Ha W3HOCBAHE M yCTOM-
YUBOCT Ha yMOpa;

’K) CBOWCTBaTa Ha IMOBBPXHOCTTA; H

3) TOTBBPXKICHHE, JOKA3BAIO Y€ W3/ACIMETO OTroBaps Ha BCHYKH yCTa-
HOBEHHM XMMHUYHH W/WIN QU3MYHN CHEUUPUKAIH.

Wznemusita ce TPOEKTHpAT, TPOW3BEXKIAT W OMAKOBAaT Taka, dYe
MaKCHMallHO J1a CE€ OTPaHHYHd PUCKBT OT 3aMBPCUTEIH W OCTATHUHU
BelIecTBA 3a MAIMEHTHTE (KaTo ce B3eMa MpeaBHI NpeIHa3HAYEHHUETO
Ha CHOTBETHOTO M3[IENIUE) H 32 JHIIaTa, yJacTBAIIM B TPAHCIIOPTa, ChXpa-
HEHHEeTO U yrmorpebarta Ha m3genusra. OcoOeHO BHUMaHUE ce 00phIna Ha
THKaHUTE, W3J0KEHH HA BB3JCHCTBHETO HA 3aMBPCUTEIH M OCTATHYHU
BEIECTBA, KAKTO M Ha MPOABIDKUTEITHOCTTA M YECTOTaTa Ha BH3/ACHCTBHE.

W3nennsaTa ce mMpoeKTHpaT W MPOU3BEXIAT Taka, 4e JAa MoraT 0e30I1acHO
Jla ce M3IOI3BAT C MaTepUAJINTE W BEIIECTBATa, BKIIOUUTEIIHO Ta30BETE, C
KOMTO BIIM3aT B KOHTAaKT IIPU MpeIBHICHATa CH YHOTpeda; KOorato
W3IENMATa ca TpeJHAa3HaYeHH 3a TPWIOKEHWE Ha JIEKapCTBEHU
MIPOJYKTH, T€ C€ MPOEKTUPAT M MPOU3BEKAAT TaKa, 4€ J1a Ca CbBMECTHMHU
CBhC CHOTBETHUTE JIEKAPCTBEHH NPOAYKTH CBIVIACHO MNPEANUCAHUATA U
OTpaHUYEHUATA HAa TE3M JIEKAPCTBEHM MPOJYKTH, KaTO ACHCTBHETO M Ha
JIEKapCTBCHNTE MPOAYKTH, ¥ Ha M3JEIHATA CE 3ala3Ba CIIOpe] TEXHUTE
MIOKa3aHMA U IIpeAHa3HAYCHHE.

Bemectsa
[IpoexTnpane M MPOM3BOACTBO HA H3JETHUATA

M3penusita ce IPOCKTHUPAT U IPOU3BEKAAT Taka, Y€ Ja C€ HaMaJiiT,
JAOKOJIKOTO € BB3MOXHO, PUCKOBETC OT BCEHICCTBA WJIM 4YaCTHUIH, BKIIIO-
YUTEIHO OTIIaAbLIU OT U3HOCBAHE, IIPOAYKTH OT pasrpaxJ1aHe U OoCTaTblU
oT Hpepa60TKa, KOUTO MoOrart aa C€ OTACIAT OT HU3IACIIUCTO.

W3nenusta uiam OHE3W 4acTHU OT TAX, WIK OHE3U MaTepuaiyd, U3I0JI3BaHU
B TiX, KOUTO:

— Ca MHBAa3UBHU U Ca B MNPSAK KOHTAKT C YOBCIIKOTO TAJO,

— ciuyxaT 3a (MHOTOKpPAaTHO) TPWJIOXKEHHE Ha JIeKapCTBa, TEJIECHH
TEYHOCTH WJIM JAPYTH BELIECTBA, BKJIIOYMTEIHO W Ta30Be, BBHB/OT
TAJNOTO, WIN

— CIyXaT 3a TPaHCHOPTHPAaHE WM ChXPAHCHWE Ha TaKuBa JIEKApCTBa,
TEJICCHH TEYHOCTH WJIM BEIIECTBA, BKIIOYMTETHO U Ta30Be, 3a
(MHOTOKPAaTHO) MPUJIOXKEHUE B TSUIOTO,

CBIBPKAT CICIHUTE BellecTBa B KOHUeHTpaims Hax 0,1 TermoBHu %
(w/w) camo Korato ToBa € 000CHOBaHO ChriacHo paszmen 10.4.2:
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a) BEIECTBA, KOMTO Ca KAHIEPOreHHH, MYTareHHH WJIM TOKCHYHH 3a
pernponyknusta (,CMR BemectBa“), or kareropus 1A wm 1B
ceriacHo 4act 3 or mnpmiaoxeHue VI kpm Permament (EO)
Ne 1272/2008 na Espomneiickus mapnamenT u Ha Cosera (1), nim

0) BelecTBa, KOMTO HapymiaBaT (YHKLIHUTE Ha €HIOKPHHHATA CHCTEMA,
3a KOMTO HMMa HAy4HHM [IOKa3aTeJCTBa 3a BEPOSTHH CEPUO3HU
NOCJIEMIM 32 YOBEHIKOTO 3JIpaBe M KOUTO ca HICHTU(UIMpPaHU
chriacHo mporeaypata mo wieH 59 ot Permament (EO)
Ne 1907/2006 na Espomeiickus mapnament u Ha CbBera (?) WM,
clie]] IPUEMAHEeTO Ha JIeNerupaH akT oT KomucusaTra ChrIacHO WieH
5, maparpad 3, mppBa anuHes Ha Permament (EC) Ne 528/2012 na
EBpornieiickust mapnamenT u Ha CbBera (°) — B CHOTBETCTBHE C TE3U
KPUTEPUH, KOUTO CE OTHACST [0 YOBEIIKOTO 37paBe, OT YCTAaHOBEHUTE
B HEro KPUTEpPHH.

10.4.2. ObocHoBKa 1O oOTHOIIEHHe Ha Hanuumeto Ha CMR BemiecTBa u/Wiau

BEILECTBA, HAapylIaBalM (QYHKIMHUTE Ha €HIOKPUHHATA CHCTEMa

OO0OoCHOBKaTa 3a HAJIMYMETO HA TaKHUBA BCIIECTBA CC OCHOBAaBa Ha:

a) aHaIM3 M MPOTHO3a 3a MOTEHIMAIHATA CKCIIO3UIMS Ha MMAl[MEHTa WU
OTpeOuTeNsT Ha BEMIECTBOTO;

0) aHanMM3 HA BB3MOKHU AQJITEPHATHBHU BEIIECTBA, MaTepHAIN WU
NPOEKTH, BKIIOYUTENHO NPH HAIMYHOCT MH(OpPMALHsS OTHOCHO He3a-
BUCHMHM HAy4YHU H3CICIBAHUs], PELECH3UPAHU MPOYy4YBAHUS, HAyIHU
CTaHOBHUII[A OT CHOTBETHUTE HAyYHH KOMHUTETH, KaKTO M aHAIU3 Ha
HAJIMYHOCTTA Ha MOJOOHH aJTepHATUBH;

B) apryMEHTAlMsl 3all0 eBeHTyaJlHa 3aMsHa Ha BELIECTBO W/WIU
Martepuall Wi NpOMsHa B IIPOEKTa, Makap U Jia € Bb3MOXKHA, € HEeoA-
XOJISIIa 32 3aMa3BaHeTO Ha (PYHKLHOHAIHOCTTA, JEHCTBHETO M CbHOT-
HOILGHHETO MEXIy pHCKa M IOJ3MTE€ OT HPOAYKTA; BKIIOYUTEIHO
KaTo ce OTYMTA Jalu Te3U M3JIENUs ca NpeJHAa3HAYeHH U 3a JIeYeHHe
Ha Jeua, OpeMEHHH >KeHM WIHM KbPMAuKH, WIM JICYEHHE Ha JAPYrH
IpyNu TAIlMeHTH, KOMTO C€ CYUTAT 3a OCOOCHO YSI3BUMHU IIO
OTHOLIEHHE HA IOJOOHM BEIECTBA W/WIIM MaTepHald; U

I) KOrato ¢ HPMJIOKHMO M MMa TaKHBa, IIOCICIHHTE HACOKH Ha CBOT-
BETHHSI HaydeH KOMHUTET cbriacHo pasienu 10.4.3 u 10.4.4.

10.4.3. Hacoku oTHOCHO (hTanarure

(Z

(3

-~

~

3a nemure Ha paszgen 10.4 Komwucusra, BB3MOXKHO Hail-CKOpo M 710
26 wmaif 2018 r., Bp3Mara Ha CHOTBETHHS HayuyeH KOMHUTET MaHAaT Ja
W3TOTBUM HACOKW, KOMTO Ja ca roroBu mnpexu 26 wmai 2020 r.
ManHaaTbT Ha KOMHTETa BKJIIOUBA HaM-MaJIkO OIICHSBaHE Ha ChOT-
HOUICHHETO MEXAY MOJ3MTE M PUCKA OT HAJIMYMETO Ha (hrajaTd, KOUTO
crajgar KbM KOSTO U JIa € OT IPYIHUTE BELIECTBa, IOCOYCHH B OYKBH a) U
6) or pasmen 10.4.1. Ilpu oueHsSBaHETO Ha CBHOTHOLICHHUETO MEXKIY
MOJ3UTE M PHUCKA CE B3eMa NPEIBUJ NPEIHA3HAYCHHETO M KOHTEKCTa
Ha W3MNOJI3BaHE HA W3JENINETO, KAaKTO W HAIWYHHUTE aITCpHATHBHU
BCIIIECTBA H aJ'lTepHaTI/lBHI/ITe MaTepl/laJ'll/l, l'IpOeKTI/I WIHN JICUCHUS.
Koraro ce cumra 3a 11e1ech00pa3HO, HACOKHUTE CE aKTyaJlU3HpaT Bb3
OCHOBA Ha Hal-HOBHTE HAay4YHM JIOKAa3aTEJCTBA, HO HAal-MaJIKO Ha BCEKU
MeT TOJUHU.

(") Pernament (EO) Ne 1272/2008 Ha EBpomneiickus napiament u Ha CbBeta oT 16 1eKkeMBpu

2008 r. OTHOCHO KJIAaCH(HIMPAHETO, CTUKETHPAHETO M ONAKOBAaHETO Ha BEIIECTBA M
CMecH, 32 M3MCHCHHE M 3a OTMsAHAa Ha aupektuBu 67/548/EMO u 1999/45/EO un 3a
n3menenne Ha Permament (EO) Ne 1907/2006 (OB L 353, 31.12.2008 r., ctp. 1).
Pernament (EO) Ne 1907/2006 na EBponeiickus mapnament 1 Ha CbBera ot 18 nekemBpn
2006 r. OTHOCHO pEerucTpanusra, OLIEHKaTa, pa3pellaBaHeT0 M OrpaHMYaBaHETO Ha
xumukamn (REACH) (OB L 396, 30.12.2006 r., ctp. 1).

Pernament (EC) Ne 528/2012 na EBpomeiickusi mapmamenT u Ha CbBera oT 22 Maii
2012 r. OTHOCHO OTHOCHO IPEJOCTaBSHETO Ha mnaszapa M ynorpebara Ha OGuoumau (OB
L 167, 27.6.2012 r., ctp. 1).
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10.4.4.

10.4.5.

10.5.

10.6.

11.

Hacoku otHocHO npyrm CMR BemecTBa M BeIIecTBAa, HapyIIaBaIld
(yHKIIMHMTE HAa €HIOKPHHHATA CHCTEMa

BrnocnencrBue Kommucusta Bb3gara MaHAaT Ha CHOTBETHHS HaydeH
KOMHUTET J1a HM3rOTBH HAcOKH cbriuacHo paszmen 10.4.3 u 3a npyrure
BEILIECTBA, MMOCOYCHU B OykBHU a) u 0) ot pazmen 10.4.1, korato e 1ere-
CcHOOpa3Ho.

ETtuxernpane

AKO M37eNHsl, YaCTH OT TSIX, WM MaTepHall, U3MON3BaHU B TAX, KAKTO €
moco4eHo B paszaen 10.4.1, cbabpXKaT BelIeCTBa, MOCOYECHH B OYKBH a) U
6) or pasmen 10.4.1 B koHuenrpaums Hax 0,1 TermoBHH % (W/W),
HAJIMYMETO Ha TEe3M BEIIECTBA CE ETHKETHpa BBPXY CaMOTO H3JeIne
n/Mnnm BBPXY OIIAKOBKAaTa Ha BCSAKA €IMHUYHA OpOMKa WIIH, KOrato e
HOJXO/SAII0, BbPXY THPrOBCKAaTa OIAKOBKA, 3aC€JHO ChC CIHChKA Ha
Te3H BEIIECTBA. AKO Te3H M3JENHs ca NPEIHA3HAYCHU M 3a JICYeHHEe Ha
neta, OpeMEeHHH JK€HH WM KbpPMaukW, WIH JICYeHHe Ha IPYrd Ipynu
IMaIMeHTH, KOUTO C€ CUYHUTAT 3a OCO6€HO YA3BUMHU 110 OTHOLICHUE Ha
nofo0HM BeLIeCcTBa M/WIIM MaTepualii, B MHCTPYKLHMHTE 3a ynorpeba ce
naBa WHGOpMAIMs 3a OCTAThYHHUTE PUCKOBE 3a TE3W TPYNH IMMALUCHTH
U — aKo € MPHJIOKHMO — 3@ ChOTBETHHTE IPEIIa3HH MEPKH.

W3penusita ce NPOCKTUpAaT W MNPOU3BEXKIAT TakKa, 4€ Oa C€ HaMaJAT,
JIOKOJIKOTO € BB3MOXHO, PHCKOBETE, NMPEAN3BUKAHHU OT HEIIPEABUIACHO
nmonmajgaHe Ha BCIIECTBA B H3ACIMETO, B 3aBUCHUMOCT OT HM3ACIUECTO H
€CTECTBOTO Ha Cpe€aara, B KOATO TO € NPCAHA3HAYCHO Ja C€ U3II0JI3Ba.

HBL[GJ'IHSITB_ CC MNPOCKTHUpAT MU MNPOU3BEKIAAT TaKa, Y€ Ja C€ HaMaliAT,
JOKOJIKOTO € BB3MOXKHO, pUCKOBETC BbB Bpb3Ka C pa3Mepa U CBOMCTBaTa
Ha 9aCTUOUTEC, KOUTO C€ OTACIAT WM MOTraT Ja C€ OTACIIAT B TAJIOTO Ha
NanueHTa MM Ha HOTpC6I/ITCJ'I$I, OCB€H aKO BJIM3aT B KOHTAaKT CaMO C
HEYBpPEICHA KOXa. Oco0eHO BHUMaHHE ce 06p1,111a Ha HaHOMaTEpHUaJIUTE.

3apassiBaHe U MHUKPOOHO 3aMbpCsBaHE

W3nenusaTa v mpouecure 3a NpOU3BOJCTBOTO UM CE€ NMPOEKTUpAT Taka, ue
la ce IpeMaxHe WM, aKko TOBA HE € BB3MOXHO, Ja CE€ HaMalH,
JIOKOJIKOTO € BB3MOXKHO, PUCKBT OT 3apa3sfBaHE Ha MAalMCHTHTE, MOTpe-
OuTenuTe M aKo € NPWIOKUMO — Ha Apyrd Juna. [u3aiHbT Ha
U3JIETHETO:

a) HaMaJIsiBa HOOKOJIKOTO € BB3MOXHO H HCOGXOI[HMO PHUCKOBETE OT
HENPEABUJACHU TIopsi3BaHUst u y60)KI[aHI/I$I, KaTto Harpumep
y60>K):[aHe C MCIUIIUHCKH WIJIH,

0) mo3BoJIsIBA JIECHO M 0E30I1aCHO M3IIONI3BaHE,

B) HaMajsiBa, JOKOJKOTO € BB3MOXHO, BCSKO OTIEISIHE HA MHKpPOOH OT
M3ICNUETO M/WIM MHKpPOOHATa eKCIIO3ULMS MPU ynorpeda, u

F) HE HOITyCKa MI/IKpO6HOTO 3aMbpCsBAHE Ha U3JACIIUCTO WM HETOBUS
CbCTaB, KaTo HallpuMep Hp061/1 WK TCYHOCTH.

Koraro e He00X0AMMO, H3AEIMETO C¢ MPOSKTHpA TakKa, 4e [a Ce YJICCHH
HEroBOTO 0E€30MacHO MOYMCTBaHEe, AC3WH(EKIUs W/UIH TTOBTOPHA CTEPH-
JIM3ALHS.

W3penusaTa, YMHTO €THKET ChAbpKa 00O3HAYEHHE 3a CIelualeH
MHKPOOEH CTaTyc, ce MPOEKTHpAT, NPOM3BEXAAT M OIAKOBAT Taka, 4e
Jla ce rapaHTHpa 3ama3BaHe Ha MMKPOOHHS MM CTAaTyC IPH NyCKaHe Ha
masapa M TpH TPAHCIOPTUPaHE M ChXPAaHEHHWE TIPU  YCIOBHSATA,
OIpe/IeNIeHH OT MPOU3BOJIHUTENIS.
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11.4.

11.7.

12.

12.1.

12.2.

13.

13.1.

I/I3[[€.]'II/I$ITa, KOUTO C€ IOCTAaBAT B CTEPUIIHA OIIaKOBKa, CE IPOCKTUPAT,
TNIpOU3BEXAAT M OIlaKOBaT CbHIVIACHO IIOAXOIIIN MPOUCAYpH, IapaH-
THpally, 4€ KOoratro C€ IIyCKaT Ha Ila3apa ca CTCPUIIHH U, OCBCH aKO HE
€ Hapyui€Ha [EJIOCTTa Ha OIlaKOBKaTa, rnmoaabpiKalia CTCPUIHOCTTA UM,
OCTaBaT CTCPUIIHU IIpU CIIa3BAHEC Ha YCJIOBHATA 3a TPAHCHOPTHUPAHE H
CbXpaHCHHUE, II0OCOYCHH OT MPOU3BOAUTEIISA, O OTBAPSAHETO Ha Tadu
OITIaKOBKa B MOMCHTa Ha yHOTpeGa. FapaHTHpa C€, Y€ MOeiIoCTra Ha
Ta3W OIIaKOBKa € sJACHO BHIHMMa 3a KpaﬁHHX HOTpe6I/ITeJ'I.

I/I3L[€.III/I$IT8., BBpPXY YUATO ETUKET € 0603Haqu0, 4e ca CTCpUIIHU, CC
06pa6OTBaT, OPOU3BEKAAT, OMAKOBAT M CTCPUIIM3UPAT 4YPE3 IMOAXOIANINA
BaJlMAUpaHU METOOU.

I/I3I[C.III/I$IT8., Ipe€aHa3sHauYCHU 3a CTepuiIu3alusa, Cc€ IPOoU3BeXKAaT U
OIIAaKOBAT B INOAXOAAIHN W KOHTPOJIMPAHU YCJIIOBHUS U CHOPBIKCHUA.

Cucremure 3a OIAKOBaHE HA HECTEPUIIHM U3JEIMS 3ala3BaT LEJIOCTTa U
YHUCTOTATa Ha NPOJLYKTa M, aKO € MPEeJBHAEHO U3/eNHUATa Ja Ce CTepH-
JIM3UpaT Ipeau ymnorpeba — orpaHMuaBaT J0 MHHHUMYM pHUCKa OT
MHKPOOHO 3aMbpcsiBaHe; CHCTEMaTa 3a OIAKOBaHE € MOAXOIsla 3a
MOCOUYEHHs OT MPOU3BOMUTENS] METOJ HA CTEPHIIN3ALIMS.

OCBEH H3MOJI3BAHETO Ha CHUMBOJIA, KOUWTO YKa3Ba, 4¢ wusacausTa ca
CTCPUJIHU, IPU C€TUKETUPAHETO Ha H3JACJIUATA CC IpaBu pasrpaHUYCHUC
MEXAYy UACHTUYHN WA CXOOHU H3JCJIHs, ITyCKaHU Ha I1a3apa B CTCPUIICH
1 HECTCPUJICH BUA.

I/I3Z[€J'II/I$I, CbAbpKAIllKM BEUIECTBO, CUUTAHO 3a JICKAPCTBCH IHPOAYKT, U
U31CINsA, KOUTO Ca CBCTAaBCHHM OT BCHICCTBA HIIH OT KOM6I/IH3HI/II/I oT
BCIICCTBA, KOUTO CC€ a600p6npaT OT 4YOBCHUIKOTO TAJIO WK CC
pasfnpbCKBAT JIOKAJITHO B HETro

Ipyn wm3penus no unen 1, maparpadg 8, mbpBa alMHes KauyecTBOTO,
6e3omacHOCTTa M I10713aTa OT BELIECTBOTO, KOETO MPH CaMOCTOATEIHA
ynorpeba MoXe Ja ce cueTe 3a JEKapCTBeH MNPOAYKT MO CMHChIIA Ha
yaeH 1, Ttouka 2 ot [upexruBa 2001/83/EO, ce mnposepsBaT 110
a”ajorust ¢ meroaute mno npunoxenue I xem Jupextusa 2001/83/EO,
KaKTO C€ M3HMCKBA I10 MPUIIOKUMATA MPOLEypa 3a OLEHSIBAaHE HAa ChOT-
BETCTBUETO CBIVIACHO HACTOSIIUS PErIaMeHT.

W3pnenusTa, chCTaBEHU OT BELIECTBA MJIM OT KOMOMHALMM OT BEILECTBA,
KOMTO ca NpeJHa3HAueH! Jla ObJaT BbBEAECHH B YOBEIIKOTO TSAJIO U KOUTO
ce abcopOUpaT OT YOBELIKOTO TSJIO MM C€ Pa3lpbCKBAT JOKATHO B HETO,
OTroBapsT, KOraTo € IPUJIOKUMO M CaMO 110 OTHOIIEHHE Ha ACHEKTHTE,
KOMTO He Ionajar B 00XBaTa Ha HACTOSAIUMS PETJIAMEHT, HA ChbOTBETHUTE
u3uckBanusg 1o npuioxenue 1 kem  Jupexkrua 2001/83/EO  3a
OLICHsIBaHE Ha abcopOLus, pasnpOCTpaHEHUE, METabOIM3bM, OTIENSHE,
JIOKaJIHA TTOHOCHMOCT, TOKCHYHOCT, B3aUMOJCHCTBHE C IPYTH H3JENH,
JIEKapCTBEHU NPOAYKTH WM APYTH BELIECTBA U MOTEHLHUAN 33 HEXETaHU
peakluy, CbhIJaCHO M3UCKBAHUATA Ha IIPUIIOKUMAaTa MpoLeaypa 3a
OlCHABAHE HAa CHOTBETCTBHETO CHITACHO HACTOAIIMS PETIAMEHT.

N3nenus ¢ Marepuaiu oT OHOJIOTHYCH pousxon

3a m3menus, IPOU3BEACHH Ype3 HM3IOJ3BaHE Ha MPOM3BOAHM HA THKAHH
WM KJIETKA OT YOBCIIKU MPOM3XOJ, KOMTO Ca HEXH3HECIIOCOOHH IJIH ca
HAlpaBeHH HEXH3HECTTOCOOHH, OOXBAHATH OT HACTOSIIMS DETIaMEHT B
CHOTBETCTBHE C wieH |, maparpad 6, OykBa ), ce MpUiIaraT CICAHUTE
M3HUCKBAHUS:

a) JapsIBaHETO, JOCTABIHETO W W3MUTBAHETO HA THKAHHUTE M KICTKHTE CE
u3BbpiBar coriacuo Jupexrusa 2004/23/EO;
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13.2.

14.

14.1.

14.2.

6) 00pabOTBaHETO, CHXPAHIBAHETO M APYTUTE NEHHOCTU C TE3H THKAHU U
KJICTKA WM TEXHUTE IPOM3BOAHM C€ M3BBPIIBAT Taka, 4e JIa ce
ocurypu 0e30MacHOCT 3a IAlMeHTHTE, MOTPEOMTENUTE M, aKo €
HOPHIOKHMO, JApyruTe Jjuna. Ilo-KOHKpeTHO Oe3omacHOCTTa IO
OTHOLICHHE Ha BHUPYCHM U JpPYI'M TPAaHCMHCHBHHM areHTH ce
OCHTypsiBa 4Ype3 MOJXOMSAIIM METOAM Ha ChOUpaHe Ha MaTepual U
4ype3 U3MO0JI3BaHe HA BAMIMPAHW METOIU 33 CIMMUHUPAHE WM MHAK-
THUBHpaHEe B TPOM3BOICTBEHHUS TPOILEC.

B) cHCTeMara 3a HpOCIEAMMOCT Ha Te3W W3JCNIUs JONblIBAa MU €
CbBMECTUMA C M3HCKBAHUATA 3a IIPOCICIUMOCT W 3allUTa Ha
nanuute, npensuaeHn B JupexktuBa 2004/23/EO u  upextuBa
2002/98/EO.

KbM n3menusra, NpOM3BEICHH Ype3 U3MO3BAHE HA THKAHH WM KICTKU
OT JKMBOTHHCKH TIPOM3XOJ] MJIM TE€XHU MPOU3BOAHH, KOUTO Ca HEXKH3HEC-
HOCOOHM MM Ca HAaNpaBeHU HEXH3HECIIOCOOHH, ce IPUIIaraT CIEIXHUTE
pasnopenou:

a) KOrato € Bb3MOXHO, C OIJIe/l Ha BU/A XKMBOTHH, ThKaHUTE U KJIETKUTE
OT JKMBOTHHCKHU IIPOU3XOJ] WIIM TEXHUTE MPOU3BOJHU Ca MOIYyYEHH OT
JKUBOTHHU, TPEMHHANU IpPe3 BETEPUHAPEH KOHTPOJ, alalTHPaH KbM
NpeaHa3HAuYeHHeTO Ha TbKaHuTe. [IpoM3BoAMTENUTE CHXpaHIBAT
uHpopmalys 3a reorpadcKkusi MPOU3X0J HAa XKUBOTHUTE;

0) cOupaHero, 00pabOTBAHETO, CBXPAHSBAHETO, W3IUTBAHETO U
paborara ¢ ThKaHH, KJIETKH M BELIECTBA OT JXMBOTHHCKH IPOHM3XOJ
U TEXHHU l'lpOl/I3BO}1HI/I ce H3B’prJBaT Taka, 49€ Jga c¢€ OCVIprH
0e30MmacHOCT 3a MAlMEHTHTE, MOTPEOUTENUTE M, aKO € MPUIOKHUMO,
npyrute juna. [10-KOHKpeTHO Ge30MacHOCTTa MO OTHOIICHHE Ha
BUPYCHM M JIpyTd TpPaHCMUCUBHU areHTH C€ OCHUTypsiBa 4pe3
H3I1I0JI3BAHC HA BaJ'Il/lLLl/IpaHI/I METOAU 3a eJ'lI/IMI/IHI/lpaHe WJIU UHAKTHU-
BUpaHEe Ha BHUPYCHTE B MPOM3BOJICTBEHHS IMpPOLEC, C M3KIIOYEHHE Ha
Clly4anTe, KOTraTo H3IMOJ3BAHETO HA TAKWBA METOAH OW JOBEJIO 0
HEIPUEMJIMBO BJIOIIABAaHe, KOETO 3acTpalliaBa KJIMHUYHATA I0J3a OT
U3JIEJINETO;

B) KbM H3ICNHATA, MPOM3BEICHH 4Ype3 H3MON3BAHE HAa THKAHH HWIIH
KICTKH OT OKHBOTHHCKH MPOHM3XOA WIM TEXHH MPOH3BOMHH,
nocoueHn B Permament (EC) Ne 722/2012, ce npunarar cremu-
GbUYHATE M3UCKBAHMS MO TOCOYCHHS PETJIAMEHT.

[lpu wm3menusi, MPOM3BEJCHH UYpe3 W3MOJ3BAHE HA HEXU3HECIIOCOOHU
OMOIOTMYHU BEIIECTBA, PA3IUYHU OT MOCO4YeHHWTEe B pazgenu 13.1 u
13.2: oOpaboTBaHETO, ChXpaHSIBAHETO, M3MUTBAHETO W paboTaTa C TE3n
BEIECTBA CE M3BBPIIBAT TaKa, Ye Ja Ce OCHrypu Oe30MacHOCT 3a Malu-
EHTUTE, TMOTPEOUTEINTE W aKO € MPUIOKUMO — JAPYTUTE JIMIA, BKIIO-
YUTETHO BBB BepHrara 3a o0e3BpexaaHe Ha OTmaabiH. [10-KOHKpEeTHO
0e30MMacHOCTTA M0 OTHOLICHHE HA BUPYCH U JAPYTH TPAHCMHCUBHU areHTH
ce OocuUrypsiBa 4pe3 MOAXOMSIIM METOAM Ha ChOUpaHe Ha Marephan U
Yype3 M3MO0J3BaHe Ha BAIMAWPAHH METOIH 32 CIMMHHHUpPAHE WIIM HHAKTH-
BHpaHE B MPOU3BOACTBEHUsI MPOIIEC.

I/I3pa60TBaHe Ha U3JCIusATa U BBBHMOHCﬁCTBHG CbC Cpc€liaTa, B KOATO CE€
HaMupart

Koraro m3nenueTo e mpegHa3HAueHO 3a H3IOJ3BaHE B KOMOHWHAIMS C
JIPYTH U3JenHs WiIM 00OpyABaHe, LisulaTa KOMOMHAIMS, BKIIFOYMTEIHO
CBBp3BalllaTa CHUCTEMa, € Oe30macHa W He HapyllaBa IOCOYEHOTO
JeiicTBHE Ha u3AenusaTa. Besko orpaHuueHHe Ha ynoTtpebaTa Ha Takapa
KOM6VIHaLlI/Iﬂ C€ II0CO4YBa BBPXY CTUKETA I/I/I/IJ'll/l B HUHCTPYKUMHUTE 3a
ynorpeba. CBbp3BallUTE CHCTEMH, C KOUTO IOTPeOMTENsAT TpsOBa na
paboTH, HanpuUMep CHCTEMH 3a TpaHc(ep Ha TCYHOCTH WM Ta3, WIH 3a
€JICKTPUYECKO MJIM MEXaHMYHO CBBpP3BaHE, CE NMPOECKTUPAT M M3pabOTBAT
Taka, 4€ Ja ce CBeJaT A0 MHHHMYM BCHYKH BB3MOXHH PHCKOBE,
HaIrpuMep HENpaBHIHOTO CBBP3BaHE.

Wsnenusita ce IMPOCKTHUPAT U IIPOU3BEIKIAAT TaKa, Y€ J1a C€ NpeMaxHaT Ui
HaMaJiAT, JOKOJKOTO € BB3MOXKHO:

a) PUCKBT OT YBPEKJaHE BHB BPb3Ka C TEXHHTE (DM3MUECKU XapaKTe-
PHMCTHKH, BKIIOYUTEIHO CHOTHOIICHUETO 00eM — HaJsraHe, pa3MepH
M, KOTaTo € Iel1echo0pa3Ho, eprOHOMHYHH XapaKTePUCTHKU;
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14.3.

14.4.

14.5.

14.6

14.7.

15.
15.1.

6) PHUCKOBETE, CBBP3aHU C pa3syMHO IIPpEABUAVMH BBHIIHU BB3JIEHCTBUS
WIn YCJIOBHUsI Ha OKOJIHaTa cCpelia, KaTO0 MAarHuTHO IIOJIC, BBHIIHU
CJICKTPUYCCKU U  CJIICKTPOMArHUTHHU  BJIMSAHUSA, CJIICKTPOCTATHYCH
3apan, JbYCHHUC BBB BpPb3Ka C JUArHOCTUYHU WM TEPAICBTUYHU
npoueaypu, HajaraHe, BJIAXXHOCT, TEMIIEpaTypa, KojebaHus B Halls-
TaHETO U YCKOPEHUETO WU PAJUOCMYLICHUS;

B) PUCKOBETE BHB Bpb3Ka C yHOTpeGaTa Ha U3ACIUETO IIPU KOHTAKTa My
C Marepuajid, TEYHOCTH M BCIICCTBA, BKIIOYUTCIHO M ra3o0BEC, Ha
KOUTO € H3JIOKCEHO IIPpU HOPMaJIHU YCJIOBHS Ha yHOTpCGa;

I) PHCKOBETE BBHB BPB3Ka C BB3MOXKHO OTPHIATEIHO B3aMMOJCHCTBHE
Mmexay copryepa u UT cpenara, B KOSATO (PyHKIHMOHHpA U C KOSTO
CH B3aUMOJICHCTBA;

J) PHUCKOBETE OT CIy4ailHO IMPOHHKBAHE HA BEIIECTBA B M3JICIHETO;

€) pPHUCKOBETE OT B3aMMHA HHTEP(EPCHIHUS C APYTH H3ICNHUs, KOUTO
00HMYaifHO Ce M3MOJNI3BAT NPH U3MUTBAHUATA WM JICUCHUETO; H

) PUCKOBETE OT HEBB3MOXKHOCTTA 3a IMOJJNbpXKKAHE HIM KaauOpupaHe
(HarpuMep HMMIUIAHTHTE) BCIIEJICTBHE HAa CTApEEHE Ha HU3IIOI3BaHMUTE
MaTepHalll MM HaMalsiBaHE Ha TOYHOCTTA HAa H3JENUE C HU3Mep-
BaTeJIHa WM KOHTPOJIHA (DYHKLHS.

Wznenusita ce IPOCKTHUPAT U IPOU3BEKAAT TaKa, 4€ Ja C€ HaMaJIsAT B
MaKCUMaJIHa CTCIEH PUCKOBETE OT IO0XKap MWW CKCIUIO3Us IIpU
HOpMaJlHa yl'[OTpC6a n B cnyqaf»’r Ha ¢JMHUYHA IIOBpEaa. CHCI_II/IBJ'IHO
BHUMAHHEC CC€ 06p1>111a Ha wu3acnus, 4YUATO [PEeABUJICHA yHOTpCGa
BKJIFOYBA CKCIIO3UMIHWA HJIM H3II0JI3BAHC B KOMGI/IHaI_II/IH ChC 3anaJruMu
WIW B3pUBHU BELIECTBA WJIW BEIICCTBA, KOUTO MOrar na IpUYUHAT
3araJiBaHe.

W3penuaTa ce NPOSKTHPAT M HPOU3BEXKAAT Taka, 4Ye HACTPOWBAHETO,
KanuOpUpaHeTo M MOAAPBKKATa Ja MOraT Jia ce M3BbpLIBAT 0€301acHo
U e(hHUKacHO.

WspenusTa, npeaHasHadeHd 3a (QYHKIHOHUpPAHE C APYTH M3IENUsS WU
NPOAYKTH, C€ MPOEKTHPAT M MPOM3BEXKAAT TaKa, Y€ OIepaTHBHATA
ChbBMECTUMOCT W CHOTBETCTBHETO MOMEKAY MM Ja ca HAASKIHH M
6e30MacHH.

Ckanata Ha u3MepBaHe, HAONIOIEHHE M MamadbT HA H300pakeHHE ce
[POCEKTUPAT W IMPOU3BSKAAT B CHOTBETCTBUE C CPrOHOMHYHHTE
MPUHIHUIH, KaTO CE OTYHMTAT MPEAHA3HAYCHHETO, IIEJICBUTE MOTPEOUTEIN
U yCJIOBHATA HA CPEaTa, B KOSTO U3/CNUATA ca MpeJHa3HAuYCHU A3 Obaar
H3II0JI3BaHH.

W3penusaTa ce NPOEKTHpAT M INPOU3BEXKIAT Taka, ue Jia ce YyJecHsABa
TAXHOTO 0€30MacHO YHHMILOXKaBaHE U 00E3BPEKNAHETO Ha ChOTBETHHTE
OTIAaJHH BELIECTBA OT MOTPeOUTEINs, MalMEHTa WK IPYTH JIHLA. 3a Ta3u
LeJl NPOM3BOJUTENINTE ONPEAEIAT U U3MUTBAT NPOLETYPH U MEPKH, Upe3
KOMTO TE€XHHTE U3JEIMs Ja MoraT j1a ObaaT 6e30macHo 00e3BpeeHH Clle]
ynorpeba. Te3u mpouenypu ce ONMCBAT B MHCTPYKLHUMTE 3a ymnorpeba.

W3nenus ¢ quarHoCTUYHA WA usMepBareiiHa (I)yHKI_[I/ISI

HBHGJ’IHHT& C IMarHoCTU4YHa WJIM U3MEPBATEIHA beHKHI/ISI C€ IIPOCKTUpAT
U T[PpOM3BEXKIAT Taka, Y€ Ja C€ OCUrypAT [A0oCTaTbyHAa TOYHOCT,
TPEOU3HOCT U CTabMIIHOCT C Oorjiel Ha MNpEeAHA3HAYCHHUETO HM Ha
6azaTta Ha ONOAXOIAIIN HAYYHH U TEXHUYCCKH METOIU. HpOI/BBOIII/ITeJ'I}IT
TIoCco4YBa OOMYCTUMHUTE I'paHUIA HA TOYHOCT.
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15.2. M3MepBaHusATa, HalPaBEHH Ype3 U3IEIHS C U3MepBarenHa (YHKLHS, ce
n3pa3sBaT B CTAaHIAPTHH EIAWHHUIN B CHOTBETCTBHE C pa3lopelOWTe Ha
Jupexrusa 80/181/ENO na Csaera (1).

16. 3ammra OT JTbYCHUE
16.1. OOmHU MOJIOKEHUS

a) M3nenusta ce MpOEKTHPAT, MPOM3BEXKAAT M OMNAKOBAT Taka, 4e 1a ce
HaMaji, JOKOJKOTO € BB3MOXKHO, eKCIIO3HIMATAa Ha JIbYCHHE Ha
MAlHeHTH, TOTPEOUTENM U JPYrH JIHIA [0 HAYHH, CbBMECTHM C Ipe/-
Ha3HAYCHHETO UM, O3 TOBa [a OrpaHHYaBa MPHIIOKCHHETO Ha MOAXO-
JAIIATE IIOCOYCHHM HHBAa Ha JIBUYCHHUE 3a TEPAEeBTUYHU U Juar-
HOCTHYHHU LEJIH.

0) B uHCTpykuuuTe 3a ynorpeba Ha M3ACNHATA, W3IBYBAILN PUCKOBO
WIN TOTEHI[MATHO pHUCKOBO JIBUEHHE, C€ CBhABbpXKA MOJApOOHA
uH(pOpMALMS 32 €CTECTBOTO HAa M3IBYEHOTO JIbUYEHHE, CPEACTBaTa 3a
3aIldTa Ha MAlMeHTa W NOTPEeOUTEeNs M HAYMHHUTE 3a W30sArBaHe Ha
HeTpaBUIIHATa yroTpeda M 3a HaMaJsiBaHe HA PUCKOBETE MPH MHCTa-
JIMPaHEeTO, JOKOJIKOTO TOBAa € BBb3MOXKHO M HeoOxoaumo. [locousa ce
u uHopManus 3a INPUEMAHETO W WU3MUTBAHETO Ha AEHCTBHETO,
KPHUTEpHUTE 3a TPHEMaHEe M MPOIEeaypaTa 3a MOIAPBKKA.

16.2 [IpenBuneHo TpueHHE

a) Korato wu3zmenumsita ca mpenHa3HAUCHH Jda HM3IBYBAT PUCKOBO HITH
MOTCHI[MAIHO PHCKOBO HHMBO Ha HOHHM3HMPALIO H/WIM HEHOHU3HPALIO
JbYCHHE, HEOOXOJMMO 32 KOHKpPETHa MEIUIIMHCKA I, 38 KOETO Ce
CYMTa, Ye MOoJ3aTa HaJABHINABA PHUCKOBETE, CBBP3aHH C JIBUYCHHETO,
TpsOBa a € BB3MOXKHO MOTPEOUTENAT Ja KOHTPOIUpPA JTBYCHUETO.
Tes3u u3nenust ce MPOSKTUPAT U MPOM3BEXKIAT TaKa, Y€ JIa OCUTYpsIBAT
BB3MPOU3BOANMOCT Ha CHOTBETHHUTE MPOMEHIMBH MapaMeTpu B
paMKUTE Ha JOMYCTHM TOJEPAHC.

6) Korato wu3menumsita ca mpenHa3HAUYCHH Ja H3IBYBAT PUCKOBO HITH
MOTCHI[MAIHO PUCKOBO HOHHM3MPAIIO W/MIM HEHOHH3HPALIO JIBYCHUE,
MpYU BB3MOXKHOCT T€ Cca CHAOIEHH C BHU3yalHO W/WIM 3BYKOBO IMpE[I-
yOpexkIeHne 32 TOBa M3IbUBaHE.

16.3. Wznenusta ce TNIPpOCKTUpAT M MNPOU3BEIKIAAT Taka, 4€ [da C€ HaMally,
JOKOJIKOTO € BB3MOXXHO, CKCIIO3UWIMATA Ha IMAIUCHTUTEC, HOTpeGI/ITCHI/ITe
u ApYyrure Jimia Ha HENPEABHUJCHO, CTPAHUYHO HJIM PA3CesIHO JIbYCHUEC.
Korato € BB3MOXKHO H IIPUIIOKUMO, CC H36I/IpaT METOAH, KOHUTO
HaMadBaT CKCIIO3MIUATA HA JIBbYCHUC Ha IMAIUCHTHUTE, HOTp€6I/ITeHI/ITe
u JApyrure Jila, KOUTO Morat Ja 6’I>I[aT 3aceruaru.

16.4. Vonusupamo nbueHue

a) MsnemuaTa, nmpenHa3HAuYCHH [a U3IbYBAT MOHM3HMPALIO JBUCHHE, CC
MPOEKTHPAT M IPOU3BEXKAAT B CHOTBETCTBHE C M3HCKBAaHUATA Ha
JupextuBa 2013/59/EBparoMm 3a ompezaensHe Ha OCHOBHH HOPMH Ha
0€30IIaCHOCT 3a 3alluTa Cpelly OIACHOCTUTE, NPOM3THYAIld OT
H3/laraHe Ha MOHM3HPAINIO JTbUCHHE.

6) I/ISIICJII/IS[TE, IpeaHa3sHauYCHU Ja H3Jb4BaT ﬁOHHSHpaHIO JIBYCHUEC, CC
IIPOCKTUPAT U IPOU3BEKIAAT TakKa, 4€ Ja CC€ rapaHTtupa, KoOrato €
BB3MOKHO € OIICZ Ha NpeABUJICHATa UM yHOTpe6a, 4€ KOJIMYCCTBOTO,
TeoOMETpusiTa U Ka4€CTBOTO Ha IPOU3BECACHOTO JIBYECHUE MOrar Ja ce
IIPOMEHAT U KOHTPOJIMPAT, U aKO € Bb3MOXHO — Ja C€ HpociieasiBaT
II0 BpEME Ha JICYCHUETO.

(") Hupextusa 80/181/EMO na CnBera ot 20 nekemBpu 1979 r. 3a cOmmkaBaHe Ha 3aKo-
HOJ/IATeJICTBATa HA JbPKABHTE WICHKH OTHOCHO MEPHHTE CIMHULM W 3a OTMsHA Ha
Jupexrusa 71/354/EMO (OB L 39, 15.2.1980 r., ctp. 40).
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17.

17.1.

17.2.

17.3.

17.4.

18.

18.1.

18.2.

18.3.

18.4.

B) Uznenmsra, wW3mbuBalld HOHHM3MpAIIO JHUCHHE 32 ITHATHOCTHYHA
pamuosiorus, ce MPOEKTHpAT M IPOM3BEXKIAT TaKa, 4e Ja MOCTHTHAT
o0pa3 W/WiM Ka4yecTBO, MOAXOMSIIM 33 MEAUIMHCKOTO IIpeAHa3-
HauyeHWe, KaTro Ce€ HaMmaasIBa /O MHUHHMYM eKCIIO3WIMATa Ha
JThYCHHE HA MALUCHTAa W MOTPEOUTEs.

r) Msnenusra, KOUTO MPOM3BEXIAT HOHU3MPALIO JIBYECHHE U Ca TpEHAa3-
HA4YCHU 3a TEPANeBTUYHA PAJNOIIOTH, CE IPOCKTUPAT U MPOU3BEXKIAT
TaKa, 4e Jla JaBaT Bb3MOXKHOCT 32 HAJEXHO HAOIIOAEHHE U KOHTPOJ
Ha Jl03aTa, BUJA HA JIBUUTE, EHEPrusATa M, KOraTo € LelechoOpasHo,
Ka4eCTBOTO Ha JIbYEHHETO.

IIporpamupyeMu €lEeKTPOHHM CHUCTEMHM — W3JelHs, BKIIOYBALIM B
CbCTaBa CH HPOrPaMHUPYEMH EJIEKTPOHHU CUCTEMH U codryep, KOHTO
caM 1o cebe CH Npe]CTaBiIsiBa U3ZEIUE

W3penusTa, BKIIOYBAIM B CbCTaBa CU IPOrpaMUPYEMH EIEKTPOHHU
CHCTEMH, BKIIIOUMTETHO codTyep, wiu codryep, KoiTo cam no cebe cu
HpeJCTaBiIsABa U3/eNHe, Ce MPOEKTHPAT Taka, 4e Jia rapaHTHpaT HOBTO-
pseMocT, HaleKIHOCT M jAeiicTBue CbOOpa3HO IpenBHICHATa UM
ynorpeba. B ciyuail Ha egMHMYHA MOBpeAa ce IpUeMaT HEOOXOAUMHUTE
MEpKH 3a OTCTPaHsABAHE WM HaMaJsiBaHE Ha MOCIEABAIUTE PUCKOBE MIIU
HapyLIeHHUs1 Ha JEHCTBHETO, NOKOJIKOTO TOBA € BB3MOXKHO.

3a wm3nenusATa, BKIIOYBAIIM B CbCTaBa cu codTyep, wiam 3a codryep,
KOITO caM 1o cebe cH MpelcTaBisiBa U3enue, copTyepsT ce pa3paboTBa
U IIPOU3BEXKJAa B CbOTBETCTBUE C Hal-HOBHUTE HayYHU NOCTHXKCHHSA, KaTO
Ce OTYMTAT NPHHIMIIUTE Ha [MKbJIa Ha pa3paboTBaHe, yNpaBICHHETO HA
pHCKa, BKIIOYUTEIHO HH)OPMALOHHATA CUTYPHOCT, IPOBEPKATa M BaJIH-
JTUPaHEeTo.

CodryepsT 0[O HACTOSIIMS pa3fel, NPEAHA3HAYCH 3a H3IOJI3BAaHE B
KOMOHMHAIMS C MOOWIHH KOMITIOTBPHH IUIaTQOPMH, CE MPOSKTHpa U
NPOM3BEXKIA, KAaTO CE B3eMar NPEOBHA KOHKPETHHTE XapaKTEPHCTHKH
Ha MoOwmiHara Miarpopma (Hampumep pa3Mep U CHOTHOLICHHE Ha
KOHTpAacTa Ha eKpaHa) U BHHIIHUTE (haKTOPU BHB BPB3Ka C HU3MON3BAHETO
My (IpoMeHsIIa ce Cpefa MO OTHOIICHWE Ha CBETIIMHATA UM IIyMa).

[IponsBomuTenuTe yCTaHOBSBAaT MHHHUMAIHM M3WUCKBAHUS 3a Xaplyepa,
xapakrepuctukure Ha UT Mpexure U nHGOPMALMOHHO-TEXHOJIOTHYHUTE
MEpKH 3a CHTYPHOCT, BKJIIOYHTENIHO 3allUTaTa CpeIly HETO3BOJIECH
JIOCTBII, KOATO € HeoOXoauma, 3a 1a Moxke copTyepbT Aa (GyHKIHMOHHpA
10 TIpeJHa3HA4YCHUE.

AKTHBHH u3aeinsa U CBbpP3aHU KbM TAX U3AEIIHA

B Cﬂyqaﬁ Ha ¢JuMHUYHA IOBpe€Aa IIpU HCUMIUIAHTUPYEMH AaKTHBHU
uzaeiausa Ce rnpueMar H€O6X0[[I/IMI/IT6 MEPKHU 3a OTCTpaHABaHE WUJIKA HaMa-
JIABAHC Ha MOCJICABAIIUTE PHUCKOBE, TOKOJKOTO TOBA € BB3MOKHO.

I/Isz[ennsrra, IIpU KOUTO 0Oe3omacHOCTTa Ha TmanueHTa 3aBUCU OT BHTPCUICH
HU3TOYHUK Ha CHEprus, ca CHaGI[eHI/I C amnaparypa 3a OIIpE€ACIsIHE Ha
CbCTOSIHUCTO Ha M3TOYHUKA Ha CHEprus U C IMoAXOAAIO IIpea-
YIOpeKACHUE MM YKa3aHUE 3a TOBa KOra KaralnuTeThbT Ha HU3TOYHUKA
Ha €HEprus JOCTUIHE KpUTUYHA TOYKaA. Ako e H€06XO,I[I/IMO7 peaynpex-
JACHUCTO WJIM YKA3aHUCETO C€ JlaBa IIPEAU KallalluTeThT Ha W3TOYHHUKA Ha
CHEprust 1a JOCTUTHE KpUTUYHATa TOYKa.

I/I3HCJ'H/I}ITa, IIpU KOUTO Oe3omacHOCTTa Ha ManueHTa 3aBUCH OT BBHIICH
HU3TOYHUK Ha CHEprus, ca CHa6,£leHl/I C aJlJapM€Ha CHUCTEMa, KOATO Ja
CUTHAJIM3Mpa 3a BCAKO HAPYHICHUE B 3aXPAaHBAHETO.

W3penusaTta, npenHa3HadeHH 3a HaONIOACHWE HA €IWH WM IIOBeve
KIMHUYHA TlapaMeThpa Ha MANWMeHT, ca CHa0AE€HW C IIOIXOJAIIN
aJlapMEHN CHUCTEMH, CHTHAJIM3UpAllU MOTPeOHTENs 3a CHTyalHd, KOUTO
OMxa MOTJIH Ja MpPEeIU3BUKAT CMBPT MJIM CEPHO3HO BIIOIIABaHE Ha 31pa-
BOCJIOBHOTO CBCTOSIHUE Ha IAIMCHTA.
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18.5.

18.6.

18.7.

18.8.

19.

19.1.

19.2.

19.3.

19.4.

Wspenuara ce MNPOEKTHpAT W MPOW3BEXKIAT Taka, 4e JOKOJKOTO €
BB3MOXHO, B MpeIBHACHATa 3a TAX pabOTHA cpena pPUCKOBETE OT
Ch3/IaBaHEe Ha CIICKTPOMATHWTHH CMYILICHHUS, KOMTO MOTaT Jia HOBJIHUSAT
Ha JIEHCTBUETO HAa BBIPOCHUTE WM IPYTH H3JEIHMs WM anapard, ja
OBbIAT MUHUMAIHU.

W3nennsaTa ce mMpoeKTHPAT W MPOU3BEKAAT TaKa, 4 J1a OCUTypSBAT HUBO
Ha BBTPEIIHA YCTOHYMBOCT HA €IEKTPOMArHUTHH CMYIICHUS, KOETO Aa €
MOAXOJIIIO, 32 A2 UM IMO3BOJIM Jia paboTAT MO MpeiHa3HAYCHHE.

Wznenuata ce MpOEKTUpaT W TPOU3BEKAAT Taka, de JOKOIKOTO €
BB3MOXHO, Jla ce M30erHe PHUCKBT OT CIIy4ailHM TOKOBM YAapH Ha
HanueHTa, MOTpeOUTeNnss WiIM APYro JIMLIE NpU HOpMajiHa ymnotpeba u
IpU eJUHUYHA MOBpela Ha W3AENMATa, KOTaTo ca WHCTAIUpaHu |
MOJUIbPKAaHN CHOpPEA MHCTPYKIMUTE Ha MPOU3BOIMTES.

WznenuaTa ce MpoeKTHpaT W TPOM3BEXKIAT Taka, dYe, JOKOIKOTO €
BB3MOXHO, Jla Ca 3allUTeHd OT HEepas3pellieH JOCTbI, KOHTO OM HuM
HONpedns1 a (yHKIMOHUPAT 1O NpeAHa3HaYeHHe.

Cneunam—m U3UCKBAaHHUs 34 AKTUBHUTC UMIUIAHTUPYEMHU U3ACIIUA

AKTUBHUTE UMIUIAHTUPYEMH H3JC/IUSL C€ IIPOCKTUpAT W IIPOU3BEKIAT
Taka, 4€ Ja C€ INIpeMaxHaT WU CBeAAT A0 MHUHUMYM, HOOKOJIKOTO €
BB3MOXXHO:

a) PHUCKOBETE, CBbP3aHU C U3IIOJI3BAHETO Ha CHSpFHﬁHH HU3TOYHHUIIH, KaTO
ce 06'I>pHC CIIerualHO BHUMAHUEC Ha HM30JIalluATa, U3TUYAIIUTE TOKOBE
U MNPETPABAHETO Ha U3ACIUATA MPU MU3IOJI3BAHETO Ha CJICKTPUYICCTBO,

0) pHCKOBETE, CBBP3aHH C JIEYEHHE, OCOOCHO OHE3M, KOMTO IPOU3THYAT
or ymortpebara Ha nehUOPHIATOPH WIM BHCOKOYECTOTHA XHUPYP-
THYECKa amaparypa, 1

B) PHCKOBETE, KOWTO MOTaT Ja BB3HHKHAT, KOTAaTO MOIJIPBKKATa M
KaJTHOpHUPaHETO ca HEBH3MOXKHH, BKIIOYUTETHO:

— HOPEKOMEPHO YBCINYCHHE Ha U3TUYAIIUTE TOKOBE,

— OCTapsABaHC Ha U3IOJI3BAHUTEC MaTCpHAJIH,

— HNPEKOMEpHA TOIUJIMHA, F€HEPHUpaHa OT U3ACIINUCTO,

— HaMaJIIBaHC Ha NPCIU3HOCTTA Ha HSKOM U3MEPBATEJICH ypEa WU
KOHTPOJIEH MEXaHU3bM.

AKTHUBHHUTE UMIUIAHTUPYEMHU HU3JCIUS CE€ IPOCKTUpAT U IPOU3BEXKIAT
Taka, 4€ J1a €€ OCUrypHu:

— KOraro € IpWJIOKHUMO, CbBMECTHUMOCT Ha H3JejuATa C BELIECTBATa,
KOUTO T€ Ca IpeJHa3Ha4YC€HU Ja mnpujiarar, u

— HaJACKIHOCT Ha U3TOYHHUKA Ha C€HEPIrus.

AKTUBHUTE HUMIUIAaHTUPYEMU H3JCIUSL U, aKO € IIPUIIOKHUMO, TCXHUTEC
CbCTaBHH 4YacCTH, C€ I/II[GHTI/I(bI/II_H/IpaT Taka, 4Y€ [Oda II03BOJIABaAT
B3€MAHETO Ha BCHUYKH HCO6XOI[I/IMI/I MCpKHU CJIeA OTKpUBaHE Ha IIOTCH-
UaJIeH PUCK BBB BPB3Ka C U3ACIUATA WIIUN TEXHUTE CHCTaBHU 4aCTH.

Ha akTHBHHTE MMIUIAHTHPYEMHU H3/EIHS CE TOCTaBsi KOI, upe3 KOMTO Te
M TEXHHWSAT TPOU3BOAMUTENl MOTar aa ObJaT KaTerOPUYHO HICHTHOH-
upann  (MO-CIIENMAIHO [0 OTHOLICHHE HA BHOA Ha H3ICIHETO |
roAvHaTta My Ha MPOHM3BOJCTBO); MPU HEOOXOIUMOCT TO3M KO TpsiOBa
Ia MOXe Ja ce pasumra, 0e3 na e HeoOXOomMMa XHpypruvecKka HHTEep-
BEHIINSL.
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20.

20.1.

20.2.

20.3.

20.4.

20.5.

20.6.

21.

21.1.

21.2.

21.3.

3aHlI/ITa OT MEXaHUYHU U TOIUIMHHU PHUCKOBE

WznenusaTa ce NpoeKTUpAT U MPOU3BEKAAT TaKa, Y€ MALUEHTUTE U MOTpe-
OuTenuTe N1a ca 3aIIUTeHH OT MEXAaHWYHM PUCKOBE, CBBbP3aHH HAaNpHMeEp
C YCTOHYMBOCTTA Ha JBH)KEHHE, C HECTAOWJIHOCT M C JABMXKELIUTE ce
YacTH.

Nznenusta ce IIPOCKTHUpAT U IIPOU3BEKAAT Taka, 4€ Ja C€ HaMaJiAT 10
MHUHUMYM PHUCKOBETE OT I'€HECpUpPAHU OT H3JACJIUSATA Bn6paunn, KaTro c¢
OTUHUTAT TEXHUYCCKUAT MNPOTrpeC MU CHIICCTBYBAIIUTE CPEACTBA 3a Orpa-
HHUYaBaHC Ha BI/I6]J3HI/II/ITC, 0cobeHo opu HM3TOYHHUKA, OCBEH KOrato
BI/I6paI_[I/IPITe ca 4acT OT IIOCOYEHOTO JIEHWCTBHE.

W3penusita ce IPOCKTHUPAT U MPOU3BEXKIAAT TaKa, Y€ Ja CC€ HaMaJAT 10
MHUHUMYM PUCKOBETE OT U3JIBUYCHHUA ILIYM, KaTO C€ OTYUTAT TCXHUYCCKUAT
nporpec u ChUICCTBYBAIIMTE CPEACTBA 3a OrpaHM4YaBaHEC Ha IIyMma,
0Cco0eHO IIpyU MU3TOYHHKA, OCBEH KOIaTO M3JIBUYCHHUAT IIYM € 4YacT OT
MIOCOYCHOTO HCﬁCTBHC.

TepMmuHanuTe M CBBP3BAMMNTE YACTH KbM M3TOYHUIN HA EIEKTPHUYECTBO,
ras, XuApaBIMYHA WM ITHEBMAaTHYHA €HEPIUs, C KOUTO IOTPEOUTENAT
WIM JIpyro June TpsOBa ga paboTH, ce HPOEKTHPAT M KOHCTPYHpaT
Taka, Y€ BCHYKH BB3MOXKHH PHCKOBE Ja Ca MUHHMAaJTHH.

rpCIHKI/ITC, KOHUTO MoOrar Ja C€ HalpaBiT IIPpH MOHTaX HJIK CMsiHA Ha
ONpeaCICHN YaCTH, KOUTO Ouxa MOTJIH Ja Cb3dajaaT pUCKOBE, C€ IIpea-
OTBpaTsBaT 4pe3 NPOCKTUPAHETO U KOHCTPYKLUATA Ha TE3UW 4YaCTU WY,
aKO TOBa € HEBB3MOXHO — 4Ype3 I/IH(l)OpMaI_[I/ISI, II0COY€Ha BHPXY CaMHUTC
YacTH W/WJIH KOXYCHUTE HM.

Coplinara nHOOPMALHS CC MPEICTABS BBPXY ABIKCLINTE CC YAaCTH W/HIH
TEXHHTE KOXKYCH, KOTaTo IOCOKAaTa Ha JBWKEHHE TPOBa 1a ¢ M3BECTHA,
3a Ja ce W30erHe pUCKBT.

I[OCTT)HHI/ITC YaCTH Ha Hs3gciIusaTa (C HU3KIKOYCHUE Ha YaCTUTC WU
30HUTC, IIpE€AHA3HAYCHU Ja HU3JIbYBAT TOIJIMHA WK Ja Ce HaI‘p}IBaT) u
CBbCCAHUTE UM YaCTHU IPU HOPMAJIHU YCJIOBUA Ha yHOTpe6a HE JocTturart
TIOTCHIIUAJIHO OIaCHU TEMIIEpaTypu.

3aLLU/ITa OT PUCKOBE 3a IallMCHTAa HWJIN l'lOTpeGI/ITeJ'lﬂ OT H3ACIus,
JAOCTaBsAIU CHEPIrust WU BELIECTBA

I/ISZ[CJ'II/ISITB., KOUTO AOCTaBAT Ha IallU€HTa €HEprus WJIK BeLIeCTBa, CE
IIpOCKTHUpAT U I/I3pa60TBaT Taka, 4€ CKOpPOCTTa Ha IIOTOKa Ja MOXKE Ja
C€ peryiupa U rnoaabpxka ¢ TOYHOCT, KOSATO J1a rapaHTHpa 0e30MacHOCTTa
Ha manucHTa U l'IOTpe6I/IT€J'I}I.

Uznenusta ca cHabAeHH C NPHUCIOCOOJICHHUS 3a MPEJOTBpPATsSBAHE W/UIU
CHIHAJIM3MPAHE 3@ BCSKA HEMOAXOJIIIa CKOPOCT Ha MOTOKA HA E€HEprusl
WIM Ha JOCTaBSIHUTE BEIIECTBA, KOATO OH Moria [a MpeicTaBisiBa
OmacHOCT. M3menusTa NPUTEKABAT MOAXOMSIIUM 3ALIUTHA PHUCIIO-
COOJIEHHS, KOWTO, JOKOJKOTO € BB3MOXKHO, MPEIOTBPATSBAT HHIH-
JICHTHOTO OCBOOOXIaBaHE HA OMNACHO KOJIMYECTBO CHEPrHs MU
BEIECTBA OT M3TOYHHUK HA €HEPIusi W/WIIM Ha BEIIECTBA.

OyHKIMUTE HA KOHTPOJIUTE M MOKA3aTeIUTE ca SCHO 0003HAYECHH BBPXY
nm3genuaTa. Korato wm3menusaTa ca NpUAPYKEHH OT MHCTPYKIHH 3a
ynorpeba WiIn BU3yalHa cUcTeMa 3a PaOOTHUTE WJIM HACTPOMBAHUTE MM
napameTpH, Tasu MHGOpMaiMs e pazdupaema 3a MOTPeOUTENs, a ako €
MIPWIOKHMO — M 3a TAIUEHTa.
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22.

22.1.

22.2.

22.3.

3aHlI/ITa OT PHCKOBE, CB3JaAC€HHU OT MCEIUIWHCKHA WU3NCIHA, NpEaHas-
Ha4y€HU OT IPOU3BOAUTEI 3a yHOTp€6a OT HECHCIUAINUCTH

W3penusaTta 3a ynorpe6a OT HECHELHMAINCTH CE NPOCKTHPAT U IPOM3-
BEXX/AAT Taka, 4€ Ja (YHKIMOHMPAT NPABUIIHO CBIJIACHO IpEAHA3HA-
YEHHETO CH, KaTo C€ OTYUTAT YMEHHUATa U CPEACTBaTa, C KOHUTO
pasrmosyiaraT HeCIEHaINCTUTE, KaKTO M BB3JICHCTBHETO HAa HMPOMEHHUTE,
KOMTO MOraT 00OCHOBAaHO Jia Ce NPEABUIAT B TEXHUKATa M CpelaTa Ha
HecrnenuanucTta. Mudopmanusara U HMHCTPYKLMHUTE, NPEAOCTABEHH OT
HPOU3BOJMUTENS, Ca JIECHU 3a pa30upaHe W MpHiIaraHe OT HECTCLHAINCTa.

Hsnennata 3a ymotpeda OT HECTENHANMCTH CE TPOEKTHPAT M HPOM3-
BEXK/IAT Taka, 4e:

— J[1a ce TapaHTHpa, Y€ M3OCITHETO MOXE [a Ce M3MO0i3Ba GEe30MacHO U
TOYHO OT IICJICBHS IOTPEOUTEN Ha BCHYKH €TAlM OT MPOLEAypaTa,
aKO € HeoOXOAMMO — CJIe/l OCHI'YpsIBaHE Ha MOAXOAAIIO0 oOydeHue
i uHpOpMarys,

— Jla ce HaMald BBB BB3MOXKHO HaW-rosiMa M MOJAXOJSIIA CTEHEH
PUCKBT OT HENpeIBHICHM MOpSA3BaHMA W yOOXKIaHUs, KaTo
HanpuMep yOoXJaHe ¢ MEJULMHCKU HITH, U

— J1a ce HaMajd BB BB3MOXKHO HAW-rOJIsIMa CTEMEH PHCKBT OT IPELIKa
Ha LeNeBHs NOTpeOHTeN mpu paboTa ¢ H3IACIMETO M, aKo ¢
MPUIIOKUMO, TIPU THIKYBAHETO HA PE3yJITaTHTE.

Koraro e menecpobpa3Ho, m3menusaTa 3a ymorpeba OT HECICHHATHCTH
BKJIIOYBAT TPOLIEAYPa, Ype3 KOATO HECIICHHATHCTHT:

— MOXe Jla NIpoBepH IO BpeMe Ha ymorpebara Jaanm H3AEIHETO
(YHKLIHOHUpA, KaKTO € MPEeIBHACHO OT MPOU3BOAUTEINS, U

— aKo € IPWIOKHUMO, OMBa MpenyNpexaBaH, aKo H3IEIUEeTO He
Ipe/ICTaBU BaJUJICH pe3yJTar.

I'IABA 111

H3HUCKBAHHA 34 HHD®OPMALIHATA, IIPE/IOCTABAHA C

23.
23.1.

H3JJEJIMETO
Etuxer u nHCTpyKUMH 3a ynoTpebda
OOy M3UCKBaHUs 32 MHPOPMAIUATA OT NMPOM3BOAUTEIS

Besko m3menue ce mpuapyxasa oT HHGOpMaNUs 3a HICHTH(QUIUPAHE Ha
U3JeIHeTO U IPOU3BOJUTENI My U OT BCsKakBa HH(OpManus 3a Ge3omac-
HOCTTa M JEHCTBUETO, OT 3HAYEHUE 3a IOTPEOMTEN MM 3a APYro JHUIE,
B 3aBHCHMOCT OT ciyd4as. Tasu uHQopManus MoXe Ja € Ha CaMOTO
u3Jenye, Ha ONAKOBKATA WIM B MHCTPYKIHUTE 3a yHoTpeba M — aKo
MPOU3BOJUTENAT MMa yeOcaliT — ce mocouBa M ce€ aKTyalu3upa Ha
yeOcaiiTa, KaTo ce B3eMa NPEIBU CIEIHOTO:

a) HOCUTENST, (OpMATBT, CBHIBPKAHMETO, YETIMBOCTTa M Pa3Iolo-
JKEHHETO Ha eTHKeTa W Ha MHCTPYyKUMUTE 3a ymotpeba ca
HOAXOMSIIM 332 KOHKPETHOTO H3Jejne, INpeAHa3HaYeHHET0 My H
TEeXHUYECKUTE 3HAHWs, OIHUT, O0pa3oBaHME WIM OOydYeHHE Ha
ueneusi(te) morpedbuten(u). I[lo-KOHKPETHO HHCTPYKUIMHTE 34
ynorpeba ca pefakTUpaHH IO JICCHO pa30MpacM HauMH 3a LeJCBUS
MOTpeOUTEN M, aKo € TMOIXOAAII0, Ca JONBJIHEHH C YepTe U H
Jarpamu;

0) umHpOpMarMATa, KOSATO TpsOBa 1a € IOCOYeHa BBPXY CTHKETa, ce
IIPE/ICTaBs HA CaMOTO M37enne. AKO TOBAa € HEBB3MOXKHO MM HETOJ-
XOJIII0, YacT OT MHGPOPMALMATA WM IsU1aTa HHOPMALHS MOXE Jia
ce MOCOYM Ha ONAKOBKAaTa Ha BCSKAa €IMHUYHA Opolika W/WiM Ha
ONAaKOBKaTa HA MHOJKECTBO M3JIEIIHS;
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23.2.

B) ETHKETHTE Ce MpEJACTaBAT BBHB (hopmar, pa3bupaeM 3a xopara, U
MoraT jJa ce JONBIHAT ¢ HWH(OpMamus, KOATO Ce pa3uura oT
MalliHa, KaTto Hampumep paguodecrotHa uaeHtudukauus (RFID)
i 0apKoIoBe;

I) MHCTPYKIMUTE 3a ymoTpeba ce OCHTypsBaT 3aelHO C u3menusrta. 1o
U3KJIIOUEHHE, HE C€ M3MCKBAT TaKMBa MHCTPYKLUMHU 3a ymnoTpeba 3a
maenus or knac I m kmac Ila, ako Te3m wu3menauss MoraT ga ce
u3nom3Bat Oe3omacHO Oe3 TakWBa MHCTPYKIMH U aKO HE € Tpel-
BUJICHO APYro B HACTOSIUMS pa3ned;

J) KOraTO MHOXXECTBO H3JICNIHsI CE JOCTaBAT HAa €IMH IOTPEOHMTEN M/WIH
MSCTO, MOXE Jla C€ TIPEeJOCTaBM caMO C€OUH eK3eMIUIIp Ha
MHCTPYKLMHUTE 32 ynotpeba, ako KyNMyBauybT € CBIVIACCH, KAaTO IMPH
BCSIKO IOJIOXKEHHE TOW MOXe Ja H3MCKa Ja ObJaT JOCTaBeHH
0e3IIaTHO TONBJIHUTEIHN EK3eMIUIIPH.

€) HMHCTPYKLHMUTE 3a ynorpeba Morar Ja ce OCHIypsAT Ha HOTpeduTes
Ha HEXapTUEH HOCUTEN (HAlpuUMep €JEKTPOHEH), HOKOJIKOTO €
paspeleHo ¥ caMo IpH ycloBusATa, rnocoueHu B Permament (EC)
Ne 207/2012 unu B HAKOE OT HOCJEABAIMTE NpaBUIIa 3a IPUIIATaHe,
IPHETH B CHOTBETCTBUE C HACTOSIIUS PETJIAMEHT;

) OCTATBYHUTE PHUCKOBE, 32 KOMTO TMOTPEOMTENAT W/MIM JPYro JIULE
TpsiOBa 1na ObIAT yBEJOMEHH, C€ BKJIIOYBAT B ITIPENOCTaBSHATA OT
npousBoauTels nHdopmanus nox Gpopmara Ha OrpaHUYCHUs], HPOTHU-
BOTIOKA3aHMSA, MPEANa3sHn MEPKHU I MPEIyIpEeKACHNS;

3) KOrato € LenechboOpa3HO, TPeRoCTaBeHaTa OT IMPOU3BOAUTEINS
uHdopmanust ce mpeAcraBs mmoJ Qopmara Ha MEXIyHapOAHO
NPHETH CUMBOJIM. Beekn M3mon3BaH CMMBOJ WM MACHTH()UKAIIMOHEH
LIBAT OTroBapsi Ha XapMoHM3WpaHuTe craHzaptu wimm OC. B
o0sacTuTe, B KOMTO HsAMa XapMOHHM3upaHu cranpaptu wm OC, B
NPEO0CTaBeHATa C M3/ENUETO JAOKYMEHTAIUsl Ce ONUCBAT CUMBOJIUTE
U 1IBETOBETE.

Hudpopmanus BbpXy eTukera

Etnkerst ChbAbpKa BCUYKU I/I36p06HI/I T10-10J1y HJaHHMU:
a) HUMETO WA THPrOBCKOTO HAMMCHOBAHHME HA HU3IACIHUETO,

6) wuHpopmanusTa, CTPOro HeoOXoaMMa Ha MOTPEOUTENs, 3a 1a HICHTH-
(buLEpa U3AETHETO, ChABPKAHHETO B OMAKOBKATA U KOraTO HE € SICHO
3a MOTpeOuTeNs — IPEAHA3HAUYCHUETO HA M3CIHETO;

B) HAaUMEHOBAaHUETO, PETHCTPUPAHOTO THPrOBCKO HAUMEHOBAHHME WU
perucTpupaHara ThProBCKa MapKa Ha HPOM3BOJUTENS M ajpeca Ha
PErucTpUPaHOTO My MSCTO Ha CTONAHCKa JEHHOCT;

F) aKO PpErucCTpupaHoTo MsCTO Ha CTOIIaHCKa JNeHOCT Ha Ipous-
BOOUTEIAA € H3BBH Cpr03a — HUMETO Ha YIOBJIIHOMOLICHUSA TIPpEI-
CTaBUTEC M aJApeca Ha PETUCTPUPAHOTO MACTO Ha CTOIIAHCKa
JIEMHOCT Ha YIIBJIHOMOLICHHUS IPEACTAaBUTEIL;

,H) aKO € TIPWJIOXKHUMO, C€ TMOoCOoYBa, Y€ MH3IOCIUETO ChAbpXKaA HIA
BKJIIFOYBA:

— JICKapCTBE€HO BCIICCTBO, BKJIFOUHUTCIHO TNIPpOU3BOAHO Ha
YOBCIIKAaTa KPbB WK IUIadMa, WU

— TbKaHW WJINW KIICTKU HWIHW TEXHU M[POU3BOAHU OT HYOBCHIKU
npousxon, uin

— TBKaHM WIM KICTKA OT JKMBOTHHCKH IPOHM3XOJ WIH TEXHU
npousBosHH, nocodeHu B Permament (EC) Ne 722/2012;

€) aKo € MPWIOKUMO, MH(OpPMAIHUS BBPXY €THKETa CHITIACHO paszel
10.4.5;
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23.3.

)K) HOMEp Ha mapTuaaTa uih CEPpUCH HOMEP Ha U3ACIUCTO, MTPEAIIECCTBAH

3)

)

K)

)

M)

H)

0)

1)

p)

T)

ot agymure ,,HOMEP HA TTIAPTUJIA® wmm ,,CEPUEH HOMEP* nmm
€KBHBAJIEHTEH CHMBOII, B 3aBHCHMOCT OT TOBA KOE € ITOIXOJSIIO;

Hocurensat Ha UDI no wunen 27, mnaparpap 4um wact B or
npuioxenue VI;

SICHO IIOCOYCH Kpac€H CPOK Ha 0e301acHO M3IMOJI3BaHE WJIM MMILIAH-
THpaHE€ Ha U3JACIUETO (C YKa3zaHu Hal-MaJIKO TOJWHA U MGCCLI),
KOorato ToBa MMa 3HAUCHHC,

KOraTo HE € I0COYEHA JaTaTa, N0 KOATO H3JEIMeTO MOXKe J1a ce
U3Moi3Ba 0Oe30macHo, ce yKa3Ba Jarata Ha HpPOM3BOACTBO. Taszm
Jlata Ha IIPOU3BOJACTBO MOXE Jia C€ BKJIIOYM KaTo 4acT OT HOMepa
Ha TapTUAaTa WIH CEPUHHMS HOMeEp, INPU YCJIOBHE Ja € SICHO
orpeiesIma;

rmocoyBar €€ BCUYKH IPHIOKHMHU  CIICHHAJIHH  YCJIOBHUSI  Ha
CbXpaHCHUEC W/AIH pa60Ta C U3ICITUCTO,

aKo W3EIHeTO Ce JOCTaBi CTEPUIIHO, TOBA C€ yKa3Ba, KaKTO M
METOIBT 33 CTEPUIIH3ALNS;

HpeIynpexaeHHs WIH NPeAna3sHH MEepKH, KOUTO € HEOOXOAUMO Ja ce
CBeJlaT 10 HEMOCPEJCTBEHOTO BHMMAHHME Ha MOTpeOHuTeNns Ha
U3JENUeTo U Ha Apyro auue. Tasu uHbopMmauus Moxe Ja ce CBele
0 MHHHMYM, HO B TaKbB Cly4yail B MHCTPYKLHHUTE 3a yrnorpeba ce
npejcraBs Ho-mofpoOHa HMHGpOpMalMs, KaTo ce B3eMaT IPeaBUI
LeIeBUTE MOTPEOUTENH;

aKo W3IENHETO € 3a COHOKpaTHa ymotpeba, ToBa ce yKasBa.
VkazaHHeTO Ha IPOU3BOJHUTEINS 33 €IHOKpATHATa yIoTpeda ¢ mociea-
oBarenHo B nenust Chro3.

aKo M3JENHETO € 3a CAHOKpaTHA ymoTpeda U ¢ G0 MOBTOPHO 00pa-
6oTeHO, ce mocouBa TO3M (aKT, OPOIT Ha Bedye M3BBPIICHHUTE LUKIH
Ha TOBTOpHAa 00paboTKa M BCAKO OTrPAaHUYCHHE 110 OTHOLICHHE Ha
Oposi Ha TE3M LIMKIIY;

aK0 HM3/EJMETO € W3rOTBEHO M0 MOPhYKa —TEKCTHT ,,U3/CIHE,
W3TOTBEHO IO MOpBYKa“;

yKazaHHe, 4e H3JeUeTO € MEAUILMHCKO u3aenue. AKO H3JEIUETO €
caMO 3a KJIMHUYHO W3IHUTBaHE — TEKCTHT ,,CaMO 3a KIMHUYHU
M3MUTBAHUA;

3a M3OCIUATA, CBCTABCHUM OT BCUICCTBA HIIH KOM6I/IHaHI/II/I oT
BEIIECTBA, KOUTO Ca IMp€AHasHA4YCHU [Oa 6'I>IIaT BBBCIACHHU B
YOBCIIKOTO THAJIO IIPE3 TEJIECEH OTBOp, WIM Ja 6'])[[3,T TIpUIIOKCHU
BBPXY KOXaTa U KOUTO C€ a6cop6npaT OT YOBCHIKOTO TAJIO HIIN CC
PpasnpbCKBAT JIOKAJIHO B HETO —ISUIOCTHHUA KadY€CTBEH CbHCTAaB Ha
HU3CIIMECTO M KOJHUYCCTBCHA I/IH(bOpMaHI/I}I 3a OCHOBHaTa CbhCTaBKa
W CbCTaBKHU, YpE€3 KOUTO CE NMOCTUT'a OCHOBHOTO HeﬁCTBHe o npen-
Ha3HA4YCHUC,

32 aKTHBHHUTE WMIUIAHTHPYEMH H3JENUsl C€ I10COYBA CEPUIHUAT
HOMEp, a 3a JPYyruTe UMIUIAHTUPYEMH U3JeNUs — CepUiHUAT
HOMEp HJIM HOMEpPHT Ha MapTHAATA.

Wudopmanust BbpXy OIAKOBKAaTa, KOATO IMOAIbPXKA CTEPUIIHOCTTA Ha
H3IeIneTo (,,CTepUIIHAa OITaKOBKa™):

Bwpxy cTepunHaTa omakoBKa C€ IOCOYBAT CIEAHUTE TAHHU:

a)

0)

YKa3aHu€, O3BOJISIBAILIO CTEpUIIHATA OIIAaKOBKa Ja 6’I>I[C pasno3Hara
KaToO TakaBa,

JeKIapanys, 4e M3ACIHETO € CTEPUITHO,
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23.4.

B)

r)

n)

e)

)

3)

v)

METO Ha CTEpUIU3alui,

HUMETO U aApeChT Ha IMPOU3BOOUTEII,

OIMUCaHNE Ha HU3IOCITUCTO,

aKO HU3JCIHMECTO € CaMO 3a KJIMHUYHO H3IMUTBAHC — TCKCTHT,,U3KIIIO-
YUTCIIHO 3a KIIMHUYHHA I/ISHI/ITBaHI/Iﬂ“,

aKO M3[EIMETO € WU3rOTBEHO II0 MOpbYKA — TEKCTBT ,,U3JEIIHE,
U3rOTBEHO 110 MOPBUKA®,

Mecell U roanHa Ha IIPOU3BOACTBO,

SICHO IIOCOYCH KpacH CpOK 3a 0e301acHO M3II0JI3BaHE WM HMMILIaH-
THpaHE Ha U3JCIIUCTO (C YKa3zaHUu Hal-MaJIko TOIMHA U MGCCLI), u

yKa3aHue B Cly4yail Ha HapylleHa CTEpHIIHA ONAKOBKA MIIM HeETpel-
HaMepeHO OTBAapsiHE Ha CTEPHUJIHATA ONAKOBKA Ipelu yrnorpeda na ce
HAlpaBM CIPaBKa C MHCTPYKLMHTE 3a ymnoTpeoda.

Hudpopmanys B HHCTPYKLUHTE 33 yrnoTpeda

WucTpykuuute 3a ynorpeda ChAbpKaT BCHYKU JAQHHH IO-JOJIY:

a)

0)

r)

1)

e)

)

)

JAHHHUTE, MOCOYCHH B paszaen 23.2, OykBu a), B), 1), €), K), 1), H) U

©);

MIPEeAHA3HAYEHNETO HA M3EIHETO C SICHO MOCOYBAaHE Ha INOKA3aHMUA,
MIPOTUBOINOKA3aHKsA, [IeJIeBa TPyNa WIM IPYNH Ha MANUCHTHTE U Ha
MOTPEOUTENUTE, B 3aBHCHMOCT OT CIIydasi;

KOraTo € INpUI0KUMO, YTOUYHABAHE HA OYaKBAHWUTEC KIIMHWYHH IOJI3H.

KOTaTo € MPUIOKUMO, BPB3KH KbM PE3IOMETO 3a 0e30MacHOCTTa U
KIMHUYHOTO JEHCTBUE CHITIACHO 4WieH 32;

XapakTECPUCTUKUTE Ha L[eﬁCTBHCTO Ha HU3OCITUCTO,

KOTaTo € MPHIOXKHUMO, HHPOPMAIIKs, TO3BOISABAIIA HA MEIUIIMHCKUS
CHENHATKCT [1a IPOBEPH Al M3IEINETO € MOIXOAANI0 U 1a u3depe
CBHOTBETHHSI COPTYEep U HPHHAIICKHOCTH;

BCHYKM OCTaThYHM PHCKOBE, IIPOTHBONOKA3AHUA W HEXEJIAHU
CTpaHWYHM e(EeKTH, BKIIOUUTENHO HH(pOpMAIMs, KOATO TpsOBa na
ce choOILIM Ha ManueHTa BbB BPB3Ka C TOBA;

crerpduKanuy, KOUTO ca HEOOXOAMMH Ha MOTpeduTeNns, 3a 1a
H3II0JI3Ba TPABIIIHO M3/EIHETO; HApUMeEp, ako TO € C W3MepBaTeslHa
(yHKIHS, ce TOCOYBa TBBP/ISHATA CTEIIEH HA TOYHOCT;

MOAPOGHOCTH 3@ BCAKO MOATOTBUTENHO NEHCTBHE WIIM MAaHHITYJIAIUS
Ha W3JEIHUETO, MPEAX TO @ € TOTOBO 3a yrnoTpeba WM 110 BpeMe Ha
yrnotpeba, Karo CTepWIM3alys, OKOHYATEIHO KOMIUIEKTYBAHE,
KanubpupaHe W Jp., BKIIOYHTEIHO CTENEHTa Ha Ie3UHQEKIHs,
KOATO € HeoOXoauMa 3a TapaHTHpaHe 0e30MacHOCTTa Ha ITAllMeHTa,
KAaKTO M BCUYKU HAIMYHM METOIMU 3a IOCTUTaHE HA Ta3W CTENEH Ha
ne3nHpeKnus;

BCHYKH W3WCKBAaHHWS 32 CHENUATHH CBHOPBKEHHUS, CHEIHATHO
oOydyeHHEe WIM KOHKPETHH KBauu(UKAlMKM Ha MOTpeOuTens Ha
H3JCTMETO W/WiIK JIPYTH JIHIA,
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K)

)

H)

0)

1)

p)

)

I/IH(bOpMaHI/I}ITa, H606X0[[I/IM21 3a IPOBCpKa Ha MNPaBWIHOTO HWHCTA-
JIUpaHE€ Ha MU3JCJIMETO MW Ha TI'OTOBHOCTTa MYy 3a 0e3omacHo
L[CflCTBI/IC, KaKTO € HpeABUACHO OT IIPOMU3BOAUTECIISA, KOraTo € ILeie-
c1,06pa3Ho, 3a€IHO CBC CIC€aHaTa I/IH(bOpMa_I_II/I}II

— JIaHHHU 3a €CTECTBOTO U YECTOTAaTa Ha U3BBPIIBAHC Ha HpO(l)I/IJ'IaK-
TUYHaTa U pe€AoBHATa MNOAAPBIKKA U Ha BCIAKO INPEABAPUTEIIHO
IIOYHCTBAHC WU I[CSI/IH(i)CKI_[I/Iﬂ,

— IIOCOYBAHC Ha BCHYKH KOHCYMAaTHMBH M HAYWHA Ha CMsAHATa UM,

— unHdopManus 3a BCIKO eJHO HEOOXOIMMO KaaubpHpaHe 3a rapaH-
THpaHE HAa IPaBUIHOTO M Oe3omacHO (YHKLHOHUpAHE Ha
U3/IeNTUETO 110 BPEME Ha EKCIUIOATAllMOHHUS My CPOK; U

— METOZH 3a OTCTPaHsABAaHE HA PUCKOBETE 3a JIMLATA, yYacCTBAIU B
MHCTAJIMPAHETO,  KaIMOpUpaHeTO WM  OOCIy>KBaHETO  Ha
U3JIeNHATa;

aKO M3JICNHUETO Ce JOCTaBs CTEPUJIHO — HHCTPYKLIMH B CIIy4ail Ha
HapyllaBaHe Ha LEJOCTTa WJIM HENPEeJAHAMEPEHO OTBapsiHe Ha
CTEepUJIHATa ONAKOBKa MpeIH yrnoTpeda;

aKO HM3ACIUETO C€ A0CTaBsi HECTCPUIIHO C LECJI Aa C€ CTCpUIM3upa
npeau yHOTpC6a — HNOoAXOAAImHN MHCTPYKIHUH 3a CTCpUIIU3AlUATA;

aKo W3JENIMETO € 3a MHOTOKpaTHa ymorpeba — wuHpopmauus 3a
MOAXOJSIIMTE TMPOLECH, JaBalld Bb3MOXHOCT 33 MOBTOpHA
ymoTpeba, BKIIOUUTETHO MOYKMCTBaHE, AC3MH(EKIHs, OMaKoBaHE H,
KOrato ¢ IPWIOXHMO, BAaIUIUPAaH METOA 3a IIOBTOPHA CTCpH-
JM3alys, TOAXOAAL 3a JIbpkaBaTa(UTe) WICHKA(M), KBIETO
U3JIENIMeTO € IyCHATo Ha masapa. [IpemocraBst ce mHpopmanus 3a
TOBAa Kak Jla Ce YCTaHOBM KOra M3JIEJIMETO Ja IpecTaHe jaa ce
H3M0/I3Ba, HANpUMeEp MY MPH3HALM 32 YBPEXKIaHE Ha MaTepHala,
WM ce 10coYBa MaKkCHMaieH Opoil ynorpedwu;

yKa3aHue, aKo € MOAXOAIN0, Y€ H3JEIHETO MOXE Ja Objae yIoT-
pebeHo OTHOBO €aMO ako € OOHOBEHO MOJ| KOHTpOJA Ha IPOM3-
BOJMTENSL C 1eJ CHOTBETCTBHETO MY Ha OOLIMTE H3WCKBAHHUs 3a
0E30MaCHOCT U JIEHCTBUE;

aKo M3JEIHMETO ChAbp)KA YKa3zaHHE, Y€ € 3a e€JHOKpaTHa yrnorpeoda,
uH(OpMaLUs 32 W3BECTHUTE XapaKTEPUCTHKH M TEXHUYCCKUTE
(haxTOpH, 32 KOMTO NPOM3BOAUTENIAT 3HAe, 4e OMXa MpeICTaBIIBAIN
pucKk npH moBTOpHA ynorpeba. Tasm mHpOpMamms ce ChIabpxa B
CHEMAlieH pa3fel OT [JOKYMEHTalusTa Ha HpPOM3BOIHUTENS 3a
yIOpaBleHHE HA PHUCKA, KBJASTO TAKMBA XapaKTEPUCTHKH U
TEXHUYECKH (paKTOpH ca pasriiefaHu MoApPoOHO. AKO B ChOTBETCTBHE
¢ pasgen 23.1, OykBa T) He ca HEOOXOOUMH WHCTPYKIHH 32
ynotpeba, uH(popManusTa ce NpeaocTaBs Ha NOTPEOUTENs IpU
MIOUCKBAHE;

3a m3jenuiTa, NpEAHA3HAUCHW 3a M3IOJ3BaHE 3aeIHO C JAPYTd
M3JeNus W/uiau 00opyaBaHe ¢ OOLIO IpejHa3HaYeHHE:

— wuHdopmarmsd 32 HUACHTHOHIMpAHE HA TE3M H3NCIHSI WIH
obopy/BaHe, 3a [a ce MOoIydYd Oe30macHa KOMOWHALMS, W/WITN

— uHdopManys 32 BCHYKH U3BECTHU OIPaHUYCHUSI 32 KOMOMHHpaHe
Ha u3/esust 1 00opy/BaHe;

AKO M3ACJIUETO H3JIbYBa JBYCHHUC 3a MCIAWIMHCKH LICJIH:

— moapobHa uH(pOpPMAIMs 32 XapaKTEpPUCTHUKAaTa, THOA W, aKO €
YMECTHO, 32 MHTEH3UTETAa M Pa3slIpOCTPAHEHHETO HA M3ITBYCHOTO
JBYCHHE,
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y)

)

X)

— HOpeAnasHuTe CpeJCTBa 3a IMAIUECHTA, HOT]JB6I/ITCII}I WM Opyrure
Jina OT HEIPEABUJICHO JIBbUYCHUC IIPU yHOTpC6a Ha H3IOCIIUCTO,

nHdopManys, KOATO JaBa Bb3MOXKHOCT Ha MOTpeOMTENs W/ MU
ManyeHTa Jia ce 3alo3HasT C BCUYKH HPENyNpeXAeHus, MpernasHu
MEpKH, IPOTUBOIIOKA3aHUsI, MEPKH, KOUTO Aa ObJaT B3€TH, U Orpa-
HUYEHHUs BBB Bpb3ka ¢ ymnorpebata Ha u3jenuero. Tasu
uHpOpMALKs, aKO € IIeIeChoOpa3sHo, JaBa BB3MOKHOCT Ha IOTpe-
OuTenst Ja OCBEIOMM IALMEHTa 3a BCHYKU NPEAyNpeXACHUs,
MpeJIa3Hy MEpKH, HPOTUBOIOKA3aHUS, MEPKH, KOMUTO ja Objar
B3€TH, M OrpaHUYEHHs BBB Bpb3Ka C ynorpebara Ha H3IEIHETO.
Hudopmanusara obxBamia, ako € yMECTHO:

— TIpelyNpexJIeHus, MPeAnasHu MEpKH W/WIH MEpKH, KOUTO na
OblaT MpEeNNpPUETH TPHU HENPAaBHIHO (YHKIMOHMpaHE Ha
U3JEITUETO WIH HPOMEHH B NEHCTBHETO My, KOMTO MOTaT Ja
3acerHaT 0e30MacHOCTTA,

— IpexynpexaeHus, NpeINnasHd MEpKH W/WIM MEpKH, KOMTO Ja
ObAT MpEANpPHETH IMPU EKCIO3ULHUS Ha pasyMHO MHpPEIBHANMHU
BBHIIHM BIMSHUS WIM YCIOBHS Ha cpelara, KaTO MarHUTHHU
MOJICTA, BBHIIHM EJNCKTPHYECKH M eJIEKTPOMAarHUTHU e(eKTH,
€JIEKTPOCTATHYCH pa3psil, TbUYCHUE BBB BPb3Ka C JUATHOCTHYHU
WM TEPaleBTHYHM TPOIEAYpH, HAISMTaHe, BIAKHOCT WM TEMIIe-

parypa,

— TpEeIyNpeKACHUs, NPEINna3Hu MEpKH W/WIM MEpKH, KOUTO Ja
OBIAT NPENPHETH O OTHOIICHHE HAa PHUCKOBE OT CMYIICHUS
OT pPa3yMHO NPEIBUAMMOTO TPHUCHCTBHE HA U3JACIUETO IPH
CHEUU(UYHN JUArHOCTUYHM W3CJICABAHMS, OLIEHKH WM Tepa-
MIEBTUYHO JICYEHHUE WM IPYTH HPOLEIypH, HAPUMEP EIEKTPO-
MarHUTHO CMYILICHUE, H3TbYEHO OT M3/EIHMETO U 3acAranio Apyro
obopynBasue,

— aKO MU3ACJIMETO € INpE€AHA3HAYCHO 3a IPUIIOKEHUE Ha JICKap-
CTBEHHU IPOAYKTH, TbKaHH, KJIETKU OT YOBCIIKU WJIU JKUBOTUHCKU
Ipou3X0a UM TEXHU NMPOU3BOAHU WIIM Ha OHOJIOTHYHH BEIICCTBA
— BCHUYKHU OI'paHUYCHHSA WU HECBBMCCTUMOCT INPpU 1/1360pa Ha
BCIICCTBAaTa, KOUTO Ja CC IoJaBar,

— TpexynpexaeHus, NpednasHd MEpKH HW/WIM OrpaHHYeHUs] BbB
BpB3Ka C JIEKAPCTBEHOTO BELIECTBO MJIM  OWOJIOTHYHMS
Marepual, BKIIOYEH B H3JEIHETO KaTo HepasJelHa 4acT OT
U3EINETO, U

— TIpena3Hd MepKU BbB BPb3Ka C MaTepHalM, KOUTO Ca BKIOYCHH
B U3JEIMETO M KOWTO ChABPXKAT wiu mpexactaBiassar CMR
BEIIECTBA WM Hapylmasam (QYHKIMHTE Ha CHIOKPHHHATA
CHCTeMa BENIeCTBa, WM OWXa MOIIIM [a JOBeHaT JO YyBCT-
BUTEIHOCT WJIM AJEPrUvHa PEeakiusl Ha MAlMeHTa WK TOTpe-
ourels;

32 M3JENUATa, ChCTABEHH OT BEIIECTBA WM OT KOMOMHALUH OT
BEILIECTBA, KOUTO ca MpeJHa3HaueHu Ja ObJaT BBBEIAECHU B
YOBEUIKOTO TSAJIO M KOMTO ce abcopOMpaT OT YOBEWIKOTO TSJIO MU
ce pasNpbCKBAT JIOKAIHO B HEr0 — IpPEeXyNPexIeHHs U Hpena3sHu
MEpKM, KOraro € yMECTHO, BbB Bpb3Ka C IPUIOCTHUS Npodua Ha
B3aMMOJICHCTBUETO HAa M3JIENUETO U HErOBUTE NpPOJLYKTH Ha MeTa-
Oomu3ma ¢ Jpyru M3Ienus, JIEKapCTBEHU IMPOIAYKTH U JAPYTH
BEIECTBA, KAKTO M 33 IPOTHBONOKA3aHUATA, HEXEIaHUTE
CTpaHH4YHHU €(EKTH U PUCKOBETE, CBBP3AHH C MPEJO3UPAHE;

32 UMIUIAHTUPYEMHTE H3JEIHS— IPUIOCTHATa KauyeCTBEHAa M KOJIU-
YecTBeHa MH(OpMalus 3a MaTepHaluTe W BEIIECTBAaTa, HA KOUTO
MoraT J1a ObAaT U3JIOKEHU MALMEHTHTE;

NPEOYNPSKACHAUS WIM TPEANa3sHA MEPKH 3a YICCHABaHE Ha
0€30MacHOTO YHHINOXKABAHE Ha H3/IEIMETO, NPUHAIC)KHOCTUTE 3a
HEr0 M KOHCYMaTHBHTE, KOHTO CE H3ION3BaT C HEro, ako HMa
takuBa. Ta3u mHpoOpMalwss 0OxBaiia, ako € YMECTHO:
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1)

1)

aa)

a0)

— HHd)eKHHH U MI/IKp06HI/I OIMaCHOCTH, HaAIIPUMEP CKCIUJIAHTH,
U WIK XUPYPIrUIHO o60pyuBaHe, 3aMBbPCCHO C NOTCHUIHAIHO
I/IH(i)eKHI/IOSHI/I BCUIECTBA OT YOBCULIKU IIPOU3XOH, U

— (1JH3I/ILICCKI/I OIIaCHOCTH, HAIIpUMEP OT OCTPU IMOBBPXHOCTH,

Ako B cpoTBeTcTBHE ¢ paszmen 23.1, OykBa r) He ca HEOOXOIUMHU
HHCTPYKIUH 3a ynorpe6a, HHOOpMANHsITa Ce MPeqOCTaBsi Ha MOTpe-
OuTens MpH MOMCKBAHE;

3a u3aeiysATa, NpeAHasHaud€HHU 3a H3II0JI3BAaHEC OT HECIICHHAJINCTH,
O6CTOXTCJ’ICTB&T&, IIpy  KOUTO HOTp€6I/ITe.II}IT cieaBa ga C€
KOHCYJITHpa ¢ MEANIMHCKU CIICHHAJIUCT,

3a M3AenuATa, OOXBAaHATH OT HACTOSIMS PErJaMEHT ChIVIACHO
yneH 1, maparpad 2, uHdopmaius 3a jauncara Ha KIMHHYHA 110132
U 32 PHCKOBETe OT yrnorpebara Ha W3JEIMETO;

JlaTa Ha W3TOTBSHE Ha MHCTPYKIMHTE 32 ynoTpeba MM, ako ca Omin
npepaboTeHy, 1aTa U HACHTHOHKATOP Ha MOCIeqHara mpepaboTka Ha
HWHCTPYKIMUTE 3a yrnotpeda.

YBEAOMsIBAaHE Ha HOTpe6HTeJ’[S{ u/vunm TNanyueHTa, 4€ BCEKU CCpUO3EH
WHIUJCHT BBB Bpb3Ka € U3ACIHMETO ClieABa Ha C€ HOKJIaJlBa Ha
NPOU3BOAUTEIIE W KOMIICTCHTHUsI OpraH Ha JAbpiKaBaTa 4YJICHKa, B
KOATO € YCTaHOBCH HOTpe6I/IT€.IISIT W/AIn ManUCHTBDT,

uHpOpMaLHs, KOATO TPAOBa Ja ce Aajie Ha MAlMEHT C UMIUTAHTHPAHO
M3JICIIUEe B ChOTBETCTBUE C WiIeH 18;

3a W3IENHsA, BKIIOYBAIIM B ChCTaBa CH NMPOTPaMHUPYEMHU EJIEKTPOHHU
CHCTEMH, BKIIFOYUTEIHO codrTyep, U codryep, KoifTo cam 1o cede cu
MPEACTaBIsIBA M3JIETMEe — MHHUMATHH HW3UCKBAaHHWA 3a Xapayepa,
xapakrepuctukure Ha WT Mpexure M MHPOPMAIMOHHO-TEXHOJO-
THYHATE MEPKH 3a CHTYPHOCT, BKJIIOYMTETHO 3alUTaTa CpeIry
HETIO3BOJIEH JIOCTBII, KOATO € HeoOXoauMa, 3a Ja MOXe COpTyepbhT
na QyHKIMOHUpA IO IpeaHa3HaueHHe.
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IIPUJIOKEHUE 11

TEXHUYECKA JOKYMEHTALUA

TexHnuueckara JOKyMEHTalus U, ako € IPUIIOKHUMO, HEMHOTO pe3toMe, U3roTBEHU
OT IIPOU3BOAUTECIIA, CE€ IIPEACTABAT 110 SCCH, OpraHU3MpaH, JIECEH 3a TbPCCHE U
HCJIBYCMHUCJIECH HA4YWH W BKJIKOYBAT IIO-CIICHHUAJIHO CJIEMCHTHUTE, I/136pOCHI/I B
HAcCTOSAIIOTO NPUIIOKEHUE.

1. OIIMCAHHUE HW CIEHUOUKAIIUA HA M3JEJIMETO, BKIIIO-
YUTEJIHO BAPUAHTHU 1 ITPUHAUIEJXKHOCTU

1.1. Omucanue u crnenuduKanus Ha H3ISITHETO

a) ¥MMe Ha MPOIYKTa WIIM ThPrOBCKO HAMMECHOBAHHE W OOIIO ONHCAaHHE Ha
W3/ICNTHETO, BKJIIOYUTENIHO MPEAHA3HAYCHHETO My M LEJEBHTE IOTpe-
ourenu;

6) 6azoB UDI-DI, kakto e mocodueHo B uacT B or mnpuioxernue VI,
orpeiesieH OT MPOU3BOAUTEINSI Ha CHOTBETHOTO H3JEJHE, BEJHAra Ipu
HaJMYHA WACHTH(UKAIMSA Ha H3JICNIMETO Bb3 OCHOBAa Ha cUcTeMara 3a
UDI, wmm gpyra scHa WACHTH(HUKALMS Ype3 MPOAYKTOB KO,
KaTaJlo’KeH HOMep WM Jpyra HEJBYCMHCICHA CIPaBOYHA MH()OPMAIINS,
KOSITO J1aBa BB3MOXHOCT 3a HPOCIEINMOCT;

B) 1LI€JIEBUTE NALUEHTU U 3]PaBOCIOBHHUTE CbCTOSHHUS, KOUTO MOXKE Ja ce
JUarHOCTHLMPAT, JIEKyBaT M/WIM HaOJIo1aBaT, U JIPYru cboOpaxkeHus,
KaToO HaIpHMep KPUTEPUH 3a M300p Ha MALMEHTH, IOKA3aHUs, IPOTHBO-
MOKa3aHHs, TPERyNpPeKISHUs;

I) NPHHIMNK HA JEHCTBHE Ha WM3JIEIMETO W HErOBHMs HAYMH Ha JEHCTBHE,
HAYYHO JIOKa3aHH, aKo € HEOOXOIHUMO;

JI) OCHOBaHHMSATA 32 KBAIU(UIMPAHETO HA MPOJYKTAa KAaTO M3ZENHE;

€) KJac B 3aBHCHMOCT OT PHCKa W OOOCHOBKA Ha HPaBHIOTO(AaTa) 3a KIacu-
¢ukanus, npunaraHo(u) B cbotBercTBHE HpHiaoxeHue VIII;

k) OOSICHeHHE Ha BCHUUYKH HOBHM XapaKTEPUCTHKU;

3) ONMCAaHHE Ha NPUHAUISKHOCTUTE 33 M3ACIUETO, IPYTU U3/SNIHS U APYTH
NPOAYKTH, KOMTO HE Ca U3JeNMs, KOUTO ca IpelHa3HaueHH 3a
U3I0JI3BaHE ChC CHOTBETHOTO M3JIEIINUE;

M) ONHUCAaHME WIM NBbJICH CIUCHK HA Pa3IMYHUTE KOH(HUIYypaluH/BapHaHTH
Ha WU3JIeNUeTO, KOMTO ca INpeJHA3HA4YeHU 3a NpPEeJOCTaBiHE Ha Iasapa;

1) o0Ilo omMcaHWEe Ha OCHOBHHMTE (YHKIHMOHAJIHM EJIEMEHTH, Halpumep
YaCTH/KOMIIOHEHTH (BKJIFOUHTEIHO CcO(Tyep, ako € IPHIOKUMO),
CTPYKTypa, CbCTaB, (YHKIMOHAIHOCT Ha W3ICIUETO U, ako €
MIPUJIOKMMO, Ha HETOBHS KadeCTBEH M KOJIMYECTBeH chcTaB. Koraro e
nesech00pa3Ho, TOBa BKIIIOYBA M300paKCHUsSI BbPXY €THKETa (HarpuMmep
JUarpaMy, CHHUMKH ¥ YEpPTEXH), SCHO YKa3Balld OCHOBHUTE 4YacTH/
KOMITOHEHTH, BKJIIOYUTEIHO JOCTaThbYHO DPa3sACHEHWs 3a pa3dupaHe Ha
YEPTEKUTE U JUATPAMUTE;

K) OIIMCAaHHUE Ha CYPOBHHUTE, BKJIIOYECHU B OCHOBHHUTEC d)yHKI_[I/IOHaJ'IHI/I
CJIEMCHTHU, U TE3U, KOUTO Ca B IPSK KOHTAKT C YOBCUIKOTO TsJIO HIIN
HCTIPSAK KOHTAKT C YOBCIIKOTO TsJI0, HAIIPUMEP IIPpHU €KCTpakKopropaiHa
HUPpKYyJIalysd Ha TCJICCHU TEYHOCTH,

J) TEXHUYECKH CIeNU(UKAlUM, HANPUMEp XapaKTepHCTHKH, pasMepH Hu
napaMeTpy Ha ACHCTBUETO HA M3ICNHETO M BCUYKH BapUaHTH/KOH(DH-
Iypald ¥ NPHHAUIOKHOCTH, KOUTO OOMYaiiHO ce NpeaocTaBsAT B
MPOAYKTOBaTa cHeluuUKaIys 3a NOTpeOUTeINs, HampuMep B OpoIIypH,
KaTano3u U JPYTd MOJOOHH H3JaHUSL.
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1.2. Tlo3oBaBaHe Ha NPpEAXOaHN U CXOJHU TMOKOJICHHA Ha HU3OCIIUETO

a) mperjieq Ha MNPEAXOAHOTO(MTE) IOKOJICHHE(s) Ha H3IEIHETO, MpPOU3-
BEJICHO(HW) OT MPOU3BOAMTEINS, aKO UMa TaKWBA H3IENHS;

0) mpernen Ha HMACHTH(DUIMPAHUTE CXOAHU H3MCTHS, MPEIOCTABEHH Ha
nazapa Ha Cbl03a WIM Ha MEXIyHapOAHUTE IMa3zapd, ako MMa TaKuBa
H31CTHs.

2. HH®OPMALIMA, KOSATO CE IPEAOCTABS OT IMTPOU3BOJUTEJIA

[Tenen Habop oT:

— eTuKeTa(UTe) BBPXY M3AENHETO U ONAKOBKAaTa My, KaTro HalpuMep
€/IMHUYHA ONaKOBKa, THPrOBCKA ONAKOBKA, TPAHCIIOPTHA OIAKOBKA, B
cllydall Ha CHEHU(UYHU YCIIOBHS 32 YIPABICHHE, HA €3HLUTE, NPHETH
B IbPXKABUTE WIEHKU, B KOUTO € NPEBUAEHO Ja CE MPOJaBa U3/IENHETO;
u

— HUHCTPYKLHUTEC 3a ynorpeGa Ha e3UUUTEe, IPUCTU B AbPKABUTEC YICHKHU, B
KOUTO € IIpE€ABUJICHO Ja C€ IIpoJiaBa HU3CIUCTO.

3. HMH®OPMAILMA 3A ITPOEKTUPAHETO U ITPOMU3BOJACTBOTO

a) Undopmanus ¢ uen pa3bupaHe Ha eTamuTe Ha IIPOSKTHpaHe Ha
U37ENHETO.

6) IIbmHa MHGOpPMaNMA ¥ crienU(UKALIY, BKIIOUYUTEIHO IPOU3BOACTBEHUTE
MPOLIECH U TAXHOTO BaJMIWPaHE, TEXHHUTEC aJIOBAHTH, HENPEKbCHATOTO
HAONIOJCHUE ¥ W3IHWTBAHETO Ha KpalHHMA TpoOAyKT. JlaHHHWTE ce
BKJIFOUBAT M3ILUIO B TEXHUYECKATa JTOKyMEHTALHs.

B) IlocouBaHe Ha BCHYKHM OOEKTH, BKIFOUUTEIHO JOCTABYHMIM M ITOJU3ITBI-
HUTENH, KBJETO Ca HW3BBPIIBAHU IPOCKTAHTCKHM M IPOM3BOACTBEHU
JICHHOCTH.

4. OBIIU U3NCKBAHUS 3A BE3OIMACHOCT M JEVCTBUE

,ZlOKyMCHTaI_II/IHTa ChAbpKa I/IH(l)OpMaHI/ISI 3a JOKa3BaHC Ha CbOTBETCTBUETO C
o0IIMTe M3UCKBaHUSA 3a 0€30MacHOCT | HCﬁCTBHC, YCTaHOBEHU B
MPUITIOKECHUE I, KOUTO Ca MNPUIIOKUMU KBM HU3IACIHUCTO NPEABUIA HETOBOTO
npeaHa3Ha4eHue, M BKIIOYBA OGOCHOBI(EI7 BaJluJupaHe U MPOBEpKa Ha
pemenusTa, Bb3IPUCTH € LEJI Clla3BaHC Ha TE3W U3UCKBAHUS. ﬂOKaSBaHCTO
Ha CBHOTBETCTBHETO BKIIKOYBA:

a) o0lmuMTEe M3MCKBAHMS 3a OE30MACHOCT W JICHCTBHE, KOWTO CE€ IpHiarat
KbM H3JICIIHETO, KaKTO M OOSCHEHHE 3alll0 He ce IMpwiarar Ipyrd
HU3UCKBAHUS,

0) metoxa(ute), M3NON3BaH(M) 3a JOKa3BaHE HAa CHOTBETCTBHETO C BCSKO
€IHO MPHIOKUMO OOIIO M3MCKBaHE 32 GE30MACHOCT M ACHCTBHE;

B) NPHJIOKEHUTE XapMOHM3UpaHu cTaHaaptd, OC WM ApPYrd peleHus; U

I) TOYEH ONMWC HA MPOBEPEHUTE JOKYMEHTH, ChIbPIXKAIIHM JOKAa3aTEJICTBA 3a
CHOTBETCTBHETO C BCEKH INPUIIOKEH XapMOHu3upaH cranmapt, OC wuiu
JPYr METOJ 3a YCTAHOBSABAHE HA CHOTBETCTBHETO C OOILIUTE M3HCKBAHUS
3a OesomacHocT W jeiictBue. MHbopmanmsaTa mo Hacrosimara OykBa
BKJIIOYBA MPENpPAaTKH KbM MSCTOTO, KBIETO CE€ HAMHPa ChOTBETHOTO
JOKa3aTeJICTBO B IIbJHATA TEXHWYECKA JOKYMEHTAIUS H, aKo €
MPUIOKHMO, PEFOMETO HA TEXHUYECKATA JOKYMEHTALIUS.
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6.1.

Q)

AHAJIN3 HA PUCKA U IIOJIBUTE U YIIPABJIEHUE HA PHUCKA

JlokymeHTanusTa chabpxa MHGOpMaIMs 3a:
a) aHanuM3a Ha pUCKa W MOJ3UTE MO paznend | um 8 or mpuinoxkenue I, u

0) BB3MPUETHTE PELICHHUS W Pe3yJTaTUTe OT YIPAaBJICHHETO Ha PHCKa II0
paszmen 3 ot mpuioxenue I.

ITPOBEPKA HA IIPOAYKTA 1 BAJIMJUPAHE

JIOKyMeHTalusTa ChIbpKa PE3yJITATUTE W KPUTHYHHS aHAIW3 OT BCHYKH
NPOBEPKH W WM3MHUTBAHUS 3a BaJWAWpPAHE W/WIM HANPABEHHUTE POYYBAHUS
C Ie] JI0Ka3BaHE Ha CHOTBETCTBHETO HA M3JEIMETO C H3UCKBaHHMATA II0
HACTOSIIIUS PErIAMEHT M MO-KOHKPETHO C MPHJIOKUMHUTE OOLIM M3HCKBAHUS
3a 0€30IacCHOCT U JeiCTBHE.

HpCHKJ'II/IHI/I'-IHI/I 1 KIMHUYHA TaHHH

a) pe3yiTaTH OT M3MUTBAHUATA, HANpPHMEpP WHXEHEPHH, JaOOpaTOpHH,
CHUMYyJIUpaHa ynoTpeba M M3MMTBAHMS IPU JKUBOTHH, KAKTO U OLCHKA
Ha nyOJNMKyBaHAaTa HaydHa JIMTEpaTypa BbB Bpb3Ka C H3JEIHETO,
NpeaBujl HErOBOTO IIPEJHA3HAYEHHUE, WM BBLB BPb3KA CbC CXOTHH
u3feNus 10  OTHOLIGHME Ha MpeJKIMHUYHATA Oe30IacHOCT  Ha
U3/IEJINETO U ChOTBETCTBUETO MY ChC crienUduKanuure;

0) moxpoOHa MH(pOPMALKs OTHOCHO JH3aliHa HA W3MHMTBAHETO, IPOTOKOIUTE
OT IIBJIHOTO HW3MWTBAHE WM [POYYBAHHATA, METOJAMTE 3a AHAIM3 Ha
JNAHHUTE, 3aeHO C pE3lOMeTa Ha JAaHHUTE M 3aKIIOYCHHUSITA OT H3IHUT-
BAHETO IIO-CIEIUATHO OTHOCHO:

— OuojoruyHaTa  ChbBMECTHMOCT HAa  M3[EJIUETO,  BKIIIOUMTEIHO
MOCOYBAHE HAa BCHYKM MAaTepHUalld B IPSAK WIM HENpPSK KOHTAKT C
MAlUeHTa WIN NOTPeOUTENs;

— (GU3MYHM, XUMUYHU ¥ MUKPOOUOJIOTHYHM XapaKTEePHUCTHKHY;
— eJIeKTpUYecKa 0e30MacHOCT M eJIEKTPOMAarHUTHA ChbBMECTHMOCT;

— TpoBepKa W BamuAmpaHe Ha codTyepa (OMHMCAaHWE HA MPOLECHTE Ha
IpOEKTUpaHe U pa3paboTBaHe HA cOpTyepa U TOKAa3aTeNCTBA 32 BaJ-
IMpaHeTo Ha codTyepa BB BHIA, B KOWTO € M3MON3BAH B TOTOBOTO
m3genne. Tasu wmHpOpManms OOMKHOBEHO BKIIOYBA 060OIICHH
pe3ynTaTd OT BCHYKH MACHHOCTH 3a MPOBEPKA, BalHIWPAHEC U
M3MUTBaHE, M3BBPIICHH KAaKTO OT caMusi CYOeKT, Taka M HPH CHMY-
JMpaHa WM OeHCTBUTENHA ymotpeba Ha H3EIHETO TPEAd OKOHYa-
TETHOTO My myckane. Ta3su WHGOPMAUWs ChHINO Taka MPEICTABS
pa3NHYHATE XapAyepHH KOHGHUIYpAlUH H, aKO € IPUIOKHMO, Omepa-
[MOHHH CHCTEMH, [OCOYEHH B MPEACTABEHATa OT MPOM3BOAMTENS
nHpopmanus);

— CTaOWITHOCT, BKJIFOYHMTEIIHO CPOK Ha TOMHOCT; W
— JeiicTBHEe M 0OE30MACHOCT.

AKO € TIpUIOXKHMO, C€ JJOKa3Ba CBOTBEICTBHE C pasIopenOHTe Ha
MupexruBa 2004/10/EO Ha Esponeiickust mapmament n Ha Cobsera (1).

AKO He € WU3BBPUIGHO HOBO W3IMTBAHE, JOKYMEHTALUATa BKIFOUBA
000CHOBKA Ha TOBa peleHue. [Ipumep 3a TakaBa 000CHOBKA €, Y€ M3ITUT-
BaHETO 3a OMONOTHMYHA CHBMECTHMOCT BBPXY HICHTHYHH MaTEpHAIN €
M3BBPIICHO, KOraTO TE3W MaTepualil ca OWJM BKIIOYCHH B IIPEAXOJAHA
BEpCHsS HAa W3JEIHETO, KOETO 3aKOHHO € IyCHAaTO Ha Ma3apa Wi B
JIeUCTBUE;

JupexrtuBa 2004/10/EO Ha EBpomeiickus mapmamenT n Ha CbBeta or 11 deBpyapu

2004 r. OTHOCHO XapMOHH3HpaHe Ha 3aKOHOBHTE, II0J3aKOHOBHUTE M aIMHHUCTPATUBHHUTE
pasnopendu, CBbpP3aHH C MPHUIATAHETO Ha MPUHIMINTE Ha 100pa 1abopaTopHa MPaKTHKA
W BepH(UIUPAHETO HA TAXHOTO MPUIIATaHe NPH HM3IUTBAHWS HAa XMMHYECKH BEILECTBA
(OB L 50, 20.2.2004 ., cTp. 44).
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B)

r)

JIOKIIaJ 3a KIMHUYHA OLEHKA U HErOBHUTE aKTyaIH3UPAHH BEPCHH W ILIAH
3a KIMHUYHA OLEHKA 110 wieH 61, maparpad 12 u yact A oT npuiIoKeHue
XIV;

mwrad 3a KIIIIT n moxnax 3a onenka na KIIIII B crorBeTcTBHE ¢ yacT b
or mpuioxenne XIV umnn 0OOCHOBKAa Ha HPUYMHUTE, MOPAAH KOUTO
KIIIIIT He e mpHiIoKuM.

6.2. JlombnHuTenHa MH(pOPMANHMs, U3UCKBaHA B OCOOCHH CIydau

a)

0)

B)

r)

Koraro nameHo u3ienue BKIIOYBAa KaToO Hepas3JeiHA 4acT BEIIECTBO,
KOETO HPH CaMOCTOSsITENIHA yNmoTpeda MOoXe Jia ce CueTe 3a JICKapCTBeH
MPOAYKT 1O CMHCHJIA Ha wieH |, Touka 2 ot Jupexrusa 2001/83/EO,
BKJIIOUUTEIIHO JICKAPCTBEH IPOJIYKT, MOJNy4eH OT 4YOBEIIKA KPbB HIH
YoBellIKa IU1a3Ma, 1Mo wieH 1, maparpad 8, mbpBa anuHes, To3u (axT
ce mocouBa. B TakbB ciydail B IOKyMEHTAIMATA CE YKa3Ba M3TOYHHKBT
Ha BEIIECTBOTO M TS ChIbPXKA JAHHH OT M3MUTBAHHATA 32 OIICHKA Ha
HeroBarta 0e30MacHOCT, Ka4eCTBO U I10JI3a, KaTO Ce B3eMa MPEABUI Npe.-
Ha3HAYCHHETO HA W3JEIHETO.

Koraro nameHo usjenue e MpOU3BEIEHO Ype3 H3ION3BaHE HA THKAHU
WIM KIETKH OT YOBCLIKM WM >XUBOTHHCKH MPOU3XOA HIM TEXHU
IPOM3BOIHU M TIOMaja B 00XBAaTa HA HACTOANIMS PETJIAMEHT CBITIACHO
uieH 1, maparpad 6, OykBH €) M K), KAKTO U KOraTo JaJeHO U3/elHe
BKJIIOYBA KAaTO HepasJiellHa YacT TBbKAaHM WIM KIETKH OT YOBELIKH
MPOU3XOJ WJIM TEXHU IPOU3BOJAHM, UMETO NEHCTBHE € CIIOMAraresiHo
10 OTHOIIGHHE HA JCHCTBHETO Ha M3JENMETO, M IoMaja B 00XBaTa Ha
HACTOSIIMS PErJIAMEHT B CHOTBETCTBHE ¢ wieH 1, maparpad 10, mbpsa
ajnuHesl, To31 (aKkT ce rnocousa. B TakbB ciy4ail B JOKyMEHTAlUATA CE
yKa3BaT BCHYKH M3IIOJI3BaHH MAaTCPHAIH OT YOBCLIKH MM JKHBOTHHCKU
MPOM3XOJ U Ce MpeJcTaBs NoapoOHa uH(MOPMaLKs 33 ChOTBETCTBUETO C
pazngenn 13.1 mm 13.2 ot npunoxenue 1.

3a wu3NenuATa, ChCTABCHM OT BEIIECTBA WJIM OT KOMOHMHAIMS OT
BEIIECTBA, KOUTO Ca IMpeJHa3HaYeHU Ja ObIAaT BBHBEJCHH B YOBEIIKOTO
TSJIO M KOUTO ce abcopOMpar OT YOBEIIKOTO TSJIO MM CE Pa3lpbCKBAT
JIOKaTHO B HETO, C€ TPeJOCTaBs NOApoOHa HHQOpMAamUs OTHOCHO
MPOYYBAHMATA, BKIIOUUTEITHO AHW3allHA HAa W3MUTBAHETO, MPOTOKOJIHTE
OT TBIHOTO H3MWTBAaHE WM MPOYYBAHUATA, METOAWTE 3a aHAIU3 Ha
MAHHUTE W OOOOINEHHWTE NaHHH M 3aKIIOYEHHATA OT H3IMTBAHETO II0
OTHOIIECHUE Ha:

— abcopbuusi, pa3npocTpaHeHne, METabOIN3bM U OT/CIISHE;

— BB3MOXHHU B3aUMOJICHCTBHS Ha TE3M BEIECTBA WIM Ha TOJIy4Y€HHUTE
OT TAX NPOAYKTHU B PE3yJITaT Ha MeTabou3Ma B YOBEUIKOTO TsJ10, C
Apyru usacnust, JICKapCTBEHU IMPOAYKTH WM JAPYT'W BEUIECTBA, KaTO
C€ oOT4uuTa IeineBarta rpyna, U CbOTBETHOTO )74 31paBOCIIOBHO
CBbCTOSAHUC,

— JIOKaJIHa ITOHOCHUMOCT, U

— TOKCHYHOCT, BKJIOYHTCIHO TOKCHMYHOCT Ha CAWHMYHATAa J03a,
TOKCHYHOCT MPH MHOTOKPAaTHO HM3JIaraHe, TeHOTOKCUYHOCT, KaHLEpO-
TEHHOCT, TOKCHYHOCT 3a PpEMpOAYKIMATa M 3a pa3BUBALIUA CE
OpraHM3bM, KakTO € MPWIOKHMO CHhOOPAa3HO CTEHNEHTa WIIH
€CTECTBOTO Ha EKCIIO3ULMATA Ha U3JEIHETO.

HpI/I JiMricatTa Ha TaKuBa U3CJIC€ABaHUS, CC IIPEACTaBsA 000CHOBKA.

3a w3genmsra, cpappkamm  CMR  BemecTBa WM HapylIaBailu
(GyHKIMHTE Ha EHIOKPHMHHATAa CHCTeMa BEIeCTBAa CBIVIACHO pasjiel
10.4.1 ot mpunoxenune I — obocHOBKaTa ceriacHo pazmen 10.4.2 ot
CBIIOTO NPHIIOKECHHE.
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)

°)

3a n3aciausTa, IMyCKaHu Ha Ila3apa CTCPHIIHH HUIIH C ONPEACIICH MHUKPO-
OHOJIOTHYCH CTaTyC, ONMCaHME Ha cpelaTa 3a CHOTBETHUTE IIPOU3-
BOIACTBCHH CTaIlu. HpI/I usaeivs, IIyCKaHu Ha Iasapa CTCpUIIHU,
OIMCAHUEC Ha H3IOJI3BAHUTE METOAW, BKIHOYHUTCIHO JOKIIAOWUTEC 3a Balld-
JAUpaHe, BbB BPH3Ka C OMMAKOBAHETO, CTCPUIIM3AIIMAATA U MOAABPIKAHETO
Ha CTCPUIIHOCTTA. B noxnana 3a BajiuAupaHe CC I0CoYBaT U3NUTBAHUATA
3a HAJIMYHUETO Ha OMOJOTHYHH AaréHTH, MAPOTCHU U, aKO € MNPUIIOKHUMO,
CTCpUIIN3HUPpAIIM OCTAaTHbYHH BCIIECTBA.

3a m3nenus, IMyCKaH! Ha a3apa ¢ M3MepBaTelaHa (QYHKIHS, ONMCAHNE Ha
W3MOI3BAHUTE METOMM 3a TapaHTUpaHEe Ha TOYHOCTTA, IIOCOYCHA B
crnenu(uKaunuTe.

Axo u3zenuero e Obae cBbp3aHo ¢ Apyro(u) usgenue(s), 3a na padbotu
[0 TpenHa3HAuYCHHE, OIMMCAaHHE Ha Ta3d KOMOHMHALWA/KOH(PHUTYpaLHMs,
BKJIFOYHTENTHO JOKA3aTeNICTBO, Y€ M3ACIHETO OTroBaps Ha OOIMTe
M3KUCKBAHUA 3a GE30MAaCHOCT U ACHCTBHE MPH CBBP3BaHE C APYroTo(ure)
n3zenne(s) o OTHOLICHHE Ha MOCOYCHHUTE OT MPOU3BOJMTEINS XapaKTe-
PUCTHKH.
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IIPUJIOKEHUE 111

TEXHUYECKA JOKYMEHTALUSI 3A HAJI3OPA CJIE]] IIYCKAHE
HA TTA3APA

TexHuueckara JOKYMCHTAallUs 3a HaJA30pa CJIC[ ITYCKaHEC Ha I1a3apa, KOsATO IIpou3-
BOIOUTECIIAT HU3IOTBA B CHOTBCTCTBHEC C YJICHOBEC 83*86, Ce IpeacTaBs IO sICEH,
OpraHu3upaH, JICCEH 3a TbHPCCHE W HCEABYCMUCIICH HA4YWMH W BKIIIOYBa I10-
ClIEUAJIHO CJIEMEHTUTE, OIMMCAaHU B HACTOSLIOTO IPUIIOKEHHUEC.

1. TIlnan 3a Hag3op cien MyCKaHe Ha Ma3apa, M3TOTBEH B CBHOTBETCTBUE C
yjieH 84.

B mnanHa 3a Ham30p ciend MycKaHe Ha Mas3apa MPOHM3BOAMTENAT JOKa3Ba, ue
M3ITBJIHABA 3aIb/DKEHUETO M0 WIeH 83.

a) B mana 3a HaZA30p cjIe[ IyCKaHe Ha Ila3apa c€ Cleau 3a C"I)6I/IpaHeT0 u
H3II0JI3BAHCTO HAa HaJIM4YHaTa I/IH(i)OpMaHI/ISI, I10-KOHKPETHO!

— uHboOpMalKsd  OTHOCHO  CEPHO3HH  WHUMIEHTH, BKIIIOUHMTEIHO
uHopMaLMss  OT TNEPUOAUYHO  aAKTyaIM3HpaHH JOKIaIu 32
6ezonacHoct (ITAJIB) u xopurupaimy JA€HCTBUs BBB Bpb3Ka C
0e30MacHOCTTa Ha MSCTO,

— uHdopMarusg 3a HECEPHO3HH HHLUMIEGHTH W JaHHH 33 BCHYKH
HEXEJIAaHU CTPaHUYHU e(eKTH,

— I/IH(bOpMaI_H/Iﬂ OT OOKJIaJABaHCTO Ha TCHIACHIIMUTE,

— OTHOCHMa CIelUaNT3upaHa WIH TeXHHYecKa JIUTeparypa, 6a3u JaHHU
W/WIN PETHCTPH,

— qu)opmauml, BKJIIOYBAIla MHCHUATA U CUTHAJIUTC OT l'lOTpe6I/ITCJ'lI/ITe,
I[I/ICTpI/I6yT0pI/ITe U BHOCHUTCIIMTC, U

— IyOJMYHO AOCTBIHA MH(OPMANUs 32 CXOJHU MEAULMHCKH HM3IENHsL.
6) IlmanbT 3a Hag30p Cle IMycKaHe Ha masapa oOXBaila Hail-MaKo:

— AKTUBCH U CUCTEMCH IIpOLEC Ha C’L6I/IpaHC Ha BCsJIKakKBa I/IH(iJOpMaIII/IH,
mocoucHa B 6yKBa a). HpOHCCLT I1I03BOJIsAIBA TIPABUJIHOTO OIIPEAC/IAHE
Ha XapaKTCPUCTUKUTE Ha JNICCTBUETO Ha W3JIENUATAa U OCBEH TOBa
JlaBa BB3MOXHOCT Jla C€ HallpaBU CPAaBHCHUC MEXKIAY H3IACIUCTO U
CXOJHU HaJIMYHU Ha I1a3apa NpPOAYKTH;

— e(eKTHBHH ¥ TOAXOISAIIA METOAM M TPOLECH 3a OlEHKa Ha
CchOpaHUTE aHHU,

— MOAXO[SIIM TMOKa3aTeNd M TNparoBU CTOWHOCTH, KOMTO Jda ce
W3MON3BAT TIPH  HENPEKbCHATOTO IOCJEJBAII0 OLCHSABAHE Ha
aHaNM3a Ha pPUCKAa M IION3UTE M Ha YNPABICHHETO Ha PHCKOBETE,
CBIJIACHO TOCOYEHOTO B pasfen 3 oT mpuioxeHue [;

— C(i)I/IKaCHI/I 1 OAXOJSI METOAU U MHCTPYMCHTH 3a pas3rjieKJaaHe Ha
CUTHAJIM U aHAJIM3 Ha IIa3apeH OIIUT, HpI/IL[O6I/IT Ha MICTO,

— METOAUM U TIIPOTOKOJIK 3a YIHNpPaBJICHUWE Ha HHOUACHTH, KOUTO CE€
oTpassiBaT B JOKJlajga 3a HaGHIOZ[aBaHHTC TCHACHIINH,

— MeTOAU U NIPOTOKOJHN 32 e(eKTHBHA KOMYHHKAIUs C KOMIIETEHTHHTE
OpraHd, HOTU(HIMPAHUTE OPraHM, MKOHOMHMYECKHTE OINEPaTopH H
HOTPEOUTEIINTE;

— TpenpaTKa KbM MPOLEAYPHUTE 3a U3IMBJIHCHHEC HA 3aIbIDKCHHATA Ha
MIPOU3BOIUTENHTE 10 WieHoBe 83, 84 u 86;
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2.

— CHUCTEMAaTU4YHU TIIpoLeaAypUu 3a HaOelsI3BaHe | npujlarane Ha
TIOAXOAsAIN MEPKH, BKIIIOUUTEIIHO KOpUI'Hpallu HCﬁCTBHﬂ;

— e(eKkTHBHM MHCTPYMEHTH 3a INpOCIe[sBaHe W WACHTU(HLHUpAHE Ha
W3IENNATA, 3a KOUTO MOXKe Ja ObJaT HEoOXOIUMH KOPHTHpAallH
JIEUCTBUS; U

— 1wran 3a KIIIIIT B crotBeTcTBHE ¢ YacT b ot mpunoxenne XIV wmm

obocHOBKa Ha mpuunHHTe, nopaau kouto KIIIIII He e mpuiaoxum.

TMMAJIB mo uneH 86 W IOKIaa 3a HaA30p Ciel IyCKaHe Ha Iasapa IIo
ujeH 85.
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EC

10.

IIPUJIO’KEHUE 1V

EC JEKJIAPALIMSA 3A CBOTBETCTBHUE

JACKjIapanysaTa 3a CbOTBETCTBUC ChbAbpiKa LsjiaTta I/IH(l)OpMaLIHH I10-10J1y:

. Wme, perucTpupaHo ThProBcKO HaMMEHOBAHHE MJIH PETHCTPHPAHA ThProOBCKa

Mapka W, ako Bede ¢ HM3[ajeH, eauHeH peructpanuoneH Homep (EPH) Ha
NPOU3BOIUTENS CHITACHO wieH 31 M, ako € NpPHIOKMMO, Ha YIBJIHO-
MOILEHHS My IpEJICTaBUTEN, M aJPec Ha PErHCTPUPAHOTO WM MICTO Ha
CTOIIAHCKa JEeHHOCT, Ha KOHTO MOXKE€ Ja C€ OCBLIECTBHM BpB3Ka C TIAX U
MOXKE Jla C€ YCTAaHOBU MECTOHAXOXKACHUETO HM;

. I/IS}IBJ’I@HI/IC, ye EC JACKJIapanysTa 3a CbOTBETCTBUE € HU3/1aJICHA €AUHCTBEHO

Ha OTrOBOPHOCTTAa Ha NPOU3BOAUTEIIA,

. basos UDI-DI, xakro ¢ mocoueno B 49acT B or npunoxenue VI;

. Mlme Ha mpomyKTa M THPrOBCKO HAMMEHOBAHME, MPOTYKTOB KO, KAaTaI0KEH

HOMEp WM JApyra HeOByCMHCIICHa pedepeHIysi, KOsATO AaBa BB3MOXHOCT 3a
uaeHTHGHUKALMS M [POCISIUMOCT Ha H3ICIHETO, BKIOYCHO B 00XBaTra Ha
EC pexmapammsita 3a CHOTBETCTBHE, HAlpUMep CHHMKA, KOTato e
MOIXO/III0, KAKTO W HEroBOTO mpenHasHadeHne. C M3KIIOUCHHE HA HMETO
Ha MPOAYKTa WM THPrOBCKOTO HAaMMEHOBaHHE, HH(POPMALHATA, KOSTO IaBa
BB3MOXKHOCT 33 MACHTH(MHKALMS U MPOCICANMOCT, MOXE Ja CE MPEIOCTAaBU
upe3 6azous UDI-DI o touka 3;

. Kmac B 3aBucumoct oT puUCKa Ha U3ACIUETO ChIVIACHO IIpaBUjlaTa II0

npunoxenue VIII;

. I/ISFIBJ'IeHPIe, 4ye U3JCTUEeTO B 00XBaTa Ha JACKJIapanysaTa € B CbOTBETCTBUC C

pasnopenOuTe Ha HACTOSIUMS pErJIAMeHT M, aKo € HPHIOXKHMMO, Ha IPYTH
HPHIOKUMH 3aKOHOJATEIHU akToBe Ha Cbl03a, KOUTO NPEABMKIAT H37a-
BaHeto Ha EC neknapanus 3a chbOTBETCTBUC;

. IlocouBane Ha m3nom3Banute OC, xakto u Ha OC BBB Bpb3Ka C KOUTO €

JACKIapupaHO CbOTBETCTBUETO,

. Korato ¢ INIPUIIOKUMO, HAMMCHOBAHUC U HHCHTHqJHKaHHOHCH HOMEp Ha

HOTH(HIMpAHUS OpraH, ONHMCAaHHE HA U3BBPIICHATAa MpOLEAypa 3a
OLCHSIBAHE HAa CBOTBETCTBUETO M MICHTU(UKALMA Ha H3JaneHus(Te)
cepruduxar(u);

. Koraro e npuinoxxumo, pombiHuTeIHa HHGOpMALus;

Msicto u JlaTa Ha U3JaBaHE Ha ACKJIapanusaTa, UME€ U JUIBXKHOCT Ha JMULETO,
KO€TO 4 € IoANHuCalo, KaKTO M yKa3aHHC 3a KOI'0 U OT 4YHUC UME € I1oAIHuCaIo
TOBa JIHUIE, TMOAIHNC.
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IIPUJIOJKEHUE 'V

MAPKHNPOBKA 3A CbOTBETCTBMUE ,,CE“

1. Mapxkuposkara ,,CE*“ ce cbcron ot mnunmamure ,,CE“ cbc cineqnara dopma:

2. Axo ce HamaimsBa WM YyBelW4YaBa pa3MepbT Ha MapkupoBkata ,,CE®, ce
Cra3Bar MpONOPLUHTE, AAJCHU I0-Tope B rpadudyHaTa Mpexa.

3. Pasnuunure enemeHTH Ha MapkupoBkara ,,CE“ TpsOBa na uMar KaTo LsUIO
€IMH M CbIl BEpPTUKAIEH pa3Mep, KOWTO He TpsadBa Ja € IMO-MalbK OT
5 mm. To3u MMHMMaJEH pa3Mep MOXe Jla He ce MpHUiIara 3a MalKu U3Jeius.
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IIPUJIOJKEHUE VI

HH®OPMAILUA, KOSATO CE NIPEJACTABA IIPU PEIMCTPALIUATA

HA M3JAEJUMATA HW HKOHOMMYECKUTE OIEPATOPU B

CBOTBETCTBUE C 4YJIEH 29, HAPAI'PA® 4 W UYJIEH 31,

OCHOBHHU JAHHH, KOUTO CE HNPEJOCTABAT HA BA3ATA

JAHHHU 3A UDI, 3AEJHO C UDI-DI, B CBOTBETCTBHE C
YJIEHOBE 28 U 29 U CUCTEMA 3A UDI

YACT A

HWH®OPMAILIMA, KOATO CE IIPEJACTABA IIPU PEIMCTPALIUATA
HA M3JAEJUMATA HW HKOHOMMYECKUTE OIEPATOPU B
CBOTBETCTBHUE C YJIEH 29, IIAPAI'PA® 4 U YIEH 31

HpOI/ISBOZlI/ITeJ'U/ITe WK, aKO € NPUJIOKHUMO, YII'BJIHOMOIICHUTC IPEACTAaBUTEIIN U,
aKO € MPUJIIOKUMO, BHOCUTECIIUTE NIPEACTaBAT I/IHq)OpMaI.U/IﬂTa, IIoco4eHa B pasaei
1, W rapaHTHpaTr, 4€ I[oco4yeHaTa B pasjci 2 I/IH(i)OpMaI_[I/ISI OTHOCHO TCXHUTC
u3aeiivsa € IIbJiHa, JOCTOBEPHA U aKTyaJlM3upaHa OT CbOTBETHATa CTpaHa.

1. Hupopmanyiss OTHOCHO HKOHOMHYECKHS OIepaTop

1.1. BUJI MKOHOMHYECKH OII€paTop (T.e. TIPpOU3BOAUTEI, YI'BJIHOMOIICH NPEa-
CTaBUTCII UIIU BHOCPITCII);

1.2. HUME, aJpeC U JaHHU 3a Bpb3Ka ¢ UKOHOMHUYCCKHUS OIEpaTop,

1.3. axo mH(poOpMauATa ce NMpeoCcTaBsi OT JAPYro JIMIE OT UMETO HAa NKOHOMHU-
YecKHsl Oreparop, MocoyeH B paszaen 1.1 — ume, ajpec U JaHHU 3a BPb3Ka
C TOBa JIHIIE;

1.4. wMme, azpec ¥ JIaHHU 3a Bpb3Ka Ha JMIETO(JIMLATA), OTroBapsi(1) 3a ChOT-
BETCTBUETO C HOPMATHUBHHUTE M3UCKBAHUS, MOCOYCHH B WieH 15.

2. WHdopmanust 0THOCHO H3JenuUsTa

2.1. ©6azoB UDI-DI;

2.2. THI, HOMEP U JaTa, 1O KOATO € BAIUJIEH CepTU(UKATHT, U3JaJeH OT HOTHU-
GuLMpaHus OpraH, U MMe WIM MICHTU(UKALMOHEH HOMEp Ha TO3M HOTH-
¢duMpan opraH, KakTo W Bpb3Ka KbM HH(OpMAlMATA, ChIbpXKAIlla Ce B
ceprudukata M BbBEIEHA OT HOTH(MHULUPAHHSA OpPraH B EJIEKTPOHHATA
cucTeMa 3a HOTU(ULUPAHUTE OpraHu U CepTU(HKATUTE);

2.3. nbpxaBa WICHKA, B KOATO U3/EIHETO ILE Ce IyCKa WM Bede € IyCHAaTO Ha
naszapa Ha Cblo3a;

2.4. 3a m3penus ot xiac Ila, knac IIb mnm knac 11l —abpixaBu WieHKH, KbAETO
U3/ICINETO Ce MPEJOCTaBs MM IIe Cce MpeloCTaBs;

2.5. KiIac Ha U3IENTHETO B 3aBUCHUMOCT OT PHCKa;

2.6. moBTOpHO 00paboTeHO M3zenue 3a eqHOoKpaTHa ynotpeba (JA/HE);

2.7. HannMYMe Ha BELIECTBO, KOETO NpPH CaMOCTOSTENHA yrmoTpeba MoXe 1a ce
cuere 3a JICKapCTBEH MPOAYKT, U HAHMEHOBAHHME HA TOBA BEIIECTBO;

2.8. HajgMyYMe Ha BELIECTBO, KOETO NMpPH CaMOCTOSTENHA yrmoTpeba MoXe Oa ce
cyeTe 3a JIGKAapCTBEH MPOAYKT, MOJIYYEeH OT YOBCIIKA KPHB MM YOBEIIKA
1a3Ma, 1 HaMMEHOBAHHE HA TOBA BELIECTBO;
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2.9. HanMyMe Ha THKAHM WJIM KICTKH OT 4YOBEIIKH I[POM3XOJ HWIM TEXHU
npomsBoxHu (JA/HE);

2.10. HanMuWe Ha THKAHW WIN KIETKH OT JXMBOTHHCKH IPOM3XOJ WM TEXHH
npousBoxHu chriaacHo Permament (EC) Ne 722/2012 (JIA/HE);

2.11. aKo € NPUJIOKUMO, €IHHEH HACHTH()UKAMOHEH HOMEpP Ha KIMHUYHOTO
M3NUTBAHE WM M3NUTBAHMSA, NPOBEIEHH BHB BPb3Ka C M3JAEIMETO, WU
BPb3Ka KBbM DErMCTpalUATa HAa KIMHWUYHOTO U3NUTBAHE B €JIEKTPOHHATA
CHCTEMa 3a KIMHUYHM W3IUTBAHMS;

2.12. 3a w3penus mo mpuinoxenne XVI — gma ce mocoun panM IpeJHa3Ha-
YEHHeTO Ha U3JEIUETO € PA3IUYHO OT MEJMIMHCKO NpeHa3HAa4YeHHE;

2.13. 3a wm3genusi, MPOEKTUPAHH U TPOU3BEIACHU OT APYro IOPHAMYECKO WU
¢usnuecko smue no wien 10, maparpad 15 — wume, aapec W JaHHH 3a
BpB3Ka C TOBA IOPUAMYECKO WM (PU3HUECKO JIULE;

2.14. 3a wmzgenus ot kiac Il wim wMIUTaHTHpyeMu wH3Ienus — pe3loMe 3a
0e30macHOCTTa M KIMHUYHOTO JICHCTBHE;

2.15. craryc Ha m3menueTo (T.e. Ha mMaszapa, Bede HE € Ha Mmas3apa, M33eTo, Ipea-
MPUETO € KOPUTHPAIIO JACHCTBHE BHB BPb3Ka C OE30MaCHOCTTA).

YACT b

OCHOBHH JAHHH, KOUTO CE HNPEJIOCTABSAT HA BA3ATA
JAHHH 3A UDI 3AEJHO C UDI-DI B CBOTBETCTBHUE C
YJIEHOBE 28 U 29

IpousBourenar npegocrabs Ha 6azara ganHu 3a UDI npentuduxaropa UDI-DI
U 1s1aTa “HGOPMaLMs M0-J0JIy BbB BPb3Ka C HPOU3BOLUTENS U U3/EIHETO:

I. KOJIMYECTBO B ChOTBETHATA OIIaKOBKa,

2. 6azoB UDI-DI cbrnacno unen 29 u eseHtyannu pombinurennu UDI-DI;

3. Ha4uH 3a KOHTPOJI HA MPOU3BOACTBOTO HA M3AEINETO (CPOK HA TOJHOCT WIIH
Jata Ha MPOM3BOACTBO, HOMEpP Ha MapTUjarTa, CEpUeH HOMeEp);

4. ako e mpwiIoKUMO, uaeHTH(HUKaTOp Ha wu3mon3Banata eaumHuia UDI-DI
(korato BBPXY M3MOJ3BaHATA COMHUIIA OT M3ICIHETO HE € MOCTaBeH
eruket 3a UDI, ce onpenens naeHTHHUKATOp HA ,,M3M0JI3BaHATA SIUHUIA",
3a Ja ce CBBpXKe ymorpebaTa Ha H3AEITHETO C NaJCH MAIHEHT);

5. ume u aapec Ha IMPOU3BOAUTEIA (KaKTO Ca IMOCOYCHH Ha eTI/IKeTa);

6. EPH, u3nanen B cporBercTBHe ¢ wieH 31, maparpad 2;

7. aKko e IPHIOXKUMO, UME M aJpec Ha YI'bIHOMOIICHHUS NPEICTaBUTEN (KaKTO
ca TIOCOYCHU Ha ETUKETa);

8. Ko B HOMEHKJIaTypaTa Ha MEAWIMHCKHUTE M3JeNHs CBhITIACHO uieH 26;

9. KJlac Ha M3ICIIMETO B 3aBUCUMOCT OT puCKa,

10. ako e TIPUIIOKUMO, HAMMECHOBAHUE HUJIIM ThPrOBCKO HAMMEHOBAHUE,
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11.

12.

13.

14.

15.

17.

18.

19.

20.

21.

22.

23.

24.

aKo © MPHIOKHMO, MOJEN Ha H3NEINHeTo, peepeHIHs HINM KaTaloKeH
HOMeEp;

aKo € MPHIOKHMO, pazMepu (BKIIOYUTENHO 00eM, IBIDKUHA, KaauObp,
IMaMEeTBP);

JIOI'BJIHUTEITHO ONMCAHUE Ha MPOJYKTa (HE3aIbJDKUTEIHO);

aKo € TIIpUIIOKHUMO, YCJIIOBHsS Ha CbXpaHEHUEC /Wi pa60Ta C H3OCIUCTO
(KaKTO Cca IIOCOYCHU Ha €THUKETa WU B UHCTPYKIHHUTE 3a yHOTpeGa);

AKO € IIPUJIOKHUMO, OOIMBIHUTEIHU ThPIrOBCKM HAUMCHOBAHUSA HA HU3ACIHUETO,

. Jlany e OWII0 eTMKETHUPAHO KaTo M3zeNue 3a eaHokparHa ynorpeda (JJA/HE);

aKo € TPUIIOKHUMO, MaKCUMaJleH Opoil MOBTOPHU yHoTpedu;

JTAJT M3IEITHETO € eTuKeTupaHo kato crepuino (JA/HE);

Janu e HeoOxoauMma crepuiusanus npeau ynorpeba (JA/HE);

namu ceabpxa sareke (JJA/HE);

aKo € IPHIOXKKUMO, HH(pOPMAIHs BbPXY €THKeTa chriiacHO pasmen 10.4.5 ot
npuioxeHue I;

URL 3a pombiauTenHa uHpOpMANus, HAPUMEp MHCTPYKIMHU 32 yrmotpeda B
eNleKTpoHHa (hopMa (HE3aABIKUTEITHO);

aKO € IPWJIOKUMO, KPUTHYHU NPEAYIIPEKACHUSA WU IIPOTUBOIIOKA3aHUS,

CTaTyC Ha U3JCJIMCTO Ha I1a3apa (BC'-IC HE € Ha I1a3zapa, HU33€TO, IpeAIpUCcTH
ca Kopurupaiu JIECTBUS BHB Bpb3Ka C 6€3OHaCHOCTTa).

YACT B
CUCTEMA 3A UDI
Onpenenenus
ABTOMaTHYHO pasno3HaBaHe M mMpounTaHe Ha nanHute (AIDC)

AIDC e TexHONOrHs, KOSTO CE€ M3MO0J3Ba 32 aBTOMATHUYHO MIPOYMTAHE Ha
nanHute. Texuonorusra 3a AIDC BkirouBa 0apKoJoBe, KapTH C YHUIIOBE
(smart cards), OHOMETPUYHM JaHHM U PaJUOUECTOTHA HAEHTH(UKAIMS
(RFID).

bazos UDI-DI

bazosustr UDI-DI e mnbpBuuHHAT wuACHTH()UKATOP HA Mojena Ha
n3zenuero. Toil € OCHOBHMAT KIIOY 3a 3amicuTe B 0Oa3ara JaHHM 3a
UDI u ce mocouBa B chorBeTHUTE cepruduratn u EC mexnapanuu 3a
CHOTBETCTBHE.

DI na u3non3BaHaTa eIuHHIA

DI Ha u3non3BaHaTa eAMHMLA CIYXKH Jla CBBPXKE yroTpedara Ha M3JeIHe ¢
HALUEHT B CIIy4auTe, KOraTo BbpPXYy M3MOJI3BaHATA €MHHLA OT U3/CIHETO
He ¢ mocTtaBeH eruker 3a UDI, HampuMmep KOrato HSKOJIKO E€IUHHUIH OT
€HO ¥ CBIIO M3[ENUe Ca OINAKOBAHHU 3aeIHO.

Wspenue ¢ xondurypauus

Wznenue ¢ koHUrypamuss € W3JAeNHe, CBCTOSAI0 C€ OT HIKOJKO
KOMITOHEHTa, KOHTO MOrar na ObaaT Crio0eHH OT MHpPOW3BOJMTENS B
MHOECTBO KOH(purypanuu. Te3n OTHeqHH KOMIIOHCHTH MOTaT CaMu IO
cebe cu [1a TPeICTABISABAT U3/ICTIHS.
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Wznenusta ¢ KOHQUIypalmus BKIOYBAT CHCTEMH 33 KOMITFOThpPHA
tomorpadus (KT), ynrpa3sBykoBH cuCTEMH, aHECTE3HMOJIOTHYHH CHCTEMH,
CHCTEMH 32 IpOCIeAsBaHe Ha (DU3HOJOTHYHUTE IIOKA3ATENH, paJIHo-
noruaHu uHpopmanuonHu cuctemu (RIS).

Konduryparms

Koudurypauusita e koMOMHAIKS OT €IEMEHTH OT 00OpY/IBaHE, MIOCOYCHU
OT TMPOM3BOAUTENS, KOMTO (PYHKIHOHHPAT 3aEAHO KAaTO HW3JeiHne 3a
MOCTUTaHE Ha OMNpeleslieHo mpenHazHadeHwe. KomOuHammsata oT
€JIEMEHTH MOXe Ja Ob/ie NMPOMEHEHa, MPUCIIOcOOCHA WM HAaCTpOeHa 3a
3aJI0BOJISIBaHE HA OCOOCHH MOTPEOHOCTH.

Konduryparuure BKIIOYBAT, Hape] C IPYroTo:

— CKaHHpAaIlW PaMKH, TPHOW, MacH, MyNTOBE H JAPYTH CIEMEHTH OT
000py/IBaHETO, KOUTO MOraT ja ObaaT KOH(UIypHpaHH/KOMOWHUPAaHU
3a M3IBJIHCHHC Ha (byHKL[I/Iﬂ o IMnpe€aHasHAauYCHUE B KOMIIIOTbpHATa
ToMorpadus;

— amapaTy 3a BEHTHJIALWs, JUXaTeIHU arnapaTu, BallopU3aToOpH, KOUTO Ce
KOMOMHHUpAT 3a W3MBJIHEHHE HAa (YHKUMS M0 NpeJHa3HAuYeHUE MpH
aHeCTe3Hsl.

UDI-DI

UDI-DI e ynukanen unudpo uiau OykBeHO-LM(POB KOA, ONpeneeH 3a
JlafieH MOoJIeN U3JieNue, KOWTO ce M3MO0JI3Ba M KaTo ,KJIIoY 33 JOCTBI® 10
nHpopmanuaTa, cbXpaHsBaHa B 0a3ara naHuu 3a UDL

Yernuso o6o3nauenue (HRI)
HRI o3HauaBa 4eTIMBOCT HA 3HALUTE B JAHHHUTE, 3aKOJUPAHH B HOCHTEISL
Ha UDL

HuBa Ha omakoBane

HuBa Ha omakoBaHe O3HauaBa pa3IMYHUTE HUBA HAa ONAKOBKM Ha
W3IEINETO, CBHABPXKAINM  ONpPEAENEHO KOJIMYECTBO  W3JENHsA, KaTo
HanpUMep KapTOHEHa KyTHSl WM Karb(Q.

UDI-PI

UDI-PI e uudppor wumm OykBeHO-UM(PPOB KOI, KOWTO HACHTH(HULUpA
MPOM3BO/CTBEHATA CANHHULA HA W3ICIHETO.

Paznuunure Bugose UDI-PI BkimrouBar cepueH Homep WM HOMEp Ha
HmapTujarta, uAeHTUdUKanus Ha codTyepa M AaTa Ha NPOU3BOICTBO HIU
CPOK Ha TOAHOCT WJIM M JBETE JaTH.

Pagnouectorna unentudukarus (RFID)

RFID e TexHonorus, KosATO M3MO0JI3Ba KOMYHUKALUs 4pe3 paJdOBBIHU 3a
OOMEH Ha JaHHU MEXJy YeTSI0 YCTPOHCTBO M EJIEKTPOHEH ETHKET,
NPHUKPENeH KbM IpeIMeT, ¢ Lel UAeHTH(UKaIums.

ToBapHu KoHTeiHEpU

ToBapHHAT KOHTEHHEp € KOHTEMHEp, NpH KOWTO IPOCIEIUMOCTTa Ce
KOHTPOJIMpA Ype3 CHELHUAICH MPOLEC 3a JIOTHCTHYHUTE CUCTEMH.
Yuukanen unentuduxarop Ha usznenusata (UDI)

UDI e cepust ot muppoBr u OyKBEHO-IU(PPOBH 3HAILM, Ch3AaZCHA upe3
obmonpuera HACHTU(GUKALMS HA M3EIMATA M CTAHAAPTH 32 O3HAYaBaHE.
Cucremara 1aBa BBb3MOXKHOCT 3a SICHA HACHTH(HKAIMSA Ha CHOTBETHOTO
m3nenue Ha mazapa. UDI ce cwcrom ot UDI-DI u UDI-PI.

Jlymara ,,yHUKaJIeH HE BKIIOYBA CEPHHHOTO HOMEPHPAaHE Ha OTICITHUTE
MPOU3BOJICTBEHH EMHHUIIM.
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2.2.

2.3.

2.4.

3.2.

3.3.

3.4.

3.5.

3.6.

3.7.

3.8.

3.9.

Hocwuren na UDI

Hocurensatr va UDI e cpeactBoTo 3a chobuiaBane Ha UDI upes uzmod-
3Baneto Ha AIDC wu, ako e mpuinoxumo, HeroBoto HRI.

Hocurenute wa UDI BritouBar, Hapex ¢ APyroTo, WACHTH(GHKALHUOHEH
JUHeeH OapkoJ, IByu3MepeH marpuueH Oapkox, RFID.

OO1mM U3UCKBAHUS

Hanacsinero na UDI e nonbiHHTEIHO HU3HUCKBAHC, KOCTO HC 3aMCHS HUKOC
OT HM3UCKBAaHHUATA 3a MApPKHUPOBKa WKW 3a C€THUKETHUPAHE, NPEABUIACHU B
TPUITIOKEHUE I kM HacToAlIA PETJIaMCHT.

[IpouzBonuTensaT onpenens u nonabpka yHukanau UDI Ha u3nenusTa cu.

EnunctBeno mpousBoguternsT Moxe aa Hanacsi UDI BbpXy u3nenueTo nim
OIIaKOBKHUTE MY.

Morar fa ce W3MON3BAT SOUHCTBEHO CTAHAAPTHTE 3a O3HAYaBaHE, KOHTO
ca MPeJoCTaBeHH OT W3JaBamuTe CyOeKTH, ompeneneHu or Kommcusita
chrilacHO wieH 27, maparpad 2.

UDI

UDI ce ompenmens 3a camOoTO H3JeiUe WIM Heroara omakoBka. Cien-
BaIlUTE HUBA HA OINlAKOBaHE pasmojarar c¢bc codbctser UDI.

ToBapHHUTE KOHTEifHEpH ce OCBOOOXKAaBaT OT HM3MCKBAHMATA IO pa3ziell
3.1. Hanpumep, He ce msucka UDI 3a JIOTUCTHYHH €AMHHULHU; KOTaTo
JIOCTaBYMKBT HA 3APAaBHH TPWXH ITIOpPhYBA MHOMKECTBO H3JCIUS, 3a
xouro ¢ mocodeH UDI minm HOMephT Ha MOAENa Ha OTACITHUTE H3JEIHs,
1 TIPOM3BOAUTENAT IOCTaBA TE3M W3JCIHS B KOHTEHHEp 3a TpaHCIIOp-
THpaHe WIH 3a 3alliTa Ha OTICITHUTE ONAKOBAaHU M3EIH, 32 KOHTeHHepa
(TorucTHYHaTa €AMHUIIA) HE ce Mpuiarar u3uckBanusta 3a UDIL.

UDI ce cberon ot ase yactu — UDI-DI u UDI-PI.

UDI-DI e ynukaneH Ha BCSIKO HHBO Ha OIaKOBaHE Ha HM3/AEIHETO.

AKo BBpXY €THKETa ca MOCOYEeHM HOMEpBT Ha MapTUAaTa U CEPUHHHAT
HOMep, MIeHTH(MKauusTa Ha codTyepa WM CPOKBT Ha TOAHOCT, T€ ca
yacT oT UDI-PI. Ako BbpXy eTukeTa € IOCOYeHa U JlaTa Ha MPOU3BOACTBO,
HHUKOE OT M3MCKBAHMATA 3a. AKO BBPXY €THKETa € I0COYeHa caMo JaTa Ha
MIPOU3BOJICTBO, Ts ce u3nonssa 3a UDI-PL.

Ha Bcexku KOMIIOHEHT, KOHTO ce CuWTa 3a W3Jelue U ce Ipeanara Ha
raszapa camocCTOsITeNHO, ce ompenens oraeneH UDI, ocBeH ako komro-
HEHTUTE HE Ca 4YacT OT M3JeNHe C KOH(QUIypalus, KOeTo € 0003Ha4eHO
c¢we cobcreen UDIL

Ha cucremure n HabGopure Mo wieH 22 ce ONpeAeNs W HAHACS TEXCH
coocteen UDI.

HpOI/I3BOZ[I/IT6J'I$[T onpeneiis UDI Ha majneHo uzzenue ChriiacHO ChOTBETHHUS
CTaH[AapT 3a O3Ha4aBaHC.

Wsuckea ce HoB UDI-DI, korato e Hanuie mpoMsiHa, KOSTO OM MOria Ja
JIOBE/IE 10 TOTPEIIHA WACHTU(PUKAIMS Ha M3CIHETO W/UIH J0 HESICHOTA
110 OTHOIIEHHE Ha MPOCIEIUMOCTTa MY; IO-CIIEIIHATHO BCSKA MPOMSHA Ha
€JIMH OT CIICIHUTE CJICMEHTH Ha JaHHWTE B O0a3aTta maHHM Ha UDI m3uckBa
noB UDI-DI:

a) HAaMMCHOBAHUE WM ThPrOBCKO HAMMEHOBAHHE,
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4.2.

4.3.

44,

4.5.

4.6.

4.7.

4.8.

4.9.

6) BapyUaHT WK MOJECII Ha U3IACIUETO,

B) ETHUKETHPaHO KaTO H3JeJMe 3a €AHOKpaTHa ymnorpeoda,

r) CTepHJHA OMAaKOBKa,

I) HEoOXOIMMOCT OT CTEPUIIM3UpaHEe Npeau ymnorpeba,

C) KOJIMYECTBO HM3AC/IHA B OIIAaKOBKAarTa,

X

Na2

KPUTHYHH TPSAYNPESKACHUS WIH [POTHUBOIMOKA3aHUS, HAIpUMeEp
cpabpxkamo natekc mwin DEHP.

[MpousBomuTenH, KOUTO MPEONAKOBAT W/WIN NMPEETHKETUPAT U3/CNHS ChC
cOOCTBEH eTuKeT, 3ama3Bar ganHu 3a UDI Ha mpousBoauTenss Ha OpPHUTH-
HAJHOTO M3JeJHue.

Hocuren na UDI

Hocuremsar ma UDI (AIDC ¢opmar u HRI dopmar ma UDI) ce mocraBs
BBPXY €THKETa WIH CaMOTO H3JIeNIHe U BBPXY BCHUKHU ClICJBAIM HUBA HA
onaxkoBaHe Ha m3zenuero. CreBaliuTe HUBA HAa ONAKOBAaHE HE BKIIOYBAT
TOBapHHUTE KOHTEIHEpH.

B cnywaii Ha 3HAYMTENHM OTPAaHWYCHHS Ha MPOCTPAHCTBOTO BBPXY
OIMMAaKOBKAaTa Ha M3MOJ3BaHaTa eauHuna, Hocutenst Ha UDI Moxe ma
ObJic TOCTABEH Ha CJIEABAIIOTO HHBO Ha OMAKOBAHE.

3a u3menusta 3a eqHokpatHa ymotpeba ot kiac I u Ila, omakoBanu u
€TUKETHPAaHU MOOTAENHO, He ce u3uckBa HocurensaT Ha UDI na e Bppxy
ONaKOBKaTa, HO TOM ce MOCOYBa Ha CJIEABAIIOTO HMBO Ha ONAKOBaHE,
HanpUMep KyTHATA, ChIbPXKALA HAKOJKO MOOTJEIHO OIAKOBaHU
mnenus. Korato obaue He ce oyakBa JDOCTABYMKBT HA 3APABHU TPUXKH
Jla MMa JOCTBbI, KaTo HampuMep B CIydyail Ha 3IpaBHU TpPIKH B
JIOMalllHA yCJIOBHs, JIO CJEJBAIIOTO HUBO HA ONAKOBAaHE HA H3/IEIHETO,
UDI ce nmocraBst BbpXy ONAKOBKaTa Ha OTIEIHOTO H3AEIHE.

3a n3genuATa, NpeHa3HAuUEHU M3KIIOUYUTENHO 3a IIyHKTOBE 3a IpojaxoOa
Ha xapeOHo, He ce msucksa UDI-PI 3a AIDC pa ce mocraBsT BBpXY
OINIAKOBKATa Ha caMusl ITyHKT 3a Hpojaxoa.

Koraro nocurenmu Ha AIDC, pazmuaan ot Hocuten Ha UDI, ca BriroueHH
B €THKeTa Ha mponykra, Hocutemat Ha UDI e uetnnBo mocodes.

Axko ce n3nomsBat nuHeliHn 6apkogose UDI-DI u UDI-PI morar na 6waat
BEPIKHO CBBP3aHW B JBa WM [MOBeye Oapkoja WM Ja He Objaar
CBbp3aHH. BCHUKHM 4YacTH W €JEeMEHTH Ha JIMHEWHHs 0apKoj ca pasrpa-
HUYHUMH U SICHO OIPEIeTHMH.

AKO CBILIECTBYBAT 3HAUUTENIHU NPEUKU Mpe]] €JHOBPEMEHHOTO U3II0JI3BaHEe
nHa xasara ¢opmara (AIDC u HRI) BbpXy erukera, ce HM3HCKBA I0COY-
BaHETO BBPXy eTukera camo Ha Qopmara AIDC. 3a wusnenus obaue,
KOUTO ca IpeJHa3HA4YeHU 3a M3IOJ3BAaHE W3BBH 3/IPAaBHUTE 3aBEJICHUI,
HanpuMep Wu3JeNHs 3a 3ApaBHU Tpwku B poMamuu yciosus, HRI ce
[I0COYBA BBPXY €THMKETa, JOPU aKO BIIOCJIEACTBHE HE OCTaBa MsICTO 3a
AIDC.

®opmarsT Ha HRI ¢ choOpaszeH mpaBmiata Ha cyOekTa, W3/aBalll Koja 3a
UDL

Axo mpousBoauTeNAT u3mon3Ba TexHonorusta RFID, Bepxy erukera ce
MOCOYBa M JIMHESH WIN JBYM3MepeH O0apkol B CBOTBETCTBHE ChC
CTaHJapTa, NPEJOCTABEH OT M3/ABAIUTE CYOCKTH.
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4.10.

4.11.

4.12.

4.13.

4.14.

4.15.

5.2.

5.3.

5.4.

5.5.

5.6.

5.7.

5.8.

3a m3genuATa 3a MHOTOKpaTHa ymortpeba Hocurtenst Ha UDI e BBpxy
camoro wuszgenue. Hocuremar ma UDI 3a usgenus 3a MHOroOKpaTHa
ynorpeba, HM3UCKBALM IOYUCTBAHE, NE3UH(EKUMs, CTEPUIH3ALMSI HWIH
OOHOBSIBAHE TIPEIU BCSKO CJEIBAIIO HW3IMOJ3BaHE OT MAIMEeHTa, OCTaBa
TpacH W YETIHWB CIeJ BCEKHM MpOIleC Ha MOATOTOBKA Ha HW3IEIHETO 3a
IIOCJIE/IBAIIO M3IIOJI3BAHE B PAMKHUTE Ha IPEIBHICHUS EKCIUIOATAllMOHECH
CPOK Ha M3JenueTo. M3ucKkBaHeTo Ha HACTOSIIUS pa3jel He ce mpujara 3a
U3JIEHs TPU CIIEAHUTE OOCTOSTENICTBA:

a) BCEKH BHJ HEMOCPEACTBEHO MapKupaHe OM ce oTpas3us Ha Oe3omac-
HOCTTa WM ACHCTBHETO HA H3ICIHETO;

0) u3nenueTo He MoXe Ja ObJe HEeMOCPEACTBEHO MAapKHpaHO, 3all0TO
TOBa HE € TEXHOJIOTMYHO OCBIIECTBUMO.

Hocurensar wa UDI ocraBa uWeTnuB mpe3 msulaTa HOpMalHa yrorpeda u
LeNusl MPEeIBUACH EKCIUIOATallMOHEH CPOK Ha U3JEIHETO.

Axo Hocurenst Ha UDI e sicHO 4YeTinMB MM — TpU M3MOJI3BaHE Ha
AIDC — Moxe Ja ce CKaHUpa Ipe3 OIaKOBKaTa Ha H3JENUETO, He ce
M3UCKBA mocTaBsHeTo Ha Hocutens Ha UDI BBpXxy omakoBkara.

Korarto oTaenHu roToBH M3ENUs C& ChCTOST OT MHOXKECTBO 4acCTH, KOMTO
TpsiOBa Ja ce Criuo0AT mpeau TsAXHATa MbpBa ymorpeda, € JOCTaThYHO
HocutensaT Ha UDI nma ce mocraBu camMo BBpXy enHa OT YacTUTE Ha
BCSIKO M3JEJIHe.

Hocurensat wa UDI ce mnocraBs Taka, ue ¢opmarst AIDC na Obae
JIOCTBIICH MO BpeMe Ha HOpMayHa paboTa WM ChbXpaHEHHE.

Hocurenure nHa Oapkona, BxmouBam UDI-DI u UDI-PI, morar na
BKJIFOYBAaT W CBIIECTBCHNW JAHHU 3a (DYHKIMOHMPAHETO HA H3JCIHETO
WM JPYTH JaHHH.

O6mu mpuHiuny Ha 6azata manaum 3a UDI

Bazara mannm 3a UDI gaBa BB3MOKHOCT 3a H3MIOJ3BAaHE Ha BCHYKH
OCHOBHM €JIEMEHTH Ha JaHHMTE B Oasata manHu 3a UDI, nmocouenu B
4acT b OT HACTOAIOTO MpPUIIOKEHUE.

[IponsBomuTenuTe OTrOBapsAT 3a IMBPBOHAYAIHOTO IIO/IaBAHE U aKTyalld-
3alMUTe Ha WICHTH(HUKAIMOHHATa WMH(OpMAIMs W APYrW eJIeMEHTH Ha
JIaHHUTE 3a U3JIeNMeTo B Oazara manuu 3a UDI.

[MpunaraT ce MOAXOISIIM METOAW/TPOLEIYPH 32 BaIMAUPAHETO HA Hpe.-
OCTaBCHUTE JaHHH.

HpOI/ISBOI[PITeJ'II/ITC TICPUOANYHO MPOBEPABAT TOYHOCTTA HA BCUYKH JAHHH,
CBBP3aHU C HU3ACIMATA, KOUTO Ca ITyCHAJIM Ha Iasapa, ¢ HU3KIIOYCHUE Ha
U3JC/IUATa, KOUTO BEYC HE C€ MPEAOCTABAT Ha Iasapa.

Hanuunero wa UDI-DI na wusgenuero B 0Oazata jganHud 3a UDI He
03Ha4aBa, Ye W3/ICIIMETO ChOTBETCTBA HA HACTOSIINS PEIJIaMEHT.

baszara nmaHHM naBa BB3MOXKHOCT 3a CBBP3BAaHCTO Ha BCHYKHM HHBa Ha
OIIaKOBaHC Ha H3JCIIUCTO.

Jannute 3a HOBM UDI-DI ca HanuuHM KbM MOMEHTAa Ha IyCKaHE Ha
H3JIEJINETO Ha Ias3apa.

[IpousBoauTenuTe axkTyaau3upaT CHOTBETHHS 3amic B 0a3ara MaHHH 3a
UDI B cpok or 30 nmuHu cieq Karo € HampaBeHa NPOMsHA Ha OajaeH
eJIeMeHT, KoiTo He m3uckBa HOoB UDI-DI.
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5.9.

5.10.

5.11.

6.2.

6.2.1.

6.2.2.

6.3.
6.3.1.

bazara pamHm 3a UDI usnomsBa BHHArd KOraro € BB3MOXKHO MEXKIY-
HapoOJHO INPHETH CTAaHAApTU 3a MOAABAHETO HA JAHHU M TAXHOTO aKTya-
JIU3UpaHe.

[otpedutenckust unTepdeiic Ha Oazara mannu 3a UDI e Hanuden Ha
BcHUKM oduupaiHu e3unu Ha Cbhro3a. M3mon3BaHeTo Ha mojera 3a
cBOOO/IEH TEKCT 00aye ce CBeXJa 10 MUHMMYM, 3a Ja CE OrpaHH4ar
€3UKOBHTE MPEBO/IH.

JlaHHUTE 32 W3IENHsA, KOMTO BEye HE Ce MPEJOCTaBAT Ha Ma3apa, OCTaBaT B
Oasarta manHu 3a UDIL

IIpaBuna 3a KOHKPETHU THIIOBE W3ZAENUS

I/IMHHaHTI/IpyCMI/I U3OCITUA:

. Ummnantupyemure usnenust ce 0003Ha4yaBaT Ha HAN-HUCKOTO HHMBO Ha

orakoBaHe (TTAKeTHM €IMHHLM) WIM MapKMpaHH, KaTo Ce W3I0J3Ba
AIDC, ¢ UDI (UDI-DI + UDI-PI);

. Xapakrepuctukure Ha UDI-PI ca naii-manko cnemnure:

a) CepueH HOMEp 3a aKTUBHHUTE MMIUIAHTHPYEMH H3/eIHs,

0) cepueH HOMep MJIM HOMEP Ha MapTHIATa 3a JPYruTe UMILUIAHTUPYEeMU
U3/1eIHs.

. UDI Ha uMMIIaHTHpyeMOTO H3[eine ce 0003Ha4yaBa MpPEAd HMIUIaHTHU-

paHeTo.

W3nenus 3a MHOTOKpaTHa yHotpe0a, W3UCKBAIM IIOYUCTBAHE, IC3HH-
(dexus, cTepwiM3auMs Wi OOHOBsIBAaHE IPeNM BCsKa CIEABaIa
ynorpeoa.

UDI Ha Te3u u3aenus ce NOCTaBsl BbPXY H3AEIHETO M OCTaBa YETIIUB CIIe]

BCsIKa MPOIEAypa 3a MOATOTOBKA HA M3IEAMETO 3a CIeABaIia ymorpea.

Xapaxkrepuctukure Ha UDI-PI, manpumep Homep Ha mapTtupaTa HIN
CEPHMEH HOMEP, CE OMPENEIAT OT IPOU3BOAUTENS.

Cucremu 1 HaOOpH CHINIACHO WieH 22

DUZNYECKOTO WM IOPUIMYECKO JIULE, IOCOUYEHO B WiIeH 22, OTroBaps 3a
0003HauaBaHeTO Ha cucremMaTa min Habopa upe3 UDI, Bximousamy UDI-DI
u UDI-PI;

. Bepxy omakoBkaTa Ha H3eNHE, CHABPXKALIO CHCTEMa WM HAabOp, WIH

BBPXY CaMOTO H3JeNue ce mocTasst Hocutend Ha UDIL
W3kntoueHus:

a) M3MCKBAHETO 3a Hanm4ue Ha cobctBeH Hocuten Ha UDI He ce mpumara
3a OT[ENHHUTE W3/CNHUS 332 eIHOKpaTHA ymoTpeda, YusiTo ymorpeda Karo
ISUT0 € W3BECTHA HA JIMIATA, 33 KOWTO Ca MpEIHA3HAYCHH, KOUTO Ca
BKJIFOUCHH B CHCTEMa WM HAOOp W KOWTO HE ca MpeIHA3HAYCHH 3a
oTIeHa yrnotpeba W3BBH CHCTeMaTa Win Habopa;

0) m3uckBaHeTo 3a Hanmuuue Ha Hocuren Ha UDI He ce mpuiara 3a
U3/1eNuATa, OCBOOOICHH OT M3KMcKBaHeTo 3a Hocuren Ha UDI Ha cboT-
BETHOTO HMBO Ha OIAKOBAHE, KOraTo T Ca BKJIIOUEHH B CHCTEMA MM
HaOop.

. TlocraBsine Ha HOocuten Ha UDI BbpXy cucTemMuTe WM HabOpuTe

a) Hocurenar na UDI Ha cucrema uiaM HabOp 1O HNPHHLUII CE IOCTaBs OT
BBHIIHATA CTPaHa Ha ONAKOBKATa.

6) Hocurenst na UDI e wernus win, npu usnonssane Ha AIDC, moxe ma
ce CKaHWpa, HE3aBHCHMO Ialli € MOCTaBeH OT BBHIIHATA CTPaHA Ha
OIAKOBKATa Ha CHCTEMaTa MM Habopa WM BBB BBTPEIIHOCTTA Ha
po3pavHa OMAaKOBKA.
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6.4.
6.4.1.

6.4.2.

6.4.3.

6.4.4.

6.4.5.

6.5.
6.5.1.

Wspenus ¢ xoHdurypaums

UDI ce ompenens 3a u3aenueTo ¢ KOHGHUrypalys B Heropara LsUIOCT U Ce
napuya UDI Ha uznenue ¢ koH(Uryparus.

UDI-DI Ha u3zgenue ¢ xoHQuUrypauust ce ompeneis 3a Ipylmd OT KOHGH-
Typalud, a He 32 BCSAKAa KOHQUTypalus B paMKuTe Ha rpymnara. ['pyma oT
KOHQHUIrypauy o3HauaBa CHBKYIHOCTTA OT BB3MOXXHH KOH(HUrypaluu 3a
JTAIEHO M3JEJME CBINIACHO TEXHHYECKaTa JOKyMEHTAIIMs.

UDI-PI Ha wu3zmenue ¢ KoHpurypauusi ce ompeneis 3a BCSKO OTAEITHO
u3jienue ¢ KOHQUrypauus.

Hocurenst Ha UDI Ha u3menue ¢ KoOHUIypamusi cCe MOCTaBS BBPXY
KOMIIOHEHTa, KOWTO HMa Hal-MajJKa BEpOSITHOCT Ja Oble NOAMEHEH
mpe3 eKCIUIOATALMOHHUS CPOK Ha cucTeMaTa u ce obo3HauaBa kato UDI
Ha M37eNUe ¢ KOH(Urypauus.

Ha Bcekn KOMITOHEHT, CYMTaH 3a M3/IeJHe, KOITO ce Mpejsara Ha masapa
€aMOoCTOATENHO, ce ompeaens oraeneH UDI;

Codryep 3a uzzmenusra
Kputepuu 3a onpenensne na UDI

UDI ce onpeaenst Ha CHCTEMHOTO paBHumIIE Ha codryepa. ToBa m3nckBaHe
ce mpuiara camo 3a codrTyep, KOWTO ce mpeyiara Ha Ia3zapa camo-
CTOSATENHO, U codTyep, KOHTO cam Mo cebe CH IpencTaBisBa H3IEIHe.

O0o03HauyaBaHeTO Ha copTyepa ce cuhrTa 32 MEXaHH3bM Ha IPOHM3BOJICTBEH
KOHTpol u ce nocousa B UDI-PIL.

. N3uckBa ce HoB UDI-DI BuHarm korato e Haiule MpOMsHA IO

OTHOIIICHHE Ha.

a) II'bpBOHAYAIHOTO aeﬁcmne,

0) Ge3omacHOCTTa WJIM IMpeABHAEHaTa ynoTpeba Ha codryepa,

B) TBIIKYBAHETO Ha JaHHHUTEC.

Tesu IIPOMEHU CE€ OTHACAT 10 HOBU HUJIM UBMCHCHU aJI'OPUTMHU, CTPYKTYPU
Ha Oasu JaHHH, OIlI€paTHBHA rmaT(bopMa, APXUTEKTypa WJIIKM HOBU IIOTpPE-
OUTEIICKH I/IHTep(i)eI\/'ICI/I WJIX HOBU KaHaJIU 3a Ol€paTUBHA CbBMECTUMOCT.

. Hesnauurennu mpomenu B codryepa usmcksar camo HOB UDI-PI, a He

nos UDI-DI.

Hesnaunrtennure npoMeHH Ha codrTyepa OOMKHOBEHO ca CBBp3aHH C
OTCTpaHsBaHEe HA TPEIIKH, MOJOOPEHHs Ha H3IOJI3BAEMOCTTA, KOHTO HE
ce BBBEXKIAT C 11ell 6e30aCHOCT, IPOTPaMH 3a CHI'YPHOCT HJIH OTlepaTHBHA
€(eKTUBHOCT.

Hesnaunrtennure nmpomMeHu B codTyepa ce 0003Ha4YaBaT ChC CIELHUATHA
(opma Ha mpeHTUUKALMS HA TPOU3BOIMUTENS.

. Kputepun 3a nocrassaero na UDI 3a codryep

a) Korato coTyepbT Ce NMPEJOCTaBsi Ha MaTEpPUAJICH HOCHUTEIN, Halpumep
ype3 CD nnu DVD, Ha Bcsko HUBO Ha OMAaKOBaHE Ce MOCOYBA MIBJIHUSIT
UDI B uwernuB 3a xopara u B AIDC ¢opmar. UDI na marepuannus
HOCHUTeJI, ChAbpIKall codTyepa, U Ha HEroBara ONAaKOBKa, € MAEHTHYCH
¢ UDI, nprcBoeH Ha CHCTEMHOTO paBHHUILE Ha codryepa;

6) UDI ce mpenocraBsi Ha JIECHO JOCTBIIEH €KpaH 3a IOJI3BATENs B JIECHO
yemnB (opmart ,,plain-text”, Hanpumep BBB (Bailll ¢ ONMCAHHETO WIIH
BKJIFOYCH B HAYaJIHHs CKPaH;
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B)

r)

n)

copTyep, KOMTO HE pasmoiara ¢ IOTpPeOUTENCKH HHTepdeiic, KOHTo
HalpuMep MEXIUHEH HHTErpalioHeH codTyep 3a mpeoOpasyBaHe Ha
n3o0pakeHnsi, Moxke npa npemane UDI upe3 mpuioxHO-mporpamen
uHTepdeEiic;

B CIICKTPOHHMTE AWCILIEH Ha codTyepa ce M3HCKBA CaMO YETJIMBATa 3a
xopara 4yact ot UDI. O6o3nauaBanero na UDI upe3 n3nonsBanero Ha
AIDC He ce M3MCKBA B EICKTPOHHHUTE AUCIUICH, HAIPUMEP MEHIOTO C
nHpOpMAIMA 32 CHCTEMara, eKpaHa IPH 3apexIaHe W T.H.;

4eTIMBHAT 32 xopaTa ¢opmar Ha UDI 3a codryep BkIrOuBa HACHTHU-
¢ukaropu 3a mpunoxenuero (Al) 3a cranmapra, M3MON3BaH OT W3Ja-
BaIllUTe CyOeKTH, 3a Ja ce MOMOTHE Ha MOTPeOUTeNs na uaeHTUUIHIpa
UDI u nma ompenenu KOl CTaHAApT € W3MON3BaH 3a CH3IAaBAaHETO MY.
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IIPUJIOJKEHUE VII

MN3UCKBAHMUSI, HA KOUTO TPABBA  JA OTI'OBAPAT

HOTHU®ULUPAHUTE OPI'AHU

OPTAHM3ALIMOHHHU 1 OBILIU M3VCKBAHHWA

[IpaBen craryc n opraHM3allMOHHa CTPYKTypa

. Bcexu HOoTUdUIIUPaH OpraH ce ch3[jaBa ChINACHO HALMOHAIHOTO NPaBoO Ha

JIbpKaBa WICHKAa WIM MPAaBOTO Ha TpeTaTa JbpikaBa, ¢ KOATO CBIO3BT €
CKJIIOUMJI CHIOpa3yMEHHe 3a LieNTa. 3a HeroBara MpaBocyOeKTHOCT M CTaTyc
TpsOBa Ja MMa NbJIHA AOKyMeHTauus. Ta3su JOKyMEHTals BKJIIOYBA
uHdopMmaLys 3a COOCTBEHOCTTAa M IOPHAMYECKUTE WIH (QU3HYECKUTE
JIMI@A, YIPaXKHABAIIM KOHTPOJ BBPXY HOTH(ULUpAHHUS OpraH.

. AKO HOTU(UIUPAHUAT OpPraH € IIpaBeH CyOeKT, KOWTO € 4acT OT IIo-

rojsiMa OpraHM3aLys, SICHO c€ JOKYMEHTUpAaT AeHHOCTUTE M M HelHaTa
OpraHM3allMOHHA CTPYKTYpa W YIpaBJICHHE M BPBH3KATa C HOTH(UIUPAHUSL
oprai. B TakbB cilyyall HM3MCKBaHMATA, NOCOYEHHM B pasgen 1.2, ca
HPHIOKUMH KaKTO 32 HOTHOHIMpAHHSA OPraH, Taka M 3a OPraHU3allUATa,
KbM KOSATO TOH MPHHAJUIEKH.

. AKO naneH HOTU(HUIMpPAH OpraH M3ILEUIO MM YacTHYHO IPHUTEKaBa

NpaBHU CYOEKTH, YCTAaHOBEHHM B JbpKaBa WICHKAa WIN TpeTa IbpiKasa,
WM € NPUTEXaBaH OT JAPYr NPaBeH CyOeKT, SCHO Ce OMpPEeNeNsT U JOKY-
MEHTHpAT ACHHOCTUTE M OTTOBOPHOCTHTE Ha TE3M CYOSKTH M TEXHHTE
NpaBHU M ONEPAaTHBHU B3aMMOOTHOLICHHS C HOTU(HIMpAHUS OpraH. 3a
nepcoHajga Ha Te3u CyOeKTH, M3BbpLIBAI JSHHOCTH O OLEHSIBaHE Ha
CBOTBETCTBHETO CBIVIACHO HACTOSIIMSA PETJIAMEHT, C€ NpHiarar ChbOT-
BETHUTE W3UCKBAaHHS HA HACTOSIIUS PETIIaMEHT.

. OpraHu3alMOHHAaTa CTPYKTypa, paslpeleNICHHETO Ha OTTOBOPHOCTHTE,

HepapxuuHata JMHHSA U (QYHKIHOHUPAHETO HA HOTU(ULMpPAHUS OpraH ce
OpraHu3Mpar Taka, 4e Jia rapaHTupar JAO0BEpHETO B paboTrara Ha HOTH(DU-
LUPaHUs OpraH U pe3ylNTaTuTe OT IPOBEXKIAHUTE OT HEro AEHHOCTH IO
OLICHSIBAHE HA CHOTBETCTBUETO.

HoTtudunupanust opraH SCHO JOKYMEHTHpAa OpraHM3alMOHHATA CH
CTPYKTYpa U (YHKLIHUTE, OTTOBOPHOCTHTE M MPABOMOIIMATA HA BHCILIETO
CH PBKOBOACTBO M HAa OCTaHAIMs IIEPCOHAN, KOHTO MOXe JIa OKa3Ba
BJIMSIHUE BBPXY paboTaTa Ha HOTU(UUMPAHUS OpraH M BBPXY Pe3yJNTaTHTE
OT JCHHOCTHTE My IO OLICHABAaHE HA CHOTBETCTBHETO.

. Hortupuuupanusar opran onpeznenst nuuara OT BHCIIETO CH PBKOBOJICTBO,

KOUTO UMAT II'BJIHA MMPABOMOIIHNA U HOCAT II'bJIHA OTTOBOPHOCT 3a BCAKO OT
CICIHHUTE!

— HOPEAOCTaBsAHC Ha NOAXOIAIIN pEeCypCH 3a JNICHHOCTHUTE IO OlICHSBAHE
Ha CbOTBETCTBUECTO,

— pa3paboTBaHe HA TMPOLEAYPH W MOIUTHKH 32 (YHKIMOHHPAHETO Ha
HOTH(HULMPAHUS OpTraH;

— HaA30p BbPXy MPUIAraHETO Ha MpPOLEAYpPHUTE, TOJUTUKUTE H
CHCTEMUTE 32 YNpaBJIEHHE Ha KAaueCTBOTO Ha HOTHU(ULMpAHUS Opra;

— HaJ30p BbPXY (MHAHCHTE Ha HOTU(GHILHUPAHUS OPraH;

— JIeWHOCTH ¥ PEIICHUs, B3€TH OT HOTH(UIUPAHUS OPTaH, BKIFOYUTEIHO
CIIOpa3yMeHHS;
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1.2.
1.2.1.

1.2.2.

1.2.3.

— JCJICTUPAHC Ha NPpaBOMOIIHUA Ha II€pCOHaIa W/unn KOMHUTETHUTE, KOraTto
TOBa € HCOGXOIII/IMO, 3a U3I'BJIHCHUETO Ha OIPEACIICHU HCﬁHOCTH;

— B3aMMOJEICTBUE C OpraHa, OTroBapsll 3a HOTU(ULUPAHUTE OpPraHH, U
3a/lbJDKEHHS] BbB BPb3Ka C KOMYHHMKALIUMTE C KOMIICTEHTHUTE OpraHH,
Komucusta n apyru HOTHOHLUPAHU OpPraHu.

HesaBucumoct u 6e3MpHCTPACTHOCT

HOTI/I(i)I/II_II/IpaHI/ISIT opraH € TpeTo JIMLE, HE3aBUCUMO OT IIPOMU3BOAUTEIISA HA
H3JCJIMETO, BbB BPb3Ka C KOCTO U3BHPIIBA JICHOCTH 110 OIlEHsBaHE Ha
CBHOTBCTCTBHCTO. HOTI/I(i)I/II_[I/IpaHI/ISIT opran € CbIIO TakKa HE3aBUCUM OT
JApYyru MKOHOMHUYECKHU ONEpaTopu € MHTEPEC KbM U3ACINETO, KAKTO U OT
BCHUYKHW KOHKYPECHTH Ha IMPOU3BOAUTEIIA. ToBa He H3KIIOYBA BBH3MOXK-
HOCTTa HOTI/I(I)I/II_[I/IpaHI/IHT opraH Ja H3BbpUIBA JIEMHOCTH TI0 OIICHSIBaHE
Ha CBOTBETCTBHUETO 324 KOHKYPEHTHU IPOU3BOAUTEIIN.

HoTtudunupanusar opran € opraHuzupaH ¥ (yHKIMOHMpA Taka, 4e Ja
Ob/aT 3ama3eHd HE3aBHCHMOCTTA, OOEKTUBHOCTTa M OE3MPUCTPACTHOCTTA
Ha Herosute AeitHocTH. HoTnduuupanust opran JOKyMEHTHPa U BBBEXIA
CTPYKTYpa M TpOLEIYpH 3a OCHUTypsBaHE Ha OEe3NMPHUCTPACTHOCT M 3a
HacbpyaBaHE€ W IpWJIaraHe Ha [IPUHIUIIUTE Ha 6e3l'lpl/ICTpaCTHOCT B
IsANaTa CM OpraHW3allus, CPeJ LeIWs CH IepCOHaN U B JEHHOCTHTE CH
o oneHsBane. Te3n NpoLeIypH MPEABIKIAT YCTAaHOBSBAHE, pa3cie/BaHe
U HaMHpaHE Ha PCIICHUE IIPU BCUYKU CIydau, B KOUTO MOXKE J1a Bb3BHUKHE
KOH(IUKT Ha MHTEPECH, BKIIOYUTEIIHO YYaCTHUE HA CHOTBETHHUS CIIYXKUTEI
B KOHCYJITAaHTCKH YCIYTH B chepara Ha M3IENHATA NPEIH HAa3HAYABAHETO
My Ha paboTa B HOTH(HIMpaHHs opraH. M3NHMTBaHETO, pe3yiTaTHTE U
HaMEePEeHOTO pEIIeHHe Ce JIOKyMEHTHPAT.

HoTtudunupanusar opran, HEroBOTO BHCIIE PBKOBOACTBO M IEPCOHAIBT,
OTroBapsl 3a U3MbIHEHNE HA 33a4NTe 10 OICHABAHE Ha ChOTBETCTBUETO,
HE MoraT:

a) ma ObJAT MPOEKTAHT, MPOU3BOMUTEN, JOCTABUYHK, JIHIE, KOETO MOHTHUDA,
KyIlyBa4d, COOCTBEHHK WM Ja W3BBPIIBAT NMOJAPBKKA HA H3ACIUATA,
KOHMTO OICHSABAT, HUTO Ja OBJAT YITBJIHOMOIIECHH IPEICTABUTEIN Ha
HSKOE OT Te3W Juna. ToBa OrpaHHYeHHE HE HM3KIIOYBA 3aKyITyBaHETO
u ymorpebata Ha OLEHIBAaHH H3JENUsI, KOMTO Ca HEOOXOAMMH 3a
JIEHOCTHTE HA HOTH()UIMPAHHUS OPraH U 3a M3BHPUIBAHETO HA OLCHS-
BaHETO HA CHOTBETCTBHETO WIM YyIOTpebaTa Ha TAaKWBa H3IENUS 3a
JINYHY TIEIH,

6) Ja B3eMaT y4dacTue B IPOCKTHUPAHCTO, IPOU3BOACTBOTO HIU I/I3pa60T-
BAHCTO, MpEUIaraHeTO Ha Ila3apa, MOHTUPAHETO U H3IIOJI3BAHETO WJIHU
noAApbKKaTa Ha M3ACJIMATA, 3a KOUTO Ca HAa3HA4YCHW, HUTO [a IIpea-
CTaBJIABaT JulaTa, aHTa)XupaHu C TE3U [[eﬁHOCTPI;

B) Jla c€ BKJIIOYBAT B JECHHOCT, KOSATO MOXE Ja € B IPOTUBOPEYUE C
TAXHATa HE3aBHCUMA IIPELEHKa M IOYTEHO MOBEICHHE IO OTHOIICHUE
Ha JICHHOCTHTE IO OLCHSABaHE Ha CBOTBETCTBUETO, 3a KOUTO Ca
OIpeieIeHH;

r) Ja HpejiaraT WIM IPEeJOCTaBiT KAaKBaTO M Ja € yciyra, Kosto Ou
MOIVIa Jla 3acTpalld JOBEpPUETO B TAXHATA HE3aBUCUMOCT, Oe3NpH-
CTPAacTHOCT MM 0OeKTHBHOCT. [T0-KOHKpETHO Te He mpejiarat, HUTO
MIPEAOCTaBAT KOHCYIATAHTCKH YCIYIM Ha TPOU3BOAUTENS, YIBIHO-
MOIIEHHs My IpPEACTaBUTEN, JOCTaBUMK MJIM TBPrOBCKH KOHKYPEHT
10 OTHOIICHHE Ha IMPOEKTUPAHETO, M3PabOTBAHETO, NpEAJaraHeTo Ha
nazapa WM NOAJAPBKKATA HA OLIEHABAHUTE M3IENUS WIM HPOLECH; U

) 71a ca CBBbpP3aHU C OpPraHM3alus, KOSITO IPEIOCTaBs KOHCYITaHTCKH
ycayrd, mocodeHH B OykBa r). ToBa orpaHnveHHe HE H3KIOYBA
JIEHHOCTH MO 000 00yuYeHHe, KOUTO HEe KacasT KOHKPETeH KIHCHT U
ca CBBp3aHH C HOpPMAaTHBHATa ypeada Ha H3JeNHsATa WIH ChC CHOT-
BETHHUTE CTaHIAPTH.
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1.2.4.

1.2.5.

1.2.6.

1.2.7.

1.2.8.

1.2.9.

1.3.
1.3.1.

1.4.
1.4.1.

VYuactueto B KOHCYJITAHTCKH YCIIyI'u B C(bepaTa Ha u3aCvATa IMIpean
3aII04YBaHCTO Ha paﬁoTa B HOTI/I(i)I/II_II/IpaHI/IH OopraH € HaIl'bJIHO JOKYMCH-
THpaHO B MOMCHTa Ha 3allO4YBaHCTO Ha pa60Ta U TNOTCHIHUAJTIHHUTE
KOH(i)J'II/IKTI/I Ha HUHTEpECH CC HaGJ’I}OL{aBaT nu peuaBaT B CHOTBETCTBUE C
HACTOAMIOTO MPUIIOKEHHUEC. UneHoBeTe Ha TI€pCoOHala, KOUTO cCa OHUBIIH
CIIYKUTCIIM Ha OIPEACIICH KIMCHT WM Ca MPEAOCTaBsIM KOHCYJIITAaHTCKU
yciyru B cdpepaTa Ha nu3aeiauAaATa 3a TO3W KOHKPETCH KIIMEHT, MpEau Oa
3aro4yHar pa60Ta B HOTI/I(bI/IHI/IpaHI/ISI OpraH, HE H3BBpHIBAT L[eﬁHOCTH 110
OLCHABAHE Ha CBOTBETCTBUETO 3a TO3WM KOHKPETEH KIHMECHT HWJIH 3a
JAPYKECTBA, MpUHAAJIC)KAIIUN KbM ChIllaTa rpyra, 3a CpOK OT TpU T'OJAWHH.

OcurypsiBa ce O€3IPUCTPACTHOCTTa HA HOTU(HLMPAHWUTE OpraHM, Ha
TSXHOTO BHCIIE PBKOBOJACTBO W HAa IEpPCOHANA, OTrOBapsll 3a OLEHS-
BaHeTo. HHBOTO Ha BB3HArpakJACHHE HA BHCIIETO PBKOBOJCTBO M Ha
IepCcoHaja, OTroBapsil 3a OLCHSJBAaHETO, Ha HOTU(UIMPAHUS OpraH,
KAaKTO W Ha IOAW3IBIHUTEINTE, Y4acTBAIlM B JCHHOCTH IO OLICHSBAHE,
HE 3aBHCH OT pPe3yJITATUTE Ha M3BBPIICHOTO oueHsBaHe. Hortuduimpanure
OpraHH OIIOBECTSBAT MyOJIMYHO AEKIApAlMUTE 32 MHTEPECH Ha BHUCILIETO
CH PBKOBOJICTBO.

AkO cOOCTBEHMK Ha HOTH(HULHUpaHHsS OpraH € MyOJMYHONPABEH CYOeKT
WM WHCTUTYIHMA, C€ TapaHTHpaT M JOKyMEHTHpAaT HE3aBUCHMOCTTa WU
JIMIICaTa Ha KOHQUIMKT Ha MHTEPECH MEXAY OpraHa, OTTOBapsll 3a HOTH-
(unMpaHuTe OpPraHd, W/WIM KOMIIETEHTHHS OpraH, OT €JHa CTpaHa, H
HOTHGUIMPAHUS OpraH, OT Jpyra CTpaHa.

HoTtudunupanusr opraH rapantupa U JOKYMEHTHpa, 4Ye JAeHHOCTUTE Ha
HErOBUTE IIOJETEHMS WIH HOAU3NBIHUTENM M Ha JPYr CBBP3aH OpraH,
BKJIIOUUTENIHO JACHHOCTUTE Ha TEXHUTE COOCTBEHHLH, HE 3acsraT HE3aBU-
CHMOCTTa, OE3IPUCTPACTHOCTTA MM OOEKTUBHOCTTA My IPU JEHHOCTHTE
My O OLEHSBAaHE Ha CbOTBETCTBHETO.

Hortudunupanust opran W3BBpIIBA IEHHOCTHTE CH CBHIIACHO HAOOp OT
MOCIIEZIOBATENIHY, CIPABSIUIMBA M TNPUEMIIMBU YCJIOBHUS, Karo B3eMa
NpeJBUI MHTEPECUTE HA MAJIKUTE M CPEIHUTE HPEINPUSTHS 110 CMHUCHIA
Ha [Ipemopska 2003/361/EO BBB BpB3Ka C TakcUTE.

H3uckBanusATa, ONPENEIEHN B HACTOSILMS pa3fieN, He U3KII0YBaT oOMeHa
Ha TEeXHHYecKa MH(OpMAlUs U HACOKM BBB Bpb3Ka C HOpMAaTHBHATa
ypenba Mexay HOTHUGHULUMPAHHUS OpraH U IPOU3BOAUTENS, KOHTO IojaBa
3asBJICHHE 3a OLIEHSBAHE Ha ChOTBETCTBUETO.

[ToBepurennoct

Hotudunupanusar opraH uMa [OKYMEHTHPAHM IPOLEAYPH, KOHUTO
rapaHTHpaTr, 4€ HErOBUAT IIEPCOHAJl, KOMUTETH, IOACIECHMS, MOIU3IbI-
HUTEIU WM APYr CBBP3aH OpraH WM IIEPCOHANl HAa BBLHIUHU OpraHu
Cra3BaT IOBEPHTEIHOCTTa Ha MH(OpMaLUsATa, IOIyYeHA HpPH U3IIbI-
HEHHETO Ha JEWHOCTUTE IO OICHSABAHE HA CBOTBETCTBUETO, OCBEH
KOraTo HEHHOTO Pa3IylacsBaHE CE U3MCKBA IO 3aKOH.

[epconansT Ha HOTH(GHULMPAHHUS OPraH Cla3Ba 3abDKEHHE 3a CIIy)KeOHa
TailHa TP W3IBIHEHHWE HAa CBOUTE 33Ja4d CBITACHO HACTOSIIHA
periaMeHT WM BCsKa pasnopenda Ha HAMOHATHOTO HPaBO 3a HETOBOTO
IpuIaraHe, OCBEH M0 OTHOLIEHHE Ha OPraHUTEe, KOUTO OTTOBAapsAT 3a HOTH-
(UnMpaHUTe OPraHd, OPraHUTe, KOMIIETEHTHH 32 MEAMLUHCKUTE W3/eIHs
B AbpxKaBUTe WieHKH, win Komucusara. OcurypsBa ce 3alura Ha IpaBaTa
Ha coOctBeHocT. Horupuuupanusr opran uMa JAOKYMEHTHpaHH
MIpOLEAypH MO OTHOIIEHHE HAa M3MCKBAHMATA HA HACTOSIIMSA pasjell.

OTroBopHOCT

HOTPIC])I/IHI/IpaHI/ISIT OpraH CKJIIOYBa MOAXOAINa 3aCTpaXOBKa 3a MOKPUBAHE
Ha OTrOBOPHOCTTa CH BBB BpPB3Ka C HCﬁHOCTHTe CH II0 OLCHABAHC Ha
CBOTBETCTBUETO, OCBEH KOIaTO OTTOBOPHOCTTAa C€ mo€Ma OT ChOTBETHATa
AbpiKaBa WICHKa CBIJIACHO HAIMOHAJIIHOTO MPaBO MWW KOrarto Ta3u
JAbpKaBa YICHKa € MPAKO OTTOBOpPHA 3a OLCHABAHETO HAa CHOTBETCTBHUETO.
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1.4.2.

1.6.
1.6.1.

1.6.2.

2.2.

OO0xBaThT W O00MmOTO (HUHAHCOBO TOKPUTHE HA 3acTpaxoBKaTa 3a
IIOKPUBAaHE Ha OTIOBOPHOCTTa CHOTBETCTBAT HA HUBOTO M Teorpadckus
0o0XBaT Ha JEHHOCTHTE Ha HOTHU(UUMpaHHS OpraH M ca ChOOpa3eHu ¢
PHUCKOBHSL TPOGUI Ha W3ICIHUATa, CEPTHOUIMPAHH OT HOTH()UIUpPAHHS
oprad. 3acTpaxoBKara MOKpHWBA CIIy4aWTe, B KOWUTO HOTH(UIMPAHHST
opran Moxe Jaa ObJe 3aJbDKEH Ja OTHEMe, OrpaHd4Yd WIH CIIpe
JIEHCTBHETO Ha CepTU(UKATHTE.

DHUHAHCOBU M3MCKBAHUS

Hotudumupanuar opraH pasmonara ¢ (HHAHCOBHTE DECypCH, HEo0-
XOJMMH 3a U3BBPIIBAHE HA JIEHHOCTHUTE 110 OLEHSIBAaHE Ha ChOTBETCTBUETO
B PaMKHTE Ha ONpEJEIEeHHUs My MaHIAT U CBBP3aHUTE C TOBA CTONAHCKU
onepanuu. Toil JOKyMEHTHpa M IIpeACTaBs JOKAa3aTelCTBA 3a (PUHAH-
COBHUTE CH BB3MOXHOCTU U CBOSITA JBITOCPOUHA MKOHOMUYECKA XKU3HEC-
MOCOOHOCT, KaTo OTYHTa KOHKPETHUTE OOCTOSTENCTBA IIPH eTarna Ha
II'bPBOHAYAIHOTO 3allO4YBaHe Ha JEHHOCTTAa My, B 3aBUCHMOCT OT CIydas.

VYyacTie B KOOPAWHALMOHHU JEHHOCTU

HOTI/I(bI/II_II/IpaHI/ISIT OopraH ydacTtBa B CbOTBETHUTC JIEMHOCTH 110 cTaHaap-
TU3ALMSA U JICHHOCTUTE Ha KOOpJAUHAllMOHHATa rpyla Ha HOTI/I(i)I/IL[I/IpaHI/ITe
OopraHy, 1nocov4cHa B 4JICH 49, WM rapaHTvpa, 4€ OTroBapslUsiT 3a OLCHS-
BAHCTO IIEpCOHANI € I/IHq)OpMI/IpaH 3a TC3U HCﬁHOCTH, a OTroBapsAIUiAT 3a
OLCHABAHCTO U B3EMAHCTO Ha PCHICHUS IIEPCOHANT € PIH(IJOpMI/IpaH 3a CbOT-
BCTHUTC 3aKOHOAATCIIHU aKTOBC, HACOKU U Haﬁ-[[oGpI/I TNIpaKTUKH, IPUCTHU B
PaMKHUTE Ha HACTOAIIWS PETIIaMCHT.

Hotudunupanusat opran B3eMa MNpeABH] HACOKUTE U Haii-1o0pute
MIPaKTHKH.

WN3UCKBAHUA 3A YIIPABJIEHMETO HA KAYECTBOTO

HOTI/ICI)I/II_II/IpaHI/IﬂT OpraH Cb3laBa, JOKYMEHTHPA, U3IIBJIHABA, IOAABPKA U
PBKOBOOUA CHUCTEMA 3a YIIPABJICHHUE HA KAa4€CTBOTO, KOATO € ImoaxoAsdina C
oriaeaq Ha €CTECTBOTO, C(bepaTa n Mama6a Ha JCHHOCTHUTE My 10
OIICHABAaHE Ha CHOTBETCTBUETO U KOATO € B CHCTOAHUE Oa HNOIPHUHECE H
Jla OOKa3Ba IIOCICAOBATCIHOTO HU3MBJIHCHHEC Ha HW3HUCKBAaHHATA 110
HaCTOALIUA PETIIaMEHT.

Cucremara 3a ynpaBjeHHE Ha KaueCTBOTO Ha HOTU(UIMpAHUS OpraH
BKJIIOYBA Hail-MaJKo ClIEIHOTO:

— CTpPyKTypa M [AOKYMEHTAllsl Ha CHCTeMaTa 3a YNpaBICHHE, BKIIIO-
YUTEITHO NOJUTUKUTE M LEJIUTe HA JCHHOCTUTE HAa HOTH()ULUpAHHS
opras;

— IIOJIMTUKH 34 Bb3JIaraHC¢ Ha Jlei;lHOCTPI U OTrOBOPHOCTH Ha II€PCOHAJIA;

— [pouecu Ha OLCHSABAaHC MW Ha B3€MaHC Ha pPCEHICHUA CLOGpa3HO
3aa4UTe, OTTOBOPHOCTUTE U POJIsiTA Ha IIEPCOHATIA U BUCHIECTO PHKO-
BOACTBO Ha HOTI/I(i)I/IHI/IpaHI/ISI opraH;

— IUTaHUpaHe, TPOBEXKAaHEe, OIECHsABaHE W, NMPH HEOOXOAWMOCT, aaarl-
THpaHEe Ha MPOIENypHUTe 3a OLEHSIBAaHE HA CHOTBETCTBHETO;

— KOHTPOJI Ha JTOKYMEHTHTE;
— KOHTPOJI Ha 3aIlMCHTE;

— TIperJieid Ha YIPaBICHUETO;

— BBTPEIIHU OJUTH;

— KOPMIHMpAlLM U NPEBAaHTHBHM JEHCTBHS,
— CHTHQJIM U XalOW; u

— TPOABIKABAIIO OOyYeHHE.
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2.3.

2.4.

3.1
3.1.1.

Axo JOKYMEHTUTE C€ H3II0J3BAaT Ha HSKOJKO €3HKa, HOTI/I(bI/II_II/IpaHI/ISIT
OpraH rapaHTvpa U IpoBepsBa AaJIM T€ UMAT €1HO U CBIIO ChAbPIKAHUC.

Buciiero pbKkOBOACTBO Ha HOTH(QHUMPAaHHWS OpraH TrapaHThpa, 4e
cHUcTeMaTa 3a YOpaBJICHHE Ha KadecTBOTO € HambJIHO pa30pana,
NpuiaraHa M Cla3BaHa B IUlaTa OpraHu3alus Ha HOTH(GHLIMPAHMS
OpraH, BKJIIOYMTEIHO HETOBHUTE IMOJEICHUS WIN ITIOJU3ITBIHUTEIN, KOUTO
ydacTBaT B JCHHOCTH 3a OICHABAaHE HAa CBOTBETCTBUETO CBHIVIACHO
HACTOAIINS PErJIaMeHT.

HoTtndunupanusar opraH HM3MCKBa OT LENUs MEpPCOHaN OQHIMAIHO Ja
[I0eMe aHTaKHMMEHT, Ype3 MOIINC WM PaBHOCTOEH aKT, Jla CIa3Ba IpoIie-
JypuTe, ONpEIeNeHn OT HOTHGUIMPaHHUS oOpraH. To3M aHTQKHUMEHT
BKJIFOUBA acCIMEKTH, CBBP3aHM C IOBEPUTEIHOCTTa U HE3aBUCHMOCTTa OT
TBPrOBCKM M JIPyTM MHTEPECHM U BCSIKAKBU CBIIECTBYBAIUM HJIH
MIPEeAXOAHN BPB3KM ¢ KiaueHTH. OT mepcoHana ce M3MCKBAa JAa MONBIHU
MUCMEHa JAeKJIapalys 3a Cla3BaHe Ha MPUHIUINTE Ha TOBEPHTENHOCT,
HE3aBHCHMOCT U OE€3NPUCTPACTHOCT.

WU3NCKBAHUS 3A PECYPCUTE
OOIIM MOJIOKEHHS

HOTPIC])I/IHI/IpaHI/ITC opraHu TpH6Ba Ja Morat Jga HU3NObJIHABAT BCHYKHU
3aa4d, BB3JIOKCHH MM CBIVIACHO HACTOAIINA PErJIaMEeHT, C Hal-BUCOKa
CTCIICH HA ITOYTCHO HpO(i)eCI/IOHaHHO TIOBCACHUEC U HeOGXOZ[I/IMaTa KOMIICT-
CHTHOCT B oONpeaecicHara 06J'IaCT, HE3aBUCHMO JaJIi TE3HM 3aga4du CE€
HU3IIBJIHABAT OT CaMHUs HOTI/I(i)I/ILII/IpaH OpraHu HMJIA OT HETOBO MME€ M Ha
HETOBa OTTOBOPHOCT.

ITo-koHKpeTHO, HOTHU(UUMpPAHUTE OpraHW pasHojiaraT ¢ HEOOXOAUMHMS
MepcoHal M MNPHUTEekKABAaT WIM HUMaT JOCTBI JO IPUIOTO 00OpyaBaHe,
CBOPBHKEHUS] M KOMIIETEHTHOCT, KOHMTO Ca HYXKHH 3a IPaBUIHO
U3MbJIHEHHE HAa TEXHUYECKUTE, HAyYHUTE M aAMUHHUCTPATHUBHUTE 3a7adu
B paMKHTE Ha JACHHOCTHUTE 110 OLCHSBAaHE Ha CHOTBETCTBHETO, BB BPB3Ka
C KOHMTO ca OINpEACIeHH.

ToBa M3MCKBaHE Hpe/rosara, 4e Ho BCSIKO BpeMe, 3a BCSKa MpoLeaypa 1o
OLICHSIBAHE HAa CBHOTBETCTBHETO M 3a BCEKH THIl M3JCIHs, 33 KOSNTO €
omnpezeseH, HOTU(UIMPAHUAT OpraH paslojiara IOCTOSHHO € J0CTaThb4yHO
aJIMUHUCTPATHBEH, TEXHUYECKH M HAYY€H [EPCOHAN C ONUT M 3HAHHS B
obyacTra Ha CHOTBETHHUTE W3JeNus M TexHoimoruu. To3um mnepcoHan e
JIOCTaThYCH Karo Opoiika, 3a Ja Ce rapaHTHpa, Y€ CHOTBETHHAT HOTHU-
(unmpaH opraH Moke Ja W3IBIHABA 33/a4UTE IO OLEHSABAHE HAa CHOT-
BETCTBHETO, BKIIOYHMTEIHO Ha MeIUIMHCKaTa (YHKIMS, @ H3BBpIIBA
KIMHUYHM OLCHKH, Jla OLEHsBa JEHCTBHETO M 0O€30IacHOCTTa Ha
W3IEINATa, 32 KOMTO € OIpeNelieH, C OINie Ha HW3UCKBAaHHUATA II0
HACTOSIIUS PErJaMeHT, M IO-KOHKPETHO TE3W IO NpHiIokeHue 1.

OOmaTa KOMIICTEHTHOCT Ha HOTH(HMUIHUpPAHUS OpraH € TakaBa, 4e Jia My
II03BOJISIBA /14 OLICHSBA THIIOBETE M3JEIHs, 3a KOUTO ¢ ompexeneH. Horu-
(ULMpaHUAT OpraH pasmojiara ¢ JOCTaTbyHa BHTPELIHA KOMIETCHTHOCT 3a
KPUTHUYHO OLICHSABAaHE HA OLEHKH, W3BBPIICHM OT BBHIIHU CKCIICPTH.
3agaunTte, KOUTO HOTH(GUIMPAHUAT OpPraH HE MOXKE Ja Bb3Jara Ha IOJH3-
IIBJIHATENH, Ca IOCOYCHU B pasnen 4.1.

IlepconanbT, KOMTO ydacTBa B YIPaBICHHETO HA JIEWHOCTHTE Ha HOTH(U-
LUpaHHUsl OpraH IO OIEHSBaHE Ha CHOTBETCTBHETO II0 OTHOLICHHE Ha
W3/IeNUATA, TPUTEKaBa HEOOXOAMUMHUTE 3HAHUS C OIVIe] Ch3IABAaHETO U
(YHKIMOHHMpPAHETO Ha CHCTEMa 3a MOoI0Op Ha MepcoHana 3a OLEHSIBaHEe
U TIpOBEpKa, 3a NpPOBEpKaTa Ha KOMIIETEHTHOCTTAa My, 3a pa3pellaBaHe
Ha U3IBJIHEHUETO Ha 3aJaYuTe My U TAXHOTO paslpenesieHue, 3a OpraHu-
3UpaHe Ha IITbPBOHAYAIHOTO M TEKYyIIOTO My OOydYeHHe, KakTo H 3a
Bb3JIaraHe HA HETOBHTE 3aJbJDKCHUS M HAONIOJCHHETO My, Taka de Ja
ce rapaHTupa, 4e MEepCOHANBT, KOWTO MPOBEX,AAa M H3BBPIIBA JEHHOCTH
IO OLCHSBaHE M IPOBEpPKa, € KOMIETCHTEH Ja HM3IBJIHSIBA BB3JIOKECHHUTE
My 3a/auH.
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3.2
3.2.1.

322

3.23.

HOTI/I(bI/IHI/IpaHI/ISIT Opran omnpeaecjd IOHE €JHO JIMIEC B PaMKHUTE Ha
BUCHICTO CH PBKOBOJACTBO, KOCTO Ja HOCH ISJIOCTHA OTTOBOPHOCT 3a
BCUYKU JECHHOCTH IO OIICHSBAaHE Ha ChOTBETCTBHUETO HA W3JIEIUATA.

Hortuduuupanust opraH rapaHtupa, dYe IEpCOHANBT, Y4dacTBall B
JICHHOCTH TIO OIIEHSABAaHE HA CHOTBETCTBHETO, IMOJIBbp)Ka CBOSATA KBaJHU-
(UKaIMsA U eKCIepTeH OIMT, KaTo INMpHiaraT cucTeMa 3a OOMEH Ha OIUT
U Iporpama 3a NpoabiDKaBalio o0ydeHHe M 0Opa3oBaHHUE.

HoTtudunupanusar opraH SICHO DOKyMEHTHpa OOXBaTa W TPAaHULUTE Ha
3abDKCHUSITa ¥ OTTOBOPHOCTHTE, KAaKTO M HHUBOTO HAa MPaBOMOINUATA
Ha TEepCOoHaa, BKIOUUTENHO MOJU3IBIHUTENNTE U BBHIIHUTE EKCIIEPTH,
KOMTO y4acTBa B JAEHHOCTHTE IO OLEHABaHE HAa CHOTBETCTBHETO, WU
CBOTBETHO TH CBEXJa A0 3HAHHETO HA TO3U IEPCOHAIL.

KBanupukaryoHHN KPUTEpHH MO OTHOLICHHWE HA IEpCOoHasa

HoTtudunupanusar opran omnpenens M AOKyMEHTHpa KBaIHM(DUKALMOHHU
KPUTEPUH M TPOLEAYPH 3a 1MoA0Op M NPEeoCTaBsHE Ha MPABOMOILMS Ha
JIMLATA, YYacTBallM B JEHHOCTH 110 OLEHSABAHE Ha ChOTBETCTBHUETO, BKIIIO-
YUTEIHO [0 OTHOIIEHHWE Ha 3HAHUATA, ONUTAa W Jpyra HeoOXoamma
KOMIIETEHTHOCT, M KaKTO M II'bPBOHAYAJHOTO M TEKyIIOTO OOydeHue.
KBamupukanuoHHUTE KpUTEpUM OOXBalaT paziuuHuTe (QyHKUIMH B
paMKHTE Ha IIpoLeca Ha OLEHSABaHE Ha CbOTBETCTBUETO, KaTO HAIpPHUMEp
OJHT, OLEHKAa WIM H3IHMTBAHE Ha INPOIYKTa, HpeErie] Ha TeXHHYecKaTa
JIOKyMEHTallUsl ¥ B3EMaHE Ha PEIEHHE, KAKTO U U3JEIHUATA, TEXHOJIOTUHTE
u 00JacTUTe, KaTO HAalpuMep OHUOJNIOrMYHA CHbBMECTUMOCT, CTEPHIM3ALUS,
TBKaHM M KIETKH OT YOBELIKM M >XMBOTMHCKU IIPOM3XOJ M KIMHUYHA
OllCHKa, KOMTO ca B cdepara Ha KOMICTCHTHOCT HAa HOTH(UIUPAHUSL
Opras.

KBanmupukanuoHHUTE KPUTEPUH, TOCOYEHHM B pasgen 3.2.1, 3aBUCAT OT
chepara Ha KOMIETEHTHOCT HA HOTU(QUIUPAHUS OPraH CBITACHO
OIIMCAHMETO Ha 00XBaTa, M3IMON3BAHO OT AbPXKABaTa WICHKA 3a HOTH(DH-
uupaneTo mo wieH 42, maparpad 3, KaTo OCHUTypsIBAT JOCTATHYHO HUBO Ha
HOIPOOHOCT 3a HeoOXoIuMara KBaTU(UKAUUS B IIOAPA3JENCHUATa Ha
OIIMCAHMETO Ha O0OXBaTa.

OmpezensT ce CHelHMaTHA KBATU(QUKAMOHHM KPUTEPHU HaW-MaJKOTO 3a
OLIEHSIBAaHE HAa:

— TpeAKIMHUYHATA OLICHKA,
— KJIMHHWYHATA OLICHKA,

— TBKAaHUTC U KJICTKUTE OT YOBCIIKH U JKMBOTHHCKH MPOU3XOL,
— (QyHKUMOHaMHAaTa OE30IacHOCT,

— codryepa,

— OIIaKOBKaTa,

— U3AeJIMATa, KOUTO BKIIIOYBAT KaTO HEpasJC/iHa 4YacT JICKapCTBEH
npoayKT,

— W3JENHUATA, ChCTABCHH OT BEIIECTBA MM KOMOWHAIIMM OT BEIICCTBA,
KOUTO ce abcopOMpaT OT UOBELIKOTO TSJIO MIM C€ pPaslpbCKBAT
JIOKAJIHO B HErO, U

— Pa3’IM4YHUTE TUIIOBE IIPOLECH Ha CTCPUIIM3allus.

HepCOHaJ'I’LT, OoTroBapdml 3a YCTAaHOBABAHE Ha KBaJ'II/ICl)I/IKaI_H/IOHHPITS
KpUTEPUU U 3a NPEAOCTABSIHE Ha IPAaBOMOIIMA Ha JiALaTa, KOWUTO IIE
H3BBPIIBAT KOHKPETHU JIIEMHOCTH TIO OIICHSBaHE Ha CBOTBETCTBHUETO, €
CbCTaBE€H OT CIYXHUTCIIA Ha HOTI/I(bI/II_H/IpaHI/IH Oopran W HE€ MOXKE Ja
BKJIFOYBa BBHIIHU €KCIOEPTH HWIHW MNOAU3IIBIHUTEIIH. Toit IIpuTe)KaBa
JIOKA3aHW 3HAHWUA U OIIUT BB BCHYKHU obaactu T10-110JTYy X

— 3aKkoHOAATeNICTBOTO Ha Chi03a BB BPb3Ka C M3IEIUATA U CHOTBETHUTE
HACOKH;
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3.2.4.

3.2.5.

— nOpoueaypure 3a OLCHABAaHC Ha CBOTBETCTBHUCTO, MPEABHJACHH B
HacCTOsAIUS PErIIaMEHT;

— IIHpOKa 6asza OT 3HAHUSA 3a TEXHOJOTWUTE B 00JacTTa Ha usnaciusaTa u
TIPOCKTUPAHETO U TPOU3BOJACTBOTO HA MU3ACIHATA,

— cHCTeMaTa 3a yNpaBlieHHe Ha KaueCTBOTO Ha HOTHU(UIMpPAHUS OpraH,
CBBbp3aHUTE MPOLEAYPH M  HEOOXOAMMHTE  KBATU(DHUKALMOHHH
KPUTEPUH;

— 00y4eHHeTO Ha MepCoHala, yyacTBalll B JACHHOCTUTE MO OLICHSBAHE HA
CHOTBETCTBUETO Ha H3JICIUITA,

— MOAXOMLI ONUT B OLEHABAHETO HA CBOTBETCTBHUETO CBIJIACHO
HACTOSIIIMS PEerJIAMEHT WIM IIPWIOKHUMOTO IIPEAUd TOBa IIPaBO, B
paMKHUTe Ha HOTH(HULUPAH OpraH.

Hortuduuupannte opraHu pasmojaraT ¢ MOCTOSHHO HAJIMYCH IIEPCOHAI
CBhC CHOTBETHHS KJIMHUYEH OIHT, KaTO IO BB3MOXKHOCT TO3M IIEPCOHAN €
HaeT Ha paboTa oT HOoTH(UUUpaHHs opraH. TO3M HEepcoHaNT € 4YacT OT
LeNUsT TIPOLIEC Ha OIIEHSIBAHE M B3€MaHE Ha PEIICHHs B paMKHTE Ha HOTH-
(unMpanus opra, 3a Ja:

— yKa3Ba CJIydJauTe, KOraTo c€ H3HCKBa HaMecaTa Ha CIICIHAJUCT 3a
OIICHsIBaHE HAa KIMHWYHATA OLIEHKA, W3BBPIICHA OT MPOH3BOIUTENS, U
[OCOYBA €KCIEePTH C MOAXO/AIIA KBaTU(DHKAIHSL,

— ofy4aBa 10 MOJAXOJAL] HAYMH BBHIIHUTE KIHHUYHH EKCIEPTH IO
OTHOILICHHE HA CHOTBETHHTE W3MCKBAHHS Ha HACTOSILIMS PErIaMEHT,
OC, HacoKMTE M XapMOHM3UPAHHTE CTAaHJAPTH M TapaHTHpa, ue
BBHIIHATE KIMHUYHM eKCIIePTH ca HambiIHO HMHGOPMHUpaHH 3a
KOHTEKCTa M MOCICAMLMTE OT OLEHKAaTa MM W J[JaBaHUTE OT TiIX
KOHCYJITALIH;

— MOXE Ja IpaBu Iperje] U HaydHO [a OCIIOpBa KIMHUYHUTE HaHHHU,
NpEeACTaBEHU B KIIMHUYHATa OLICHKAa W BCAKAKBU JAPYrd CbHOTBECTHHU
KIMHAYHU HW3INWUTBAaHWA, W Ja HAIIbTCTBA IIO H€06XOZ[I/IMI/I$I Ha4YuH
BBPHIIHUTE KIIMHUYHU CKCIECPTU [0 OTHOMICHHWE Ha OLCHABAHETO Ha
IpeacraBeHaTta OT IIPOU3BOAUTEIIA KJIMHUYHA OLICHKA;

— MOXC HAay4YHO [J1a OLICHABaA U NPHU HeOGXOIII/IMOCT Jia ocCriopBa mpeacra-
BCHaTa KJIMHHMYHA OLCHKA WU PE3yJITaTUTE OT OLCHSABAHETO OT CTpaHa
Ha BBPHIIHUTE KIIMHUYHU CKCIICPTH HA KIIMHUYHATA OILICHKA Ha MPOU3-
BOOUTECIIA,

— MOXe Jia MOTBBPXKIaBa CHIIOCTABUMOCTTA H IOCIEIOBATCIHOCTTa Ha
OLICHSBAHETO HA KIMHUYHHUTE OLCHKH, H3BBPLICHO OT KIMHHIHHUTE
eKCIIEPTH;

— MOJKE Jla OLeHsABa KIMHUYHATA OLIEHKA Ha MPOM3BOAMTENS U Ja JaBa
KIMHUYHO CTAQHOBMIIEC OTHOCHO CTAHOBHUINATAa HAa BBHIIHHM CKCIEPTH,
KaKTO U J1a JaBa MPENoOpbKU Ha JIMIETO, OTTOBOPHO 32 B3€MaHETO Ha
pellieHne B paMKHUTE Ha HOTHU(UIMPAHUS OpraH; u

— MOXC Oa H3roTBA 3allMCH W JOKJIaau, AOoKa3Ballu, 4€ CBOTBCTHHUTC
JIEHOCTH TI0 OILIEHSBAaHE HAa CHOTBETCTBUETO Ca U3BBPUICHU 110 HEO00-
XOOUMMsI HAYUH.

HepCOHaJ'I’I;T, OTroBapsll 3a H3BbPUIBAHEC Ha CBbP3aHUsA C I[POAYKTa
Tperien (JII/II_[aTa, U3BbpLIBAIM  IIpErjIe] Ha HpOI[yKTI/ITe), KaTto
HarlpyuMep Nperjie] Ha TEXHHUYECKAaTa NOKYMCEHTalUWs WA HU3CJICABAHE Ha
THIIA, BKJIIOYHUTCIHO AaCICKTH KaTO KIMHHWYHaATa OILCHKA, OuoJiornyHaTa
6630H3CHOCT, cTepuin3anusTa, BaJIUAUPAHETO Ha co@)Tyepa, IpuTe)XaBa
BCiAKa €JHa OT CJICOHUTC HJOKa3aHU KBa.]'II/I(bI/IKaI_II/II/IZ

— 3aBBPUICHO BHCIIE OOpa3oBaHHE WM 00pa3oBaTeIHO-KBaTH(pUKa-
[MOHHA CTENeH OT TEXHHYECKH KOJEX WIH CKBHBAJICHTHA CTCICH B
CHOTBETHATa O0JIACT, HAPUMEP MEOWIMHA, (apMaris, HHXCHEPCTBO
WK JAPYTH CHOTBETHH HAYKH;
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3.2.6.

— YCTUpU TOAUHHU l'IpO(bCCI/IOHaHeH onuT B oOjacTra Ha 3ApaBHUTEC
IIPOAYKTH HJIW CBBP3aHU C Ta3du obnact L[eleOCTPI, KaTo Halpumep
IIpOU3BOACTBO, OAUT WM HAYYHH HU3CJICABAHUA, OT KOUTO [BC
TOOUHU —B obJyiactTa Ha MPOCKTUPAHETO, MPOU3IBOIACTBOTO, H3IUT-
BAHCTO WA yHOTpC6aTa Ha ONICHABAHUTC HU3ACIHA HWIN TCXHOJOTHHU
WK CBbpP3aHU C OLCHABAHUTEC HAayYHH aCIICKTHU;

— 3HaHUsI BBB Bpb3Ka CbC 3aKOHOAATCIICTBOTO 3a H3JACIUATA, BKIIIO-
YUTCIHO 06H_II/IT€ M3UCKBaHUsA 3a 0€30IacHOCT M HeﬁCTBHe, YcCra-
HOBE€HH B MNPUIOKCHUE I;

— TIOAXONAINM 3HAHWS M ONMT B 00JacTTa HAa CHOTBETHUTE XapMOHHU-
3upann craHnapta, OC U Hacokw;

— [NOAXOJSIIN 3HaHHUS U OIIMT BBB BPb3Ka C YIPABJICHUETO HA pUCKa U
CBBbpP3aHUTE C TOBa CTaHAAPTH U HACOKU B obJylacTra Ha U3OCIIUATA,

— HOoAXOOAIIMW 3HAHUA U OIHUT B 00J1acTTa Ha KJIMHUYHATa OIICHKA,

— NOAXOJSIIN 3HAHUA 3a UBACIIHATA, KOUTO IEPCOHAIBT OLICHSABA,

— TIOAXOJSAILM 3HAHHUS U OIMHUT BB BPB3Ka C MPOIETYPUTE 3a OLICHABAHE
Ha CBOTBETCTBUETO MO mpuiokeHus IX—XI, Mmo-kOHKpPEeTHO BBHB
Bpb3Ka C AacCINEeKTHTE Ha TE3M TNPOLETYpPH, 3a KOHUTO OTroBaps
MEPCOHANBT, M NOAXOAANIM NPABOMOIIMA 3a HM3BBPHIBAHE Ha TOBA
OLICHSBAHE;

— CIocoOHOCT Ja H3roTBsg 3alMCU W JOKJIaad, AdOKa3Balld, 4€ CbhOT-
BETHUTE JCHHOCTH IO OLICHSBAaHE HAa CHOTBETCTBHUETO Ca U3BBPILICHU
0 IMOAXOJAIl HAa4YMUH.

IlepconanbT, oTropapsil 3a HU3BBPLIBAHE HA OAWTH Ha CHCTEMaTa Ha
MPOU3BOJIUTENS 33 YNpPaBJICHHE Ha KayecTBOTO (OXUTOPU Ha MSCTO),
IpUTEKABa BCSKA €HA OT CICJHUTE JIOKa3aHW KBalu(UKaimu:

— 3aBBPLICHO BHCIIE OOpa3oBaHHME WM 00pa3oBaTeIHO-KBaNH(pUKa-
IIMOHHA CTCIEH OT TCXHHUYCCKH KOJIC)K HIIM CKBHBAJICHTHA CTCIICH B
ChOTBETHATa 00JIACT, HAIpUMEP MEIHLKHA, (apMmarys, HHKEHEPCTBO
WM IPYTd ChOTBETHH HAYKH;

— 4YeTHpU TOJUHHM TNpodecuoHarseH OmuT B obylacTTa Ha 3JpaBHUTE
HPOJYKTH MM B CBBP3aHHU C Ta3u 00nacT JeHHOCTH, HAapUMep Ipous-
BOJACTBO, OAUT WJIM HAYYHU H3CJICABAaHUSA, OT KOUTO ABC I'OAWHU — B
o06JacTTa Ha yNpaBIECHHETO HAa KayecTBOTO;

— MOAXOJIIIM 3HAHMSI BbB BPbH3Ka ChC 3aKOHOAATEJICTBOTO 32 M3JENUsTa
¥ CBbP3aHUTE XapMOHM3MpaHu ctannaptd, OC u Hacoku;

— NOAXOJSIIN 3HAaHHA U OIIMT BbB BPB3Ka C YHIPABJICHUETO HA pUCKA U
CBBP3aHUTE C TOBa CTaHOAPTH W HACOKHU B obactra Ha HU3CIIUATA,

— NOAXOJAIIM 3HAaHHUA 3a CHCTEMHUTE 3a YIIPABJICHHWE Ha Ka4Y€CTBOTO H
CBBP3aHUTE CTAHAAPTH U HACOKH,

— MOAXOJILIM 3HAHMS M OIHT BBB BPB3Ka C IPOLELYPUTE 3a OLICHSIBAHE
Ha CBHOTBETCTBHETO MO mnpmiokeHus IX—XI, MO-KOHKPETHO BBHB
Bpb3Ka C AaCMEKTHTe Ha TE3W MPOLEAYypH, 3a KOMTO OTroBaps
HEepPCOHATBT, W MOAXOMNALIM IMPABOMOLIMS 33 HM3BBPIIBAHE HA TOBA
OLICHSIBAHE;

— o0yueHre B 00J1aCTTa HA OJMTHHUTE TEXHHWKH, 32 Jla MOXKE MEPCOHAIBT
aJIEKBaTHO Jla TOJJlara Ha OIIEHKAa CHCTEMHTE 3a YIpPaBICHHE Ha
Ka4ecTBOTO;

— CImoCOOHOCT @ M3TOTBS 3alMCH M IOKJIagd, MAOKA3Balld, Y€ CBHOT-
BETHHUTE ICWHOCTH 1O OIEHSBaHE HAa CHOTBETCTBHETO Ca HM3BBPIICHU
10 MOAXOJSI HAYUH.
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3.2.7.

3.3.

3.4.
3.4.1.

HepCOHaJ'I’LT C 06ma OTI'OBOPHOCT 3a 3aKIIOYUTCIHUTE MNPErjican Hn
B3€MaHE€ Ha pCUICHUS BBB BPBH3Ka CbHC CCpTI/I(bI/IKaHI/ISITa C€ CBCTOH OT
CIIYKUTCJIU Ha HOTPI(bI/II_[I/IpaHI/Iﬂ OpraH W HE BKJIIOYBa BBHIIHU C€KCIICPTH,
HHUTO TMOIU3MBJIHATENU. To3u TIEpCOHal B CBBKYITHOCTTAa CHU INPUTEKaBa
JI0OKa3saHW 3HAaHUA HW IAJIOCTEH ONUT BBB BPB3Ka € BCAKO €OHO OT
CIICOHUTE!:

— 3aKoHOAAaTeNCcTBOTO Ha Chi03a BBB BPb3KA C U3ACNIUATA U CHOTBETHHUTE
HACOKH;

— OIICHABAHETO HA CHOTBETCTBHETO HA H3ICIHATA CHIIIACHO HACTOSIIHSA
PpEraMeHT;

— BHJOBECTC KBaJ'II/I(bI/IKaI_[I/II/I, OIUT U CKCIICPTHU 3HAHUS, IMOAXOIALIU 3a
OLICHABAHECTO Ha CHOTBCTCTBHUCTO HA HM3ACIIHUATA,

— mupoka 0a3a OT 3HAHMSA B O0JACTTa HA TEXHOJIOTHHUTE, CBBP3aHH C
W3ICUATA, BKIIOYHTEIHO HOCTATHYHO ONKUT IIPH OLICHABAHETO Ha
CHOTBETCTBHETO HA HM3ICIHATA, KOMTO Ca MHPEAMET Ha Mperien 3a
cepTH(UINpaHe, CEKTOpa HAa W3ACIMSITA W IPOSKTHPAHETO W IPOU3-
BOJICTBOTO Ha H3ICIHS,

— CcHCTeMaTa 3a yNpaBlieHHE Ha KaueCTBOTO Ha HOTU(UIMpPAHUsS Opras,
CBBbP3aHUTE NPOLEAYPH M M3UCKBAaHATA KBATH(HUKALMSA HA y4acTBAILUs
HepCoHa;

— CImOCOOHOCTTa [Ja U3rOTBS 3alUiCH W JOKJIAIW, [JOKa3Ballld, dYe
JIeHHOCTUTE IO OICHSABAaHE Ha CHOTBETCTBHETO Ca M3BBPILICHH 110
MOAXO/IAI HAYKH.

HOKyMeHTPIpaHe Ha KBa.]'II/IlbI/IKaI_H/ISITa, 06y'-I€HI/ICTO 1 YI'BJIHOMOIIIABaHETO
Ha IiepcoHaa

. Hotupuumpanuar opran mma mpouenypa 3a IBbJIHO JIOKyMEHTHPaHE Ha

KBaTM(UKAIMATA HA BCEKH WICH HA IEPCOHANA, y4acTBalll B AeHHOCTUTE
10 OLCHSBAHE HAa CBHOTBETCTBHETO, M Ha CIA3BaHETO Ha KBanudukaim-
OHHMTE KpHuTepuu 1o pasznen 3.2. Korarto mpu M3KIIOUUTENTHH 0OCTOS-
TeJCTBA CNa3BaHETO HA KBATMGUKAIMOHHHTE KPHTEPUM IO pasjaen 3.2
HEe MOXE H3ILIO Ja ce JOKaXe, HOTU(QHUIMPAHUAT OpraH O0OOCHOBaBa
npe OpraHa, OTroBapsil 3a HOTH()ULUPAHUTE OPraHH, MPENOCTABSIHETO
Ha TMpaBOMOIIMS Ha TE3M YJICHOBE HAa TMEpCOHaNa Jia W3BbpIIBAT
KOHKPETHH JEHHOCTH MO OIIEHSBAHE HAa CHOTBETCTBUETO.

. 3a menus cu mepconHan 1o pasgenu 3.2.3—3.2.7 HOTHUIUPAHUAT OpraH

Chb3JaBa, MmoaAabpKa W aKTyaIusupa:

— JAOKYMCHT, KbAETO HOL[pOGHO Ca OIMCaHU IpaBoOMOILIUATAa U OTTOBOP-
HOCTUTE Ha I€pCOHaJIa BBB BpPbB3Ka C )lel\/‘IHOCTl/ITe 0 OLCHABAHC Ha
CBOTBECTCTBHUECTO, U

— 3aIKCH, YAOCTOBEPSBAILIM HEOOXOAMMHTE 3HAHHUS M OIUT BbB BPb3Ka C
JEWHOCTTA TI0 OIIEHSBAHE HA CHOTBETCTBHETO, 3a KOSATO € OIpa-
BOMOIIIEH EPCOHANBT. B 3ammcute ce chabpka 000CHOBKA 3a OINMpEN-
eIMHETO Ha 00XBara HAa OTTOBOPHOCTHTE HA BCEKM YiE€H HAa OTro-
BapsIIMs 3a OIEHABAHETO IIEPCOHAN M 3allUCH Ha M3BBPIICHHUTE
JIEMHOCTH IO OLIEHSBAHE HA CHOTBETCTBUETO OT BCEKU UJIEH.

Tlonu3nbIHUTENN U BHHITHU CKCIICPTHU

be3 na ce 3acsra pazgen 3.2, HOTUHUIUPAHUTE OPraHA MOTaT Ja Bbh3JIarat
Ha MOJM3IIBIHUTEHN HAKOU SICHO OIPEIE/ICHN aCleKTH OT JaJcHa IeHHOCT
10 OILIEHSBaHE Ha CHOTBETCTBHETO.
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3.4.2.

3.4.3.

3.5.
3.5.1.

He ce paspeiaBa Bb3JIaraHETO Ha MOJUBIIBJIHUTEIN Ha LEIHA IMPOLEC Ha
OIUT Ha CHUCTEMUTE 3a YIIPABJICHHC HAa Ka4€CTBOTO WM Ha CBBP3aHUTE C
IpoAyKTa NIpErjieau, HO BBIIPEKU TOBA YaCTH OT TE3U JEHHOCTH MOTraT aa
CC U3BBHpIIBAT OT NOAUBIBIHUTCIIA W BBHIONHU OAUTOPU U EKCHOEPTH,
pa60TCHII/I OT HMMETO Ha HOTI/I(bI/IHI/IpaHI/IH opras. CBOTBETHHUAT HOTH-
(bnunpaH OopraH 3ala3Ba IIbJIHaTa OTIOBOPHOCT 3a TOBa Jda € B
CBCTOSHUE Na MPEACTAaBU NOAXOMAIIN TOKA3aTCJICTBA 3a KOMIIECTCHTHOCTTA
Ha OOAUSIBIHUTCIUTE N CKCICPTUTE [da HU3BBPIIBAT KOHKPETHUTE CH
3a7a4y, 3a B3EMAaHETO Ha PEHICHUA BB3 OCHOBA Ha PE3YJITATHUTE OT OLICH-
BAHCTO Ha IMOAU3IIBIHUTCIUTE U 3a paGOTaTa, M3BBpIIBAaHA OT IMOAU3IIBII-
HUTEJIN U C€KCIIEPTH OT HETOBO HUMCE.

HOTVI(bl/IuI/IpaHI/ITe OpFaHM HE€ Morar Ja Bb3jaraT Ha OOJU3IIBJIHUTCIN
CIIEHUTE JICHHOCTH:

— mperyien Ha KBalu(uKanuiaTta ¥ HaONIOACHWE HA PE3YJITaTHTE OT
paboTaTa Ha BBHIIHUTE €KCIIEPTH;

— JEeHHOCTH N0 OJUT M cepTH(HUHMPaHe, KOraTo MOAM3IBIHEHUETO Ce
Bb3JIara Ha OJUTOPCKA WIIM CEPTU(UKALUOHHA OPraHU3aLMs;

— Bb3JIaraH€ Ha BBHIIHU CKCIEPTU Ha KOHKPETHU JNIEMHOCTH TIO
OLCHABAHE HAa CHOTBETCTBUECTO, U

— (yHKUMM 10 M3BBPIIBAHETO HA 3aKIIOYMTENIEH Iperie] U B3eMaHe Ha
peleHust.

Koraro HOTI/I(iJI/II_[PIpaH opraH Bb3Jlara Ha HNOJAUSIIBIHUTEI (opraﬂmauuﬂ
Ui qJI/I3I/I‘ICCKO J'II/II_IC) onpeaciieHu JNIEMHOCTH TI0 OILICHSIBAHE Ha CBHOT-
BETCTBUETO, Opra”n’bT pasriojiara € IoJIMTUKA 110 OTHOILICHUE Ha YCJIOBUsATA,
IIpy KOUTO MOXKE Ja C€ Bb3jlara Ha IIOAU3IIBJIHUTCIH, U rapaHTHpa, 4Ye:

— NOJAUBNBJIHUTEIIAT OTroBapsAd Ha CBOTBETHUTC H3UCKBAaHUA 110
HaCTOALIOTO NPHUIIOKEHUE,

— HNOJAUBINBJIHUTEIINTE U BBHIIHUTC CKCIICPTHU HE Bb3jarat pa60Ta Ha
JApyru opraHusanuu WK NEPCOHAI; U

— (DU3MYECKOTO WM IOPUANYECKOTO JIMIE, KOETO € MOMCKAIO OLCHSIBAHE
Ha CHOTBETCTBHETO, € OMIIO MH(POPMUPAHO 32 M3HCKBAHUATA 110 MBPBO
U BTOPO THpE.

Bcesiko Bb3naraHe Ha MOAUBIIBJIHUTEIIA WK KOHCYJITUPAHE Ha BBHIICH
NEepCOHAI HAJICKHO C€ JNOKYMEHTHpa, HE BKIIIOYBAa Y4YaCTUETO Ha
nocpeAHuIM U € NpeaAMET Ha M[HUCMCEHO CIIOpa3yMEHUE, 06XB3.H_IaIIIO,
Hapea ¢ Apyroro, IOBEPUTCIHOCTTA U KOH(iJJ'II/IKTI/ITC Ha MHTEPECH. CpoT-
BCTHUAT HOTI/I(i)I/II_U/IpaH OopraH mnoema IbjiHaTa OTIOBOPHOCT 3a 3aJa4vuTe,
U3IBJIHABAHU OT IMOJU3IIBJIHHUTCIIUTE.

Korarto ce M3mon3BaT MOAM3IBIHUTENN WIM BHHIIHH €KCHEPTH B OLCHS-
BaHETO HA CHOTBETCTBHMETO, MO-KOHKPETHO MO OTHOLICHHE Ha HOBHTE,
WHBA3MBHUTE W HMIUIAHTUPYEMHUTE H3ICIUSI WIA TEXHOJIOTUH, CBHOT-
BETHHUAT HOTH(MHULUPAH OpraH TpsOBa Aa pasmojara ¢ BbTPELIHA KOMIET-
EHTHOCT B c(epaTa Ha BCEKHM €IMH INPOIYKT, 32 KOWTO € OmpenesiceH,
JaBalia My BB3MOXKHOCT Jia PBKOBOJM LEIHS TPOLEC IO OLEHSIBAHE Ha
CHOTBETCTBHETO, [a INPOBEPsBa LEJIeChOOPa3HOCTTA M BaNUIHOCTTA Ha
EKCIIePTHUTE CTAaHOBHMILA M JIa B3eMa pELICHHE 3a cepTU(hUIUpPaHE.

HaGHIOI[CHI/IC Ha KOMIICTCHTHOCTHUTC, 06y‘{CHI/I€ 1 0OOMEH Ha OIHT

HoTudunmpanusat opran BbBEXa NPOLEAYPH 3a ITbPBOHAYAIHATA OIICHKA
W TEKyIIOTO HaOJIOACHHE HAa KOMIETEHTHOCTTA, JEWHOCTHTE MO
OLIEHSIBAHE HAa CBOTBETCTBUETO M TOCTHTHATHTE PE3YNTaTH Ha IENUs
BBTPENICH U BBHIICH NEPCOHANT M BCHYKH IMOJW3NBIHHUTENN, yJacTBAIIN
B JICHHOCTH IO OIICHSABAHE HA ChOTBETCTBUETO.
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3.5.2. Horuduuupanure OpraHd H3BBPLIBAT PEIOBHO MpEryie]l Ha KOMIIET-

4.2.

CHTHOCTTa Ha CBOs II€pCOHAJ, HabesI3BaT HOTpeGHOCTHTe oT 06y‘{CHI/IC
U U3rOTBAT IUJIAaH 3a 06y'-ICHI/I€, 3a ga C€ 3alasu HCO6XOL[I/IMOTO HHUBO Ha
KBaJ’II/Iq)I/IKaHI/II/I 1 3HaHUA Ha OTACIHHUTC WICHOBE Ha NEpcoHalIa. B Tto3u
nperien KaTo MUHUMYM CE€ NPOBEpsABa Oajld IMEPCOHAIBT:

— € 3amo3Har ¢ jJeicrBaiioro npaBo Ha Cbi03a W HALMOHAIHO IIPaBO B
obacTra Ha U3AENUATA, CBOTBETHUTE XapMoHU3upanu cranpapty, OC,
HACOKHTE M Pe3yJITaTUTe OT KOOPJMHAIMOHHHUTE JCHHOCTH, MOCOYECHH
B pazuen 1.6; u

— ydJacTBa BBB BBTPCIUHHMS OOMEH Ha ONMT M MpOrpaMara 3a MpOAbBI-
KaBaio oOydeHune M oOpa3oBaHue, mocodyeHa B paszzen 3.1.2.

WU3HNCKBAHUNSA 3A TTPOLIECUTE
OO1H TTOJIOKEHHS

Hortuduimpanusar opraHd uMa JOKYMEHTHPAHH IPOLECH U JOCTATHYHO
HOIPOOHM TPOLEAYPH 3a MPOBEXKIAHE Ha BCAKa JEIHOCT IO OLCHSIBaHE
HAa CBOTBETCTBHETO, 32 KOSTO € ONpPEAENICH, KOETO BKIIIOYBA OTICIHHTE
eTanu OT JEeHHOCTUTE NPEAU IOJaBaHe Ha 3asBICHHETO 0 B3EMaHETO
Ha pEIICHHE U HaJ30pa, KaTo ce OTYMTAT, KOraTo ¢ HEOOXOAMUMO, CHOT-
BETHHTE OCOOCHOCTH Ha H3JENHUsTA.

M3uckBanusTa, npeasueHu B pasnenu 4.3, 4.4, 4.7 u 4.8, ce u3nbaHsABaT
KaTO 4acT OT BBTPEUIHUTE ACHHOCTH Ha HOTH(UIMPAHHTE OPraHd M HE
MoraT Ja ce Bb3JaraT Ha MOAM3IBIHUTENIH.

Uzsectust oT HOTHGUUMpaHHS OpraH M JACHHOCTH MPEIHW [OJaBaHE Ha
3asBJICHHE

Horuduiupanust opras:

a) myOnmKyBa OOILIECTBEHO IOCTBIIHO OIMCaHHE Ha MpoleaypaTa 3a
M0JjaBaHE Ha 3asBJICHUS, 4Ype3 KOATO TNPOU3BOAWTEINTE MOraT Ja
noyny4ar cepruuIMpaHe OT Hero. B ommcaHueTro ce mocouBa Kou
€3UIM ca JOMyCTUMHM 3a INpeJaBaHE Ha JOKyMEHTAaIMsiTa M 3a BCSKa
Jipyra ¥MMalla OTHOIICHHE KOPECTIOHICHIIHS;

6) uMa JIOKyMEHTUPaHHU NPOLELYPH, KOUTO Ca CBbP3aHH ChC U ChABPIKAT
JIOKyMEHTUPAHU IOJAPOOHH IPaBUIA OTHOCHO TAaKCHUTE 332 KOHKPETHH
JNEHHOCTH 110 OLEHSBaHE HAa CHOTBETCTBUETO M BCUUKH JPYTH
(hMHAHCOBM YCIOBMS, CBBP3aHH C JEHHOCTHTE HAa HOTU(UIMPAHUTE
OpraHH IO OLEHSABAHE HA CHOTBETCTBUETO 3a M3JENUATA;

B

~

uMa JOKYMEHTHPaHH IPOLELYpHU 10 OTHOIIEHUE Ha Pa3riacsiBaHeToO Ha
YCIYyrHT€ CH IO OLCHSBaHE HAa CBHOTBETCTBHETO. Te3u mpouexypu
rapaHTHpaT, Ye AEHHOCTUTE MO pasriacsiBaHe WIH MHOIYJSpU3UpaHE B
HMKaKbB CJIy4ail He IpeanonaraT M He Morar Ja JaoBeiaT Jo
3aKJIIOUCHHE, Y€ OLEHABAHETO HA CHOTBETCTBMETO OT HEroBa CTpaHa
e TpPeJOCTaBH Ha INPOU3BOJMTENIMTE MO-PaHEH JOCTBII J0 Iasapa
WM 4ye Te e ObAaT No-Obp3H, MO-IECHH WIH I0-MaJKO CTPOTU
CIPAMO T€3U Ha APYrd HOTH(HLUPAHU OPraHu;

I') MMa JOKYMEHTHPaHH MPOLENypH, KOMTO U3UCKBAT Mperieaa Ha uHdop-
ManuATa Mpeay MoJaBaHETO Ha 3asBJICHUETO, BKIIOYUTEIHO MpeABapu-
TeJHaTa MPOBEPKa JaJM MPOAYKTHT IOMaja B 00XBaTra Ha HACTOSIIUS
periiaMeHT M KaKBa € HeroBaTa KiacH(UKalMs, MPEeArd OTIPAaBSHETO Ha
U3BECTHE JI0 MPOU3BOJIUTENSI OTHOCHO KOHKPETHO OICHSBaHE Ha ChOT-
BETCTBHETO; U

) CIead 3a TOBAa BCHYKH [OTOBOPH, CBBP3aHH C ICHHOCTHUTE IIO
OIIEHsSIBaHE Ha CHOTBETCTBHETO, KOUTO Ca OOXBaHATH OT HACTOSIIHS
periaMeHT, Aa ca CKIOYEeHH TUPEKTHO MEXAY MPOU3BOAUTEINS M HOTHU-
(unmpanus opraH, a He ¢ Apyra OpraHU3aiusl.
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4.3.

4.4.

4.5.
4.5.1.

Hperne;[ Ha 3a4BJICHUETO U JOTOBOPHHU HM3UCKBAHUA

Horuduippanust opran n3uckBa oQuUIMANHO 3asBICHHE, MOIMUCAHO OT
MIPOM3BOIUTEN WM YITBIIHOMOIIEH MPEICTABUTEN, KOETO ChABPXKA IisIaTa
uHpopManusl W ACKIApALUHUTE HA [POU3BOIUTENS, HEOOXOIMMH 32
OIICHSIBaHE HA CHOTBETCTBUETO, KAKTO € MOCOoUeHO B mpuioxenus [X—XI.

JloroBopbT Mex1y HOTH(HULHUPAH OpraH M HPOM3BOJUTEN € MoJ (opmaTa
Ha THCMEHO CIHOpa3yMeHHe, IOJAMHCAaHO OT JBeTe cTpaHu. Toit ce
CbXpaHsBa OT HOTU(UIMpaHus opraH. To3u JIOroBOp BKIIOYBA SICHU PEJ
U yCJIOBUSL U ChABPXKA 3aJbJDKEHHS, KOUTO JaBaT Bb3MOXKHOCT Ha HOTH-
(unMpanus opraH Ja JedcTBa CBITACHO W3MCKBAHHMATA IO HACTOSIIHS
pEriaMeHT,  BKJIIOYMTENHO  3aJb/DKEHHE 32  NPOM3BOIMUTENS  Ja
uHdopmupa HOTH(UUUpaAHUS OpraH 3a JOKJIAJUTE 3a IMPOCieAsBaHE Ha
0e30I1acHOCTTa, MMPAaBOTO HA HOTHU(UUIUpaHUS OpraH Ja cupe NeHCTBHETO,
Jla OrpaHMYd WM J1a OTHEME U3/aJICHUTe CepTU(MHKATH U 3a1bIDKEHHETO
Ha HOTU(UUIUpAHUS OpraH Ja M3IBJIHABA 33JbIDKCHHATa CH 3@ Hpel-
ocTaBsiHE Ha MH(pOpMALHS.

Horudumupanusar opran nma JOKyMEHTHUPAHH NPOLEAYPH 3a Hperiesn Ha
3asBJICHHS, KOUTO 00XBaIlat:

a) MBJIHOTATA HA TE3M 3asBJICHUS IO OTHOIIEHHWE HA W3MCKBAHHATA HA
NpWIOKMMAara MpoIEeAypa 3a OlEHSBaHE HA  CHhOTBETCTBHETO,
MMOCOYEHH B MPHUJIOKEHUETO, CHITACHO KOETO € OMII0 MOMCKaHO 0/100-
peHHETO,

0) mpoBepkaTa Ha ONpPENCISHETO HA IPOAYKTUTE, BKIIOYEHH B TE3U
3asBJICHUS, KATO M3JEJIMS, U TEXHUTE PECNEKTUBHU Kiacudukaimu,

B) BBIIpOCa JaJid HNpOLEAYpUTEC 3a OLCHABAaHEC Ha CbOTBETCTBUETO,
1436paHn OT 3asiBUTCIIA, Ca IPUJIOKHUMU 3a BBIPOCHOTO HU3ACIUC
CbIVIACHO HACTOALIUS PErJIaMEHT,

r) CITOCOOHOCTTA Ha HOTI/I(i)I/IIII/IpaHI/IH opraH Ja OLCHU 3asBJICHUETO BBH3
OCHOBa Ha CBOsATa OIIpe€AeICHa KOMIIETCHTHOCT, U

L[) HaJIMYUCTO HAa AOCTATBhYHO M NOAXOAAIMHN PECYpPCH.

Pesynrature oT Bceku mperien Ha 3asBieHHE ce JOKyMeHTHpar. OTkaszute
U OTHETHTE 3asBJICHUS Ce HOTU(UUUpAT HA ENeKTPOHHATA CUCTEMa,
MocoYeHa B wieH 57, M ca JOCTBIIHM 3a OCTAHAIUTE HOTU(DUIMPAHU
OpraHHu.

PasmpeneneHue Ha pecypcuTe

Hotudunupanusar opraHd uMa IOKyMEHTHPAaHM IIpOLEXYpU, 3a Ja ce
rapaHTHpa, Y€ BCUUKH AEHHOCTU IO OLIEHSBAaHE HAa CHOTBETCTBHETO CE
U3BBPIIBAT OT HAUISKHO YII'BIHOMOILEH M KBalU(UIUpaH HepcoHal,
KOWTO MMa JIOCTaThYHO ONUT B OLIEHSBAHETO HAa M3JEIHUATA, CHCTEMHTE
U TPOLECHTE U CBbp3aHaTa C TAX JOKYMEHTalUs, KOMTO INOJJIEXaT Ha
OLICHSIBAHE HA CHOTBETCTBUETO.

3a BCSKO 3asBICHUEC HOTH(GHUUHUPAHUAT OpraH Habess13Ba HYKHUTE PecypcH
W ompeness JHLe, OTTOBOPHO 3a TOBAa Jia CE rapaHTHpa, Y€ OLECHIBAHETO
Ha 3asBJICHHETO C€ M3BBPIIBA CHIVIACHO CHOTBETHHUTE NMPOLEIYPH U Y€ ce
U3M0N3BAT MOJXO/IIUTE PECYPCH, BKIIOYMTEIHO IIEPCOHAN, 3a BCSKa
3aj1aya MO OLEHsABaHeTo. PasmpenesieHHeTo Ha 3aJavyuTe, KOUTO € Heoo-
XOIIMMO JIa C€ M3IBJIHAT KaTO 4acT OT OLICHSBAHETO HA ChOTBETCTBHETO, U
BCHYKH M3MEHEHHs, HAIIPAaBEHU BIIOCIEICTBUE II0 TOBA pa3lpesiesieHue, ce
JIOKyMEHTHUpAT.

JleHOCTH 1O OLICHSBaHE Ha CHOTBETCTBHETO

OOLIM TTOJIOKEHUS

HoTtuduimpanusar opraHu ¥ HErOBUST MEPCOHAN W3BBPIIBAT JEHHOCTHTE
[0 OLEHsBaHE HAa CBHOTBETCTBUETO C HA-BUCOKA CTENEH HAa IOYTEHO
npo)eCHOHATHO TIOBEJICHHE W HeoOXoauMara TeXHHYecka M HaydHa
KOMIIETEHTHOCT B OHIpEJeICHUTe 00JacTu.
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Hortuduimpanusar opraHu pasmojiara ¢ JOCTAaThYHH EKCHEPTHH 3HAHUS,
obopyzsBaHe W JOKyMEHTHpPaHM HpOLERypH 3a €()EeKTHBHO IPOBEXIaHE
Ha ACHHOCTUTE IO OLICHSBaHE Ha CHOTBETCTBHETO, 32 KOMTO € ONPEICIICH,
KaTo OTYMTa CBHOTBETHUTE W3HMCKBAHMS, YCTAHOBEHH B IIPHIOKCHHS
IX—XI, 1 mo-KOHKPETHO BCHYKH M3WUCKBAHHS TO-IO0IY:

— NOAXOJAIIO IVTAaHHMPAHE Ha IPOBEXKIAHECTO HAa BCCKU OTHACJICH IPOCKT,

— CBCTaBBT Ha TPYNUTE 3a OLCHSABAHE Jla OCUTYpsiBA HAIMYHETO Ha
JIOCTaThbYeH ONUT B O0JACTTa HAa CHOTBETHATA TEXHOJIOTMS, KAKTO U
HEMPEKbCHA OOCKTHBHOCT W HE3aBHCUMOCT, M Ja C€ MpPeABMKIA
poTtanus Ha YICHOBETE Ha IpynaTa 3a OLCHSBAHE INpe3 MOAXOMASIIN
HHTEpBAaIH,

— MOCOoYBaHe 00OCHOBaBaHE Ha ONPEaCIICHUTE CPOKOBE 3a 3aBbPLIBAHC
Ha JIEWHOCTUTE IO OLCHSBaHE Ha CBOTBETCTBHUCTO,

— OIICHJABAaHE Ha TEXHHUYCCKaTa NOKYMEHTAIlUd Ha MNPOU3BOAUTEIIA U Ha
peuieHuaTa, KOMTO €a Bb3IPHUCTH, 3a 1a C€ OTTOBOPU HA U3HCKBaHUsTA,
IIpEABUACHU B IIPUJIOKCHUEC I,

— Tperyiefl Ha MPOLEAYypUTE M JOKyMEHTAlUATa Ha IPOU3BOIMTEIL,
OTHACAIIN CE JIO0 OICHKAaTa Ha MPEIKINHUYIHUTE aCTEKTH,

— HOperjieq Ha Npoueaypure U JAOKyMEHTalUATa Ha I[POU3BOAUTEIIA,
OTHacCAIM C€ OO0 KIMHUYHATA OIICHKA,

— pasrjiexXJaaHe Ha B3aHMOI[eﬁCTBPIHTa MEXAYy Ipolneca Ha YIpaBJICHUC
Ha pUCKa Ha IPOU3BOAUTEC/IA U HEroBaTa OLCHKA W aHAJIU3 Ha HpEea-
KIIMHAYHAaTa U KIMHUYHATA OLCHKA M TAXHOTO 3HAYCHHUEC 3a JJOKa3BaHC
Ha CbOTBETCTBUETO CbHC CHOTBECTHUTEC HM3UCKBAHHSA IO ITPUIIOKCHUC I,

— MpPOBEXKJAHE Ha CIELUAIHUTE IPOLENYPH, IIOCOYEHH B pasfelld
5.2—5.4 ot npunoxenue X,

— npu mnenusta ot kiac lla mimm kimac IIb — oneHsBane Ha TeXHU-
YyeckaTa JOKYMEHTAaIMs Ha W3JeNusl, MoJ0paHd Bb3 OCHOBAa Ha Mpej-
CTaBUTEJIHU 00pa3iy,

— IUTAHUPaHE U NEPUOJUYHO IIPOBEXKAAaHE Ha IOAXOMANIM HAI30pHHU
OAMTH W OLICHABAHE, W3BbPLIBAHE MM MCKAaHE 3a WM3BBPIIBAHE Ha
HSKOM W3MHTBAaHUs, 332 J]a CE MPOBEPU NPABMIHOTO (DYHKIHOHHpPAHE
Ha CHCTEMaTa 3a YyIPAaBJICHHE Ha KAayeCTBOTO, M M3BBPIIBAHE Ha
BHE3AIIHU OJUTH HA MsCTO,

— BBB Bpb3Ka C B3EMaHETO Ha NPOOM OT M3JenusTa — HpOBEpKa, 4e
IIPOM3BEXAHOTO M3JEIME OTrOBaps Ha TEXHHYECKaTa JOKYyMCHTAlus;
TE3W WM3HCKBAHUS BKIJIIOYBAT CHOTBETHHTE KPHTEPUM 3a B3E€MaHE Ha
npoOM M Ipoueaypara 3a M3IHUTBAHE NPEOH B3EMaHETO Ha Ipolwure,

— MU3BBPIIBAHEC HA OLICHKA W ITPOBEPKa Ha CIIa3BaHETO OT IIPOU3BOAUTEIISA
Ha CbOTBETHHUTE IMPHUIIOKCHUS.

Koraro e nenecpo0pa3zHo, HOTHMGUIMPAHUAT OpPraH B3eMa IPEIBHACHU
Hamuuaurte OC, HACOKM M HaW-IOOpH TNPakTHKH M XapMOHHU3HMpPaHU
CTaHAAPTH, JOPH aKO TNPOM3BOAUTEIAT HE TBBPAM HATMUHETO HA CHOT-
BETCTBHE.

OL[I/ITI/I Ha cUCTEeMaTa 3a YIPaBJICHUC Ha Ka4€CTBOTO

a) KaTo YacT OT OLEHABAHETO Ha CHMCTEMaTa 3a YNpaBleHUE Ha
KauecTBOTO, IPEIU OAUTa U B CHOTBETCTBHE CbC CBOMTE JOKYMEH-
TUPAHH MPOLENYPH HOTHOHLUPAHUAT OpraH:

— TpaBU OIIEHKA Ha JOKYMEHTAIWATa, MPEICTaBeHA B ChOTBETCTBHE C
CHOTBETHOTO TIPWIIOKEHHE, YPEKIANO OICHSBAaHETO HAa CBOT-
BETCTBHETO, W W3TOTBS OJHWTHA IIpOrpaMa, B KOSITO SICHO Ce€
MOoCOYBAaT OpOSAT W TOCICIOBATEIHOCTTA HA [CHHOCTHUTE, HEO0-
XOOUMH 3a IOKa3BaHe, Y€ OAWTHT OOXBalla IisaTa CHCTEMa 3a
yOpaBlIeHHE Ha KadyecTBOTO Ha MPOM3BOOUTENs, M 3a Ja ce
ompenend Nand TS OTroBaps Ha W3UCKBAHHUATA IO HACTOSIIH
periaaMeHt,
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— Habens3Ba BPB3KU MEXKAY OTIOBOPHOCTHUTC M TAXHOTO pasnpen-
CJICHHUEC CpeA pa3IMYHUTE IPOU3BOACTBEHU O6CKTI/I, Habes3Ba
CBOTBETHUTEC OOCTaBUYHUIIU H/Wn TIOAU3IIBIIHATECIIM  Ha IIPOU3-
BOOUTEIIA n IpeucHsIBa HeOGXOlII/IMOCTTa oT CIIeqruaIHO
OJUTHpPAHE Ha HAKOW OT TE3H JA0CTaBYNIN WM MOAU3IIBIHUTEIIN,
WM U Ha ABETC KaTCropuu,

— SICHO OIpeJens, 3a BCEKH OJMT, HaOelsi3aH B MpOrpamaTa 3a OUTH,
LeJIUTe, KPUTEPUUTE U 00XBaTa HA OAUTA M M3TOTBS OAMTEH IUIAH, B
KOHTO ce pasriexaaT Mo MOAXOISN] HAaYMH U Ce B3eMaT NpeABHI
crnieM(pUYHUTE M3UCKBAHUS 32 OOXBAHATHTE M3.ENHUS, TEXHOJIOTHU
U TpOLECH,

— U3rOTBS M aKTyalu3upa, 3a uzgenus ot kiac Ila n knac Ilb, nnan 3a
B3€MaHe Ha NpoOu 3a OLEHsABAHE HA TE€XHUYECKATa JOKyMEHTallus,
KakTo € nocoyeHo B npuioxenus II u III, koiito oOxBama ramara
U3JIeNus, BKIIOYEHH B 3asBJICHHETO Ha mpomspoautens. »C1 B
TO3U IUIAH C€ TapaHTHpa, 4e OT LislaTa rama M3zienus, oOXBaHaTa
or ceprudukara, ca B3ern npodou € Tpe3 Cpoka My Ha
BaJIHOCT, U

— moxbupa U ompeneNns MOAXOMAN0 KBaIM(GHUIUPaH MEPCOHAN, OIpa-
BOMOIIECH Ja WU3BBPIIBA OTACTHUTE OAUTH. CHOTBETHUTE POIIH,
OTTOBOPHOCTM ¥ TIPaBOMOIIMsS HAa HWICHOBETE HAa €KUMa ce
OTIPEENAT SICHO M CE JOKyMEHTHDAT;

6) Bb3 OCHOBAa Ha M3roTBE€HaTa OT HEro OAWTHA IIporpamMa U CbIJIACHO
JAOKYMEHTUPAHUTEC CU IpoUeaypu HOTH(bHHHpaHHHT opras:

— IIpaBu OJUT Ha CHUCTEMAaTa Ha IPOU3BOAUTENA 3a YIIPABJICHUE Ha
Ka4eCTBOTO C LCJI Aa NPOBEpU NaJM CHCTEMaTa 3a YIIpaBJIICHHUC Ha
Ka4eCTBOTO IapaHTHpa, Y€ 00XBaHATUTE nu3aciivus OTroBapsAT Ha
CBOTBETHUTEC pa3n0pe;[61/1 Ha HaCcToAIUA PpEriIaMEeHT, KOUTO C€
npuiarat 3a U34CiiudATa Ha BCEKU €AUH €Tall — OT IMPOCKTUPAHETO
pes3 KpaﬁHPIfI KOHTpOJI Ha Ka4eCTBOTO A0 TCKYyLIWMs HAA30p, U
omnpeneyid gajid ca H3NOBJIHCHU HW3UCKBaHUATA 10 HACTOAIIUA
PETIIaMEHT,

— BB3 OCHOBA Ha ChOTBE€THAaTa TEXHUYCCKA NOKYMEHTAIMA U C LS da
Onpeaciii JajJii NPOU3BOAUTEIIAT Clla3Ba U3UCKBAHUATA, ITIOCOYCHU B
CBOTBECTHOTO MPUIIOKECHHUE, YPEXKAallo OLCHABAHETO Ha CbHOT-
BETCTBUETO, IIPAaBU MPEIJI€a U OAUT Ha NPOLUECUTE U IMOACUCTEMUTE
Ha NPOU3BOAUTEIIA, IMO-CIICIUATIHO IO OTHOIICHUE HaA:

— INPOEKTHPAHETO U pa3paboTBaHETO,
— TIPOBEPKUTE Ha MPOM3BOACTBOTO U IIPOLECHTE,
— MpOoJAyKTOBaTa JOKYMEHTalus,

— HPOBEPKUTE I10 OTHOLICHUE Ha CHa6I[$IBaHeTO, BKJIFOYUUTCITHO
IIpOBEpPKa Ha 3aKYIICHUTEC U3JCIINs,

— KOPHTHpAIIUTEe W [PCBAHTHBHHUTE ICHCTBHS, BKIIOYHTEIHO 3a
HAJ30p Clie]] TyCKAaHEeTO Ha Ma3apa, KakTo H

— KIIIII,

KakTO U Ha H3HUCKBaHHUATA U pa3nopez{6HTe 3a mnperjieq u oaur,
IpUETU OT HPOU3BOAUTEIS, BKIIOYUTCIHO CBBP3aHUTE CHC CIia3-
BaHETO Ha OOIIMTE M3UCKBAaHUA 3a 0E30MaCHOCT U HCﬁCTBHe, YcCra-
HOBE€HU B IPUIIOKCHUEC I

IpaBsT ce W3BAIKM OT JOKYMEHTAIHMSTA 110 TaKbB HAYMH, Y€ 1a Ce
OTYETaT PHCKOBETE, CBBP3aHH C MPEABHACHATa YIoTpeOa Ha
M3ICIHETO, CJIOXKHOCTTa HA IMPOU3BOIACTBEHHTE TEXHOJOTHH,
ramarta W KIacOBETE MPOW3BEICHH W3ICNHs, W BCSKAKBA HAIMYHA
nHbOpMaLNs 3a HAA30pa CIEA MyCKaHEeTO Ha masapa,
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— akKoO BC€ omI€ HE ca 00XBaHATH OT OJuTHaTa Iporpama, U3BHPIIBA
OJINT Ha KOHTpPOJIa Ha ITPOLECUTE B IIOMCIICHUATA Ha JOCTAaBUULIUTE
Ha IIPOU3BOAUTEIIS, KOTAaTO CbOTBETCTBUETO HA I'OTOBUTE U3JCIINA €
IIOBJIUAHO 3HAYUTCIIHO OT HCﬁHOCTIa Ha JOCTaBUMLUTE H, IIO-
CIICMUAIHO, KOrarto MPOU3BOAUTEIIAT HE MOXKE Oa JTOKaXe
JAOCTAaThb4CH KOHTPOJ BBPXY CBOUTC NOCTAaBUMIIH,

— OILCHSBA TEXHUYECKAaTa JIOKyMEHTAaIWs BB3 OCHOBAa Ha IUIaHa 3a
B3eMaHe Ha MpoOM W Karo B3eMma mnpeaBua pasaenn 4.54 u 4.5.5
3a HpeﬂKJ’ll/lHl/IL{Hl/lTe U KIIMHAYHUTC OLICHKH, U

— HOTH(HIMPAHUAT OpraH ce yBepsiBa, Ye OJAUTOPCKUTE KOHCTaTalluH
ca aJIeKBaTHO M MOCJIEI0BATENHO KIaCU(PUIIMPaHU B ChOTBETCTBUE C
M3UCKBAHUATA HA HACTOSILIMSA pPErJaMeHT M CbC ChOTBETHHTE
CTaHAApTH WIA C Hal-JOOpHTe TMPAaKTHUKH, pa3pabOTeHH HIIH
mpuetu ot KITMU.

IpoBepka Ha MpogyKTa
OueHsBaHE HA TEXHMYECKaTa JOKYyMEHTAIHs

3a OlEHSIBAaHETO Ha TEXHUYECKAaTa JOKYMEHTAllHs B ChbOTBETCTBHE C IJIaBa
1T ot mpunoxenue X HOTHHLIMpPAaHUTE OpPraHU pasroJiaraT ¢ A0CTAThYHO
€KCIIepPTeH OIMT, 000py/JBaHE M JOKYMEHTHPAHH MPOLEIYpU 3a:

— OIpPEeACIIHETO Ha I[OAXOIALI0 KBa.III/I(i)I/II_II/IpaH n  OIpaBOMOLICH
NIEpCOHaJl 3a M3CJICABAHC Ha OTACIHHU AaCII€KTH KaTo yHOTpe6a Ha
HU3ICIUETO, OMOJIOTHYHA CBBMECCTHUMOCT, KIIMHUYHa OIICHKa,
YIIpaBJICHUE Ha pHUCKa U CTCpUIIM3alus, U

— OLICHSABAHETO HA CHOTBETCTBHETO HA NPOECKTHPAHETO B CHOTBETCTBUE C
HACTOSIIUs PErjiaMeHT NpH crhas3BaHe Ha pasaenu 4.5.4—4.5.6. Tosa
OlICHABAHE BKJIIOYBA IIPErJie/ia Ha M3IBJIHEHHETO OT CTpaHa Ha IPOU3-
BOJIMTENINTE HA BXOMLIUTE, MEKAUHHUTE U OKOHYATEIHHUTE MPOBEPKU
U Ha pe3yiaTatuTe OT TaX. AKO ce H3HUCKBAT JOIIBJIHUTCIIHU
U3NUTBAHUS WIM JIPYrM [OKa3aTejcTBa 3a OLCHSABAaHE Ha CbOT-
BETCTBUETO C M3MCKBAHMATA 110 HACTOSIIUS PErJIAMEHT, ChOTBETHHST
HOTUGUIMPAH OpraH M3BBPLIBA IOIXOAAIIM (U3UUECKH WU J1abo-
paTOpHHU TECTOBE HA M3JEIMETO WM M3UCKBA MPOU3BOIMUTENAT Oa TH
U3BBPILIY.

I/I3CJ'IC[[BaHI/ISI Ha TUIla

Hotuduimpanusr opran uMa IOKYMEHTUPAHH MpPOLELYPH, NOCTATHYHO
€KCIIEPTEH ONUT M ChOPBHKEHMS 3a M3NMTBAHE HA THMIIA HA U3JCIUATA B
CBOTBETCTBHME C NMpPUIIOKEHUE X, BKIIOYMTEIHO C KamalUTeT 3a:

— W3CcIeIBaHE W OIEHSABAaHC HAa TEXHWYECKATa JOKYMEHTAIHsd, KaTo ce
B3eMarT I0J BHUMaHHe pa3menu 4.5.4—4.5.6. m ce mposepu panu
TUNBT € OMJI MPOU3BENCH B CHOTBETCTBUE C Ta3W JOKYMEHTAIMS;

— M3TOTBSHE Ha TJIaH 3a W3MHUTBaHE, B KOWTO ce€ OMpEAeNAT BCHYKU
3HAYMMM M KPUTHYHHU IIApaMeTpPH, KOMTO TpsOBa aa ObAAT M3MHUTaHH
OT HOTH(UIUPAHUS OPraH WM IOJ HEroBa OTTOBOPHOCT,

— JOKyMEHTHpaHe Ha oOOCHOBKaTra My 3a M300pa Ha Te3W NapaMmeTp,

— MU3BBPIIBAHEC HAa NOAXOIALIMTE H3CJII€ABAaHWSA W U3NUTBAHUA, 3a Aa CE
HPOBEPH JalM PELICHUSTA, BH3IPUETH OT MPOM3BOAUTENS, OTTOBAPST
Ha oOLIMTEe M3UCKBAHUs 3a 0E30MacHOCT M JIeHCTBHE, YCTAaHOBEHU B
IPUJIOKEHUE 1. Te3u H3CJIICABAaHWUA W M3IMUTBAHUA BKJIIOYBAT BCHYKH
HEeOOXOIUMH W3IHMTBAHUSA, 3a Ja CE HPOBEPH Jald HMPOM3BOJHUTEINAT
JeHCTBUTEHO ¢ NPIIOKWI CHOTBETHUTE CTAHIAPTH, KOUTO € M30pan
Jia M3M0N3Ba;

— CBIVIACYBaHE CHC 3asABUTENsSI KbAE IIEC CE HM3BBPIIAT HEOOXOIMMHUTE
W3MUTBaHUs, aKO Te HE TPAOBa Ia Ce MPOBEKIAT AMPEKTHO OT HOTH-
(unmpanus oprad; u
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— IIO€MaHE Ha II'bJIHA OTTOBOPHOCT 3a PE3YJTATUTEC OT HU3NMUTBAHUATA.
HpCI[OCTaBCHI/ITC OT IIPOM3BOJAUTECIIA HOKJIaAW 3a HU3INUTBaHUATA CE
B3€Mar 1104 BHUMaHHE CaMO aKo ca onnm n3gag€Hu OT KOMIICTCHTHUTC
OpraHv 3a OLCHABAHC Ha CHOTBETCTBUETO, KOUTO Ca HE3aBUCHUMH OT
TIPONU3BOAUTEIIA.

HpOBepKa Ype3 U3CIICABAHE W MU3IMMUTBAHC HA BCEKU IMPOAYKT

Hortuduiupanusr opran:

a) nMa JOKYMCHTHpAHU [poueAypH, AOCTAThYHO CEKCIEPTEH OIUT U
CbOPBIKEHUSI 3a IIPOBEpKa 4Ype3 HU3CIICABAHE W U3IMUTBAHC Ha BCCKU
IIPOAYKT B CBOTBETCTBHUE C 4YacCT b or IIPUIIOKECHUEC XI,

0) M3roTBS IUIAH 32 M3IMTBaHE, B KOWTO CE OMPENEIST BCUYKH 3HAYUMH H
KPUTHYHH TapaMeTpu, KOUTO TpsibBa ma ObAAT M3MUTAHH OT HOTH(DU-
[UpPaHUs OPraH WM TIOJ HeTOBa OTTOBOPHOCT, C IIeN:

— 3a m3nenusaTta oT kiac IIb — mpoBepka Ha CHOTBETCTBHETO Ha
M3JIeNMETO C THIA, omucaH B ceprudukata 3a EC wnscienBaHe Ha
THNA, ¥ C M3MCKBAaHUATA 110 HACTOSIIMSA DEIJIAMEHT, KOUTO Ce
npujiaratT KbM TE3W U3ACIUA,

— 3a u3genusTa or kiac lla — moTBbpkAaBaHe Ha CHOTBETCTBUETO C
TeXHHYECKaTa JOKyMeHTanus, nocouena B npunoxenus 1l u III, u ¢
HM3HCKBAHUATA MO HACTOSIIUS PETIAMEHT, KOUTO CE€ MPHIAaraT KbM
TEe3U M3JEIus,

B) JOKyMEHTHpa OOOCHOBKATa CH 3a W360pa Ha MapaMeTpPHTE, IIOCOYCHH B
OykBa 0);

r) UMa JOKyMEHTHPAaHH HPOLEAYPH 3a H3BBPILIBAHE Ha MOAXOJSIIIO
OLIEHSIBAHE M WU3NMTBAHMS, 3a 1a CE€ IIPOBEPH CBHOTBETCTBUETO Ha
U3/ICNINETO C M3UCKBAHMATA II0 HACTOAIIMS PErJIAMEHT 4pe3 U3Cle/IBaHe
U M3MUTBAHE HAa BCEKM IPOJYKT, KAKTO € IOCOYEHO B paszaen 15 or
npunoxenue XI;

L[) HMa JOKYMCEHTHUpAaHU TIIpOUEAYypH, MNPEABIKAAIN IOOroBapsiHE CbC
3asBUTCJISL 3a TOBa KOra M KbJA€ WIC€ C€ H3BbpULIAT H€06XOZ[1/IMI/IT€
U3IUATBaHUS, KOUTO HE C€ HU3BBPUIBAT OT HOTI/IqJI/II_[I/IpaHI/ISI opraH; u

e) HOCH II'bJIHA OTTOBOPHOCT 3a PE3YJTATUTE OT HU3NUTBAHCTO B CBHOT-
BETCTBHUE C NOKYMCEHTHUPAHUTE NpOUEAYPHU; NMPEAOCTABEHUTE OT IPOU3-
BOIUTECIIA OOKJIAAW 3a M3NHUTBaHUATA CE€ B3€MaAT II0J BHHMAHHEC CaMO
ako ca Owmmn H3OaJ€HU OT KOMIIETCHTHHUTE OpPraHM 3a OLCHJIBAHE Ha
CHOTBETCTBUETO, KOUTO Ca HE3AaBUCUMHU OT NMPOU3BOAUTEIIA.

OL[eHSIBaHC Ha MNpEeAKIIMHUYHATa OLICHKa

Hotuduiupanusar opran umMa JOKyMEHTHPaHH MPOLEIYpH 3a IMperye] Ha
HOpoLeypuTe M JOKYMEHTAlusATa Ha IPOU3BOAUTENS BBB Bpb3Ka C
OLIEHKaTa Ha NpPeAKIMHUYHMTE acnekTtH. HoruduuupanuaT opran mpasu
nperiie], BaluMpa U IpOBepsBa JadM MPOLELYpUTe M TOKyMEHTALHATa
Ha MPOU3BOAUTENIS Pa3MIEKAAT O IMOIXOASAIINS HAUMH:

a) IUTAHMPAHETO, MPOBEX/IAHETO, OLICHSIBAHETO, TOKIABAHETO U KBICTO €
YMECTHO, aKTyalu3alysaTa Ha MPEeIKIMHAYHATA OLEHKA, MO-KOHKPETHO
Ha:

— MPOYUYBAHCTO HA MNPEAKIMHUYHATA HAy4YHA JIMTEpaATypa, KakKTO U

— HNPEAKINHUYHUTE U3IIUTBAHUA, Harpumep Ha60paT0pHI/I
U3INATBAaHUSA, TECTOBE Ha CHUMYJHpaHaTa yHOTpCGa, KOMIIOTBPHO
MOJCJIMpaHe, U3II0JI3BaHC Ha JXUBOTHUHCKH MOJICIIH,

6) ecTecTBOTO M MPOABIKATETHOCTTa HA KOHTAKTA C TAJIOTO M CBBP3aHHUTE
C TOBa KOHKPETHH OMOJIOTMYHH PHCKOBE,
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B) BSaHMOHeﬁCTBHeTO C IIpoleca Ha YIIpaBJICHUEC Ha pHCKa, KaKTO U

I) OLEHKATa U aHAIW3a HAa HATMYHUTE NPEIKIMHUYHU TaHHU U TSIXHOTO
3HAYEHHE 32 JOKa3BaHE Ha ChOTBETCTBHETO C KOHKPETHUTE U3MCKBAHHS
Mo mpuioxkexue I.

B HampaBeHOTO OT HOTHU(MIMpPAHUS OPraH OLCHSABAHE HA MPOLEIYPHTE U
JIOKYMEHTAIUsTa 32 MPEAKINHAYHA OLICHKA Ce Pa3IiIekaaT pe3yITaTUTe OT
NpOyYBaHMATA HAa HAydyHATa JHMTEPaTypa, KaKTO M BCHYKH H3BBPLICHU
BaJIMJMPAHUs, NPOBEPKH, H3IUTBAHHS M HANpaBeHH H3BOAU, U B HErO
0 MPABUJIO C€ Pa3riexna Bb3MOXKHOCTTA 32 M3IMOJI3BaHE Ha AITePHATHBHU
MarepHali M BELIECTBA M CE OTYUTAT OINAKOBKAaTa, CTAOMJIHOCTTA, BKIIIO-
YHUTEIHO CPOKa Ha TFOAHOCT HAa TOTOBOTO HM3JEJHE. AKO HE € H3BBPIICHO
HOBO M3IIMTBaHE OT TMPOM3BOIMTENS WIM HPH OTKIOHEHHS OT IpOlLe-
JypUTe, CBOTBETHHMAT HOTH(GHULUMPAH OpraH M3BBPIIBA  KPUTHYHA
MpOBepKa Ha 00OCHOBKATa, MPEACTABEHA OT MPOU3BOMUTEIIS.

OHCHHB&HC Ha KIIMHHUYHATa OLCHKa

Horuduiupanust opran uMa JOKYMEHTHUPAHH HPOLEYpPH, CBBP3aHU C
OLICHABAHETO HA MPOLEIYPUTE M JOKYMEHTAlHATa Ha HPOMU3BOJIUTEISA
BBB BpPb3Ka C KIMHUYHUTE OLEHKM — KaKTO 3a IIbPBOHAYAIIHOTO, Taka M
3a TEKyLIOTO OLIEHABaHE Ha CBHOTBETCTBUETO. HoTuduumpanust oprax
IIperaex/a, Bauaupa U MpoBepsBa Jaly NMPOLEAYPUTE U JOKyMEHTaLUATa
Ha TPOU3BOJMTENS PA3IekKAaT MO MOAXOIAIMA HAYKH:

— IUIAaHUPAHETO, IIPOBEKAAHETO, OLCHABAHCTO, JOKJIAABAHETO U aKTyaJlu-
3alysATa Ha KJIIMHUYHaTa OLCHKA, ITOCOYCHA B IPUIIOKCHUC XIV,

— Haj30pa ciex ImyckaHeto Ha nasapa u KIIIIII,
— B3aMMOJICHCTBHETO C Mpolieca Ha YIPABICHUE HA PHUCKA,

— OILICHKAaTa U aHaJin3a Ha HAJIUWYHUTC NPCAKIMHUYHU JaHHU U TIAXHOTO
3HAY€HHE 3a JOKa3BaHE€ Ha CbOTBETCTBUETO C  KOHKPETHUTEC
H3HUCKBaHUS I10 IIPUIIOKCHUC I, u

— 3aKJIIOYCHUATA, HAIIpaBCHU BBB BPBb3Ka C KIIMHUYHUTEC OKA3aTCJICTBA U
HU3TrOTBAHETO Ha JOKJIaJa 3a KIIMHHYHaTa OLCHKA.

B mpouenypure no mbpBa anuHes ce B3emar npenasun Hammyaure OC,
HACOKU M Hal-I00pH IPaKTUKH.

OneHsBaHETO OT HOTH(UIMPAaHWA OpraH Ha KIMHUYHATE OIIEHKH
chriaacHo mpuioxkenue XIV BkiIouBa:

— hOpeaBuAcHaTa yHOTp€6a, II0Co4Y€Ha OT IPOU3BOAUTEIISA, U TBBPACHUATA
3a U3ACIUECTO, OIIPEACIICHU OT HEro,

— IJIAaHUPAaHETO Ha KJIMHUYHATa OLICHKa,
— METOJHUKATa 3a MPOYyYBAHE Ha Hay4dHaTa JIMTEpaTrypa,

— CBOTBETHATA MAOKYMCHTAIlMsA OT IIPOYYBAHCTO Ha Hay4yHaTa JUTC-
partypa,

— KIMHUYHOTO HU3IHUTBaHEC,

— BAJIMAHOCTTA Ha TBBPAAHATA €KBUBAJICHTHOCT 110 OTHOLICHUE HA APYTHU
U3OCIusA, OOKa3BaHECTO Ha CKBHBAJICHTHOCTTA, MOJAHHUTEC OTHOCHO
TIPUTOAHOCTTA U 3aKJIIOYCHHUATA OT €KBUBAJICHTHU U CXOAHHU H3OCIIUA,

— Haja30pa cien myckaneto Ha maszapa u KIIIIII,
— JOKJIaJa 3a KIMHUYHATA OLECHKA, U

— o000oCHOBKaTta BBB BpB3KA C HEWU3BBPIIBAHETO Ha KIMHUYHH
m3nutBanus wim KIIIIIT.
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BwB BpBb3Ka C KIMHUYHUTE JaHHU OT KIIMHUYHUTE U3NUTBAHUA, BKIIFOUCHU
B paMKUTC Ha KIMHUYHATA OLICHKA, CHOTBETHUSAT HOTI/I(l)I/II_II/IpaH opraH
rapaHnTupa, 4€ HallpaBCHUTEC OT IPOU3BOAUTECIIA 3aKIIOYCHUS Ca BaJIMIAHU
B KOHTCKCTA Ha OH06pCHI/I$I IJIaH 3a KIMHUYHOTO H3IIMTBAHE.

Hotuduimpanuar opraH rapaHtupa, d4e B KIMHMYHATa OLCHKA ce
pasriaexjaaT 10 MOAXOMAAN] HAauMH CHOTBETHUTE M3UCKBAaHMS 34
6e30macHOCT U AEHCTBHeE, MpeIBUACHH B MpHIOXKeHHe I, ye e crobpaszeHa
1O NOIXOJAIl HAaYMH C M3MCKBAaHMATA 3a YNPABJIEHHE HA PHUCKA, 4Ye €
U3BBPIICHA B CBHOTBETCTBHE ¢ mpuiokeHne XIV u de e mpaBUIHO
OTpa3eHa B IpeACTaBeHaTa MHGOPMALHA 32 M3/EIUETO.

. Cneunannu npouenypu

Hortuduimpanusar opran nma TOKYMEHTHPAaHH HPOLEAYPH, JOCTAThUCH
EKCIICPTEH ONUT U CHhOPBKECHHUS 3a MPOLELYPHUTE, MOCOUYSHU B pa3iend 5
u 6 ot mpuioxenue [X, pasmen 6 ot mpunoxenune X H pazzmen 16 ot
npuiokenne XI, 3a KOMTO € OmpesereH.

Tlpu u3nenus, MpoW3BEACHH Ype3 W3MOJI3BaHE HAa ThKaHU WIIM KJIETKH OT
JKMBOTUHCKU TPOU3XOJ] WJIM TEXHU IMPOHM3BOJAHH, HAIpPUMEp OT BHUJIOBE,
nogatmeu Ha TCE, nocouyenu B Permament (EC) Ne 722/2012, notndu-
LUPAaHUAT OpraH MMa JOKYMEHTHPaHH INPOLEAYpH, KOUTO LENSAT H3HCK-
BAHHUATA, NOCOYEHH B CBILUS PETJIAMEHT, BKJIFOYMTEIHO W3rOTBSHETO Ha
0000I1eH JIOKJIa]] 32 OLEHKA Ha ChOTBETHUS KOMIIETCHTEH OpraH.

JloxitanBane

Horudurppanusit opras:

— TrapaHTupa, 4€ BCHUYKH CTBIIKM B IIpOleCa Ha OLCHJABAHC Ha CbHOT-
BETCTBUETO Ca MNOKYMCHTHPAHH, TaKa Y€ 3aK/IIOUCHHATA OT OLECHA-
BaHETO Ja 6'BZ[aT SICHU M J1a OOKa3BaT ChOTBCTCTBHUC C HU3HWCKBAHUATaA
10 HaCTOAWIMA PEIrJIaMCHT, U Ja MOrat Ja IIOCIy’KaT KaTro 00EKTUBHO
J0Ka3aTeJICTBO 3a TOBAa CBOTBETCTBHMC Ha JIMIlAa, KOUTO HE y4YacTBaT B
OLICHABAHETO, HAIPUMEP IME€PCOHAIa B OPraHUTE IO OIPEHACIAHETO,

— TapaHTHupa, 4€ C€a Ha Pa3MoOJOXKECHUE NOCTATHYHO 3alMCHU 3a OCUTYPS-
BAaHCTO Ha sCHA OJUTHA CJICAa 3a LHCIUTC Ha OOUTHUTEC Ha CHCTEMATa 3a
ynpaBJIEHUE Ha Ka4d€CTBOTO,

— JOKYMCHTHpA SACHO 3aKJIFOUCHHATA CH OT OLICHABAHETO HAa KIIMHUYHATA
OIICHKa B JOKJaJ OT OILICHABAHCTO Ha KJIIMHHUYHATA OLCHKA, W

— IPeJoCcTaBs 3a BCEKU KOHKPETEH HPOEKT MOJAPOOeH MOKIai, KOHTO e
OCHOBaH Ha CTaHAapTeH (opMaT M BKIIOYBA MHUHHMMAJICH Habop OT
eneMeHTH, onpexaeneHn or KI'MU.

JloknaapT Ha HOTH(HULIMPAHUS OpraH:

— JOKYMCHTHpA SACHO pPE3YJTATUTE OT OLECHABAHCTO M BKJIIOYBA SCHU
3aKJIIOYCHU OTHOCHO TIIPOBEpKara Ha CBOTBETCTBUCTO Ha IIPOU3-
BOOUTEIIA C U3MCKBAHUATA 10 HACTOALIUA PEIIIAMCHT,

— CBJbpKA MPENOPHKA 3a MOCJIEJEH Tperie]] U B3eMaHe Ha OKOHYATEIHO
pelieHne OT HOTH(HULUPAHHS OPraH; Ta3u MpernopbKka ce MOAMHCBA OT
OTrOBOPHHS 4IEH Ha IepCOHAlla B PAMKUTE Ha HOTH(ULUpaHHS
opraH, u

— C€ MpeaocTaBsd Ha CbOTBECTHUA ITPOU3ZBOAUTEIL.

3aKII0YUTENeH Mperies

HpeZ[I/I B3€MaHE€ Ha OKOHYATCJIIHO pEHICHUC HOTI/I(bI/II_II/IpaHI/IS[T opras:

— TapaHTupa, 4€ IEPCOHAIBT, Ha KOWTO € BB3JIOKEH 3aKIIIOUHUTEITHUAT
nperjieaq W B3E€EMAHETO Ha PEIICHUSA OTHOCHO KOHKPETHU IIPOCKTH,
nMa CBOTBETHUTE MPABOMOIINHUA U € pPas3jIUd€H OT HIepcoHala, KOHTO
€ U3BBPUINI OLCHABAHETO,
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— TIpoBepsiBa Janu AOKJIAABT(MTE) M TOAKpEIslara JIOKyMEHTaIus,
HEOOXOAMMHM 3a B3€MAHETO Ha PEHICHUS, BKIIOYHUTECIHO BBB BpPB3Ka C
OTCTpaHSABaHE HA HECHOTBCTCTBHATA, KOHCTAaTUpaHM II0 BpEeME Ha
OIICHSIBAHETO, Ca IBJIHU U JOCTaThUHH C OTJIe] Ha 00XBaTa Ha MPHUIIO-
JKCHHUETO, U

— TIpOBepsiBa Jaldl MMa HEOTCTPAHEHH HECHOTBETCTBHSA, KOHTO BB3Ipe-
ISITCTBAT M3J1aBAaHETO HAa CEePTH(HKAT.

Pewenns n ceprudunupate

Horudumupanusar opran nma JOKyMEHTHPAHM IIPOLEAYPH 3a B3€MaHE Ha
peleHus], BKIIOYUTEITHO OTHOCHO DPa3Mpe/eIeHNeTO Ha OTTOBOPHOCTH 3a
n37aBaHe, CIIMpaHE Ha JEHCTBHETO, OTpaHWYaBaHE WJIM OTHEMaHE Ha
cepruukatu. Te3nm mnpouexypw BKIOYBAT H3MCKBAHHUATA 3a HOTH(H-
KalyaTa, NPEJBHACHM B IJaBa V OT HAacTOAMIMS perjaMeHT. Tesm
NpOLEYypH TO3BOJISABAT HA CHOTBETHHS HOTHU(MIMpAH OpraH:

— Jla pe€mM, BB3 OCHOBA Ha MOOKyMCHTaIMUATa OT OICHABAHECTO U
Hapn4yHaTta JOIBJIHUTCIHA I/IH(i)OpMaLU/IH, Jald H3HUCKBaHUsATA I10
HaCTOAILUA PErIaMEHT Ca MU3N'bJIHCHH,

— Jia pellly, Bb3 OCHOBA Ha Pe3yJITaTUTE OT OLCHABAHETO HAa KIMHUYHATA
OllECHKa M YNpPaBJIECHMETO HAa PHUCKA, Jald IUIAHBT 3a HaA30p clefq
IyckaHe Ha Tmas3apa, BkatounTenHo miuaHbsT 3a KIIIIII, e moxxoms,

— Jla pelmM KOU Ca KOHKPETHHUTE OCHOBHU C€Tallkd 3a AJOIIBJIHUTEICH
nperienq OT CTpaHa Ha HOTI/I(bI/II_II/IpaHI/Iﬂ OpraH Ha aKTyaJIHOCTTa Ha
KJIMHA4YHaTa OLCHKA,

— Jla pemd Jand 3a cepTUUIMpaHeTo TpsOBa aa ObAAT ONpeneieHH
KOHKPETHH YCJIOBUSI MJIM Pa3opeo,

— Ja ompenenu, Bb3 OCHOBaHA HOBOBBBEICHUATA, KiIacH(HKALMATA
Cropes pucKa, KIMHHYHATA OLICHKA U 3aKIIOYCHUSTA OT aHAIM3a Ha
pHUCKa Ha H3ICIHMETO, CPOK Ha CepTH(HIMPAHETO, KOMTO 1a He
HaJXBBPJIS [ET TOJMHH,

— Jla JOKYMCHTHpa sCHO B3€MAaHCTO Ha PpCEUICHHWA UW CTallUTE Ha
0[[06peHI/I€, BKJIFOUHUTCIIHO OZ[OGPCHI/ICTO C IoAnucC Ha OTrOBOPHUTE
YJICHOBC Ha II€pCOHala,

— Ja JOKYMEHTHpa SICHO OTTOBOPDHOCTHUTE M MEXaHM3MHTE 3a ChOO-
IIAaBaHEe Ha peLIeHMs, IO-CHEelHMAIHO KOraTto IIOC/IeIHaTa CTpaHa,
noanucaiga ceprudukaTa, € pasiuyHa OT B3UMANIMA(TE) PEIICHHUSTA
WIK HEe OTTOBapsl HAa W3WCKBAaHUATA, YCTAaHOBEHW B paszen 3.2.7,

— na wu3gaBa cepruduKaT(M) B CBOTBETCTBUE C MHUHHMMAITHHTE
W3UCKBaHUs, ompeneneHd B mnpuioxkenue XII, cbc cpok Ha
BaJIMJIHOCT HE TIOBEY€ OT NEeT TOAMHM, M Jia I0COoYBa Jaju ca
HaJlulle CIELUalHU yCJIOBUS WM OTPAHUYEHUS, CBBP3aHU ChC CEPTH-
(unupanero,

— Ja u3znaBa cepTuduKar(d) camMo Ha 3asBUTENSI M [la HE M3J[aBa CEpTH-
(ukatn, oOXBamIal MHOXKECTBO CYyOEKTH, U

— Jia TapaHTHpa, Ye MPOMU3BOAUTENAT € UHGOPMHpPAH 3a Pe3yITaTUTe OT
OLICHSBAHETO M MPOU3TUYAIIOTO OT TAX PELICHHE U Y€ Te Ce BHBEXKIAT
B €JIEKTPOHHATAa CHCTEMa, ITOCOYeHa B 4wieH 57.

W3meHeHus ¥ IpoMeHH

Hotudunupanusr opran uMa JOKyMEHTHPaHU HPOLEAYypH M CHOpa3-
YMEHUSI C MpPOU3BOIUTENH, CBBP3aHH CbC 3aJbIDKEHUSTAa HA IIPOU3-
BOJMTENS 3a MpeJocTaBsHe Ha MH(pOpMalus U OLEHJIBAaHETO Ha
IIPOMEHHTE BBB:

— opoOpenara(ure) cucrema(n) 3a yOpaBICHHE HAa Ka4eCTBOTO WM
ramara oT 0O0XBaHATH MPOTYKTH,
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— 0;[06pel—m;1 MIPOCKT Ha U3ACIIUETO,

— IpenBHIEHAaTa ynoTpeda Ha U3ISIMETO WIM TBBPACHMATA 3a
U3JIeIIMETO,

— 0;[06peH1/151 THUIT Ha U3OCINUETO, U

— BCAKO BEIIECTBO, KOETO € BKJIOUEHO WIIM Ce H3II0N3Ba 3a MPOU3-
BOJACTBOTO Ha JaAeHO W3JENHe M TOMISKH Ha CICHUATHUTE
HpOLEYypH B CbOTBETCTBHE C pasznen 4.5.6.

IIpouenypure u criopasyMeHusiTa, MOCOYEHH B IbpPBA alMHEs, BKIOYBAT
MEpKH 3a TpOoBepKa Ha 3HAYMMOCTTa HAa NPOMEHHTE IO IbPBA alHHEs.

B cboTBeTCTBHE CBC CBOMTE JOKYMEHTUPAHH IPOLEAYPU CHOTBETHHUST
HOTUGUIMPAH OpraH:

— TapaHTHpa, Y€ MPOU3BOJUTENIUTE MPEACTaBAT 3a MPEABAPUTEIHO
000peHne IUIAaHOBE 3a NMPOMEHHM ChIJIACHO I'bpBa ajMHEs M ChOT-
BeTHaTa MH(OpMalKs, CBbP3aHa C TE3H MPOMEHH,

— OIICHsABA IMPEHJIOKCHUTE IIPOMEHH W IPOBEpsBa Aajlu CJICA TE3U
IIpOMEHU CuUCTEMaTa 3a YIIpaBJICHUEC Ha Ka4Ye€CTBOTO HJIM IPOCKTHT,
Win TUIOBT Ha U3ACIHUCTO IPOABJDKaBaT Aa OTroBapsT Ha HN3UCK-
BaHHUATA I10 HACTOSIIUS PErIIaMEHT, U

— YBeIOMsiBa IPOW3BOJMTENS 32 PEIICHUETO CH W IPEACTaBs JOKIAL
WK, aKO € MPHIOKUMO, JOMBIHUTENCH JOKIa, KOHTO ChABpPKa 000C-
HOBaHHU 3aKJIIOYCHUS OT M3BBPLICHOTO OT HErO OLCHSBAHE.

JleiiHocTH 1O Haa30p M HAONIONEHHUE Clie]] CepTHHHIMPAHETO

Hotuduiupanusar opran umMa GOKYMEHTHPAHH HPOLETYPH:

— 3a OompeAeNsHe Kak M Kora Ja OBbJaT OCHIIECTBEHH JACHHOCTHTE IO
HaJ30p Ha MpPOM3BOIUTENsA. Te3u MpoIenypu BKIOYBAT MpaBHIA 3a
BHE3alHM OAWTH HAa MACTO Ha INPOU3BOAMTEINTE U KOrato e
NPWIOKAMO — Ha TOAW3NBIHUTENNTE W JOCTABUUINTE, 34
M3BBPIIBAHE Ha M3MHUTBAHUS Ha NPOAYKTHTE M HAOJIIOAEHHWE Ha CIa3-
BaHETO Ha BCHYKH YCJIOBHUS, OOBBP3BAILM NPOU3BOJUTEIUTE U
CBBP3aHU C DEIICHHATAa 32 CepTUHIMpAHE, KAaTO aKTyalM3auus Ha
KIMHUYHY JaHHH TIpe3 ONpe/eNieHd MHTEPBAld OT BpEMe,

— 3a HOI[60p Ha CBOTBETHUTC U3TOYHULIMN HA HAYYHU U KIMHUYHU JaHHU
n I/IH(I)OpMaIII/ISI CJICA IIyCKaHETO Ha Ila3apa, CBbp3aHU C HErosara
C(bepa Ha KOMIIETEHTHOCT. Ta3u I/IH(bOpMaLII/IS[ CC€ B3€Ma IIpeABuUJ Mpu
TUTAHUPAHETO U IIPOBEKIAAHCTO Ha JIEHOCTHTE TI0 Haza3opa, u

— 3a IIperiefl Ha JaHHHUTE OT IPOCIENIBAaHETO Ha 0e30MacHOCTTa, M0
KOSITO MMa JOCTBII B CHOTBETCTBHE C wieH 92, maparpad 2 ¢ uen
orpeiessiHe Ha HEHHOTO BB3/CHCTBHE, aKO MMa TaKOBa, BbPXY BaIUJ-
HOCTTa Ha ChIIECTBYBAaIUTEe cepTHUKATH. Pesynarature oT oneHKara
U BCHUYKH B3ETH PEIICHUs C€ JOKYMEHTHUPAT INATEIHO.

IIpn nonyuapane Ha uHGOpMaLUs, NPEJOCTABEHA OT IIPOU3BOAUTEINS MU
KOMIIETEHTHHTE OPraHH, 3a Clydad, YCTAaHOBEHU IPH INPOCIEIIBAaHETO Ha
6€e30I1aCHOCTTa, CHOTBETHHAT HOTHU(UIUpAH OpraH H30HMpa [a NPUIIOKU
HSKOE OT CIIIHUTE PELICHHUS:

— Ja He mpeanpueMa NeHCTBHS, Thil KaTo CIydasT, YCTAHOBEH IpH
HpoCeIBAHETO Ha 0E30MaCHOCTTA, OUEBHJHO HE € CBBbP3aH C M3/1a-
JICHUTE cepTU(UKaTH,

— na HabmofaBa JEHHOCTHTE HA MPOM3BOAUTENS W HAa KOMICTCHTHHTE
OpraHd W pe3yjiTaTUTe OT TMPOBEKIAAHOTO OT MPOU3BOIAMUTEIS
pascieqBaHe, 3a 1a ONMpPEACIU JAIU U3IaJeHUTE CepTH(UKATH ca 3acT-
pAallieHH WM Jaii ca OWIM TPEeIIpHETH MOIXOSIUTE KOPUTHPAIIN
IeNCTBYS,
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— Ja TmpeanpueMe HU3BBHPEAHH MEpPKH 3a HaA30p Karo Iperjie] Ha
JIOKYyMEHTH, OJUT C KpaTKO IpeIu3BECTHE WM 0e3 IpeIu3BeCTHE U
W3NUTBaHE Ha NPOAYKTH, IPH HAIMYHE HA BEPOSTHOCT H3IAICHUTE
cepTH(HUKATH /a ca 3acTpallCHH,

— Jla YBCJIMYU 4Y€CTOTaTa Ha HAA30PHUTEC OIUTH,

— Jla HU3BbpIIM IMpPerje] Ha KOHKPETHU NPOAYKTH WA IHpOoLeCH IMpUu
cJieaABaliyss OAUT Ha IIPOU3BOAUTECIIS, WIN

— J1a B3eMe APYTH MOIXOISIIH MEPKH.

Ilo orHolIEeHHE Ha HaJA30pHUTE OAUTHU Ha IPOU3BONUTCIUTE HOTI/I(l)HI_II/I-
pa”HuAT OpraH UMa JOKYMEHTHUPAHU IIPOLEAYypHU 3a CJICAHOTO:

— Ja M3BBpILIBAa HAal-MaJKO BEJHBK TOJMIIHO Ha HAJ30PHH OAWTH Ha
MPOU3BOJIUTENS, KOUTO C€ IUIAHUPAT M IPOBEXKIAT B CHOTBETCTBUE C
KOHKPETHHUTE M3UCKBaHUS B pasznen 4.5,

— Jla rapaHTvpa, 4€ OLCHABAT 110 aJCKBATCH HAYMH JOKYMCHTALUATA Ha
NPOU3BOJMTENS, CBbP3aHa C Mpocie/iBaHe Ha 0€30MMacCHOCTTa, HaaA30pa
cnen myckane Ha masapa u KIIIII, n npunaraneTo oT Herosa CTpaHa
Ha pasnopenbuTe, OTHACALIM CE JO Te3d BBIPOCH,

— Jla B3€Ma 06pa3uH 1 Ja U3BBPIIBAT U3IMUTBAHC HA U3JCIHUATA U TCXHU-
Yeckarta JOKYMEHTalud TII0 BpEME Ha OJUTUTE CBIJIACHO TIpEI-
BapUTEIIHO ONPEACIICHUTE KPUTCPHUU 3a B3EMaHE Ha 06pa3u1/1 u npone-
AYypHUTC 3a U3IIMTBAHEC, 3a J1a CC IrapaHTHpa, 9€ IIPOU3BOAUTECIIAT HEIIPE-
KbCHATO Ipujiara 0[106peHaTa CHUCTEMaA 3a YIIpaBJICHUE Ha Ka4€CTBOTO,

— Jia rapaHTHpa, 4e IMPOHM3BOJMTENAT CIa3Ba 3aJbJDKCHHATA OTHOCHO
JOKYMEHTalusita ¥ WHPOPMAMATA, YCTAHOBEHH B CHOTBETHHTE
NPWIOXKEHHS, W Y€ TPOLEIypUTe My ca CchoOpa3eHH C Hail-moOpute
NPAaKTHKA TpY BBbBEXKJAAaHE HA CHCTEMHTE 3a yIpaBleHHE Ha
KauecTBOTO, U

— Jla rapaHTHpa, 4€ IIPOU3BOAUTCIIAT HE H3II0JI3Ba 110 ITOABEXKAAll HAYUH
cucremMara 3a YIIpaBJICHUE Ha KadeCTBOTO WU O[IO6pCHI/I$ITa Ha
usacnusTa,

— Ja ch0HMpa JOCTaThYHO MH(OpPMANNS, 32 Aa ONpPEeIeNH Jalu cucTeMara
3a ymnpaBJCHHE Ha KayeCTBOTO IMPOJbIDKaBa Ja OTroBaps Ha H3HCK-
BAHHUATA 10 HACTOSIIMS PEryIaMeHT,

— I[P OTKpUBAHC Ha HECHOTBETCTBUSA — Ja U3UCKBaA OT IIPOU3BOAUTEIISA
Ja npeanpueme JercTBUs 3a OTCTpaHsABaHE Ha TI'PCIIKHU, KOpUT'Hpalln
JNEeUCTBUSA U, aKO € IIPUJIOKHUMO, IIPEBAHTUBHU HeﬁCTBHH, KaKTO u

— IIp¥ HEoOXOAMMOCT — Jia Hajlara KOHKPETHH OrpaHUYeHHs 3a ChOT-
BETHHS CepTH(UKAT, Ja Crpe ACHCTBUETO My WM Jia TO OTHEME.

AKO TOBa € BKJIIOYEHO B YCJIOBHSATA 33 CEpTU(ULMpPAHE, HOTUPULHUPAHUSIT
opras:

— W3BBPIIBA MIATENICH TPETJIE/ Ha MOCIeHATa KIMHAYHA OLICHKA, aKTya-
NMU3UpaHa OT TPOM3BOAMTEIS BH3 OCHOBA HAa OCBIIECTBCHHUS OT
MocleIHUsT Haa30p ciel myckaHe Ha maszapa, Ha KIIIIII, kakro u Ha
KIMHUYHATA JIATEpaTypa, CBbp3aHA C JIEKYBAaHOTO CBHC CHOTBETHOTO
U3JIele ChCTOSIHME, WM HAa KIMHWYHATA JIUTepaTypa, CBbp3aHa ChC
CXOIHH H3IENIHs,

— SICHO HOKYMEHTHpa pe3dyjTaTa OT HIATCIHUA NPErjea U NnpeacraBs Ha
BHHUMAHUETO HA NPOU3BOAUTEIISI BCUUKW KOHKPETHHU OIIaCEHHUSA WU MY
HaJlara KOHKpPETHU YCJIOBUS, U

— rapaHTHpa, dYe IOCICIHATA aKTyaln3dupaHa KINHHYHA OICHKa €
NpaBIWIHO OTpa3eHa B HMHCTPYKUMHTE 3a ymoTpeba W, KOrato e
MPHUIOKHMO, B PE3IOMETO 3a 0€30MacHOCTTa U ICHCTBHETO.
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[MoBTOpHO cepTuduUIMpane

Hortuduiupanusr opran uMa JOKYMEHTHPAaHH HPOLEAYpPH, CBBP3aHH C
HperyieuTe Ha MOBTOPHOTO CEPTU(HUIMpPAHE M MOJHOBSIBAHETO HA CEPTH-
¢ukarute. IloBTopHOTO CceprTuduUIpaHe Ha OJOOPEHHTE CHCTEMH 3a
yIpaBJeHHe Ha KauecTBOTO Win Ha ceprudukarure 3a EC ouensBane Ha
TeXHHYeCKaTa JIOKyMeHTauus win Ha ceprudukarure 3a EC wusciensane
HA THUINA Ce W3BBPIIBA HAW-MaJIKO HA BCEKH €T T'OIMHHU.

Horudumupanusar opran mMa JOKYMEHTHPAHH IPOLEAYPH, CBBP3aHH C
HOAHOBsIBaHETO Ha ceprudukatuTe 3a EC oleHsBaHe Ha TEeXHUYECKATa
nokyMeHTanust U cepruduxatute 3a EC u3cienBaHe Ha Tuma, Kato HpH
Te3W TPOLEAYPU OT CHOTBETHHS IPOU3BOJMTEIN CE M3WCKBA Jla MPEICTaBH
pe3toMe Ha MPOMEHHWTE M HAayYHHTE KOHCTATalluU 3a H3IEIHETO, BKIIIO-
YHUTEIHO:

a) BCHUYKM IIPOMEHH B IbPBOHAYAIHO OJOOPEHOTO H3/eNHe, BKIIIO-
YUTEJHO TNPOMEHH, KOMTO BCE OIIE Ha Ca ChOOILIEHH,

0) omurta, IPUIOOKUT OT HaA30pa cjel MycKaHe Ha mas3apa,
B) OMHTa, TPUIOOWT TPH YIPABICHAETO HA PUCKA,

I) ONHUTa OT aKTyaJM3HPAaHETO Ha J0KA3aTEICTBATA 3a CHOTBETCTBHETO C
o0LIMTEe M3UCKBaHUS 3a O€30IIaCHOCT M JICHCTBHE, YCTAHOBEHH B
npuioxkenue I,

1) OMUTa OT MPErJIiCAUTE HAa KIMHAYHATA OLCHKA, BKIIOYUTEIHO pPe3yJl-
TaTUTE OT BCUYKU KIMHMYHU m3nuTBanus u KIIIIIT,

€) INPOMEHUTE B M3UCKBAHUATA, B KOMIIOHEHTUTE HAa M3JIEIUETO WIH B
Hay4yHaTa WM peryjaTopHaTa cpeia,

’K) U3MEHEHHUSTAa B IPUIIOKEHUTE WM HOBUTE XapMOHU3MPAHU CTaHIAPTH,
OC mnu paBHOCTOMHUTE HOKYMEHTH, U

3) NIPOMEHHUTE B MEAULHUHCKMTE, HAyYHHUTE M TEXHMUYECKUTE 3HaHUS,
HarpuMep:

— HOBH BHJOBC JICYCHUC,
— NPOMEHH B METOAUTE HA MU3IMHTBAHE,

— HOBHU HAYYHHM OTKpUTHA 3a MaTepuald MU KOMIIOHCHTH, BKIIIO-
YUTCJIHO OTKPUTHUSA 110 OTHOUICHHWE Ha TAXHATa OHOJIOTHYHA
CBbBMCCTHMOCT,

— OIIUT OT IPOY4YBaHUSA Ha l'lOllO6HI/I U3acius,
— J1aHHU OT pErucCcTpu U apxuBy,
— OIIMT OT KJIMHHUYHH HU3IHUTBAHHA C l'lO):l06Hl/I U3aCauA.

Hortuduippanust opran nma JOKyMEHTHpPAHU MPOLEAYPH 3a OICHKa Ha
uHpopMmanusITa, MOCOYEHA BBHB BTOpPAa alWHes, U O0OpbIa 0OCOOEHO
BHHUMaHME HAa KIMHUYHUTE JAHHHU OT HAA30pa Clie/l MyCKaHe Ha Ma3apa u
neitnocture mo KIIII, npeanpuetn cien mpeaxoAHOTO cepTudHULUpaHe
WK TIOBTOPHO CePTU(HIMPAHE, BKIIOYUTEITHO ChOTBETHUTE aKTyaaH3al[iu
Ha JIOKJIQJUTE 33 KIMHHYHATA OIICHKA Ha MPOM3BOIUTEIIS.

3a pelIeHHeTO OTHOCHO IIOBTOPHOTO CEpPTH(HULHUPAHE ChOTBETHUAT HOTH-
(unupaH opraH H3ION3Ba CHUIUTE METOAM W IPHHLUIM KaTo Mpes-
BUJICHUTE 3a ITbPBOHAYANHOTO cepruduuupane. I[Ipu HeoOXxomumocT ce
YTBBPKIABaT OTAENHH (OPMYJISIpH 3a IIOBTOpPHO cepruduuupane, B
KOUTO C€ OTYMTAT HEOOXOAUMHUTE 3a CEepTUGUIMPAHETO CTBIIKH, KaToO
HalpuMep 3asBJICHHE U Iperyie] Ha 3asABICHUETO.
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TIPUJIOKEHUE VIII

MMPABUJIA 3A KJIACUDPUKALIUSA

I'JIABA 1

ONPEJEJIEHUA BbB BPb3KA C IPABUJIATA 3A KJIACHOUKALIUA

1.

1.1.

1.2.

1.3.

2.2.

2.3.

2.4.

2.5.

2.6.

2.7.

2.8.

MPOABJDKUTEJIHOCT HA VYIIOTPEBATA

.BpeMeHHa* — wu3nenuero OOMKHOBEHO € IIpeJHa3HaueHO 3a Hempe-
KbCHaTa ynorpeda 1o 60 MUHYTH.

.KpaTkoTpaiiHa® — wu3aennero 0OOMKHOBEHO € MpeIHa3HAYeHO 3a Herpe-
KbCHaTa yrnorpeda mexay 60 munyta u 30 mHH.

L [IpoaBIDKHATETHA® — U3/1EINETO OOMKHOBEHO € MpEeIHa3HAYCHO 3a Helpe-
KbCHaTa ymorpeda Hax 30 mHM.

WHBA3MBHU U AKTUBHU U3JEJINS

,,TCHCCCH OTBOp“ € BCCKU €CTCCTBCH OTBOP Ha TAJIOTO, KAKTO U BbHIIHATA
TIOBBPXHOCT Ha O4YHATa 5{61).]'[1(3., WA TIOCTOSIHEH H3KYCTBE€H OTBOp, KaTO
cToMa.

»XUPYPrUYHO MHBA3UBHO U3ZETHE" €:

a) MHBa3WBHO M3[IEIHME, KOETO IPOHNUKBA B TSUIOTO Ipe3 MOBBPXHOCTTA MY,
BKJIFOUMTENIHO IIpe3 JIMTaBHIaTa Ha TEJIECHUTE OTBOPHU, Upe3 WIH IO
BpEME Ha XHpyprudecka ornepanus; u

0) u3zenue, KOeTO BOAH A0 NPOHHMKBAHE, PA3IMYHO OT TOBA IIPE3 TEECeH
OTBOP.

,»XUPYPrU4ecKd MHCTPYMEHT 3a MHOTOKpaTHa ymorpeba“ € MHCTPYMEHT,
M3M0MI3BaH B XUPyprudeckaTa MpakTHKa 3a ps3aHe, NpoOWBaHe, LINEHE,
HaJpacKBaHEe, CThpPraHe, KJIAMIUpPaHE, pETpPaxupaHe, 3alUIBaHE WIN
JIpyTH MOJOOHU NPOLEAYpPH, KOUTO HE Ca CBBP3AaHH C AKTUBHO H3MIEIHE,
U € TpeAHa3HayeH OT IPOM3BOAMTENS 3a IIOBTOpHA YymHoTpeda cien
U3BBPIIBAHE HA TMOJXOASIIM MPOLEIYPH, KaTO IMOYHUCTBAHE, AE3UHPEKIHS
U CTEpUIM3AIMS.

~AKTHBHO TEpaleBTUYHO M3Jeiue” € AaKTHUBHO H3JelHe, KOEeTO He3a-
BUCHUMO [aJM CE WU3IO0JI3Ba CAMOCTOSITENHO MJIM B KOMOMHAIMS C JIpYyru
U3/IeNHs, CIyXKH 3a IOJIbpXKaHe, KOPEeKIHs, 3aMsHa WK Bb3CTaHOBSIBaHE
Ha OMOJOrMYHM (YHKUMHM WM CTPYKTYypH C L€l JIedeHHE MU OOJeK-
yaBaHe Ha 3a00IsABaHe, TPaBMa WM yBpEXKIaHe.

AKTHBHO H3JeJMe 3a JMarHOCTHUILHpaHe W HaONIOAEHHE € aKTHBHO
H3[eNIie, KOETO HE3aBHCHMO [ald C€ H3I0J3Ba CaMOCTOSTEIHO HIH B
KOMOHMHAIMS C JPYTH H3JENUs, CIy)KH 3a MPEeIoCTaBsHEe Ha MH(pOpMAIus
3a OTKpHBaHE, IMAarHOCTHUIMpaHEe, HAOJIOJCHUE WM JIeYCHHE Ha (H3HO-
JIOTHYHU (YHKIIMH, 3/]paBOCIOBHU CHCTOSIHUS, 3a00JIIBAaHUS MM BPOJACHH
MaspopMaIuu.

,LleHTpalHa KPHBOHOCHAa CHCTEMa’ BKIIOYBA CIIEHUTE KPBHBOHOCHU
CBIIOBE: 0en00pobHU apmepul, b3X00sua aopma, aopmua Oved,
HU3X00AWa aopma 0o Ougypkayusma Ha aopmamd, KOPOHAPHU
apmepuu, obwa CvoHHA apmepusi, GLHWIHA CLHHA apmepus, GbMpPewHd
CbHHG — apmepus,  MO3bUHU — aApMepul,  21d8OO-MUUWHUYEH — CMBOI,
CcbpOeyHU eHu, 6el00pobHU 6eHU, 20PHA U OONIHA KYXAd 6EHd.

,LleHTpajlHa HepBHa cUCTeMa'® BKJIIOYBA MO3bKA, MO3BYHUTE OOBHMBKU U
IpbOHAYHUS MO3BK.

,,YBpeIeHa KOKa WJIN JIMTaBHLA“ € MOBBPXHOCT OT KO)KaTa WM JIUra-
BUIATa, B KOSTO C¢ HAONIO[aBa MATOJOTHYHA TPOMSHA WM MPOMSHA
BCJIEICTBHE HA OOJIECT WM paHa.
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3.1

3.2.

3.3.

3.4.

3.5.

3.6.

3.7.

4.2.

I'IABA 11
ITPABHJIA 3A NIPUJIATAHE

HpI/IJ'IaFaHCTO Ha I[paBuJiaTa 3a KJ'IaCI/I(i)I/IKaI_II/IH Ce ompeneias oT IpeaHas-
HAQYCHUCTO Ha HU3ACIUsATA.

AKO BBIIPOCHOTO H3JIENUE € Mpe/Ha3HAYEHO 33 yroTpeba B KOMOUHALHS C
JIpyro W3jenue, NpaBWjaTa 3a KiacM(UKanus ce MpHUiarat OTACIHO 3a
BCAKO oT mazenuaTa. P C1 IlpunamiexxHocTuTe 32 MEIUIMHCKO H3JETHE
ce Kracu(UIMpaT OTAENHO OT u3jenneTo W, ¢ KOETO CEe HM3IOJ3Bar.

Codryep, KOWTO ympaBisiBa H3/ICIUETO WIH UMa OTPAXKCHHE BBPXY YIOT-
pebara My, momaja B CBIIMS KJIAaC KaTO U3JCIUETO.

Ax0 copTyephbT € HE3aBHCHM OT BCAKO IPYro M3JEHe, TOM ce Kiacu-
(urmpa otaenHo.

AKO H3[eNMeTO He € MpeJHa3HadeHO Ja JeHcTBa eJUHCTBEHO WU
OCHOBHO B OIpEJENICHa YacT Ha TAJIOTO, TO CE pas3riiekIa M ce KIacu-
¢unmpa Ha NpUHIKMIA Ha Hall-KpUTHYHATA MY CIICHMAIU3MpaHa yrnorpeoda.

Axo 3a €IHO H CbhIIO HU3ACIHE CC IIpuJIaraT HAKOJIKO IIpaBUjla WU
HAKOJIKO HIoJANpaBujia B paMKHUTE Ha €IHO IIpaBWIO CIIOpEN IMpE€AHa3Ha-
YECHUETO MYy, C€ IMpuiaarat Haﬁ—CTpHKTHOTO OpaBWIO W MOOANPABUIIO 3a
KHaCI/Iq)I/II_IPIpaHCTO MY B IIO-BHCOK KJIac.

Ilpu ompenensHe Ha UPOIBILKHTENHOCTTa MO paszmen | ,HempekbCcHATa
yrnorpeba“ o3HayaBa:

a) su1aTa OpOABIDKUTCIIHOCT Ha yHOTpC6aTa Ha HU3ACIHUECTO HE3aBUCHUMO
OT BPEMEHHOTO TIPEKHBCBAaHE Ha yHOTpeGaTa IIpu npoueaypa Huin
BPEMCHHO OTCTpaHsBAaHC 3a IIOYUCTBAHEC WIH LLCBI/IH(bCKI_II/IH Ha
U3IEIHETO. Y CTaHOBSBAHETO Ha BPEMCHHUS XapaKTEep Ha IIPEKHbCBAHETO
WM OTCTPaHABAHETO CTaBa CIPAMO HNPOAB/DKUTEIIHOCTTA Ha H3IMOJI-
3BAHCTO MNpe€au u cjaeda nepuoaa, KoOrato yHOTpe6aTa ¢ Owuna
IIpeKbCHATa W U3ACIUCTO € ouI0 OTCTPAaHEHO; U

0) o0II0TO BpemeTpacHe Ha ymoTpebara Ha M3JeHe, KOETO € IpeaHa3-
HAYeHO OT MPOM3BOAWTENS 3a HEHNOCPEICTBEHA CMsIHA C JAPYro OT
CBhIIUS THII.

Cunra CC, 4€ H3ACIIMETO JdaBa BB3MOXKHOCT 3a IPAKO AUArHOCTULIHPAHE,
KOrato CaMOTO TO IIOCTaBsl AuMarHo3ara Ha BBIIPOCHOTO 3a00JIsIBAaHE WIIH
CbCTOSIHUC, WJIKM KOTraTO OCUI'ypsiBa HH¢)0pMaHHH OT pelIaBallo 3HA4YCHUC
3a JUAarHOCTHUIIUPAHETO.

I'TIABA 111
IPABUJIA 3A KJJACUPUKALIUA
HEMHBA3MBHU M3JEJINA
ITpasuio 1

Bceuukn HeWMHBa3WMBHU U3NIETUS CE Knacn(bnunpaT B KJIac l, OCB€H KOraro
C€ IIpuJiara HJKOE OT I[IpaBujiaTa, IOCOYCHU I10-I0JTYy.

[IpaBuyo 2

Bceuukn HeMHBa3sMBHM M3JENHs, IPEAHA3HAYCHH 3a OCHUTYpsBaHE Ha
IIPEMHHABaHETO WJIM 3a CbhXpaHsABaHE Ha KpPbB, TEJICCHH TEYHOCTH,
KJIETKH WIM ThKaHU, TEYHOCTH WIM Ta30BE C LIEJI €BEHTYaIHO BIIHMBAaHE,
NpUJIaraHe Wi BBBEXKJIAHE B TSUIOTO, ce Kiacupuuupar B kiac lla:

— aKo Morar Ja ce CBBp)KaT C akTHBHO m3menue ot kiac Ila, kmac IIb
win kiaac I, wim
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4.3.

4.4.

— aKo IpeAHA3HAYEHHETO UM € Ja OCUTYpSIBAT WM CHhXpaHSBAT IPEMU-
HaBaHETO Ha KPBB WM JPYTH TEIECHH TEYHOCTH, KaKTO M 3a ChXpa-
HSIBaHE Ha OpraHW, YacTH OT OPraHU WM TEJIECHU KIETKH M THKaHH,
OCBEH KPBBHH CaKoBe, KOUTO ce Kinacuduumpar B kiac IIb.

BbB BcHuUKM OcTaHAIM Clly4au TEe3M M3JeiHs ce Kiacuuuupar B xiac I.

[IpaBuno 3

Beuuky HeMHBAa3UBHHU M3JENus, NpeJHAa3HAYeHHM 3a IMpOMsHAa Ha OHOJIO0-
TMYHUS WIM XMMUYHHMA ChCTAB Ha YOBEIIKM THKAaHU WIIM KJIETKH, KPBB,
JIpyTH  TEJIECHH TEYHOCTH WM JPYTHM TEYHOCTH, INpEIHA3HAuYeHH 3a
UMIUIAaHTHPaHe WM IpUIaraHe B TSUIOTO, ce Kinacuduuupar B kiac Ilb,
OCBEH KOraTo JI€4EHHETO, IPU KOETO CE M3II0JI3Ba M3JCIMETO, CE ChCTOU
ot Quntpanus, neHrpodyrupane uim oOMsSHa Ha ras, TOIUIMHA, B KOHTO
ciydail ce knacuduuupar B kiac Ila.

Bcuuky HEMHBAa3HBHM M37IENHSA, KOHTO CE CBCTOAT OT JaJIeHO BEIECTBO
WM CMeC OT BELIECTBa, NMPEeJHAa3HAYEHH Jla Ce M3I0I3BaT HHBUTPO B MPSIK
KOHTAaKT C YOBEHIKH KJIETKH, THKAHH WIM OPTaHH, B3€TH OT YOBEHIKOTO
TS0, WIM M3MOJI3BAaHH HMHBUTPO C HYOBEIIKM €MOPHOHM NpPEAd TAXHOTO
UMIUIAHTUpAHe WIM TIpHIaraHe B TAIOTO, ce Kinacuduumpar B kiac 1L

[IpaBuno 4

Bcuuky HEMHBa3UBHU U3€JIMsA, KOUTO BJIM3aT B KOHTAKT C YBpPE€ACHA KOXKa
WA JIUuraBuna, ce KJ]aCI/Iq)I/IL[I/IpaT BBB:

— xmac I, ako ca mpemHa3sHaueHW Ja ce M3IOJ3BAT KAaTO MEXaHWYHA
Oapuepa, 3a TIPUTHUCKAHE KM abCOpOIHsT HA EKCYAaTH;

— KJac Hb, aKoO Ca IpeIHa3Ha4€HU Ja C€ U3II0JI3BAaT OCHOBHO 3a paHU Ha
KOXata, IIpU KOUTO € YBPCIACH ACPMAIHUAT CIION WU JUTaBUIIaTa U
KOUTO MOrar Ja 3asJipaBesaT CaMO BTOPUYHO,

— kiac la, ako ca OCHOBHO NpeHa3HA4YeHHU 3a MOAOOpsIBaHE HA MUKPOC-
penara Ha yBpeOEHATa KOXKa WM JIUTABHIA; U

— kyac Ila BB BCHYKH OCTaHAJIH CIy4aw.

Tosa IIpaBUJIO C€ IIpujiara U 10 OTHOIICHWE HAa WHBA3UBHUTE U3JCIIUS,
KOUTO BJIM3AaT B KOHTAKT C YBpEJCHa JIMIaBUIIA.

WHBA3MBHU U3JEJIUA
IIpasuno 5

Bceunukun TIPOHUKBAIIA MTPE3 TEJICCHUTEC OTBOPU HWHBA3WBHU H3ACIUA, C
U3KIIFOYCHUE HAa XUPYPIrUYHUTE HWHBA3MBHU HU3ACIIHA, KOUTO HE Ca MIpea-
HasHa4Y€HU 3a CBBP3BAHC C AKTUBHO H3ACIME WM KOUTO Ca NpeaHas-
HA4Y€HU 3a CBBP3BAHC C AKTUBHO HU3ACIHE OT Kilac I, ce Knacn(’pnunpaT
BBB:

— KJlac I, aKo ca Ipe€JHa3Ha4YCHHU 3a BpEMCHHaA yHOTpeGa;

— kiac Ila, ako ca npegHa3sHaueHW 3a KPAaTKOTpaiHA ynorpeda, OCcBeH
KOraTo ce ymoTpeOsBaT B yCTHaTa KyXMHa 10 (bapHHKca, B YIIHHA
KaHaj [0 ThIAHYETO WJIM B HOCHATa KyXMHAa — B TE3U CIIy4aH Te ce
knacuduuupar B kiac I;

— xuac IIb, ako ca mpeaHa3HaveHH 3a MPOIBDKUTENHA yIOTpeOa, OCBEH
KOraTo ce ymoTpeOsBaT B yCTHaTa KyXHHa 10 (apMHKca, B YLIHHS
KaHaJl 0 ThIIAHYETO WJIM B HOCHATa KyXWHa M He ce abcopOupaT OT
JUraBUIaTa — B TE3W Cllydadn Te ce kiacuduuupar B kiac Ila.
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5.2

5.3.

5.4.

Benukn npoHWKBamm Tpe3 TEJIECHUTE OTBOPU HWHBA3WUBHH H3IEIHUS, C
M3KIIIOYEHNE Ha XHUPYPrUYHUTE MHBAa3WBHU H3JENUs, KOUTO ca IpeaHa3-
HAa4YeHH 3a CBBpP3BaHE C akTUBHO m3zenue ot kiuac lla, kmac IIb wm
knac 111, ce knacuduimpar B kiac Ila.

Ipasuio 6

Bewuky XMpyprudHH MHBAa3WBHU H3IEJMS, NpPEIHA3HAYCHH 32 BPEMEHHa
yrnotpeba, ce kinacuduimpar B kiac Ila, ocBen koraro ca:

— CIENMaJHO  TpEIHa3HA4YeHM 3a  KOHTPOJ,  JMarHOCTHUIMpPAaHE,
HaOJII0JJeHHe WM KOPEKLHMs Ha cbpaeueH AedeKkT uiam Ha AedeKT Ha
LEHTpalHaTa KPbBOHOCHA CHCTEMA Ype3 JHMPEKTEH KOHTAKT C Te3H
YacTU Ha TSJIOTO, B KOHTO ciydvail ce knacudunupar B kiac 1II;

— XMUpPYPrH4ecKM MHCTPYMEHTH 33 MHOTOKpATHA ynorpeba, KaTo B TaKbB
ciydail ce knacuduuupar B kinac I;

— CIelNMaIHO NpeIHa3HAuYeHH J]a Ce M3IMO0I3BaT B JUPEKTEH KOHTAKT ChC
CBPIIETO MM LIEHTpalHaTa KPBbBOHOCHA CHCTEMa WIJIM LIEHTpajlHaTa
HEpBHA CHCTEMa, B KOHTO citydail ce xinacuduumpar B knac I11;

— TpeJHa3HAueHU Ja JOCTAaBAT eHeprus noja Gopmara Ha HOHM3UPAIIO
JTBYCHHUE, B KOHTO ciydail ce knacudumupar B kiac Ib;

— ¢ OuonoruyeH eeKT i ce abcopOMpaT HAITBIHO MM B MO-TOJIsIMAaTa
CH 4acT, B KOWTO ciydait ce kinacuduimpar B kiac IIb; wmun

— MpeaHa3sHa4YeHH 3a TPUJIAraHe Ha JIEKAPCTBEHH MPOAYKTH MMOCPEICTBOM
CHCTeMa 32 BBBEXKIAHE, aKO TOBAa MpHIaraHe Ha JIEKAPCTBEHH
OPOAYKTH Ce H3BBPIIBA 10 MOTCHIMAIHO DPHCKOB HAYMH MOpPaId
€CTECTBOTO Ha TPHJIOKEHHETO, B KOMTO Cliydail ce Kiacu(pHIUpar B
xiac IIb.

IIpasuno 7

Beuuky  XMpYyprudHM MHBA3MBHM W3/IeNHs, INpEAHA3HAYeHH 3a Kpart-
KOTpaiiHa yrnoTpeba, ce knacuduimpar B kiac lla, ocBen koraro ca:

— CIELMaJHO  INpeJHAa3HAuYeHH 3@  KOHTPOJ,  AUArHOCTUIIUPAHE,
HaOMIOJICHHE M KOPEKIHA Ha ChpIedeH Ne(eKT Wid Ha AedeKT Ha
HEHTpalHaTa KPbBOHOCHA CHCTEMA 4Ype3 JHUPEKTEH KOHTAKT C Te3H
YacTH Ha TSJIOTO, B KOMTO ciydail ce kinacuduimpar B kiaac III;

— CIENMaJIHO NPEJHA3HAYEHH J]a CE M3IMON3BaT B JUPEKTEH KOHTAKT ChC
CBPLIETO WM LEHTpalHaTa KPBBOHOCHA CHCTEMa WM LIEHTpajlHaTa
HEepBHA CUCTEMa, B KOHTO ciyd4ail ce knacuduuupar B kiac III;

— TpeJHa3HAuCHU Ja JOCTAaBAT CHeprus noja Gopmara Ha HOHM3UPAILO
J'BYCHUE, B KOHMTO ciydail ce kimacuduuupar B xiac [Ib;

— ¢ OuonoruyeH eeKT i ce abcopOUpaT HAIBIHO MM B MO-TOJIsIMaTa
CH 4acT, B KOWTO ciyyaii ce kiacuduumpar B kiac I11;

— IpeIHa3HA4YeHHU Ja NPeThPIsBAT XMMHYHH IPOMEHH B TAIOTO, B KOHTO
ciydaii cu knacubunupar B knac Ilb, ¢ u3kimoueHne Ha W3AENUATA,
MOCTaBSHU B 3BOMTE; WK

— TpeJHAa3HAuCHU 3a IpHJIaraHe Ha JICKAPCTBEHU IPOAYKTH, B KOMTO
ciydaii ce kiacuduimpar B kiac Ilb.

Ipasuio 8

Beuuky MMIUTAHTHPYEMH H3IENHS M XUPYPTUYHH MHBA3MBHU H3ICIHS 3a
pOIb/UKUTENHA yroTpeba ce knacuduimpar B kiac [Ib, oceen xoraro ca:
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— IpeIHa3Ha4YeHU Ja ce MOCTaBAT B 3bOMTE, B KOMTO Cily4ail ce Kiacu-
¢unupar B knac Ila;

— TIpeJHa3HAuYeHU Ja CE M3MO0J3BAT B JUPEKTEH KOHTAKT CHC CBHPLETO,
LEHTpaJHaTa KPbBOHOCHA CHCTEMA WM LIEHTPaJHaTa HEPBHA CHUCTEMA,
B KOHTO ciyuait ce kinacudpuuupar B kiac III;

— ¢ 6uonornueH eekt mwin ce abcopOUpaT HAITBIHO MM B MO-TOJIsIMAaTa
CH 4acT, B KOWTO ciy4aii ce kiacuduuupar B kiac I11;

— IpeJHa3HAaYCHU Ja NPeThPIsSIBAT XUMUYHH IIPOMEHU B TSJIOTO, B KOMTO
cirydail ce kinacuduimpar B xiac llI, ¢ m3KkimodeHHe Ha W3AENHATA,
IMOCTAaBSIHU B 3BOUTE; WIH

— NpefHA3HAYCHH 3a MpPWIAraHe Ha JICKapCTBEHH MPOAYKTH, B KOMTO
cinyyaid ce kinacuduimpar B kiac 111,

— aKTHBHU HMIUIQHTHPYEMH M3JENUs WM NPUHAUISKHOCTH 3a TAX, B
KO#TO ciydait ce knacuduippar B kiac I11;

— TPBAHYU UMIUIAHTH WM XUPYPrUYECKH MPEXH, KaTo B TaKbB CIydail ce
knacuduupar B kiac I

— I'BJIHM WIM YacTMYHH CTaBHU HPOTE3H, B KOHMTO cily4yall ce Kiacu-
¢dunmpat B knac I, ¢ u3kiIroueHne Ha JOMBIHUTEIHUTE KOMIIOHEHTH,
KaTO BUHTOBE, KJIMHOBE, IJIACTUHU U UHCTPYMEHTH, WUIIU

— 3aMecCTBallld MMIUIAHTH 3a TPhOHAYHM JMCKOBE WINM MMIUIaHTHPYEMH
W3/IeNis, KOMTO BJIM3aT B KOHTAaKT C IPbOHAYHHS CTHIO, B KOWMTO
ciydaii ce kmacubpunupar B kimac I, ¢ u3kIoUYeHrne Ha KOMIIOHEHTH
KaTO BHHTOBE, KJIMHOBE, IUIACTUHH M UHCTPYMEHTH.

AKTHUBHU U3EJIUA
[IpaBuno 9

Bcuuky aKTHBHM TepaNeBTUYHH W3JEus, IpeTHA3HAYCHU 3a IpuilaraHe
u oOMeH Ha eHeprus, ce kiacuuimpar B kiac Ila, ocBen korato
XapaKTepPUCTUKHUTE HA M3JENHATA Ca TAKUBA, Y€ NPUIIAraHeTO Ha EHEeprus
KBbM YOBEIIKHA OPraHU3bM MM OOMEHBT HA GHEPrUs C HEro € IOTEH-
[IMAJIHO PHCKOB TOPajd €CTECTBOTO, IUTBTHOCTTa W  MSCTOTO Ha
NpUIaraHe Ha eHeprusaTa, B KOWTO ciy4ail m3menusara ce kiacuduuupar
B Kkiac IIb.

Benukn akTHBHU W3/enus, MPeJHA3HAYCHH 332 KOHTPOJ WM HAONOICHHE
Ha JCWCTBHETO HA AKTHBHHUTE TEpANeBTHYHH wu3aeius oT kiac [Ib wmm
MpefHa3HAYeHN OPSKO Aa BIHUSAT BBPXY ACHCTBUETO HA TE3HM H3ICIHS,
ce knacudummpar B kiac Ilb.

Beuuky akTUBHU W3/eNMs, NpPEJHA3HAYeHU [a HU3Ib4BaT HOHH3MpAILIO
J'bYEHNE WIN 32 JUArHOCTHYHH WM TEPaNeBTUYHU LIEJH, BKJIIOUUTEIIHO
U3/IeNUATa, KOUTO KOHTPOJMpPAT WM HPOCIEAsBAT TaKUBa W3JENUS HIN
IpSIKO BIUSIAT Ha TAXHOTO JAeicTBuUe, ce kinacudunupar B kiac IIb.

BeHuky aKTUBHU W3/IEIHS, MPeJIHA3HAYEHH 3a KOHTPOJI, HAOIIOCHHE HIIH
NPSAKO BB3/ACHCTBHE BBPXY MACHCTBHETO HA AKTHBHH HMILUIAHTHPYEMH
u3zenus, ce kiacuduuupar B kiac I11.

[IpaBuno 10

AKTHBHHTE H3JeNHs 3a JUATHOCTHLMpaHe M HaOIIONEHHE ce KIacH-
¢unmpar B kiac Ila, ako ca:

— TpefHa3HAYCHW A JOCTABAT CHEPIUs, KOATO Ce€ IOrBIIa OT
YOBENIKOTO TSJIO, OCBCH W3ICIUATA, NPEAHA3HAYCHH [Oa OCBETSABAT
TSUIOTO Ha TAlMEHTa BbB BHAWMES CIIEKTHD, KaTO B TaKbB CIydail ce
knacudumpar B kimac I;
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6.3.

6.4.

6.5.

— HOpe€aHasHa4YC€HU [Oa BU3YyaJIU3HUpaT [ABWIKCHUETO Ha PpaauOAKTUBHU
JICKapCTBE€HU NPOAYKTU B OpraHusMa; HUIn

— TpefHA3HAYECHH 3a IUPEKTHO AUATHOCTULHPAHE WM HaOIoIeHne Ha
JKU3HEHH (DU3HOJIOTHYHU TIPOLECH, OCBEH KOTaTo CIELUATHO ca Tpej-
Ha3HA4YCHH 32 HAOJIOJCHHE Ha JKU3HEHU (DM3UOJOTMYHH MapaMeTpu H
OTKJIOHCHHSTA OT HOpMAara Ha Te3W MapaMeTpH MOraT Ja Ch3xaiaT
HEIOCPECTBEH PHCK 3a MallMeHTa, HAIpUMep MPOMEHH B Chp/cYHATA
NeHHOCT, QUIIAaHeTo, NCHOCTTa Ha IEHTpalTHaTa HEpBHA CHCTEMA, HITH
npefHa3HaueHH 3a JAUATHOCTULHPaHE B KIMHHYHHU CHUTYalllH, KOTaTo
MAlMCHTHT CE HAMHpA B HEMOCPEACTBCHA OMACHOCT, B KOWTO CITydail
ce knacupunupar B kiac Ib.

AKTHBHUTE W3[ENHs, NPEIHA3HAUYCHH [la U3JIbUBAT WOHU3MPALIO ThYCHHE
U TpelHAa3HAYEHH 3a JAMArHOCTHYHA WM TEpareBTUYHA PaIHONIOTHS,
BKJIFOUMTENIHO M3/ENUATA 32 MHTCPBCHI[MOHHA PAJMOJIOTHS W H3CIHATA,
KOMTO KOHTPOJMPAT WJIM IPOCIEAIBAT TAKUBA U3CIUS WIH TPSKO BIIUSST
Ha TSAXHOTO JeiicTBHe, ce kimacudumupar B kiac IIb.

[IpaBuno 11

Codryepbr, mnpenHa3HaueH Ja ocurypsiBa HHGOOpPMAIMs, KOATO ce
M3II0JI3Ba 3a B3CMAHETO Ha PCUICHHUA 3a AUArHOCTUYHH WJIK TECPANCBTUYHH
nend, ce kimacupunmpa B kimac Ila, OCBeH B ciydamTe, KOraro
MOCTIEUIMTE OT TE3M PELICHUsS] MOTaT Ja MPHYUHAT:

— CMBPT WM HEOOPAaTHMO BIIOLIABAHE Ha 3/{PaBOCIOBHOTO CHCTOSIHUE Ha
nuIe, KaTo B TakbB ciaydail e oT kiac III; wmm

— CEpHO3HO BIIOIIABAHE HA 3PABOCIOBHOTO CHCTOSHHE HA JIHIE HIIH
XHpYpruvecka WHTEPBEHIMs, KaTO B TaKbB Ciiydail ce kiacuduuupa
B kiac IIb.

CodryepsT, npepHa3HAa4YeH 3a HAOMIOJNCHHE HA (DM3HOJOTMYHHU HPOLECH,
ce kmacupuiupa B kiac Ila, OCBeH Korato e MpeaHAa3HA4YeH 3a
HaOJIOZICHHEe Ha JKU3HEHH (PU3HOJOTHYHH [APaMETPH, KOraTto OTKJIO-
HEHHATa OT HOpMATa Ha TE3W I[apaMeTpd MOraT Ja Ch3aaT Heroc-
PEICTBEH PHUCK 3a MAlMeHTa, KaTto B TaKbB Ciiydail ce Kiacupuippa B
kiac IIb.

Bcesxakbs npyr copryep ce xiacuduuupa B kiac I.

Ipasuio 12

Beuuky aKTUBHH H3ENHS, IPEAHA3HAUCHH 3a IPHIAraHe B TSUIOTO H/HIIN
OTZENIsIHE OT HEro Ha JIEKapCTBEHM HNPOAYKTH, TENECHH TEYHOCTU MM
JIpyrn BemlecTBa, ce kiaacubuuupar B kimac Ila, ocBeH koraro
(YHKIHMOHUpAT 10 MNOTEHIHAHO PUCKOB HA4MH IIOpaJM €CTECTBOTO Ha
U3M03BAHUTE BELIECTBA, CHOTBETHATa YacT OT TSUIOTO MIIM HA4yMHA Ha
HpHiaraHe, B KOUTO ciydail ce kinacuduuupar B kiac IIb.

IIpaBuno 13

Beuuku octaHanu akTHBHHM M3aenus ce kinacuduuupar B kiac I

CIIELIMAJIHA TIPABUJIA
Ipasuno 14

Bewuky u3genns, KOUTO BKJIIOYBAT KAaTO HepaslenHa 4YacT BEIeCTBO,
KOETO TIPH CaMOCTOsATENHA yrnoTpeba MOXe 1a Ce CYMTa 3a JIEKapCTBeH
NPOAYKT CBHIJACHO OINpejeNieHHeTo B wieH 1, Touka 2 or [upekrusa
2001/83/EO, BKIIOYUTENHO JICKAPCTBEH TMPOAYKT, MPOHM3BOAEH OT
YOBEIlIKa KPbB MIJIM YOBELIKA IUIa3Ma [0 CMUCHJIA HA OIPEIEICHUETO B
wieH 1, Touka 10 oT chbmiata JUpEeKTHBA, C ACHUCTBHE, KOETO € CIoMa-
raTejHO IO OTHOLICHWE Ha TOBAa HA H3NGNUATA, Ce KiIacHUIMpaT B
xiac 111
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7.2.

7.3.

7.4.

7.5.

7.6.

7.7.

7.8.

IIpaBuno 15

Bewnuky u3zienvs, NpeAHa3sHauYeHH 3a KOHTPALEIUs WM Npe/rna3BaHe oOT
npefaBaHd MO MOJOB MHT OosmectH, ca ot kiac IIb, ocBen koraro ca
AMIUIAHTHPYEMH WJIM Ca WHBA3MBHM M3JENUS 33 [POJbIDKUTEIHA
ynotpeba, B KoiiTo ciydail ce kinacuduiupar B kiac II1.

Ipasuno 16

Bewuky  w3mends,  CHENMATHO — MpEAHa3sHAYEHH 34  Je3HH(EKIus,
MOYHCTBaHe, M3IUIAKBAaHE HJIM, KOTaTto € HEeoOXOAMMO, 3a XHIpaTHpaHe
Ha KOHTAaKTHH Jieny, ce kiacuduuupar B kiac 11b.

Beuuky u3aenust, CrenuanHo npeAHa3sHaueH: 3a Je3nH(EKUUs Wil CTepH-
NH3aMs HAa MEIWIMHCKA M3Ienus, ce kinacudumupar B kiac Ila, ocseH
KOrato ca JAe3MH(EKUHpally pa3TBOPH WIIM MAlIMHA 3a W3MHUBAHE WU
ne3uH(eKuus, CHenuanHo IpeJHa3HaYeHH 3a  Je3uH(eKuus Ha
WHBAa3WBHHU W3JCIMs. KaToO TOCIEACH eram OT 00paboTkara, B KOMTO
ciydaii ce kinacuduumpar B kiac IIb.

HpaBI/IHOTO HE C€ Ipujiara 3a u3aeiusaTa, NpeAHa3Ha4YCHU 3a IMOYUCTBAHE
caMo 110 (1)]/[3I/I‘ICCKI/I II'bT HA U3JACIHA, pa3/IMUHU OT KOHTAKTHUTE JICIIH.

[IpaBuno 17

W3zpenudra, crenuaiHo nmpeJHa3HauYeHu Jla 3allucBaT AUArHOCTUYHU H300-
paxkeHMs, TeHEPUPAHH OT PEHTI€HOBHU JbuH, ce Kiacupuuupar B kiac Ila.

IIpaBuno 18

Beunukn u3genus, mpou3BeACHH C M3IOJI3BaHE HAa THKAHU WIIM KJIETKH OT
YOBCLIKU WJIIU XKHMBOTHHCKH l'lpOI/I3X011 WJIHN TEXHHU l'lpOI/ISBO}lHI/I, KOUTO Cca
HEXKU3HECMOCOOHH WJIM ca HAampaBeHH HEXHU3HECIIOCOOHH, Ce KJacH-
¢unmpar B kmac I, ocBeH korato u3menusTa ca NPOM3BEACHH upe3
HU3M0JI3BAHE Ha TBKAHU UMW KICTKHU OT XHUBOTHHCKH l'lpOI/I?)XO}l 500050
TEXHH MPOU3BOJHH, KOHUTO Ca HEKWU3HECIIOCOOHH WIIM Ca HarpaBeHH
HEXKU3HECIIOCOOHH, M ca MpeIHa3HAuYeHH 3a KOHTAKT CaMO C HeyBpelcHa
KOJKa.

[IpaBuno 19

Benuky usfenus, ChABPKAIIM WIM ChCTOSAIIM C€ OT HAHOMATEpUAlH, Ce
KJIaCU(UIMPAT BbB:

— Kiac IH, aKO IIpUTE)KaBaT roOJIIM HWJIM CPEAHO TIOJIsIM IOTCHIHUA 3a
BBTPECUIHO 06H’b'—IBaHe;

— xmac IIb, ako mpuTekaBaT MadbK MOTCHIHMAl 33 BBTPELIHO
o0abYBaHe; U

— KJlac Ha, AKO IIpUTEXKaBaT Hp€H€6pe)KI/IMO MaJlbK IIOTCHOHAI 3a
BBTPEIUIHO o0J'bUBaHe.

IMpasuio 20

Beuuke TIPOHMKBAIIM TIpe3 TENECHATE OTBOPH WHBA3MBHU H3ICIHUS, C
M3KIIOYCHNE HA XUPYPTHYHHUTE, KOUTO Ca TpEAHA3HAYCHH 3a IpUIlaraHe
Ha JIEKapCTBEHU MPOAYKTH 4Ype3 BAMINBaHe, ce Kiacupuimpar B kiac la,
OCBEH aKO HaYMHBT MM Ha JCHCTBHE MMa CHIICCTBCHO BB3/ICHCTBHE BBPXY
eduKacHOCTTa 1 6E30MMaCHOCTTA HA MPHIIOKEHHS JIEKAPCTBEH MPOAYKT HIIH
Te ca MpeJHA3HAYCHH 3a JICYCHHE Ha JKMBOTO3aCTPAIIABAINN CHCTOSHHSA, B
KoiiTo ciydait ce kmacuduimpar B kiac IIb.

[pasuno 21

Wsnenwusita, CbCTAaBEHH OT BEIIECTBA IJIM KOMOMHAIME OT BEIIECTBA,
KOWTO ca MpeIHAa3HAYCHH 1a ObJaT BBBEACHH B YOBEIIKOTO TSUIO IIpe3
TeJECeH OTBOP WM Oa ObIaT NPUIOKCHH BBPXY KOXara M KOUTO Ce
abcopOupar OT YOBEIIKOTO TSJIO WM CE PasnpbCKBAT JIOKAIHO B HETO,
ce Kimacu(UIMpaT BHB:
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7.9.

— KJlac IH, AKO T€ WA TIPOAYKTUTEC Ha TEXHUA MeTaboJu3bM  Ce
a6C0p6I/IpaT CUCTEMATHYHO OT YOBCIIKOTO TAJIO C OCI Oda C€
U3IIBJIHU TIPEIHA3HAUCHUCTO,

— wiac III, ako ca M3MBIHWIN NpEJHA3HAYCHHETO CH B CTOMaxa MU
JIOJIHATA YacT Ha CTOMAIIHO-YPEBHMS TPAKT M TC WIM HPOLYKTUTEC Ha
TeXHUsI MeTaboNu3bM ce abcopOupar CHCTEMAaTHYHO OT YOBEIIKOTO
TS0, U

— xuac Ila, ako ce mpuiarat BppXy KOKaTa MM aKo Ce YIOTpeOsBar B
HOCHATa WJIM yCTHATa KyXWHa 10 (apHHKCAa M M3IIBIHABAT MpeJHA3Ha-
YEHHMETO CH upe3 BB3/CHCTBUE BBPXY TE3U KYXUHHU;

— xJyac IIb BEB BCHYKH OCTaHAIIH cJydau.

IIpaBuno 22

AKTHBHUTE TEpaNeBTUYHHU H3JCIUS C WHTETPHpaHa MM BrpajieHa uar-
HOCTHYHA (PYHKLHS, KOSTO ONpPEAeNs B 3HAYUTEIHA CTEICH yNPaBICHHETO
Ha JKM3HCHNTE (PYHKIMHM Ha TAIMEHTa OT H3JCIHNETO, KaTo HalpHuMep
CHCTEMHTE ChC 3aTBOPEH LHUKBJ WIM aBTOMAaTH3UPAHUTE BBHIIHH JehHO-
punaropu, ce kiacuduimpar B kiaac 111
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IIPUJIO’KEHUE IX

OHEHSABAHE HA CBOTBETCTBHUETO Bb3 OCHOBA HA CUCTEMA
3A VYHOPABJIEHUE HA KAYECTBOTO MW OILEHSBAHE HA

TEXHUYECKATA JOKYMEHTALUA

I'JTABA 1
CUCTEMA 3A YIIPABJIEHUE HA KAYECTBOTO

[IpousBonuTensaT cb3naBa, MAOKyMEHTHpa W BBBEXJAa CHCTEMa 3a
yInpaBjeHHEe Ha KadecTBOTO chbrylacHo wieH 10, mnaparpad 9, u
HOANbp)KA HEiHATa eQEeKTUBHOCT 10 BpeME Ha LENUs EKCIUIOATAl[HOHEH
CpPOK Ha CHOTBETHHUTE H3zAenus. [Ipou3BOIUTENAT OCUTypsiBa IPUIAraHeTo
Ha cHcTeMarta 3a ylnpaBlieHHe Ha KauyecTBOTO CBIVIACHO paszien 2, KaTo T
HNOMJICKH Ha OIUT, KAaKTO € MpeABHAEHO B pasgenu 2.3 u 2.4, u Ha
HaJ30pa, MMOCOYCH B paszeln 3.

OreHsiBaHE Ha CHCTEMaTa 3a YHpaBJICHUE Ha Ka4ye€CTBOTO

HpOI/IBBOHI/ITGHﬂT noagaBa 10 Horndmunpaﬂ OpraH 3asBJICHUEC 3a OLICHABAHE
Ha cucCTeéMarta 3a ylnpaBJICHHEC Ha KaueCTBOTO. 3asABJICHUETO BKJIFOYBA:

— HMMETO Ha IPOU3BOAUTEIIS U aJpeca Ha HErOBOTO PErUCTPUPAHO MSCTO
Ha CTOMAaHCKA JEWHOCT M BCEKU JIOIBIHUTEICH TIPOU3BOJACTBEH 06€KT,
00XBaHAT OT CHCTEMaTa 3a YIpaBJICHHE Ha Ka4e€CTBOTO, a B CIIy4auTe
KOraTto 3asBJICHUECTO Ha MPOU3BOAUTEIA € OAAAEHO OT HETOBUA YIIBJI-
HOMOIICH NPEACTABUTEI — HUMCETO Ha YIIBJIHOMOIICHUS ITPEACTAaBUTECII
" agpeca Ha PEruCTpUupaHOTO MACTO Ha CTOIIaHCKa JEHOCT Ha yobi-
HOMOLICHUA NPEACTABUTEIL,

— Is1aTa CbOTBETHaA I/IH(bO]:)MaI_[I/ISI 3a U3JACIMETO WM Ipynara HU3OCIusd,
00XBaHATH OT CHCTEMaTa 3a YIipaBJICHHE Ha Kade€CTBOTO,

— INHKCMEHa JCKiIapanys, 4€ HE € IO0JaBaHO 3asBJICHUC N0 ApPYyI' HOTH-
(bI/H_[I/IpaH OpraH 3a CblllaTa CHUCTEMa 3a YIIpaBJICHUEC Ha Kaie€CTBOTO
BbB BpB3Ka C HU3IACIUCTO, HIIH I/IH(bOpMaI_II/I}I 3a BCAKO €IHO
IpeaxoaHO 3adBJICHUE 3a CbllaTa CUCTEMA 3a YIPaBJICHUE Ha
Ka4eCTBOTO BbB BpPb3Ka C HU3IACIIUCTO,

— IHOPOCKT Ha EC JACKIapanys 3a CbOTBETCTBUE CbHIJIACHO YJICH 19 u
TIPUJIOKEHUE IV 3a mopmena U3aCIue, 00XBaHAT OT mpoueaypara 3a
OLCHABAHE HAa CHOTBETCTBHUETO,

— JOKYMCHTalHuATa OTHOCHO CHUCTEMAaTa 3a YIIPAaBJICHUE Ha Kad€CTBOTO
Ha IIpOU3BONUTEIISA,

— JAOKYMCHTHPAHO OIIMCAaHUC Ha BBBCACHUTE MPOLCAYPU 3a HU3IIBJIHCHUC
Ha 3aAbJDKCHUATA, IPOU3TUYAIM OT CHCTEMaTa 3a YIPAaBJIICHHC Ha
Ka4€CTBOTO U OT U3HUCKBAHHATA IO HACTOALIUA PEIrJIaMEHT, KAaKTO U
Ha aHTaXXUMEHTa OT CBOTBETHHSA MPOU3BOAUTEI 3a IPHUJIAraHETO Ha
TE3U Hpoueaypu,

— OIIMCAaHNUC Ha BBBCACHUTE IPOLCAYPHU, KOUTO IapaHTHpAT 3alla3BaHETO
Ha aaC€KBAaTHOCTTa U Cd)eKTI/IBHOCTTa Ha cuCTE€Mara 3a YHIpaBJICHHUEC Ha
Ka4Y€CTBOTO, U HA aHTAXKUMEHTA OT IMPOMU3BOAMTEIIA 3a IPUJIAraHETO Ha
TE3U HIpoueaypu,

— JOKYMEHTalusTa 3a CHCTEMaTa Ha HPOW3BOJMTENS 33 HaI30p CIel
MycKaHe Ha Ma3apa, KaKT0o U — aKo € MPUWIOKUMO — IUIaHa 3a
KIIIII, n BBBemeHHWTE MPOIEOYPH 3a OCUTYpsSBaHE HAa W3MBIHEHUE
Ha 33JbJDKCHUATA, NPOU3THYAIIM OT PA3MOpendHTe 3a IpOCieisBaHe
Ha 0e30IMacHOCTTa B WieHOoBe 87—92,

— ONKCaHWE HA BHBEICHUTE MPOIEIYPH 3a aKTyalIn3UpaHE HA CHCTEMAara
3a HA/J30p Clef IyCKaHe Ha Ma3apa, U, aKo € MPUJIOKHMO, Ha IJIaHa 3a
KIIIII, u omucanue Ha MPOLEIypUTe 3a OCHTYpsIBAHE HA M3MBIHEHUE
Ha 3aJbJDKCHUATA, MPOU3THYAINN OT Pa3nopefdHuTe 3a MpocieasBaHe
Ha 0e30IacHOCTTa B WICHOBE 87—92, KaKTO W HAa aHTAKUMEHTA Ha
MIPOM3BOIUTEIIS 33 MPUJIATAaHETO HA TE3U MPOLELYPH,
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2.2.

— JIOKYMCHTalluA 3a IUIaHa 3a KIIMHWUYHAaTa OLICHKa, 1

— ONHCaHWE Ha BBBEJCHHUTE MPOLEAYPH 3a aKTyalU3HpaHe Ha IUIaHa 3a
KJIMHUYHATa OIEHKA, KaTro C€ OTYUTaT Hail-HOBUTE HAay4HH
JTOCTHIKCHHUSL.

BbBekIaHETO Ha CHUCTEMaTa 3a ynpaBJICHUE Ha Ka4€CTBOTO TrapaHTHUpa
CIIa3BaHCTO Ha HACTOAIIMS PETIIaMCHT. Benukn CIIEMCHTHU, U3HUCKBAHUA H
npeanucanns, NpUETH OT MNPOU3BOAUTEISA 3a HEroBara CHUCTEMa 3a
yOopaBJIEHHUE Ha Ka4Y€CTBOTO, C€ NOKYMCHTUPAT PEAOBHO U CUCTEMATHYHO
nox Q)opMaTa Ha HApBYHUK II0 KAYECTBOTO W IIMCMEHU IIOJIMTUKU U
npoueaypy, HalipuMep MnporpamMu 1o KadeCTBOTO, IIJIAHOBE IIO0 Ka4€CTBOTO
U pEerucTpu mo Ka4ye€CTBOTO.

OcBeH TOBa JOKYMCHTALUATa, KOSTO C€ IPEJCTaBsi 3a OLCHSBAaHE Ha
cucTeMaTa 3a YyIpaBleHHE Ha KadyeCTBOTO, BKJIIOYBA MO-CIELUATHO
MOJXOIAIIO ONMHMCAHHE HA:

a) LEJIUTE Ha MPOU3BOAUTEIIA IO OTHOHICHUE HA Ka4€CTBOTO,

0) opraHu3anuiTa Ha IEHHOCTTA M IO-KOHKPETHO:

— OpraHu3allMOHHATa CTPYKTypa C paslpefelieHHe Ha OTroBOp-
HOCTHUTE Ha MEPCOHAJa IO OTHOILEHHE Ha KPUTHYHUTE IIPOLENYpH,
OTrOBOPHOCTUTE HAa PBKOBOAHMS CBhCTaB M HETOBUTE OpraHM3a-
LUOHHH IIPaBOMOLINS,

— MeToAuTe 3a HaOMIofieHHe JOKOJKO CHCTeMaTa 3a YNpaBJICHHE Ha
KauecTBOTO ()YHKLIHOHUpPA €(EeKTHBHO, M MO-CIELMAIHO CHOCO0-
HOCTTa Ha Ta3W CHCTEMa JIa OCHUTYDH JKENaHHs HPOEKT U KadecTBO
Ha M3ENINETO, BKIIOYUTEIHO KOHTPOJ HAa H3JENuATa, KOUTO He
OTrOBapsT Ha U3UCKBAHUATA,

— KOraTo npo€KTHpPaHETO, MPOU3BOACTBOTO w/unu KpaﬁHaTa IpOBEPKa
W  M3IMUTBAHCTO HaA MU3ACIHUATA HWIH TEXHHUTC KOMIIOHCHTH CC€
HU3BBpIIBAT OT JApYyro JuIEe— OIIMCAHHUEC Ha MCETOAUTE 3a
Ha6J'IIO[I€HI/IC Ha e(beKTI/IBHOTO (byHKHI/IOHI/IpaHC Ha cucreéMara 3a
YIOPaBJIICHUE HAa KAa4Y€CTBOTO M MO-KOHKPETHO Ha BHOA U obxBara
Ha npujiaraiigd KbM TPETOTO JIMIIE KOHTPOJI, U

— KOraro IpOU3BOAUTECIIAT HAMA PEruCTPUPAHO MSCTO Ha CTOIIAHCKa
JNIEMHOCT B Abp)KaBa 4YJICHKA, IPOCEKTa Ha IIbJIHOMOIIUETO 3a
ONpeACIAHE Ha YIOBJIHOMOILICH TIPEACTABUTECI W IHHUCMO 3a
HaMCEpEeHUE OT YIBJIHOMOILCHUS IPEACTABUTEII 3a IIPUEMAHC Ha
MI'BJIHOMOIIIUCTO,

B) NPOLEAYPHUTE M TEXHHKUTE 3a HAOIIOJECHHE, NPOBEPKa, BaJIMAUpPAHE U
KOHTPOJI Ha IIPOCKTHPAHETO Ha H3JEIHATa U CHOTBETHATa JIOKY-
MEHTanus, KakTO W JaHHUTE W 3alliCUTe, MPOM3THYAII OT Te3H
NpOLENYpH M TEXHUKH. Te3M Npoueqypd W TEXHHKH OOXBaIuaT Io-
KOHKPETHO:

— CTpaTrerusaTa 3a CbOTBETCTBUEC C HOPMATUBHUTE U3UCKBAHUS, BKIIIO-
YUTEJIHO IIPOLUCCUTE 3a OHIpeACIIHEC Ha CbOTBCTHUTEC IIPaBHU
HU3UCKBaHUI, KBaJ'II/I(bI/IKaHI/IﬂTa, KnacmbnunpaHeTo, 60paB€HCTO C
CKBHUBAJICHTHOCTTA, H36opa Ha NpoLEeAypHUTE 3a OLICHABAHE Ha CHOT-
BCTCTBHUECTO U TAXHOTO CIla3BaHC,

— OIpenessTHeTO Ha MPHIOKUMHUTE OOIM M3UCKBAHUS 32 O€30MaCHOCT
U JSHCTBHE M PELICHHATA 33 TSIXHOTO M3IBJIHEHHE, KaTO Ce B3eMaT
npeasua npuwioxumute OC u, B ciydaii ue ObaaT U30paHu TaKuBa,
XapMOHM3UPAHUTE CTAHAAPTU WM APYTH MOAXOSLIM PEIISHUs,

— YIIpaBJICHUE Ha pUCKa CHIVIACHO pa3aei 3 ot TIPUIIOKCHUC I,

— KIMHAYHATa oOmleHka mo wieH 61 u mpuoxkenme XIV, BKIo-
YHUTEJHO KIMHUYHOTO MpPOCHEesBaHe Clie]| IyCKaHe Ha masapa,
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2.3.

— pemieHHsATa 3a W3MBJIHEHHE Ha NPWIOKUAMHUTE CICIUPHIHI
W3NCKBAaHUS 110 OTHOIICHHE HA NPOEKTUPAHETO M H3pabOTBAHETO,
BKJIFOUUTENHO IOAXOAAIIATA NPEAKIMHIYHA OICHKA, IT0-KOHKPETHO
u3ucKBaHuATa 1o riasa Il or npunoxenue I,

— peueHusATa 3a U3NBJIHCHWE HA MNPWIOKHMHUTE CHEHU(pUYHI
W3UCKBaHMS 110 OTHOLICHHWE Ha HH(oOpMalusTa, KOATO ce IMpel-
OCTaBsl ¢ W3JIEJIUETO, MO-CIEIHUAIHO MU3UCKBaHuATa 1Mo TiaBa III or
npuiIokeHue I,

— pa3pabOoTeHUTe W aKTyaIU3UPaHHU IMPOLENYPU 3a HIACHTU(HKALUS
Ha M3IENUETO 4pe3 4YepTexu, crnenudukanum Wi JIpyru
MOAXOASAIIA JTOKYMEHTH Ha BCEKH HPOW3BOJCTBEH €Tarl,

— YIpaBJICHUETO Ha MPOMEHUTE B IIPOCKTa HWJIHM B CHCTEMATa 3a
YHOpaBJICHUE Ha Ka4€CTBOTO; KAKTO H

I‘) IIpoBEpKaTa W TECXHUKUTC 3a OCUTYpsSIBAHC Ha Ka4ye€CTBOTO Ha IIPOU3-
BOACTBEHUS €Tall, U IO-KOHKPETHO ITPOLECUTE U IPOUEAYPUTE, KOUTO
TpSIGBa Ja Cc€ H3IO0JI3BaT, I[O-CIIENUAJIHO BBB Bpb3Ka CHC CTCPUIIU-
3anuysATa, 1 CbOTBETHUTEC NOKYMCHTH; U

1) TIOAXOMSIINTE HW3MNUTBAaHUS M TECTOBE, KOMTO TpsiOBa na Obaat
IPOBEJCHH MpEIH, MO BpeMe Ha W CJeJ MPOU3BOACTBOTO, YECTOTATA
Ha TIPOBEXJAaHE W M3MUTBATEIHOTO oOOpynaBaHe; TpsibBa J1a €
BB3MOXHO TOJIXOASAIIO MPOCIEAsBaHe HA KaIUOPHUPAHETO HA H3IHT-
BaTEIHOTO 00OpY/IBaHE.

OcBeH TOBa MNPOU3BOJMUTENAT MPEIOCTaBS HAa HOTH(DUIMPaHHS OpraH
JIOCTBII 10 TEXHUUYECKaTa JoKyMeHTarus no npuioxenus II u IIL

Onmur

Hotuduimpanuar opraH OAUTHpa CHCTEMaTa 3a yIpaBlIeHHE Ha
KayecTBOTO, 3a Ja ONpeAeNH Hald TS OTroBaps HAa M3HCKBAaHUATA IO
paszen 2.2. KoraTo nmpou3BOJUTENAT M3IMOI3Ba XapMOHM3UpPAH CTaHIapT
umi OC, cBBP3aHM CHC CHUCTEMaTa 3a yNpaBJIeHHE HAa KAaueCTBOTO, HOTH-
(GUIMpPaHUAT OpraH OlEHsABAa CHOTBETCTBHETO C Te3u cTanaapt uam ¢ OC.
Hotudunupanust opran mnpuemMa, ue CUCTEeMa 3a YIpaBIE€HHE Ha
Ka4yeCTBOTO, OTroBapsiia Ha CBHOTBETHUTEC XapMOHU3HUPAaHU CTaHAAPTH
umi OC, oTroBaps Ha W3HCKBAaHMATa B 00XBaTa Ha CTaHAAPTHTE HIU
OC, ocBeH KOrato HaJexHO € 000CHOBAaJ MPOTHBHOTO.

OnurtHaTa rpyna Ha HOTU(UIMpAHUS OpraH BKIIOYBA HA-MaJKO €IUH
YJIeH C MPEAXOJEH ONUT B OLEHKHTE Ha ChOTBETHATA TEXHOJIOTUS B CHOT-
BercTBHE ¢ paznenu 4.3—4.5 ot npunoxenne VII. Korato To3u omut He e
HETIOCPEJICTBEHO OYEBHICH WIM IPUIOXKHM, HOTU(GUIMPAHUAT OpraH
npenocTaBs JOKyMEHTHpaHa 00OCHOBKA 3a ChCTaBa Ha Tasu rpyma. IIpore-
Jypata 1o OLeHSBaHE BKIIOYBA OAUT HA OOEKTHUTE HA MPOM3BOJMUTENS H
aKo € HeoOXOIMMO, Ha OOEKTHUTE Ha JOCTABUMLIUTE W/WIM MOAU3IIBIHHU-
TEJIUTE Ha TPOM3BOJMTEINS, 33 NPOBEPKA HA NMPOU3BOACTBEHUTE M JIPYTHTE
CHOTBETHHU TIPOLIECH.

bg OcseH ToBa, npu u3zaenusaTa ot kiac Ila u kiac IIb onensiBanero Ha
CHCTEeMaTa 3a yIpaBlieHHe Ha KaueCTBOTO Ce IMPHIpPYKaBa OT OLCHSIBAHE
Ha TeXHHYECKaTa JOKYMEHTAIMs 3a M3[eNUsTa, MOJ0pPaHi Bb3 OCHOBA Ha
[IpeACTaBUTENHA M3BaJKa, ChriacHo pasnen 4. Ilpu n3bopa Ha « mpen-
CTaBUTEIHU O0pa3iy HOTU(GUIMPAHUST OpraH B3eMa MPEIBHI ITyOIHKY-
BaHuTe HacokH, m3rorBeHd or KI'MU cwrmacHo umen 105, u mo-
CIIEIIMaTHO HOBOCTTA HAa TEXHOJOTHATA, CXOJACTBATa B MPOEKTUTE, TEXHO-
JIOTHUSITA, METOJIUTE 32 MPOU3BOJICTBO U CTEPIIU3AINS, PeIHAZHAYEHUETO
W pe3yNATaTuTe OT BCHYKH CHOTBETHU MPEIXOTHH OLECHSIBAHHS, HAIIPUMED
[0 OTHOIICHWE Ha (U3UYHH, XUMHYHH, OWOJOTHYHH HIM KIHMHHUYHU
CBOWCTBa, KOWTO ca OWIM MPOBEJICHH B CHOTBETCTBHUEC C HACTOSIIHS
pernamenT. ChOTBETHHAT HOTH(UIIMPAH OpraH JOKYMEHTHpa 000CHOBKATa
CHU 3a B3eTHTE 00pa3mu.
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2.4.

3.2.

3.3.

Axo cucTeMara 3a ynpapJeHHE Ha KaueCTBOTO OTroBapsi Ha CbOTBETHHTE
pasnopenOu Ha HACTOSIIMS PEriJaMeHT, HOTU(GUIMPAHUAT OpraH H3JaBa
cepruduxar 3a EC cucrema 3a ynpasneHue Ha kauecTBoTo. Horuduuu-
paHHAT OpraH yBENOMsBa IPOM3BOAUTEINSA 3a PEHICHHETO CH Ja U3/aje
ceprudukara. PemeHmero chabppKa 3aKIIOYEHHATa OT OIWTAa U
MOTHUBHMPAH JOKJIaJ.

CBOTBeTHHMAT  NPOU3BOIUTEN HMHGOPMHpPAa  HOTU(MIMPAHUS  OpraH,
0o00pMJI cucTeMara 3a yIpaBlieHHe Ha KayeCTBOTO, 3a BCEKHM IUIaH 3a
CBIIECTBEHH MPOMEHH B CHUCTEMara 3a yNpaBlIeHHE Ha KaueCTBOTO WM B
ramara OoT oOxBaHaTH u3Aenus. HoTudUUMpaHUAT OpraH OLEHSBA Hpe.-
JIO)KCHUTE MPOMEHH, OIpEeeNs HEOOXOJUMOCTTa OT AONBIHUTEIHU OJUTH
U TpoBepsBa AN ClEJ Te3M NPOMEHM CHUCTeMara 3a yIpaBieHHe Ha
KauecTBOTO MpPOJBIDKABA [a OTroBapsi Ha M3MCKBaHUATA MO pasgen 2.2.
Toii yBenoMsiBa MPOM3BOAUTENS 32 PELICHUETO CH, KAaTO IOCOYBA 3aKIIIO-
YEHMATA OT OLICHSIBAHETO M aKO € IPHUIOKUMO, 3aKITIOUSHHUSTA OT JOITbI-
HutenaHuTe oxutH. OnoOpeHHeTo Ha BCsSIKAa CHIIECTBEHA IIPOMSHA B
CHCTEMaTa 3a yNpaBJICHHE Ha KauecTBOTO MJIM B ramara OT OOXBaHaTH
U3/IeNusl ce M3BBPIIBA IMOJ (opMaTra Ha JOMBIHCHHE KBM cepTH(UKaTa
3a EC cucremara 3a ynpaBjieHHEe Ha KadeCTBOTO.

OreHsiBaHE Ha Haja30pa

LlenTa Ha HaJa3opa € Oa C€ TrapaHTupa, 4€ IPOU3BOAUTEIIAT HAMJICKHO
U3IBJIHABA 3aAbJDKCHUATA, IPOU3TUYAILNA OT oz[oGpeHaTa CUCTEMaA 3a
YIIpaBJICHUE HA Ka4€CTBOTO.

[MpousBomurensr naBa Ha HOTHGHUIMPAHUS OpraH paspeuieHue Ja
MPOBEXKJIAa BCUYKH HEOOXOIMMH OAUTH, BKIIOYHMTEIHO OJHUTH Ha MICTO,
U My TPERoCTaBsl Is1aTa ChOTBETHA MH(OPMANHs, U MO-KOHKPETHO:

— JOKYMCHTalMuATa OTHOCHO CHUCTEMAaTa 3a YHNpaBJICHHUEC Ha Kadye€CTBOTO,

— JOKYMEHTalUATa 33 BCHUYKM KOHCTATallMU M 3aKIIOYEHMs OT MpHIa-
raHeTo Ha IUIaHA 3a HaA30p ciiejl NyCKaHe Ha a3apa, BKJIIOYUTETHO
mnana 3a KIIIIII, mo oTHomieHWe Ha MNPEICTABUTENHHM OOpaslM OT
U3JeIMs, U OT NPHIAraHeTo Ha pa3nopeaduTe 3a NpocieisBaHe Ha
0Ge3omacHoCTTa M0 4jieHoBe 87—92,

— JAHHUTE OT YacTTa Ha CHCTEMaTa 3a yIpaBJEeHHE HAa KayeCTBOTO BbB
Bpb3Ka C IPOCKTHPAHETO, KATO PE3YJNTATH OT aHAIM3U, W3YUCICHHUS,
U3IUTBAHUS M BB3IPUETH PELICHUS] OTHOCHO YIPABJICHUETO HAa PHUCKA
o paszen 4 or npunoxeHue I,

— JIaHHUTC OT 4YacTTa Ha CUCTEMaTa 3a YyIpaBJICHUE HAa Kau€CTBOTO BbHB
Bpb3Ka C IMPOU3BOACTBOTO, KATO AOKJIaANW OT KOHTPOJI IO Ka4Y€CTBOTO U
JaHHHU OT H3NWUTBAaHUA, NJAaHHHU OT KaJ'II/IGpI/IpaHe7 KakTO MW 3aIlucCu 3a
KBaJII/I(i)I/IKaI_II/IHTa Ha CHhOTBETHUS IIE€PCOHAIL.

[Neproan4Ho ¥ Hal-MaKo Ha BCeku 12 mecena HOTH(HIMPAHUTE OPTaHU
W3BBPIIBAT IOAXOMSIIM OJUTH M OLCHSIBaHEe, 3a Ja Ce yBEpsT, Ye ChOT-
BETHHAT HPOHM3BOJMTEN IpHiIara oJoOpeHaTa CHCTeMa 3a YIpaBJIeHHE Ha
KauecTBOTO M IUIaHa 3a HAA30p Clie] MyCKaHe Ha masapa. Te3u oauTu u
OLICHSIBAHE BKJIIOYBAT OJUTH B OOEKTHUTE HA IPOM3BOJMTENS H, aKO €
NPUIOKHMO, B OOCKTHUTE Ha JOCTABUYULUTE W/WIN MOAW3IIBIHUTEIUTE Ha
npousBoautens. [Ipu Te3n oauTH Ha MSCTO HOTU(GUIMPAHUSIT OPraH, ako €
HEo0X0AUMO, TPOBEXKIA MIM M3UCKBA MPOBEKIAHETO HA M3IUTBAHHSA, 32
Jla TIPOBEpHU JIajli CHCTeMaTa 3a YIPaBJIeHHEe Ha KaueCTBOTO (hYHKIIMOHHPA
npaBuiHo. Toil mpenoctaBs Ha TNPOM3BOAUTENS JOKJIAA OT HAI30PHHS
OJIUT, @ aKO € TPOBEXKAAHO M3MUTBAHE — JOKJIAZ OT U3IUTBAHETO.
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3.4.

3.5.

3.6.

3.7.

Haii-manko BequbXK Ha MET TOAUHU HOTI/I(bI/II_U/IpaHI/UIT OpraH MU3BBPIIBA Ha
CJIy4Ja€H IPUHIUII BHE3AITHU OJUTHU Ha MSICTO HA IIPOU3BOMUTEIIS U, aKO €
I_ICJ'ICC'LO6p3.3HO, Ha AJOCTaBUYHUIIUTC W/Hnn TIOAU3IIBJIHUTCIIUTE HaA IIPOU3-
BOOUTCIIA, KOUTO MOrat ga €€ Cb4Y€TadT C NEPUOJUYHOTO OLICHABAHE Ha
Haa3opa mo pasaein 3.3 wim Jia C€ U3BHPUIBAT B JOMNBJIHCHUE KBM HETO.
HOTI/I(l)I/II_II/IpaHI/ISIT OpraH U3roTBs ILUIaH 3a TE3W BHE3AIIHW OAUTHU HA MSCTO,
HO HE IO C'I)O6HlaBa Ha TIPOU3BOAUTEIIA.

Upn TE3W BHE3AaIIHU OJHUTH Ha MSICTO HOTI/ICI)I/ILU/IpaHl/IﬂT OpraH H3BbpPIIBa
W3MUATBAaHE Ha MOAXOMSIIM O0pas3l OT MNPOU3BEACHUTE W3ICIHSI HIH
NOAXO/AIIAa M3BajJKa OT MPOW3BOJCTBEHHUS IPOIEC, 3a Ja Ce MOTBBbP/H,
4e MPOM3BEKAAHOTO H3ZEIHME OTroBaps Ha TEXHUYECKaTa JOKyMEHTAIWs,
C W3KIIOYEHHE Ha W3JIeIHATa, TIOCOYeHM B WieH 52, maparpad 8, BTOpa
anunes. I[lpend BHe3alleH OAWUT Ha MACTO HOTH()ULUPAHHAT OpraH
yTOYHSIBA CHOTBETHUTE KPUTEPUH 3a B3eMaHe Ha 0o0paslli W MpoLeaypaTa
3a M3IHUTBaHE.

BMmecTo MmocoueHOTO BBB BTOpa ajMHes B3eMaHe Ha o0paslyu WiIH B
JIOITBJIHEHHE KbM HEro HOTU(UIMpAHUAT OpraH B3ema o0pa3lu OT
U3/IeNUATa Ha Masapa, 3a Ja MPOBEPU JAIH IPOU3BEKIAHOTO H3JICIHE
OTroBapsi Ha TEXHUYECKaTa JOKYMEHTAIMs, ¢ M3KIIOUCHUE HAa HM3JeNusTa,
mocovyeHu B uieH 52, maparpad 8, BTopa ammues. Ilpemu B3emaHeTo Ha
o0pa3uy CHOTBETHUAT HOTHOHULMPAH OpPraH YTOYHSBAa CBHOTBETHHTE
KpPUTEpUH 3a B3eMaHe Ha 00pasly W HpOILeAypaTa 3a U3IUTBAHE.

HOTH(bI/II_II/IpaHI/ISIT opraH mnpeaocraBsi Ha CbOTBETHHSA [POU3BOAUTEIL
JAOKJIax OT OJuTa Ha MsICTO, KOUTO BKJIIOYUBa, aKO € IPHIOKUMO,
pesyiirtata OT U3NUTBAHETO Ha 06paseua,

»C1 3a mmenna or kiac Ila m xmac IIb omensiBaHeTo Ha Ham30pa
BKJIIOYBA M OLCHSABAaHE HA TEXHMYECKAaTa JOKYMEHTAlus, CBIJIACHO
paszzen 4, 3a cboTBeTHOTO(HMTE) M3/AENUe(s) Bb3 OCHOBA HA JOMBIHUTEIHI
[IPeACTaBUTEIHN 00pa3iy, n30paHu B CHOTBETCTBUE C OOOCHOBKATA, KOSATO
HOTHGUIMPAHUAT OpraH JOKYMEHTHpa ChIJacCHO paszen 2.3, TpeTa
anuHes. 4

3a m3aenus ot kiac III onensiBaneTo Ha Ha/J30pa BKIIIOYBA U U3IMUTBAHE Ha
0,[[06p€HI/ITC YacTH W/WIU MaTepualii, KOUTO €a OT OCHOBHO 3HAa4Y€HHUC 3a
LejIoCTTa HAa U3ACIHMCTO, BKIIOUUTCIIHO, AKO € HCHCC’LOGPaSHO, IIpOBEpKa
JaJIi KOJIMYECTBOTO NPOU3BEACHU WU NPOAAICHU YaCTHU W/AIn MaTepuain
CBHOTBETCTBAT Ha KOJIUYCCTBOTO I'OTOBH H3IOCIIHUA.

Hotuduimpanusr opraH rapaHTHpa, 4Ye CBCTaBBT Ha TIpymara 3a
OLICHSBAHEC € TaKbB, Y€ Ca OCHIYPEHH HYXHHAT ONHMT B 00JacTra Ha
OLICHSBAHETO HA M3ICIMATA, CHCTEMHUTE M MPOLECHTE, HENMPEKbCHATATa
O0EKTHBHOCT ¥  OE3NpPHCTPAaCTHOCT; TOBa BKIOYBA pOTalMs Ha
NOAXOJAIIM MHTECPBAJIM Ha YICHOBETC Ha rpymnara 3a OLCHSABAHC. Karo
00110 MPaBHIO BOACLIMST OJUTOP MOXKE 1a H3IIBIHSABA BOJACIIA OIS U
a M3BBPIIBA OAWT 0 OTHOIICHHE HA €OWH U CBI MPOM3BOIMTEN HE
1OBEYE OT TPH IMOCIEIOBATEIHH T'OJUHH.

AKO HOTU(QHUIMPAHUAT OpPraH yCTAHOBH pa3IMKa MEXIY B3eTHS 0oOpasel
OT IPOU3BEIEHUTE M3ZENHU WIK OT Ia3apa M crelu(UKAUUTe B TEXHU-
yecKaTa JOKyMEHTAlMs WM OJOOpeHMs IPOEeKT, TOH OTHEMa WM CIHpa
JIefiCTBHETO Ha CHOTBETHHS CepTH(HKAT, HIIM BHACS OTPAHHYCHUS B HETO.

I'/TABA 11
OLEHSIBAHE HA TEXHUYECKATA JOKYMEHTALIUA

OnensiBane Ha TeXHHYECKaTa JOKyMEHTalus Ha mifenusta oT kiuac I u
Ha m3menusita ot kinac IIb, mocouena B umen 52, maparpad 4, BTOpa
anuHest
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4.1.

4.2.

43.

4.4.

4.5.

4.6.

4.7.

4.8.

B nombnHeHHE KbM 3aIbJDKCHUATA, MPEIABHIACHH B pasaen 2, MpOH3-
BOJUTEIAT I0J[aBa 10 HOTH(UIMpPAHWS OpraH 3asBIICHHUE 3a OICHSIBaHE
Ha TEXHHYECKaTa JOKyMEHTAllHs BbB BpPB3KAa C H3/CIUETO, KOETO
[UIaHUpa Ja [yCHEe Ha Mas3apa WIK Ja MyCHe B ICHCTBHC M KOETO €
BKIIFOUCHO B CHCTEMaTa 3a YIpaBICHHE HA KaueCTBOTO, MOCOYEHA B
paszen 2.

B 3asBieHHeTO Ce OmMCcBaT MPOEKTHT, HPOM3BOJCTBOTO M JCHCTBHETO Ha
CHOTBETHOTO H3Aenue. To BKIIOYBA TEXHHYECKATa JIOKYMEHTAIHS,
nocoueHa B mpuioxkernus 11 u 111

HOTI/I(bI/II_II/IpaHI/ISIT OopraH OLCHsBa TEXHHUYECKAaTa JOKYMCHTallUs, KaTo
n3noJi3Ba YCJIYruTeé Ha I[EpCOHA]l C JOKa3aHW 3HaHUA W OIUT 110
OTHOIIICHUE Ha CBHOTBETHATAa TEXHOJIOTUS W HEWHOTO KIMHHYHO
TIPUIJIOKCHHUC. HOTI/I(bI/II_[I/IpaHI/ISIT OpraH MOX€ Jla HU3KCKa 3asBJICHUCTO Ja
CE€ MNOITBJIHU 4Ype3 HPOBCKAAHCTO Ha AOIBJIHUTCIHA HU3NUTBAHUS WA Ja
H3UCKa TIPpEACTAaBSIHCTO Ha JOIBJIHUTCIHU JIOKa3aTeJICTBa, JaBalld
BB3MOXXHOCT 3a OLECHABAaHE Ha CbHOTBCTCTBUETO C IIPUIIOKUMUTE
HU3UCKBaHUS II0 HACTOALIWs  PCTJIaMCHT. HOTI/I(bPII_II/IpaHI/UIT opraH
MU3BBPIIBA MOAXOAANINA (1)I/I3I/I‘IGCKI/I I na60paT0pHH HU3NIUTBAaHUA Ha
U3ACJIIUETO WM HU3MUCKBA IPOU3BOAUTECIIAT Ja T'M IIPOBEIC.

HoTtudunupanusar oprad mpaBM Nperjiea Ha KIMHHYHUTE JOKa3aTeNCTBa,
MIPEACTABEHH OT NMPOM3BOAUTENS B JOKJIAa 3a KIMHWYHA OLCHKA, U U3BBP-
1IeHaTa BbB BPB3Ka C TSAX KIMHWYHA OIECHKA. 3a LENUTE Ha TO3U Tperiiel
HOTMGUIMPAHUAT OpraH HaeMa Ha INPOBEPSBALM M3ICNHETO JMla ¢
JIOCTAaThbYeH KIMHMYEH eKCIePTeH OIMT, Karo IpH HEOoOXOAUMOCT
W3M0/I3Ba M BBHIIHU EKCTIEPTH C MpsSK W aKTyaleH OIUT, CBbP3aH ChC
CBOTBETHOTO M3JENUE WM C KIMHUYHHUTE YCJIOBHS, MPH KOUTO TO c€
H3M0I3BA.

KoraTo KJIMHUYHHTE JOKa3aTEJICTBA CE€ OCHOBABAT YAaCTUYHO WM H3ISUIIO
Ha JaHHU 3a U3JCJIUsA, 3a KOUTO C€ TBBbpAHU, 4Y€ Ca CKBHUBAJICHTHU Ha
OLCHABAHOTO H3JCIHC, HOTI/I(bI/ILII/IpaHI/IHT opraH oLeHsIBa LICJ'ICCT)O6P33-
HOCTTa Ha MU3IIOJ3BAHCTO Ha TCE3W JAaHHHU, KaTO CC B3EMaT IIpPEABUI
(baKTOpI/I KaTO HOBHM IIOKa3aHUsA W HWHOBAIIUH. HOTI/I(iJI/II_[I/IpaHI/ISIT opraH
JAOKYMCEHTHUPA SICHO CBOUTE 3aKIIIOYCHUSI OTHOCHO TBBPACHUETO 3a €KBHBa-
JICHTHOCT U OTHOCHO I_ICJ'IGC"I)O6p8.3HOCTTa 1 aACKBAaTHOCTTA Ha JAaHHHUTC 3a
JOKa3BaHC Ha CBOTBETCTBHUECTO. 3a Bcska XapaKTEpUCTUKa Ha HU3ICIIUCTO,
3a KOATO IIPOU3BOAUTCIIAT TBBPAU, Y€ € HWHOBATHBHA, WK 3a HOBU
IIOKa3aHwusl, HOTPI(bI/II_[I/IpaHI/IﬂT OopraH OILCHsBa 10 KaKBa CTCIICH CbOT-
BETHUTEC TBBPACHHUS Ca IOAKPCIICHM OT KOHKPETHH IMPEAKIMHAYHHU U
KIIMHUYHU JaHHWU W aHalli3 Ha pUCKa.

Hotudurmpanust opran npoBepsiBa aJeKBaTHOCTTA Ha KJIMHHYHUTE JAOKa-
3aTeNcTBA M Ha KIMHWYHATAa OLEHKA M MPOBEpsSBA 3aKIIOYCHHUsATA Ha
[IPOM3BOIUTEINS 38 CHOTBETCTBUE C MPHIOKHAMHTE OOLIM HM3MCKBAHUS 3a
Oe3omacHocT u jeiictBue. Ta3u mpoBepKa BKIIIOYBA pasrekKAaHE Ha
TOBa JIOKOJIKO Ca TOAXOMSAIIA OINpPEACICHOTO CBHOTHOIICHHE MEXIy
pHCKa ¥ TOJ3HMTE, YNPaBICHUETO Ha PUCKA, MHCTPYKLHUUTE 3a yHnoTpeOa,
00y4YEeHHETO Ha MOTPEeOHTENs M IUIaHA HA MPOU3BOIMTENS 3a HAA30p CIie]
MyCKaHe Ha Ma3apa, KakTo W KOraTo € MPHIOKHMO — Iperjieq Ha HeoO-
XoauMocTTa oT mpeanoxenus miaad 3a KIIIIIT u nokonko e moaxonsin
TO3H TUIaH.

Bb3 ocHOBa Ha oOlleHsABaHE Ha KIMHHUYHHTE JI0KAa3aTEJICTBA HOTI/I(l)I/II_(I/I-
pa”HuAT OpraH pasrjiexja KIMHHYHAaTa OLEHKa U OIPEACISIHETO Ha CbhOT-
HOIICHUETO MEXAY pUCKa U ITOJIBUTE U IIpELEeHsABa JAaJik € HCO6XOL[I/IMO aa
CE€ onpencyiAiT KOHKPpETHUTEC OCHOBHU €Talld, 3a Ja MMa BB3MOXHOCT Ja
HaripaBu IIpErjiel Ha akKTyalu3alusTa Ha KIMHUYHUTE A0Ka3aTeJICTBa B
pesyirar OT JaHHUTE OT HaA30pa CJICH ITYCKAaHCTO Ha Ila3apa U OT KIIITIT.

HoTudumpaHust oprai JOKyMEHTHpA SICHO PE3yJITaTUTE OT OLCHSIBAHETO
B JIOKJIaJa OT OICHSABAHETO HAa KIMHMWYHATA OICHKA.
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4.9.

4.10.

HOTPIC])I/II_II/IpaHI/ISIT OopraH IpeacTaBs Ha IMPOU3BOAUTEA NOKJIAaA OT OLCHA-
BAHCTO Ha TEXHHWYECKaTa NJOKYMCEHTAlMs, BKIOYUTCIIHO JOKJIaJ OT OLCHS-
BAaHCTO Ha KJIIMHHUYHATa OLICHKA. Axo U3ACIUETO OTroBapsi Ha CbOTBETHUTC
pa3n0p61161/1 Ha HaCTOAINUA PETIIaMCHT, HOTI/I(i)I/IHI/IpaHI/I}IT Opran usgaBa
CSpTI/I(bI/IKaT 3a EC 3a OIICHABAHE Ha TEXHUYECKATa JOKYMCHTAIIUA. CepTI/I—
(bI/IKaT’LT ChAbpiKa 3aKIIIOYCHUSTA OT OLCHABAHCTO Ha TEXHHUYCCKATa JOKY-
MCEHTalus, yCJIOBUATA 32 BAJIMAHOCTTA HA CepTI/I(bI/IKaTa, JAHHUTC 3a UOCH-
TI/ICl)I/IHI/IpaHeTO Ha 0IIO6]:)CHI/I$I MIPOCKT U aKO € HCO6XO[[I/IMO — OIIMCAaHUC
Ha NpE€AHA3HAYCHUETO HA U3ACIIHUCTO.

3a nmpoMeHH B 0J00PEHOTO H3ZEIHe € HEOOXOIUMO 0J00peHHE OT HOTH-
¢unmpanus oprad, KodWTo e usgan ceprudukara 3a EC ouensBane Ha
TeXHHYECKaTa JOKYMCHTALHMs, KOTaTo TEe3M IPOMEHHM MOXE 1a MOBIIHSAT
Ha 0e301acHOCTTa M JEHCTBUETO HAa M3JIENUETO WM Ha yCJIOBUATA, Hpe]-
nucaHu 3a HeroBara ynorpeba. KoraTo mnpousBoauTensT IUlaHupa naa
BbBEJC HIKOS OT IOCOYCHHTE IO-rOpe NPOMEHH, Toil mHdopmupa 3a
TOoBa HOTU(UUMpaHUs opraH, u3pan cepruduxara 3a EC onensBane Ha
TeXHHYECKaTa JOKyMeHTamus. HoTuduumupaHusr opraH oLeHsBa IUIAHU-
paHHTE MPOMEHM U pellaBa Jadd T¢ M3UCKBAT HOBO OLCHSBAHE Ha CHOT-
BETCTBUETO B CHOTBETCTBHE C WICH 52 WIM Morar jga ObJaT HalpaBeHU
4pe3 JOMbBJIHEHHEe KbM ceprHdukara 3a EC oleHsBaHe Ha TEXHUYECKaTa
JOKyMeHTanusa. B mocnenuus ciydail HOTUQUIUPAHUAT OpraH OLCHSBA
[POMEHHTE, YyBEIOMsBA IIPOU3BOAUTENSI 3a CBOETO pEIIEHHE U aKo
HIPOMCHHUTE ca ONOOpEHU, M3JaBa JOIBIHCHHE KbM cepTudukara 3a EC
OlICHABAHE HAa TEXHWYECKATa NOKYMEHTAIIHS.

CnenyanHy JONbIHUTENHN TPOLELypU
IMporenypa 3a ouensiBane Ha ompenenaeHu uzgenus ot kiac 111 u knac IIb

a) 3a uMmruraHtupyemure uznenus ot kiuac Il m akTuBHHMTE M3menMsA OT
kiac IIb, npenHasHaueHHW 3a TPHIOKEHHE W/WIKM OTHCISHE Ha
JIEKapCTBEH MPOAYKT, KaKTO € MOCOoYeHo B paszzaen 6.4 (mpasmio 12)
ot npuinoxenne VIII, HoTuduimpanusT opras, cieq Karo ¢ mpoBEepHiI
KauecTBOTO Ha KJIMHWYHHTE MaHHH B MOJAKpENa Ha MJOKIaza 3a
KJIMHUYHATA OLEHKA Ha NpOW3BoAMTeNs mo wieH 61, maparpad 12,
U3rOTBS JIOKJAJ OT OLEHSIBAHETO HAa KIMHMYHATA OLICHKA, B KOMTO
u3Jlara CBOUTE 3aKIIOYEHHs MO OTHOLICHHE Ha KIMHUYHMTE JOKa3a-
TENCTBA, IPENOCTABEHH OT MPOU3BOAUTEINS, MO-CHELHAIHO II0
OTHOLIECHHE Ha OIPENESTHETO HAa CBHOTHOIIEHHETO MEXAY pHCKa H
MOJI3UTE, CBHIIACYBAaHOCTTa Ha TE3W JIOKa3aTeJcTBa C IpeJHa3Ha-
YEHHMETO, BKJIIOYMTEIHO MEIMIMHCKUTE TIIOKa3aHWs, M IUIaHA 3a
KIIIIT o unen 10, maparpad 3 u yact b or mpunoxkenne XIV.

Horudunupanusr opran npenaBa Ha Komucusta cBOsS JOKJIAA OT
OLICHSBAaHETO Ha KIMHUYHATA OLICHKA, 3a€JHO C JOKyMEHTaIusATa 3a
KJIMHUYHATa OICHKA Ha NPOW3BOJMTENS, IIOCOYeHa B pasmen 6.1,
OykBH B) ¥ T) oT npuioxenue II.

Komucusara He3zabaBHO mpenaBa Te3d JOKYMEHTH Ha ChOTBETHaTa
eKCIlepTHa Tpymna, nocodyena B wieH 106.

6) Ot HoTudUIMpaHHS OpraH MoXe Ja ObJe HM3MCKAaHO Ja MNPEICTaBH
CBOUTE 3aKJIIOYCHHUsS 10 OyKBa a) Ha CHOTBETHATa EKCIEpPTHA rpyra.

B) Ilox Ham3opa Ha Kommcusra excrmepTHara rpyma B3eMa pEHICHHE Bb3
OCHOBA HAa BCHYKH KPHUTEPUH TIO-AOIY:

i) WHOBaTHMBHUS XapakTep Ha M3JENIMeTO WJIM Ha IpuilaraHara
CbOTBETHA KIMHMYHA MpOLENypa, KaKTO M Bb3MOXKHOTO My
CBIECTBEHO KJIMHUYHO BB3/ACHCTBUE WM OTPAKEHUE BBPXY
31paBeTo;

il) 3HAYMTENHO HEONArompHsATHA MPOMSHA B CHOTHOLICHUETO MEXIY
pHICKa W TION3UTE HAa KOHKPETHA KaTETOpHsl WM Tpyna H3Aenus
NOpagd HAayYyHO BAJIWIHM 3JpaBHH OIACEHHsA II0 OTHOLICHHE Ha
KOMIIOHEHTH WJIM H3XOJAEH Marepual HWIH MO OTHOLICHHE Ha
BB3/ICICTBHETO BBPXY 3[ApaBeTO B CiIydal Ha TIOBpeJa Ha
U37IETIHETO;
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r)

)

X

3)

a2

iil) 3HAYMTENHO YBENMYEH MPOLEHT Ha CEPUO3HH HHIHICHTH,
JIOKJIaJJBAHN CBIVIACHO wWieH 87 10 OTHONICHHWE Ha KOHKpETHa
KaTeropusi WIN Tpyla U3Jeius,

JlaJI ]a TPEJICTaBd Hay4HO CTAHOBHIIEC OTHOCHO JOKJIaJa OT OLEHS-
BAaHETO Ha KJIMHMYHATA OLICHKA Ha HOTH(UIMPAHUs OpraH Bb3 OCHOBA
Ha KJIMHUYHHUTE JOKa3aTeJICTBA, IPEICTAaBEHW OT HMPOU3BOIHTEIS, MO-
CIELMAJIHO BBbB BPB3Ka C ONPEICISIHETO Ha CHOTHOIICHHETO MEXIY
pHCKa W MOJ3HTE, CHIVIACYBAHOCTTA HA TE3M JIOKA3ATEICTBA C MEIH-
nuHCKHUTe Noka3anus U miaa”a 3a KIIIII. Toa HaydHo craHOBUILE ce
npeAcTaBs B cpok oT 60 1OHM, CUMTAHO OT JIGHS Ha IIOJy4aBaHE Ha
nokymeHTuTe or Kommcusra, xakto € mocoucHo B OykBa a). OcHo-
BaHUATA 32 PEIICHHETO Ja Ce MpPEICTaBM HAyYHO CTAHOBHILE BbH3
OCHOBAa Ha KpUTEPUHUTE B MOATOYKM 1), i) M iii) ce BKIIOYBAT B
Hay4HOTO craHoBHule. Korato mpenocraBenata mH(pOpMaIys € Hemoc-
TaThyHa, 32 Ja JOCTUTHE eKCIepTHATa rpymna J0 3aKII0YeHne, TOBa ce
[OCOYBa B HAYYHOTO CTAHOBHIIIC.

ExcnieprHaTa rpyna Moke Ja pelid, 1oj Haazopa Ha KomucusTa u Bb3
OCHOBAa Ha KpHUTEpHUTE, MOCOYEHH B OykBa B), 1a HE IpPEACTaBs
HAay4yHO CTaHOBHUIE, KAaTO B TakbB cilydail uH(OpMHpa HOTU(H-
LUPaHUS OpraH Bb3MOXKHO Hal-CKOPO U IPU BCHYKH CIydal B CPOK
or 21 gum cnen nomydaBaHe oT Komucusita Ha JOKyMEHTHTE I10
OykBa a). B pamkuTe Ha TO3M CpPOK €KCIlepTHATa rpyma TpsOBa nxa
npenoctaBu Ha HoTuduuupanus opran u Kommucusta ocHoBaHUATA
32 PELIEHHeTO CH, CJeJ KOeTO HOTH(UIMPAHMAT OpraH Moxke Ja
3alouHe Hpoleayparta 3a cepTU(UUUpaHe HA TOBA U3JEIHE.

B cpok ot 21 nuu cien noiaydaBaHeTo Ha JokyMeHTHUTe oT Komucusra
excrieptHarta rpyna yBenomsiBa Kowmwucusita upe3 Eudamed npamm
Bb3HAMepsiBa Jla NPEJCTaBU HAy4YHO CTAHOBUILE CBIVIACHO OyKBa B)
WIM J1a He MpeJCTaBs Hay4YHO CTAHOBMILE CBIVIACHO OyKBa T).

Korato He e maseHo craHoBwuiie B cpok oT 60 AHH, HOTHQUIMPAHHST
OpraH MO)Xe [a 3alloyYHe MpoIleaypaTa 3a CepTU(HIMpaHE HA CHOT-
BETHOTO H3JEIHE.

Hotupuimpanusar opran HaUISKHO B3eMa NPEIBHA MHEHHSTA,
M3JIOKEHH B HAYYHOTO CTAaHOBHINE Ha EKCIIEpTHara rpymna. AKO
eKCIIepTHAaTa TIpyIa YCTAaHOBHM, Y€ HUBOTO HA KIMHUYHHTE [OKa3a-
TENCTBA € HEJOCTaThYHO WJIM 10 JAPYr HayMH JaBa II0BOJ 32
CePMO3HH ONACEHUs] OTHOCHO OINpENCNSHETO Ha CHOTHOLIEHHETO
MEXIy pHCKa M MOJI3UTE, ChIVIACYBAaHOCTTA Ha TE3W JOKa3aTeNiCTBA C
NpeHA3HAYCHUETO, BKIIOUUTENHO MEIMIMHCKUTE IOKa3aHHs, U C
mwiana 3a KIIIII, HoTHduImpaHUsIT OpraH, ako € HeoOXO0AuMO,
NpenopbyBa Ha MPOU3BOIUTENS Ja OrPaHUYM MpPEeJHA3HAYCHUETO Ha
U3/ICTMETO JI0 ONPEIENeHH TPYNU MAlUeHTH WIH MEAULUHCKH
MOKa3aHMsl, W/WIM J]a OTPaHUYM CPOKA Ha BATMIHOCT Ha cepTH(HKATA,
a mpeampueMe KOHKpeTHH mpoyuBaHus B pamkure Ha KIIIIII, na
aJlanTUpa WHCTPYKIMUTE 3a ymoTpeba WM pe3oMero 3a Oesomac-
HOCTTa W JEHCTBHMETO, WIIM JIa HAJIOXKHM JPYI'M OTPaHUYEHHs B CBOS
JIOKJIAJ] 33 OLEHSBAaHE HAa CHOTBETCTBHMETO, B 3aBHCHMOCT OT CIIydYas.
Koraro He e cnenBan npenopbkuTe Ha eKCHEepTHaTa rpyna B JOKIajia
CH 32 OLICHSABAHE HAa CHOTBETCTBHUETO, HOTH(GHMIMPAHUAT OpraH Ipel-
ocTaBsi IbJiHa 00ocHOBKa ¥ Kommcusara, 0e3 na ce 3acsara uwien 109,
ocurypsiBa myonuueH goctbn upe3 Eudamed no Hay4HOTO CTaHOBHINE
Ha eKCIIepTHATa Tpyna W JO MHCMEeHaTa OOOCHOBKA, MpEICTaBeHa OT
HOTH(UIMPAHHS OpraH.

Cren KOHCynTauus C AbPXKABUTE UWICHKH M KOMIIETCHTHHUTE HAyYHH
excrieptd Komucusta ocurypsiBa Ha €KCIIEPTHHTE TPYIH HACOKH 3a
MOCJIE/IOBATENIHO THIKYBAaHE HAa KPHUTEPHHTE, MOCOYEHH B OyKBa B),
npemu M1 26 mait 2021 1. <
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5.2.

Hpouenypa Ipyu U34€JIKs, BKIIFOYBAIKU JICKAPCTBEHO BEIIECTBO

a)

6)

B)

r)

)

¢)

Koraro nameHo m3zenne BKJIIOYBA KaTro HEpaslelHA 4YacT BELIECTBO,
KOETO MPH CaMOCTOSTeHa yroTpeba MOXKe [a ce CUeTe 3a JICKapCTBEH
IPOAYKT IO CMHUCHIA Ha wieH 1, Touka 2 ot [dupekrusa 2001/83/EO,
BKJIFOYUTEIIHO JICKAPCTBEH MPOMYKT, MOTYy4YEH OT YOBELIKA KPBB WM
YOBelIKa I1a3Ma, U ¢ ACHCTBHE, KOETO € CIIOMAraTe/IHO MO OTHOLICHHE
Ha JEICTBHETO HAa HM3/ENHMETO, Ka4ecTBOTO, 0E30MacHOCTTa M MOJ3aTa
Ha BCIICCTBOTO CE MPOBEPSABAT IO AQHAJOTWS C METOAUTE IO
npunoxenue 1 koM dupexrusa 2001/83/EO.

Tlpenn na wsnane cepruduxar 3a EC oueHsBaHe Ha TeXHUYECKaTa
JOKYMEHTAllUsl M ClIel KaTo € IMPOBEPUI I0J3aTa OT BELIECTBOTO
KaTO 4acT OT M3/EJIUETO C OIJIe]l Ha HEroBOTO MpeHa3HAuYCHUE, HOTH-
(HULIEpaHUAT OpraH ce oOpbIla 3a HAyYHO CTAHOBHUILE KbM €IHH OT
KOMIIETEHTHHTE OPTaHHM, ONPEACIICHH OT JbP)KaBUTE WICHKH CHITIACHO
Jupextua 2001/83/EO, win kbM EMA — Hapu4yaHu B HACTOSIIHS
pasnen ,,KOHCYNTHUpaH OpraH 3a JICKapCTBEHUTE MPOAYKTH, B 3aBH-
CHMOCT OT TOBa KO OT /Bara € OMJ KOHCYJITHpaH IO HacTosIara
OykBa, BbB BPB3Ka C Ka4eCTBOTO M OE30IaCHOCTTAa Ha BELIECTBOTO, B
TOBa YUCJIO II0J3aTa WJIM PUCKA OT BKJIIOYBAHETO HA BEIIECTBOTO B
M3/IETMETO0. AKO H3[EIHMEeTO BKIIOYBA MPOW3BOJHO HAa YOBEIIKATA
KpbB MWJIM IUIa3Ma WM BELIECTBO, KOETO IPU CaMOCTOSATEIHA
ynorpeba Mo)Ke Ja ce cyeTe 3a JICKapCTBeH IPOAYKT, MOIMajaly
M3IsI0 B oOxBara Ha mpwiokeHnero KbM Permament (EO)
Ne 726/2004, HOTH(UIMPAHUAT OpraH ce OOpbINA 3a CTAHOBHUIIE KBbM
EMA.

HpI/I U3roTBsAHE Ha CBOCTO CTAHOBHUIIC KOHCYJITUPAHUAT OpraH 3a
JICKapCTBEHUTC IIPOAYKTH B3€Ma IpEABUJ IPOMU3BOACTBEHUS ITPOLIEC
M JTaHHUTE, CBbP3aHU C I10JI3aTa OT BKJIIOYBAHCTO Ha BELICCTBOTO B
U3JCJIIUETO, YCTAHOBCHU OT HOTPI(bI/II_[I/IpaHI/ISI oprat.

KoHcynTupanusT opraH 3a JIEeKapCTBEHHTE MPOAYKTH MPEACTaBs
CTaHOBHILETO CH Ha HOTH(UUMpPaHHs opraH B cpok oT 210 nuu cien
TOJIy4aBaHe Ha LisulaTa HeoOXOJuMa JOKYMEHTALus.

Hay4HOTO CTaHOBHIE Ha KOHCYJITHpAHHS OpPraH 3a JIeKapCTBEHHTE
OPOLYKTH, KAaKTO M BCAKA CBEHTyaJlHAa aKTyalnM3alusi Ha TOBa
CTaHOBHWILC, C€ BKJIOYBAT B MOKYMEHTAIMATA HA HOTHOHIMPAHHS
OpraH BB BpB3Ka ¢ U34enueTo. [Ipy B3eMaHe Ha PEIICHUETO CH HOTHU-
GbunupaHUAT OpraH OTYMTAa HAUIGKHO MHCHHSATA, W3PAa3eHH B
Hay4dHOTO craHoBumie. HoTuduummpanusr opran He HU3gaBa
cepTu(UKaT, aKO HAYYHOTO CTAHOBHUINE € HEOJArOmpUsITHO, U
chOOIIaBa OKOHYATEIHOTO CH PELICHHE Ha KOHCYJITHPAHHsS OpraH 3a
JIEKAPCTBEHHUTE TPOILYKTH.

Ilpenqu na ce HampaBAT NMPOMEHH MO OTHOIUEHHE HA CHOMAraTellHO
BEILIECTBO, BKIIOYEHO B M3/IENUE, OCOOEHO 10 OTHOIIEHHE Ha IIPOU3-
BOJICTBEHHMS My IMPOLIEC, IPOM3BOJUTENIAT HHPOPMUPA HOTHOULUPAHHS
opran 3a npomeHute. CbIMAT HOTU(UIMpPAH OpraH ca oOpblIa 3a
CTAHOBHUILE KbM KOHCYJITHPAHMS OpraH 3a JICKapCTBEHUTE MPOTYKTH,
3a Ja ce HOTBBPAM, Y€ KauyeCTBOTO M 0OE30I1acCHOCTTa Ha clioMara-
TEJIHOTO BEHIECTBO OCTaBaT HEMPOMEHEHH. KoHcynTupaHHAT opraH
3a JIEKapCTBEHUTE MPOJAYKTU B3eMa INpeABUI HH(OpMalusITa BBB
Bpb3Ka C MOJN3aTa OT BKIIOYBAHETO Ha BEIIECTBOTO B H3JEIHETO,
KaKTO € YCTAaHOBEHO OT HOTHU(MIMpaHUs OpraH, 3a Jia rapaHTupa, 4ye
IIPOMEHNTE HSIMAaT OTPHLATENHO BB3JCHCTBHE BBPXY NPEABAPUTEIHO
YCTAaHOBEHOTO CHOTHOLICHHE MEXIy pHCKa U IIOJI3UTE BBB BPB3Ka C
BKJIFOYBAHETO Ha BEIECTBOTO B m3xenuero. KoHCynTHpaHuAT opras 3a
JIEKapCTBEHUTE MPOIYKTH IMPEACTaBS CTAHOBHUIIETO CH B CPOK OT 60
JIHY CJIe]] OTy4YaBaHe Ha IpIaTta HeoOXoauMa JOKyMEHTAaIHs OTHOCHO
npomenute. HoTuduuupanusT opraH He M3[aBa JOIBIHEHHETO KbM
ceprudukara 3a EC oreHsBaHe Ha TeXHUUYECKaTa JOKyMEHTAIMs, aKo
HAYYHOTO CTAHOBHIIE, NPEJOCTaBEHO OT KOHCYJITHUPAHMS OpraH 3a
JICKapCTBEHUTE MPOAYKTH, € HebnaronpustHo. Horudunmpanust
opraH cbOOIIaBa OKOHYATENHOTO CH pelIeHHe Ha KOHCYITHUpPaHUS
OpTraH 3a JIEKapCTBEHHUTE MPOAYKTH.
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5.3.

) Korato kOHCYynTHpaHHAT OpraH 3a JIEKapCTBEHHTE MPOAYKTH IOIYy4d
uHbOpMaLMs 3a CIHOMAaraTelHOTO BEIECTBO, KOATO OM Moria Ja
NOBJIMSC Ha MPEIBAPUTEIHO YCTAaHOBCHOTO CBHOTHOIICHHE MEXKIY
pHCKa ¥ MOJ3UTE OTHOCHO BKIIFOUYBAHETO HA BEUIECTBOTO B M3/ENIHUETO,
TOM TpPEACTaBsl Ha HOTH()ULIHUPAHHS OPraH MHEHHE IOKOJIKO Ta3u
uH(pOpMaLHs MMa Bb3JCHCTBHE BHPXY IPEABAPUTEIHO YCTAHOBEHOTO
CHOTHOIICHHE MEXIYy pPHCKAa W IIOJN3UTE OTHOCHO BKIIOYBAHETO Ha
BEIIECTBOTO B M3aenuero. HoTuduimpaHusT oOpraH OTYMTa TOBA
MHEHHE IpH MPepasriiekJIaHeTO Ha OIECHKaTa CH IO NpoIeaypara 3a
OLICHSBAaHE Ha CHOTBETCTBHETO.

Hpoueﬂypa 3a Uu3aenauAaTa, MpoOu3BECACHU YPE3 U3IIOJI3BAHE WM BKIIFOYBAHE
Ha ThKaHU WM KJICTKU OT YOBCUIKH HMIIM XHUBOTUHCKH IIPOU3XOJ HJIM Ha
TCXHU IIPOU3BOJAHH, KOHUTO Ca HEXU3HECIIOCOOHM WIIM ca HarpaBeHU
HEXXH3HECTIOCOOHHN

. YoBelIKM ThKaHW WIM KJIETKH WM TEXHUTE TIPpOXU3BOAHA

a) 3a wu3menusATa, NPOM3BEINCHH 4Ype3 H3IIOJI3BaHE Ha IIPOM3BOJHM Ha
THKaHW WIA KJIETKH OT YOBCIIKM IPOM3XOJ, KOMTO IIONajaT B
o0xBaTa Ha HACTOSAIIMS pErJIaMEHT CBIVIACHO wWieH |, maparpag 6,
OykBa X), W 3a H3JEIMATA, BKIIOYBAIIM KAaTO HEpa3[elHa YacT
THKaHU WIM KJICTKH OT YOBCHIKHM IIPOM3XO0J WIM TE€XHU IPOU3BOIHH,
nonayamy B ooxsara Ha [upekrusa 2004/23/EO, u ¢ neiictBue, KOETo
€ CcIioMararTeJIHO 110 OTHOIICHHWE Ha JICWCTBHETO Ha W3JEIUETO, NPEIu
n3naBaHe Ha ceprudukar 3a EC oneHsBaHe Ha TeXHHYECKaTa JIOKY-
MEHTAIUs HOTU(QUIMPAHUSIT OpraH ce OOpbIla 3a HAYYHO CTAHOBHIIE
KbM €IUH OT KOMIICTCHTHHTE OpIaHM, OINPEAEICHH OT Ibp)KaBUTE
ueHkH cbriacHo Jupexrusa 2004/23/EO (,,KOMIETEHTHHUAT OpraH 3a
YOBCIIKHTE ThKAHU U KIETKU ), 33 aCIICKTUTE, CBBP3aHU C JapsSBaHETO,
IOCTABSHETO M M3IMTBAHETO HAa THKAHH HIH KJIETKH OT YOBEMIKH
NPOM3XOA WIM TEeXHM npou3BogHH. Hortupuummpanusr oprax
MPEACTaBs pe3OME Ha MPEIABAPUTEIHOTO OLCHSBAaHE HA ChHOT-
BETCTBHETO, KOETO BKIIFOUBA, HAPE C JAPYroTo, HHPOPMAIHUS 33 HEXKHU3-
HECIIOCOOHOCTTa Ha CBHOTBETHHTE YOBEIIKH THKAHM WJIH KIETKH,
TSXHOTO JapsiBaHe, JOCTaBSHE W W3MUTBAaHE, KAKTO W PHCKA U
[OJI3UTE OT BKIIOYBAHETO HAa THKAHH WIH KIETKH OT YOBEIIKH
MIPOM3XO/ MM TEXHHUTE MPOU3BOJAHU B M3CIHETO.

6) B cpok or 120 mHm ciex momydyaBaHe Ha IslaTa HEOOXOAMMA JOKY-
MEHTAlUs KOMIIETCHTHUSAT OpPraH 3a YOBEIIKUTE THKAHH U KIETKH
MIPE/ICTaBs CBOETO CTAHOBUIIE HA HOTH(MUIMPAHHS OPTaH.

B) Hay'—IHOTO CTaHOBHUIIC Ha KOMIICTCHTHUSI OpraH 3a YOBCLIKUTC TbKaHU
M KIJIICTKHU, KaKTO W BCsSIKa €BCHTYaJIHa aKTyajlu3alus, €€ BKJIIOYBAT B
JOKyMCEHTalusTa Ha HOTI/I(l)I/II_II/IpaHI/ISI OpraH OTHOCHO H3JEIHETO. HpI/I
B3€MAaHETO Ha PpCIICHUECTO CH HOTPI(bI/II_[I/IpaHI/IﬂT opradH  OT4uTa
HaJIS)KHO MHCHHUATA, U3Pa3€HU B HAYYHOTO CTAHOBHUIIEC Ha KOMIICT-
CHTHHUA OpraH 3a YOBCHIKHUTC TbKaHHW H KIICTKH. HOTI/I(bI/II_H/IpaHPIﬂT
OopraH HE HU3JaBa CCpTI/Iq)I/IKaT, aKO TOBa HAyYHO CTaHOBHUIIC € HeOJaro-
TIpUATHO. Toit C’LO6IIIaBa OKOHYATCIIHOTO CH PCIICHHUEC Ha CHOTBETHHUA
KOMIIETECHTEH OpraH 3a YOBCHIKUTE ThbKAaHU WU KIICTKH.

r) Ilpemu nma ce HampaBsT NPOMEHH II0 OTHONICHHE HAa HEXH3HECHOCOOHM
THKAHH WM KICTKA OT YOBEUIKM MPOU3XOA HIM TEXHH IMPOM3BOIHH,
BKIIOYEHH B U3JEIHe, IO-CIHENUATHO I10 OTHOIIEHHE Ha TAXHOTO
napsiBaHe, W3MUTBAHE WM JIOCTABSIHE, IIPOU3BOAUTEIAT HH(OPMUPA HOTH-
(uuMpanus oprat 3a IJaHupaHuTe npoMeHd. Hotuduumpanust oprau ce
KOHCYJITHpA C OpraHa, KOWTO € y4acTBaj B IIbPBOHAYAIHATA KOHCYIITAIHs,
3a Jia ce TIOTBBP/IH, Y€ Ca 3aMa3eH KaueCTBOTO U OE30MacHOCTTa Ha BKIIO-
YEHHUTE B U3ICIMETO THKAHHU WM KJIETKH OT YOBEIIKH MPOU3XOJ] WIIH TEXHH
rporn3BoHH. CHOTBETHUAT KOMIICTEHTEH OpPraH 3a YOBEIIKATE THKAHH H
KJICTKH B3eMa TMpPEBU] JAHHUTE BHB BPB3KA C MOJE3HOCTTAa OT BKIOY-
BAaHETO HA TBHKAHM WIM KICTKA OT YOBEIIKA MPOM3XOJ WIH TEXHH
MPOM3BOJIHA B HW3/EIHETO, YCTAHOBEHH OT HOTH(UIMPAHUSI OpraH, 3a Ja
TapaHTHpa, Y€ MPOMEHHUTE HSMAT OTPUIIATEIHO BB3ICHCTBHE BBPXY yCTa-
HOBEHOTO CHOTHOIICHHE MEXAY PHCKa M TMOJ3UTE OT JO0ABSHETO Ha
THKaHM WM KICTKH OT YOBEIIKMA MPOW3XOJ WM TEXHH MPOU3BOAHH B
n3nenueTo. Toif mpeacTaBsi CTAaHOBHIIETO CH B CPOK OoT 60 JHHU cliel Toiy-
YaBaHe Ha IIaTa HEOOXOAMMa JOKYMEHTAIMS OTHOCHO IUTaHHPAHUTE
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TIPOMEHHU. HOTI/Id)I/IHI/IpaHI/IﬂT OpraH HE u3JaBa HOIIBJIHEHUE KbM CEPTHU-
q]HKaTa 3a EC OLICHSIBAHE Ha TEXHU4YCCKaTa JOKyMCHTallUs, akKo
HAYYHOTO CTaHOBHLIC € He6JIaI‘OHpPI5[THO, u C’LOﬁILIaBa OKOHYATCIIHOTO CH
pe€mIeHUE Ha CBHOTBCTHUA KOMIICTCHTCH OpraH 3a YOBCIIKUTE THKAHU H
KIIETKH.

5.3.2. TpKaHU WIM KJICTKH OT >KHUBOTHHCKH Ipon3XoJa WM TEXHHU IPOU3BOIHU

5.4.

KbM m3menusTa, OPOM3BEACHH Ype3 H3MON3BAHE HAa THKAaHH OT HKHBO-
THHCKH TPOM3XO0J,, KOWUTO Ca HAMNPABEHH HEXKU3HECIIOCOOHH, WM Ha
He)KVl3HeCl'[OCO6HI/I IPOAYKTH, IIOJYYEHU OT TbKaHU OT IKUBOTHHCKHU
npousxon, nocoueHu B Permament (EC) Ne 722/2012, notudummpanust
opraH npujara CbOTBETHUTEC U3UCKBaHHSA HAa IMOCOYCHUS PEIIIaMCHT.

[Mpouenypu npu u3menus, CbCTaBEHH OT BEIIECTBA MM OT KOMOMHALMU
BELIECTBA, KOUTO ce a0COPOMPAT OT YOBELIKOTO TSJIO WM CE Pa3NpbCKBAT
JIOKAJIHO B HETO

a) KauecTBOTO M 0€30mMacHOCTTa Ha W3MCIHUATA, CHCTABCHH OT BEIIECTBA
WM KOMOHMHAIME OT BEIIECTBa, KOMTO Ca MpelHa3HaueHH na Obaar
BBBEJICHH B YOBEIIKOTO TSUIO IIpe3 TEJNeCeH OTBOp MM Ja Objaar
NPHUIOKEHH BBPXY KOXara W KOHTO ce abcopOHpar OT YOBEHMIKOTO
TS0 WM Ce PasmpbCKBAT JIOKAIHO B HETO, CEe IPOBEpsBAT, KOTaTto ¢
NPWIOKHMO M CaMO IO OTHOIICHHE Ha M3UCKBAHUATA, KOUTO HE
nomagar B 00XBara Ha HACTOSIIHUS PETJIaMEHT, B CHOTBETCTBHE C
OPUIOKHAMHUTE HM3UCKBAaHWS B mpwiokeHne | kpMm  JupektuBa
2001/83/EO 3a ouensiBaHe Ha abcopOumsi, pa3mpOCTpaHEHHE, MeTa-
0oJM3bM, OTHACTSHE, JIOKAJHA TMOHOCHMOCT, TOKCHYHOCT, B3aHMO-
neficTBHE C IOpPYTH W3/eNHs, JIeKapCTBEHH NPOAYKTH WIH APYTH
BELIECTBA M MOTCHIHMAN 3a HEXEIAHH PEaKIUH.

6) OcBeH TOBa 3a M3JENUsITA WIM MPOLYKTHTE HA TEXHUSI METaOONH3bM,
KOHMTO ce abcopOMpaT CHCTEMATHYHO OT YOBEIIKOTO TSJIO, 3a 1a Obae
M3IBJIHEHO TAXHOTO IIpeJHAa3HAYeHHe, HOTU(GUIMPAHUAT OpraH ce
00pblla 32 HAYYHO CTAHOBHILE KbM €IMH OT KOMIIETEHTHHMTE OHpE.-
elIeHUTE OT IbpXkaBuTe wieHku cbrinacHo JupektuBa 2001/83/EO
opranu win kbM EMA, Hapu4yaHu B HACTOSIIUS pasfen ,,KOHCYITHPaH
OopraH 3a JIEKapCTBEHHTE MPOAYKTH, B 3aBHCHMOCT OT TOBa KOH OT
JBata € OMJI KOHCYITUpAH MO HacTosIara OykBa, BbB BPB3Ka ChC CHOT-
BETCTBUETO HAa M3JCIHETO C NPUIOKUMUTE M3UCKBAHUS B HPHIOKECHHE
I xbm Jupextusa 2001/83/EO.

B

~

KoHcyaTupaHusT opraH 3a JICKapCTBEHUTE MPOIYKTH H3TOTBSI CTaHO-
BHILETO CH B CPOK OT 150 paHU ciien monyvaBaHe Ha IstaTa HeoO-
XO/IMMa JTOKYMEHTALHSI.

r) HayyHoro craHOBHINE Ha KOHCYITHUpPAaHHsS OpraH 3a JIEKapCTBEHHTE
NPOJYKTH, KaKTO M BCSIKA €BEHTyalHa aKTyalu3allus, Ce BKIIIOYBAT B
JIOKyMEHTalUsITa Ha HOTH(QHULHUPAHUS OpPTraH BbB BPb3Ka C M3ENHUETO.
IIpy M3roTBsHE Ha PEIICHHETO CH HOTHMHLUPAHUAT OPraH HAIJIEKHO
OTYUTA MHEHHUSTA, M3PAa3€HH B HAYYHOTO CTAHOBHMILE, M CHOOIIABa
OKOHYATEJIHOTO CH pELIEHHE Ha KOHCYITHPaHHs OpraH 3a Jiekap-
CTBEHUTE MPOIYKTH.

IIpoBepka Ha MapTUAM NPU HM3IEHs, BKIOUBAIM KaTO HepasJ/eliHa 4acT
JICKapCTBEHO BEIECTBO, KOETO IPU CcaMOCTOsITeNHa ynotpeba Ou ce
CYMTAJO 3a JIGKAPCTBCH HPOIYKT, IIOJydeH OT YOBEIIKA KPHB HWIHN
YOBElIKa IIa3Ma, ChIVIAaCHO wieH |, maparpad 8

Ilpu 3aBbpIIBaHE HA MPOU3BOJICTBOTO Ha BCSKA MAPTHIA W3ICIHSL,
BKJIFOYBAIIM  JICKAPCTBEHO  BEHIECTBO, KOETO TIPU  CaMOCTOSTEIHA
ymoTpeba OM ce CYMTaio 3a JICKapCTBEH MPOAYKT, MOJNYYCH OT YOBEIIKa
KPBB WM YOBEIIKA [UIa3Ma, ChIIIACHO WieH 1, maparpad 8, mbpBa anuHes,
MPOU3BOAUTENAT HHPOPMHUPa HOTU(HUIMPAHKS OPraH 3a 0CBOOOXKIABAHETO
Ha TapTUAaTa M3IeNHsI W My HM3Mpaiia ObHIHaIHus CepTHOHUKAT 38 OCBO-
60K IaBaHETO Ha MAPTHAATa OT M3IOJI3BAHOTO B U3CIHETO IPOM3BOIHO HA
YOBEUIKA KPHB MM IUIa3Ma, M3OaJCH OT Ibp)KaBHA JabopaTopus N
mabopaTopusi, ONMpeZIeNieHa 3a IeNTa OT IbpKaBa WICHKA CBIIIACHO UWICH
114, naparpad 2 ot Jdupexrusa 2001/83/EO.
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7.

I'IABA 111
AJIMUHUCTPATUBHU PA3INOPEJIBU

B npoxbmxenue Ha Haii-manko 10 roauHu, a B ClIyyauTe Ha HMMILIaH-
TUPYEeMH M3JeJMs — Hail-manko 15 roguHu ciej MycKaHETO Ha mMmasapa
Ha TOCIEIHOTO W3JENIUE, MPOU3BOIUTENAT WIM HETOBUAT YIM'BIHOMOLICH
MIPEACTaBUTE] — KOraTo INPOU3BOJMTEIAT HAMAa PETMCTPHPAHO MSACTO Ha
CTONAHCKA JIEHHOCT B JIbpKaBa 4JE€HKa —CbXPaHABA Ha pas3loJOKEHHE Ha
KOMIIETEHTHUTE OPraHu:

— EC nexnapauusita 3a ChbOTBETCTBHE,

— JOKyMEHTauusra no pasaen 2.1, mero Tvpe, U MO-KOHKPETHO JaHHHUTE
U 3alHCUTE OT MPOLEIYpPHUTEe IO pasfen 2.2, BTopa anuHes, OykBa B),

— uHbopManyATa 32 IPOMEHUTE 1o paszeln 2.4,
— JOKyMeHTalmsATa mo pasnen 4.2; u

— peuicHusATa U NOKJIaJUTE Ha HOTI/I(bI/ILIHpaHI/IH opraH I10 HacCTOALOTO
TIPUIIOKCHHUEC.

Besika abppkaBa diIeHKa M3MCKBAa JIOKyMEHTAIMsATa IO pasjen 7 ja ce
ChXpaHsBa Ha pAa3lOJOKEHHE Ha KOMIETEHTHHTE OpraHM 3a CpOK,
ONpeJieTICH B CBhINUS Pa3fell, aKo MPOU3BOAUTEN WM YIMBIHOMOLICHHAT
My TpeACTaBUTE], YCTAHOBEH HA HEifHa TEpUTOpUs, U3MAJHE B HECHCTOS-
TEHOCT WJIM TPEKpPaTH CTONMAHCKaTa CH JEHHOCT INMPEAr M3THYaHETO Ha
TO3H CPOK.
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IIPUJIOJKEHUE X

OHEHSAABAHE HA CBOTBETCTBHETO Bb3 OCHOBA HA
U3CJEJBAHE HA THIIA

1. EC wusciexBaHe Ha THIIA € NpoLexypara, IpH KOATO HOTHU(UUUpaH OpraH
MpoBepsiBa U IIOTBBPXK/IaBa, Y€ JAAJCHO W3JeNHe, BKIIOUUTEIHO TEXHH-
yeckara My JOKyMEHTAllls U ChOTBETHHUTE IPOLECH 0 BpeMe Ha eKCILIoa-
TAaMOHHMS My CPOK U CBOTBETCTBAll IPEICTaBUTENEH oOpasel oT
M3eNUATA, YMETO MPOU3BOJCTBO CE NPEABHKIA, OTroBapsi Ha ChOTBETHHTE
pasnopenOu Ha HaCTOAIIUS PEraaMeHT.

2. 3asBieHue

[TpousBomurensr mnomaBa a0 HOTUGMIMPAHWS OpraH 3asBIEHHE 3a
OlLleHsBaHE. 3asBICHUETO BKIIOYBA:

— HMMETO Ha MPOU3BOJHUTENI W ajapeca Ha PErHCTPUPAHOTO MSCTO Ha
CTONIAHCKA JAEHHOCT Ha IPOM3BOJUTENS, a B CIy4yaWTe KOTraTo 3asB-
JICHHETO € IO0/IaICHO OT YITBIHOMOIICH MPEICTaBUTE]l — HMETO Ha
YI'BJIHOMOILICHHSI TIPEJICTABUTENl M aJapeca Ha pPEruCTPUPaHOTO My
MSICTO Ha CTONAHCKa JEHHOCT,

— TeXHUuecKara JJoKyMeHTauus no npuioxenus 11 u I11. 3asButensat npen-
OoCTaBs Ha HOTH(UIMPAHHMS OpraH NpeACTaBUTeNeH olpasen oT
U3/eNUATa, YMETO IPOU3BOJACTBO ce mnpensmwxna (,,tun’). Horuduuu-
paHUAT OpraH MOXe Ja MIOMCKA U JPYru oOpaslu Mpu HEoOXOAUMOCT, U

— I[KMCMCHA JCKjIapanus, 4€ HE € ouio IoAaBaHoO 3asiBJICHUE N0 ApYI' HOTHU-
(bmmpaH OpraH 3a CbIIUA THII, WA I/IH(bOpMaI_II/ISI 3a BCIKO €IOHO
NpEeAxXoaHO 3asBJICHUC 3a CbIIMUS THII, II0 KOETO HMMa OTKa3 OT Apyr
HOTH(bHHHpaH opraH, WJIH KOCTO € OMJIO OTTEIVICHO OT TIIpOU3BOAUTEIIS
WA OT HCETOBHUA YIBJIHOMOIICH IPEACTABUTEI NPEAU OPYTUAT HOTHU-
(bl/II_II/IpaH OpraH Ja U3BbpHIM OKOHYATCIHO OLCHsSBAHE.

3.  Oueusasane

Horudurupanusr opras:

a) pasriex/ja 3asBJIEHUETO, KaTO M3II0J13Ba IEPCOHAN C J0Ka3aHU 3HAHUS U
OIUT 110 OTHOLICHHE HA CbOTBETHATA TEXHOJOTUsSl U HEHHOTO KIMHUYHO
npuioxxenue. Horuduuupanusr opran Moxe Ja U3UCKa 3asBICHHETO 1A
ce JONBJHM C U3BBPIIBAHETO HA JONBJIHUTEIHH M3IMUTBAHUS WIM C
JOIbJIHUTENIHUA J0KA3aTeJICTBA, JABAIM Bb3MOXKHOCT 3a OLIEHSBAHE Ha
CBHOTBETCTBHETO C IPUJIOKUMUTE U3UCKBAHUS HA HACTOSIIUS PErJIaMeHT.
HoTtudunupanusar opran u3BbpIIBA NOAXOAAIM (usHyecku wim jabo-
paTOpHH M3IUTBAHMS HA M3JEIUETO WM U3UCKBA MIPOU3BOAUTEIAT Ja TH
HPOBEJIE;

6) n3cieaBa U OLCHsBA TCXHUYECKATa JOKYMCHTALUs C LEJI OIIPEACISIHE Ha
CbOTBETCTBUETO C IIPUJIOKHUMUTE 3a TOBA U3JACINC H3HUCKBAHUS Ha
HacCTOsALIUS PETIIaMEHT W IMPOBEpsiBa NaJld THUIIBT € onn TIIPpON3BEJICH B
CBbOTBETCTBUEC C Ta3u JAOKYMCHTaALUs; TOU onpeneist U CJICMEHTUTE,
IIPOCKTUPAHU B CBHOTBETCTBUEC C INPHUIOKHUMUTE CTAaHAAPTH [0 YICH 8
WA TIPUITIOKUMHUTE OC, KaKTO U CJIEMCHTUTEC, KOUTO HE Ca IIPOCKTUPAHU
BBb3 OCHOBA Ha CBHOTBETHHUTEC CTaHIOAPTHU IO YWICH 8 WM Ha CHOTBETHUTE
OC;

B) TpaBH Iperie/l Ha KIMHUYHUTE J0KA3aTeNCTBa, NMPEACTABEHH OT IPOM3-
BOJMTENS B JOKJIaJa 3a KJIMHUYHA OIIEHKa B CHOTBETCTBHE C paszzed 4 oT
npunoxkenne XIV. 3a menute Ha TO3W Tperyiea HOTUGUIUPAHUAT OpraH
HaeMa MPOBEepsBAINM M3JCNMATAa JHIA C JOCTAaThbYeH KIMHUYECH
EKCIIePTEH OIUT, KaTO IpU HEOOXOIMMOCT U3MOJ3Ba M BBHIIHU
EKCIIePTU C MPSK U AKTyaJleH OIHT, CBbP3aH ChC CHOTBETHOTO M3ZEIHE
WIM KIMHUYHUTE YCJIOBHMS, IPU KOUTO TO C€ M3IOJI3BA;
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5.2.

I‘) KOraTO KIMHUYHHUTE JOKa3aTCJICTBAa CE€ OCHOBABAT YaCTUYHO HIJIM HU3LAIO
Ha JaHHU OT M3JCJINs, 3a KOUTO C€ TBBpAU, Y€ Ca CXOAHHU HUJIN CKBHUBa-
JICHTHA Ha OLCHABAHOTO HU3JCINE, OLCHIBA uenec1;06pa3HomTa Ha
HU3II0JI3BAHETO Ha TE3W JaHHHU, KAaTO C€ B3E€MAT IIPCABUI (baKTOpI/I KaTto
HOBH IIOKa3aHUsA W HMHOBaIlHUH. HOTI/Iq)I/IHI/IpaHI/IHT Oopran AJOKYMEHTHpa
SICHO CBOHUTC 3aK/IIIOUCHHS OTHOCHO TBBPJACHHUETO 3a CKBUBAJICHTHOCT,
HCHGC'I)O6]JB_3HOCTT3 1 aJCKBAaTHOCTTA HAa JAaHHUTC 3a JOKa3BaHC Ha CHOT-
BECTCTBHUETO,

1) JIOKyMEHTHpA SCHO pe3ynTaTa OT OLEHSIBAHETO CH B JOKJaj OT OIeHs-
BAaHETO Ha TMPEAKIMHAYHATA W KJIWHUYHATA OLICHKa, Kato 4YacT OT
noxnana 3a EC uscnensane Ha tuma rno Oyksa H);

€) TPOBEXIa WIN OpPraHH3Upa MPOBEKIAHETO HA MOAXOSLINTE OLECHKH U
(bu3nyuecku WM J1abopaTOpPHU U3MUTBAHUs, HEOOXOIMMH J1a Ce TPOBEpU
JaTi PeLICHUATa, BH3IPUETH OT MPOU3BOIHUTENS, OTFOBAPST Ha OOLIHTE
W3UCKBaHUs 3a OE30MAaCHOCT M JICWCTBHE, YCTAHOBEHH B HACTOSILHS
pernaMeHT, B Clydail 4e He ca NpHIaraHd CTaHAApTUTE 10 WieH 8
wm OC. Axo wuzgenuero TpsOBa da ce CBBpKE KbM JApyro(u)
n3zenue(s), 3a ga paboTH MO HpeJHA3HAuUeHHe, Ce MpeJCTaBs AoKa3a-
TEJICTBO, Y€ TO CHOTBETCTBAa Ha OOIIWTE M3MCKBAaHMS 32 0E30MACHOCT W
JICWCTBUE TP CBBP3BaHE C m3zesne(s), mpuTexaBamnio() OnpeaesicHuTe
OT NPOM3BOJUTENS XAPAKTEPUCTHKY;

) MpPOBEXJa WM OPraHU3Upa MPOBEKIAHETO HA MOJXO/LINTE OLEHKH U
(dusHYecKkn WM 1a00paTOPHH W3MHUTBAHMUS, HEOOXOAUMHU Jia ce MPOBEPH
Jalii aKo TIPOU3BOIMTEIAT € N30pail Ja mpuiiara CbOTBETHUTE XapMOHH-
3UpaHH CTaHAAPTH, TE€3U CTaHAAPTH ca OMJIM JCHCTBHTEIHO NPUIOKCHU;

3) ChriiacyBa CbC 3asdBUTEIA MACTOTO, KBAETO Ha CE€ MmpoBEaaT HE00X0-
JAMHUTE OLCHKH M HU3IIMTBAHUSA, U

u) u3roTBs jgoknan 3a EC wm3cienBaHe Ha THIA OTHOCHO pE3yJTaTHTE OT
OLICHKUTE M M3MMTBAHMATA, U3BBPLIEHU CHIIACHO OYKBH a)—XK).

Ceprudukar

AKO TUITBT CHOTBETCTBA HA HACTOSIUUS PEIJIAMEHT, HOTU(GULUPAHUAT OpraH
u3nasa ceprudukar 3a EC mscnenBane Ha tuma. CepTHUKATBT ChAbpIKA
UMETO M ajpeca Ha HPOM3BOJUTENS, 3aKIIOYEHHSATa OT OLICHABAHETO Ha
U3CIIEABAHETO HA THIIA, YCIOBHUATA 33 BAIUIHOCT Ha cepTuduKara U HeoO-
XOJIMMHUTE JTaHHU 3a HIaeHTH(uIMpaHe Ha onoOpenus tui. CepTuuKarsT ce
u3roTBs B cboTBeTCTBHE C mpuitoxenue XII. CbOTBeTHUTE YacTH Ha JIOKY-
MEHTalusATa Ce Ipuarat KbM cepTUUKaTa, KaTo HOTU(HULUHUPAHUAT OpraH
ChXpaHsBa KOIIHE.

IIpomenu B Tuma

. 3asBurensar uHdopMupa HOTU(UUMpAHUS OpraH, KOHTO € H3Jan CcepTu-

¢ukara 3a EC wm3cnenBaHe Ha THma, 3a BCsKa IUIAaHMpaHa MPOMsHA Ha
0JI00pEeHUs] TUI WIIM HErOBOTO IPEJHA3HAYE€HHE W YCIIOBMATA Ha yrorpeoda.

3a mpomeHH B OJOOPCHOTO W3[elHe, BKJIIOYMTEIHO OTPAHUYCHHS TI0
OTHOLICHHE Ha HEroBOTO MNpEJHA3HAUYCHHUE M YCJIOBUATA Ha ymorpeba, ce
M3UCKBA [OMBJIHUTEIHO OJ00peHHe OT HOTHU(HIMPAHUS OpraH, KOWTO €
u3nan ceprudukara 3a EC wm3crmenBaHe Ha THIA, KOTaro Te3W HPOMEHHU
MOraT [a TIOBIMSAT Ha CHBOTBETCTBHETO C OOIIMTE M3HMCKBAaHUSI 3a
0e30MmacHOCT W ACHCTBUE WM C YCIOBHsTA, MPEANUCAHU 3a yrmorpebara Ha
npoaykra. Hotudummpanust opran pasriexna IUIAaHAPAaHUTE MTPOMEHH,
YBEIOMSIBA TPOU3BOAMTENSI 32 PEHICHHETO CH W M3/aBa AOMBIHCHHE KbM
nokiana 3a EC wm3cnenBane Ha tuma. OnoOpeHHETO Ha BCsSKa MPOMsIHA Ha
OOOpEeHHUS] THUI Ce HW3BBPIIBA MO (opMara Ha TOMBIHEHHE KbM CEpTH-
¢ukara 3a EC u3cnensane Ha Tuma.
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5.3.

3a IIPOMEHUTE B MNPEAHASHAYCHUETO M YCJIOBHUATA Ha yHOTpC6a Ha 0]100-
PEHOTO H3ICIUEC, OCBCH 3a OI'pPaHUYCHUATA II0 OTHOLICHWE Ha IIpE€IHa3Ha-
YCHUETO U YCJIIOBUSTA Ha yHOTp€6a, € HCO6XOL[I/IMO HOBO 3asBJICHHC 3a
OLCHABAHE HAa CBOTBETCTBHUETO.

CHGL[I/IaJ'IHI/I JAOM'BJIHUTEIIHUA Hpoueaypu

Pa3ﬂen 5 or TPUIIOKEHHUE IX ce npujiara ¢ YCJIOBHUETO, Y€ BCIAKO IIO30BaBAHE
Ha CepTI/I(bI/IKaT 3a EC OLICHsAABAHC HAa TEXHUYCCKATAa JOKYMCHTAllUs CC CUUTa
3a IMO30BaBaHEC Ha CepTI/I(bI/IKaT 3a EC HU3CJICABAHEC HA THIIA.

AJZIMUHHCTPaTHBHU pa3nopendu

B mpongpmkenne Ha Haii-manko ot 10 roaWHuW, a B Cay4YaWTe HAa HWMILIAH-
TUPYEMH M3JEIHUsi — Hal-Manko 15 roguHu ciiel IMyCKaHeTO Ha Ia3apa Ha
MOCJIEHOTO U3JEJIHe, MPOU3BOIUTEIAT MM HETOBHAT YI'BIHOMOILIECH Hpe.-
CTaBUTEN — KOTar0 MPOU3BOJUTEIST HSIMa PETUCTPUPAHO MSCTO Ha
CTOMAHCKa EHHOCT B Jbp)KaBa 4YIEHKA —CHhXpPaHsIBa Ha Pa3MOJIOKEHHE Ha
KOMIICTCHTHHUTE OpPTaHu:

— JIOKyMEHTalusATa 10 paszaen 2, BTOPO TUpe,
— uHbOpMALMATA 32 IPOMEHUTE O paszen 5, u

— KOIlusg OT CCpTI/I(bI/IKaTI/ITC 3a EC nu3ciaeABaHe Ha THIIA, HAYYHUTC
CTaHOBHIIIA U JOKIAAWUTE, U Z[OH’LJ'IHGHI/IHT&/HPI/IHO)KCHI/ISITB. KBbM TiX.

ITpunara ce paszgen 8 ot npunoxenue 1X.
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IIPUJIOJKEHUE X1

OHEHSABAHE HA CBOTBETCTBHETO Bb3 OCHOBA HA
MNPOBEPKA HA CBOTBETCTBHUETO HA NINPOJAYKTA

1. L[CJ'ITa Ha OLCHSBAHCTO Ha CHOTBETCTBUETO BBH3 OCHOBA Ha IPOBEpPKa Ha
CBOTBETCTBUETO HAa HPOAYKTaA € Jla C€ rapaHTHpa, 4¢ HU3JACIHUATAa OTTOBApAT
Ha TUIa, 3a KOWTO € u3/aJieH CCpTI/I(bI/IKaT 3a EC H3CJICABAHC HA TUIIA, U HA
TIPUJIOKHUMHUTE KbM TAX pasnopeJJGH Ha HaCTosAlUs pEriiaMEeHT.

2. Korato e 6un m3nanen ceptudukar 3a EC nscienBaHe Ha THIAa CHITIACHO
NnpuiIoKeHne X, MPOU3BOAUTEIST MOXE Ja TNPUIOKH MHpOIeaypara Io
gact A (,,OcurypsiBaHe Ha KadecTBOTO Ha MPOW3BOJCTBOTO™) WIJIH MpOIIE-
nypata mo dYact b (,IlIpoBepka Ha TpomykTa“) OT HACTOSMIOTO
MIPUIIOKCHUE.

3. Upes geporauusi oT pazgenud 1 u 2 mo-rope MpouenypuTe B HACTOSILIOTO
MPUIOKEHUE, ChbYETAHH C M3TOTBSHE HA TEXHUYECKATa JOKYMEHTAaLHs IO
npunoxenuns 11 u III, moxke cpIIo Aa ce mpuiarat OT NPOU3BOAUTEINUTE Ha
u3nenust ot kiac Ila.

YACT A
OCUI'YPSIBAHE HA KAYECTBOTO HA IIPOU3BOJACTBOTO

4. IIpou3BoaUTENAT OCUTYpsiBa BHBEKAAHETO HA CHCTEMATa 3a yMpaBJIeHHE Ha
Ka4ecTBOTO, O0J00peHa 3a MPOW3BOJCTBOTO HA CBOTBETHHTE W3/CIIHS,
W3BBPIIBA KpaiHATA MPOBEpKa MO pas3ien 6 U MOAJeXH HAa HAa3opa 1o
pazzen 7.

5. KoraTo npou3BoAMTENAT U3NIBIHABA 33JbJUKEHHUATA, NPEIBUACHH B pa3ien
4, Toit u3rotBs M cbxpaHsBa EC neknapaius 3a CbOTBETCTBHE CBITIACHO
uneH 19 u npunoxenue IV 3a u3nenuero, 00XBaHATO OT MpoLEAypaTa 3a
oueHsBaHe Ha cboTBeTcTBHETO. C M3maBanero Ha EC mexiapaius 3a cboT-
BETCTBHE CE€ NpHEMa, Y€ MPOU3BOJUTENIAT TapaHTUpa U JEKJIapupa, dye
CBHOTBETHUTE H3JIENIUsl OTrOBAapAT Ha THUIA, onucaH B ceprudukara 3a EC
n3Cle/BaHe Ha TUINA, U HA NPUIOKHMHTE KbM H3JEIMETO M3HCKBAHUA Ha
HACTOAIINS PErjJaMeHT.

6. Cucrema 3a yhpaBJICHUE Ha Ka4e€CTBOTO

6.1. TlpousBoaMTeNSIT MOAABA 0 HOTH(UIMPAH OpPraH 3asBICHHE 33 OLCHSIBAHE
Ha CHCTeMaTa 3a YIpaBJICHHE HA Ka4eCTBOTO. 3asiBICHUETO BKIIFOYBA!

— BCHYKH eJIeMeHTH o pazfen 2.1 ot mpuiiokenue 1X;

— TexHUueckara JokyMmeHTarus no npuiokenus II u III 3a onoOpennte
TUTIOBE; U

— xomnme ot ceprudukarure 3a EC uscnensane Ha Tuma no paszgen 4 or
npunoxxenne X; ako ceprudukarure 3a EC m3cienpane Ha tuma ca
U3/1aJIEHU OT CBIIMSA HOTU(UIMPAH OPraH, 0 KOroTo € HOAaJEeHO 3asB-
JICHHETO, B 3asBJICHMETO CE BKIIOYBA M I1030BABAHE HA TEXHHYECKATa
JIOKyMEHTallusl ¥ HEeHHUTe aKTyalu3HMpaHU BEPCHU U HA H3JaJCHHUTE
cepTuduKarH.

6.2. BbBexIaHETO Ha cUCTEMarTa 3a YIpaBJICHHE Ha KauyecTBOTO € TaKOBa, 4e aa
rapaHTHpa CHOTBETCTBHETO C TWma, omnucaH B cepruduxara 3a EC
H3CHe/BaHE HA THIIA, M C pas3lnopenduUTe Ha HACTOSIUMS PErjIaMeHT,
KOHTO C€ TpHiaraT KbM H3/ENUATA, Ha BCEKM eTal. BCHuku enemMeHTH,
W3UCKBAHUS W NPEANHCaHMSA, NPUETH OT IPOHM3BOMUTENS 3a HEroBara
CHCTEeMa 3a YNpaBICHWE Ha KadecTBOTO, C€ JOKyMEHTHpAaT PEIOBHO H
CHCTeMaTHYHO NoA (opMara HA HAPBYHUK IO KAYeCTBOTO M IHUCMEHU
MOJIMTHKH ¥ TIPOLEAYpPH, HApUMep IMpOrpaMH MO KadecTBOTO, IIAHOBE
110 Ka4eCTBOTO M PETUCTPH IO Ka4eCTBOTO.
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6.3.

6.4.

Ilo-KOHKpEeTHO B Ta3W JOKyMEHTAaIlMs CE€ BKIIOYBA MOAXOAAIIO ONHCaHUE
Ha BCHYKM €JEMEHTH no pasgen 2.2, Oyksu a), 0), r) m 1O) OT
npunoxenue 1X.

Ipunara ce pazgen 2.3, mbpBa U BTOpa ajauHes OT npuioxeHue 1X.

AKko cucremara 3a ynpaBleHHE Ha KadeCTBOTO rapaHTHpa, 4e H3JeNusTa
CHOTBETCTBAT HA THUIA, ONUcaH B cepTudukara 3a EC nscnensane Ha Tuna,
W Ha CBOTBETHUTE pa3nopenOM Ha HACTOSLIMS PErjJaMeHT, HOTH(HIH-
panuaT opraH usznaBa ceptudukar 3a EC ocurypsBaHe Ha KauecTBOTO.
Hortudunupanust opran yBeJoMsiBa MPOM3BOAUTENS 32 PEIICHUETO CH Jia
n3nazne ceprudukar. PemieHneTo BKIIOUBA 3AKIIIOYEHHATA OT OJUTAa HA
HOTH(GUILMPAHUS OpPraH ¥ MOTHBHpaHA OILICHKA.

IIpunara ce pazzmen 2.4 ot mpuioxenue [X.

Hanzop

IIpunarat ce paszmen 3.1, pasgen 3.2, TBPBO, BTOPO W UYETBBPTO THpPE U
pasmemn 3.3, 3.4, 3.6 u 3.7 ot npunoxenue [X.

3a m3genusita ot kimac 111 HaJ30pbT BKIIIOYBA CBHIIO TaKa MPOBEPKa Ha
CbOTBETCTBUETO MEKAY KOJIHMYCCTBOTO IPOU3BECACHH WM 3aKyIICHU
CYpOBHHH WU OCHOBHH KOMIIOHCHTH, OZ[OGPCHI/I 3a TUlla, 1 KOJIHYCCTBOTO
T'OTOBH HU3ICIIHA.

IIpoBepka Ha mapTHIM MPU W3NS, BKIIOYBALIM KAaTO HEpa3jeiHa 4acT
JICKapCTBEHO BEIIECTBO, KOETO MPH CaMOCTOATENHa yrnoTpeba Ou ce
CYMTAJO 3a JICKApCTBEH MPOJAYKT, MOJYyYeH OT 4YOBEIIKA KPHB HIH
YoBelIKa IJ1a3Ma, ChIVIAaCHO wieH |, maparpad 8

Ilpum 3aBbpuIBaHE HA NPOM3BOACTBOTO HA BCSAKA MapTUAA H3/IHS,
BKJIIOYBAIM KaTO HepasJelHa 4YacT JISKAPCTBEHO BEIECTBO, KOETO IPU
camMocTosiTeNIHa ymoTpebda OM ce cyuTano 3a JEKAPCTBeH MPOIYKT,
MOJNy4eH OT YOBENIKa KPbB MM YOBELIKA IUIa3Ma, CBHIVIACHO WieH 1,
naparpa¢ 8, mbpBa aluHes, MPOU3BOAUTENAT HHPOPMHUPA HOTH(GUIMPAHUS
opraH 3a OCBOOOXKJABAHETO HA MapTHAATa W3ASNMS W My H3Mpaia
oduIaTHus cepTUHUKAT 32 OCBOOOXKIABAHETO HA MApTHAATAa OT H3MOJ-
3BaHOTO B M3/IEJIMETO NMPOU3BOAHO HA YOBEIIKA KPbB WM IIa3Ma, U3aJeH
oT 7ab0paTopus Ha Ibp)KAaBa WICHKA HJIM OT JabOpaTopHs, OmpeacicHa 3a
LeNTa OT JbpKaBa 4ieHKa chriiacHo wieHd 114, maparpad 2 ot Jupextusa
2001/83/EO.

AJIMUHUCTPAaTHBHU pa3nopenou

B nponbmxenue Ha Haii-masniko 10 roaumHHM, a B CiydyauTe Ha HUMILIaH-
TUPYEeMH H3JeNus — Hal-Majnko 15 roauHu cien MmycKaHeTo Ha masapa
Ha TOCJIEAHOTO H3JeNUe, NMPOM3BOAUTENAT WIM HETOBHAT YITBIHOMOIIEH
MPEACTAaBUTEII — KOI'aTO INPOU3BOAUTEIIAT HAMA PErUCTPHUPAHO MIACTO Ha
CTONAHCKA JIGHHOCT B IbpKaBa WICHKAa —ChXpaHsBa Ha PA3MOJIOKEHUE Ha
KOMIIETEHTHUTE OpraHu:

— EC nexmapanusita 3a ChOTBETCTBHE,

— JOKyMCHTalusATa 110 pas3aci 21, II€TO TUPE OT IPUIIOKCHUC IX,

— JIOKyMEeHTanusTa no paszen 2.1, ocMo tupe oT npuioxenue [X, BKiro-
yutenHo ceprudukara 3a EC u3cneqBane Ha THIA 10 NPHIOKEHHE X,

— wuHbOpMaIMATa 3a TMPOMEHUTE MO pasgen 2.4 ot mpuinokenue 1X, u
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10.
10.1.

10.2.

10.3.

10.4.

10.5.

11.

— pelIeHHATa M JOKIAJWTe Ha HOTH(GHIMpPAHHSA OpraH Io pasienu 2.3,
3.3 u 3.4 or npunoxenue 1X.

IIpunara ce pasmen 8 ot mpuioxenue [X.

[Ipunarane BBB Bpb3ka ¢ u3aenus oT kiac Ila

Upes neporanus or paszen 5, Bb3 ocHoBa Ha EC nekinapauusra 3a cboT-
BETCTBUE C€ IPHUEMA, Y€ IPOM3BOAUTENAT TapaHTHpa M JEKJlapupa, 4e
CBOTBETHHUTE H3Jenusd oT knac Ila ca mpousBeneHHM B CBOTBETCTBUE C
TexXHH4eckaTa JokyMmeHTauus no npuioxenus II m III m oTrosapsaTr Ha
MIPHIOKUMHUTE KbM TAX M3MCKBAHMSA IO HACTOSAIIMSA PErIIaMEHT.

3a m3nenusTa ot kiac Ila, kaTo 4acT oT omeHsBaHETO Mo paszaen 6.3 HOTH-
(UIMpaHUAT OpraH OLEHSBa [ald TEXHHYECKaTta JOKYMEHTAlHs 10
npunoxernus I u Il 3a m3pgenmsara, monOpaHW BB3 OCHOBAa HA IIPEACTa-
BHTENHU 00pa3ly, ChOTBETCTBA HA HACTOSIIIHUS PETJIAMEHT.

IIpu u360pa Ha mpencTaBUTENICH 0Opa3el] WK MPEACTAaBUTEIHH 00pasiy OT
W3IeUsT HOTU(QUUMPAHUAT OpraH B3eMa MNPEABHI HOBOCTTAa Ha TEXHO-
JIOTHsITa, CXOICTBaTta B IIPOCKTHTE, TEXHOJOTHATA, METOOHUTE 3a IPOU3-
BOACTBO M CTEpUIM3allNA, NPECAHA3HAYCHUCTO U PE3YJITATUTE OT BCAKO
CBOTBETHO MPEAXOAHO OLECHsBaHe (HAMpUMEp II0 OTHOIICHHE Ha
(u3MYHM, XUMHYHH, OWOJOTMYHM WIM KIMHHUYHH CBOWCTBAa), KOHTO €
OWJIO0 TPOBEAEHO B CHOTBETCTBHE C HACTOSIIUS perjiaMeHT. ChbOTBETHHAT
HOTU(UIMPAH OpPraH JOKyMEHTHPa 0OOCHOBKATa CH 3a B3€THS 00pasel Wiu
B3eTHTE 00pa3suUy Ha W3ICTIUSITA.

Axo npu oueHsBaHero mo paszgen 10.2 ce moTBBpAM, Y€ CHOTBETHUTE
n3fenus or knac Ila oTroBapaAT Ha TeXHMYecKaTa JOKyMEHTaIMs I10
npunoxkeruss II u III m Ha NpUTOKUMHUTE KBM TAX HU3UCKBAaHMA IO
HACTOSIIMS  PErJIAMEHT, HOTHU(ULUUpAHUAT opraH wu3faBa cepTudukar
CBINIACHO HACTOAIIATa YacT OT HACTOSIIOTO NPHIIOKEHHUE.

Karto wact or OLCHABAHETO Ha HaA30pa IO pasaci 7 HOTI/ILJpI/II_II/IpaHI/ISIT
OopraH OILCHsABa 06pa3111/1, B3€TH B OOIIBJIHCHHUE KBM B3C€TUTE 3a IIBbPBOHA-
YHaJIHOTO OLCHABAHEC HAa CHOTBECTCTBHCTO Ha HM3JC/IHATA.

Upes meporanust oT pa3znen 6 U B IpOIBbIDKeHHE Ha Hai-manko 10 rogmHu
Cliefl MyCKaHEeTO Ha ma3apa Ha MOCIEIHOTO H3eNHe MPOM3BOJUTEIAT WU
HETOBUAT YIIBJIHOMOIICH IPEACTABUTE] ChXPaHsIBa Ha Pa3MOJOKEHHE Ha
KOMIIETEHTHUTE OPTaHu:

— EC nexnapanusita 3a CbOTBETCTBUE,

— TeXHU4YecKaTa JokyMeHTauus no npuioxkenus II u IILu

— ceprudukara no paszgen 10.3.

IIpunara ce pasmen 8 ot mpuioxenue [X.

YACT b
INPOBEPKA HA MMPOJAYKTA

IIpoBepka Ha MPOAYKTa O3HAYABa MpPOLEAypaTa, MPH KOSTO, CIIEA KaTo
M3CIIe/IBa BCSIKO MPOM3BEICHO HM3JENHe, Ce MpHeMa, 4e C M3[aBaHeTO Ha
EC pmexnapamust 3a ChOTBETCTBHE ChITIacHO wWieH 19 u mpmioxenue [V
MPOM3BOMUTENAT TapaHTUpa M JEKJIapupa, 4Ye H3IeNHUiTa, KbM KOUTO €
MpWIOXKEeHa Tpoueaypata mo pazmenud 14 u 15, oTroBapsar Ha THIA,
omnucaH B ceprudukara 3a EC wm3crnenBaHe Ha THIA, W Ha TPIIOKAMHTE
3a TSAX M3UCKBAHUS IO HACTOSIIHUS PETIAMCHT.
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12.

13.

14.

15.
15.1.

16.

[IpomsBomurenar mpeampueMa BCHYKHM HEOOXOAMMM MEpKH, 3a Ja
rapaHTHpa, 4e IPH IPOM3BOACTBEHUS IPOIEC CE NMPOM3BEXKIAT H3ICIHS,
KOHMTO OTroBapsT Ha THIIA, omucaH B ceprudukara 3a EC uscnensaHe Ha
THUIA, U HA IPHIOKUMHTE KbM TSIX M3UCKBAHUS IO HACTOSIIUS PErTIAMEHT.
IIpean  Ha4amoTO HAa  TNPOU3BOACTBOTO  NPOM3BOAMTEIAT  HM3TOTBS
JOKyMEHTH, OIIMCBAIld IIPOM3BOACTBEHUS IIPOIEC, IO-KOHKPETHO II0
OTHOIICHWE Ha CTEPMJIM3ALUATA, aKO € HEOOXOJMMO, 3ae[HO C BCHUYKH
PYTHHHH, TPEIBAPHUTEIHO YCTAHOBEHH MPOLEAYPH, KOMTO TpsiOBa aa ce
W3MOBIHAT, 3a Ja CE OCHIYPH XOMOTEHHAa MpPOAYKIUS, M aKo €
MOJXO/SII0 — CHOTBETCTBHETO Ha M3JENHATa C TUIA, OIHCAaH B CEPTH-
¢ukata 3a EC wu3cienBaHe Ha THHa, M C TNPWIOKHUMHUTE KBM TAX
W3UCKBAHUS 110 HACTOSIIHS PETJIAMEHT.

OcBeH TOBa 3a M3/ENUATA, IYCKAaHM Ha Ma3apa CTEPHJIHU, U CaMO 33 OHE3H
aCreKTH OT MPOW3BOJCTBEHMS TMpOILeC, MpeIHa3HAuYeHW Aa 3ama3BaT H
MOJTbPIKAT CTEPHIHOCTTA, MPOU3BOJHUTENAT MpHUiIara pasmnopenoure Ha
pasmenu 6 u 7.

IIpousBoauTenar ce 3aabJKaBa 1a W3rOTBU M aKTyaJlu3Mpa IUIaH 3a HaaA30p
cies MyckaHe Ha masapa, BKmountenHo miad 3a KIIIII, u mpoueaypu 3a
M3MBJIHEHWE Ha 33JbJDKCHHATA HA IPOM3BOAUTENS, HPOM3THYALIM OT
pasnopenduTe 3a MpocieisdBaHe Ha 0€30IIaCHOCTTa M CHCTEMaTa 3a
Ha/A30p clefl MyckaHe Ha Masapa, npeaBuaeHu B riasa VIIL

Hotudunupanusat opraH H3BbpIIBA IMOAXOASIIUTE H3CIEIBAHUA U
U3IUTBAHMUS, 32 J]a IPOBEPU CHOTBETCTBHETO HA M3JEIUETO C M3UCKBAHUATA
[0 HACTOSIMSA pErJIaMEHT Ype3 U3CIeABaHe M M3IUTBAHE HAa BCEKU
MPOIYKT, KaKTO € MOCOYeHo B pasjen 15.

W3cnensanusta u U3MNUTBAHUATA, [IOCOYCHU B IIbpPBa aJIMHES OT HACTOSLIUSA
pasaei, He c€ mpuiaraT KbM acIICKTUTE OT IIPOU3BOIACTBEHUS IIPOLEC,
IpeaHa3Ha4CHU 3a 3alla3BaHC Ha CTCPUIIHOCTTA.

HpOBepKa Ype3 U3CIICABAHE U M3INMUTBAHE HA BCEKHU IMPOAYKT

Bcesiko m3zenne ce m3cienBa MOOTACIHO M CE M3BBPIIBAT MOAXOISALINTE
¢busndeckn WM 1a0OpaTOPHH M3MUTBAHMSA, OIPEACICHH B CHOTBETHHS
CTAQHAAPT WIH CBOTBETHHTE CTaHAAPTH [0 WICH 8, WIH CKBHBAICHTHH
M3IIMTBAHUS M OLICHKH, 3a 1a CE IPOBEPH, aKko € LeIecChoOpasHo, CHOT-
BETCTBHETO HA WM3JEIMATa C THNA, omucaH B ceprudukara 3a EC
n3CieNBaHE HA THIA, M C MNPHIOKHAMHUTE KBM TAX H3UCKBAHMS IO
HACTOAIIMSA PETIIaMEHT.

. HOTI/I(I)I/ILII/IpaHHHT OpraH HaHacCs WJIM U3HCKBa Jla C€ HaHECC PIZ[CHTI/I(l)PIKa-

LUOHHUAT MY HOMEp BBPXY BCAKO OJOOpPEHO M3eNue U M3rOTBS
ceprudukar 3a EC mpoBepka Ha NpOJyKTa HO OTHOLIEHHE Ha H3BBp-
LICHUTE W3MUTBAHUS U OLECHKH.

IIpoBepka Ha mapTHAM NPU H3JEUs, BKIOUBAIIM KAaTO HEpasJenHa 4acT
JIEKapCTBEHO BELIECTBO, KOETO IPH CaMOCTOATENHa yrnorpeba Ou ce
CUUTAJI0 3a JIGKApCTBEH MPOAYKT, IOMY4YeH OT YOBELIKa KPbB MWIHU
YOBEIlIKa IUIa3Ma, CHIVIACHO WIEH 1, maparpad 8

Ilpu 3aBbpuIBaHE Ha TNPOM3BOACTBOTO Ha BCAKA MMapTUAA HW3/CIHS,
BKJIIOYBAIM KaTO HepasJelHa 4YacT JISKAPCTBEHO BEILECTBO, KOETO IPU
CaMOCTOsATENHA ymoTpeba OM Cce CYMTANI0 32 JIEKapCTBEH MPOAYKT,
MOJNy4eH OT YOBENIKa KPbB MM YOBENIKA IUIa3Ma, ChIVIACHO wWieH 1,
naparpa¢ 8, mbpBa anuHes, MPOU3BOAUTENIAT HHPOPMHUPA HOTH(PUIIMPAHUS
opraH 3a OCBOOOXKJABAHETO HA MApTHAATa H3ASIHS U My H3Ipaiia
odunmanHus ceprudukar 3a 0CBOOOXKAABAHETO HA MAapTHAATa OT H3IOJ-
3BaHOTO B M3/ICJMETO NMPOMU3BOIHO HA YOBEIIKA KPbB WM IlIa3Ma, U3JaJeH
oT s1abopaTopusl Ha JbpKaBa WICHKA WM OT JIaDOpaTopHs, ompeseneHa 3a
[enTa OT IbpKaBa 4WieHKa ChritacHo uieH 114, maparpad 2 or Jupextusa
2001/83/EO.
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17.

18.
18.1.

18.2.

18.3.

18.4.

AJIMWHUCTpPATHBHU pa3nopenou

B nponbmxenue Ha Haii-manko 10 roaumHH, a B CilIydyauTe Ha HUMILIaH-
TUPYeMH H3JeNHs — Hal-Majnko 15 roauHu ciien MmMycKaHeTo Ha masapa
Ha MOCJICAHOTO H3JeNUe, MPOM3BOAUTEIAT WIM HETOBHAT YITBIHOMOIICH
MPEACTaBUTEI ChXPaHIBa Ha PA3IOJOKCHHE Ha KOMIIETCHTHUTE OpPTaHM:

— EC nexmapanusita 3a ChbOTBETCTBHE,

— JOKyMEHTalusTa mo pasgen 12,

— ceprudukara mo paszgen 15.2, u

— ceprudukara 3a EC n3cienBane Ha THHa 1o mpuioxeHue X.
IIpunara ce pasmen 8 ot mpuinoxenue [X.

IIpunarane BBbB Bpb3Ka ¢ usgenusra oT kiac lla

Upes neporamms ot paszzen 11, Bp3 ocHoBa Ha EC gexmapanusita 3a ChOT-
BETCTBUE C€ IpHEMa, Y€ NPOU3BOAUTEINAT TIApaHTHPAa U IEKIapupa, ue
CBhOTBETHUTE M3zenusi oT kiac lla ca mpousBeneHM B CHOTBETCTBHE C
TexHH4Yeckara AokymeHTauusi mo mpuioxenus Il m III u orroBapst Ha
MPUIOKUMHUTE KBM TSAX W3UCKBAHHS MO HACTOSIIMS PEriIaMeHT.

IpoBepkara, u3BbplICHa OT HOTU(GUIMPAHUS OPraH ChIJACHO pa3nen 14, e
¥Ma 3a 1€ JIa TOTBBPAN ChOTBETCTBHETO Ha CHOTBETHHUTE M3/IENIHUS OT Ki1ac
Ila ¢ TexHmueckara moxyMmeHTanus no npuinoxenus 11 u III u ¢ mpuio-
JKIMHUTE KbM TAX M3UCKBAHUS IO HACTOSIINS PErJaMEHT.

Axo mpu mpoBepkaTa mo pasfen 18.2 ce MOTBBpAHM, Y€ CHOTBETHHTE
n3genus ot knac Ila oTroBapaAT Ha TeXHMYECKaTa JOKyMEHTaIMs I10
npunoxkenuss II u III m Ha NpUTOKUMHTE KBM TAX HU3UCKBAaHHA IO
HACTOSIIMSL  PErJIaMEHT, HOTHU(ULUUpAHUAT opraH wu3naBa cepTudukar
CBIIIACHO HACTOSIIATA YacT OT HACTOSIIOTO NMPHUIIOKEHHUE.

Upes meporamus oT pazznen 17 u B mpoabDKeHHe Ha Hal-manko 10 roguHu
ciel MyCKaHeTO Ha Ma3apa Ha MOCIETHOTO CH H3JeNIMe MPOM3BOIAMTENAT
WM HETOBUAT YIBIHOMOIIEH NPEICTaBUTENl ChbXPaHSABAa Ha PA3IOIOKEHUE
Ha KOMIETEHTHHUTE OpPTaHH:

— EC nexmapanusTa 3a CbOTBETCTBUE,

— TeXHUYecKaTa JokyMeHTauus no npuwioxkenus II u III, u

— ceprudukara mo pazmen 18.3.

Ipunara ce pazaen 8 or npuinoxenue 1X.
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IIPUJIOJKEHUE X1

CEPTU®UKATHU, U3JABAHU OT HOTUOGPULIUPAHUTE OPTAHU

I'IABA 1
OB U3UCKBAHUA

. CeprudukaTuTe Ce M3rOTBAT HA €IUH OT OopHUHaNIHUTE e3uuu Ha Cbio3a.

. Beeku ceprudukar ce oTHacs camo 0 €IHA NPOLeAypa 3a OLEHsABaHE Ha
CBbOTBETCTBHETO.

. CeprudukaTuTe ce M3aBaT caMO Ha €IMH NpousBoauTen. MMero m ampechT
Ha NPOU3BOAUTENS, BKIIOYEHH B cepTH(HKaTa, ca CHIIUTE KATO PErHCTPHU-
paHHTe B eNeKTpOHHATa cucTema mo wieH 30.

. O6xBaTsT Ha cepTU(UKATUTE UACHTUDHUIIUPA IO HEJBYCMHCIICH HaYWH 00XBa-
Hatoto(uTe) m3aesme(s):

a) ceprudukartute 3a EC oreHsBaHe Ha TeXHHYECKATa JTOKYMEHTAIHS, CEPTH-
¢ukarute 3a EC uscnensane Ha tuna u ceprudukatute 3a EC mpoBepka
Ha TPOJAYKTa BKIIOYBAT SICHA MICHTU(HKALMA, B TOBAa YMCIO HAMMEHO-
BaHMETO, MOJENa M THNA Ha u3Aenuero(sirta), MpeJHa3HAuYCHUETO,
MOCOYEHO OT IPOM3BOIMTENS B HHCTPYKLHMHTE 32 yNoTpeda, BbB Bpb3Ka
C KOETO M3JENUeTOo € OWJIO OIEHEHO B paMKHMTEe Ha IpoLexypaTta 3a
OILICHABAHC HAa CBHOTBECTCTBHUECTO, KJ'laCl/I(I)I/IKaLU/IﬂTa B 3aBUCHMOCT OT pHUCKa
u 6azouss UDI-DI ceriacHo unen 27, naparpad 6;

0) ceprudukarure 3a EC cuctema 3a ynpasieHue Ha KadyecTBOTO M cepTHH-
katute 3a EC ocurypsiBaHe Ha KauecTBOTO BKJIIOYBAT MACHTH(OMKALHUS Ha
M3IeNUsITa WM TPYNHTE M3Jenus, Kiacudukaiusrta B 3aBHCHMOCT OT
pucka, a 3a u3nenus, kiacuduuupanu B kiac llb — npennazHauenuero.

. Hotupuuupanusar opran TpsiOBa Ja MOXe IpH IOMCKBAaHE Ja IOKaXe KOU
(ornennu) u3nenust ca oOxBaHaTu oT ceprudukara. Horupumupanusr oprau
YCTaHOBSIBA CHUCTEMA, KOSTO YJIECHSBA OINPENEISHETO Ha W3JCNHATA, BKIIIO-
YUTEITHO TIXHaTa Kiacu@ukaius, o0XBaHATH OT CepTU(HKATa;

. Ceprudukature ChIBpPKAT, aKO € IPUIOKHMO, OelexKa, Y€ 3a MyCKaHeTo Ha
nasapa Ha uszenuero(sita), 0OOXBaHATH OT TO3M CEPTU(HKAT, € HEOOXOAUM
Jpyr cepTudUKart, U3JajAeH B CbOTBETCTBHE C HACTOSIIMS PErJIAMEHT.

. Ceprudpuxature 3a EC cucrema 3a ynpaBieHHe Ha KayecTBOTO M cepTH(U-
karure 3a EC ocurypsiBane Ha KauecTBOTO 3a M3/enus OT Kiac I, 3a kouto ce
M3UCKBa ydYacTHEe Ha HOTH(HILUpAH OpraH ChIVIACHO WieH 52, maparpad 7,
BKJIFOYBAT JCKJapanus, 4e HOTI/I(I)I/I]_H/IpaHPIﬂT Oopran € HamnpaBwjJ OJWUT Ha
CHCTEMaTa 3a YIpaBJIeHME Ha KauyecTBOTO, OrPaHWYEH [0 AacHeKTHTE,
U3UCKBAHHU CBITIACHO MOCOYEHUst maparpad.

. Ilpu nombnBaHe, M3MEHEHME WM IOBTOPHO H3JaBaHe Ha ceprudukar, B
HOBHSI CepTU(HUKAT ce M0COYBA NPEIXOAHMAT cepTH(HUKAT M Jarata My Ha
U3/1aBaHe, 3aCJHO C BHECCHUTE M3MCHEHUS.

I'/TABA 11
MWHUMAJIHO CBABbP)KAHUE HA CEPTU®UKATUTE

1. Nme, agpec u naeHTH(HUKALMOHEH HOMEp HAa HOTH(MIMPAHUS OpraH;

2. UMe u aapeC Ha NPOU3BOAUTEIIA U AKO € MPWIOKHUMO — Ha YII'BJIHOMOIICHUA
MIpEACTaBUTE,
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10.

11.

13.

14.

15.

. YHHUKaJIeH HOMEp 3a WACHTU(HIMPAHE Ha CepTHU(]UKATA;

. ako Beue e wu3nazeH, EPH Ha mnpousBoauTens cwrioacHo wieH 31,

naparpad 2;

. JlaTa Ha U3JaBaHC,
. CPOK Ha BAJIMIAHOCT;

. JaHHU, HEOOXOAUMH 3a HEJBYCMHCIICHA HACHTU(HUKALUS HA U3JCTHETO(sTa),

KOTaTo € MPWJIOKUMO, CBITACHO MOCOYEHOTO B 4acT I, pa3zen 4;

. aKko € IPUIOKHUMO — TMOCOYBAHEC Ha BCHUYKH MNPEAXOIHU CepTI/I(bI/IKaTI/I

ChIJIaCHO B TIJjiaBa I, paszen 8;

II030BaBaHC Ha HACTOAIIMA PEIrJIaMEHT U Ha CHOTBETHOTO IIPUJIOKEHHUE,
ChIVIACHO KOC€TO € HU3BBPUICHO OLCHABAHETO Ha CHOTBETCTBUCTO,

W3BBPUICHH H3CIECNBAaHUSI M U3NUTBAHUS, HANpUMEp NpPEnpaTKd KbM
crotBeTHH OC, XapMOHHM3WpaHH CTAaHAAPTH, AOKIAON OT HW3MUTBAHUS U
OJMTEH JIOKJAa WJIW ONUTHH JOKJIAIM;

aKo € IIPWJIOKHMMO, II030BaBaHE HA CHOTBETHUTE YacTH OT TEXHHUYECKATa
JIOKyMEHTAIMsl WIM APYT'W CEepTU(PHKATH, HEOOXOIMMH 3a IIyCKaHETO Ha
nasapa Ha oOXBaHaTOTO(MTE) U3mEIUe(s);

. aKO € IPHJIOKUMO, HH(POPMAIMS 32 HaA30pa OT HOTU(UIMPAHUS OpraH;

3aKIIIOYEHUST OT OLECHABAHECTO Ha CBHOTBETCTBHUETO, M3BBPIICHA OT HOTI/I(bI/I-
ypaHus OpraH BBbB BPb3Ka C IMPHUIOKHUMOTO NPUIIOKECHHUE,

yCIOBUSL 32 BIUMAHOCTTA WJIM OIPaHMYEHMS HA BaJIUJIHOCTTA HA CEpTH-
¢ukara;

MPaBHOOOBBP3BAL TOJNUC HA HOTU(MIMPAHUS OpPraH B CHOTBETCTBHE C
MIPUIOKUMOTO HAI[MOHAIHO IPaBO.
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TIPUJIOKEHUE XIII

MNOPOLHEAYPA 3A U3AEJIUSA, U3BPABOTEHHU 1O MIOPBYKA

. 3a uaaenusra, HSPaGOTCHI/I 10 HOpbBYKA, MNPOU3SBOAUTEIIAT WA YI'BJIHOMO-

IIEHUAT My MPEJICTaBUTENl M3TOTBAT JEKJIapalus, ChIbpKalla LsulaTa
uHbOpMaLHs M0-40Iy:

— HUMETO U aapeca Ha MPOU3BOAMUTEIIA U HA BCUUKHA IIPOU3BOACTBCHU 06CKTI/I;
— aKoO € MNPWJIOKHUMO, UMETO M ajpeca Ha YI'bJIHOMOIICHUS IIPEACTAaBUTECII;
— JaHHH, IO3BOJIABALINA I/II[eHTI/I(I)I/ILII/IpaHe Ha CbOTBCTHOTO HU3ICIIHC,

— JeKJapaiys, e U3IeNHeTO € MpeIHa3HAueHO 3a M3KIIOYHTENHA yrnoTpeda
OT KOHKDPETEH MAllMeHT WM MOTpeOuTeN, KOHUTO ce 0003HayaBa C HME,
CBbKpalieHne mwin HudpoB KOI;

— HUMETO Ha JMLETO, KOCTO € MNpEeANHncalio U3ACJIUETO U KOCTO pasIojiara C
IIpaBO 3a TOBa CHITIACHO HAIIMOHAJIHOTO IIPaBO IIOpaau l'IpO(beCI/IOHaJ'IHaTa
CH KBaJ'II/I(i)I/IKaIII/IH, U aKo € [NPUIOKUMO — HMETO Ha CBHOTBETHOTO
ne4eOHO 3aBCIICHUE,

— KOHKPETHUTE XapaKTepPHCTHKM Ha IMPOJYKTa, KaKTO ca OMHCAHU B Tpe]-
MICaHKETO;

— JeKiapanys, 4ye ChOTBETHOTO H3/ICNIHE OTroBaps Ha OOIIMTE WU3MCKBAHHS
3a 0€30MmacHOCT M JACHCTBHE IO MPIIOKEHHE | W ako € MPHIOKUMO —
yKa3BaHe Ha OOIUTEe M3UCKBAHHUs 3a 0E30MaCHOCT U AEHCTBUE, KOUTO HE
ca M3IIUI0 M3IBJIHEHH, KaTo Ce M0COYBAT MPHYMHHTE;

— aKo € NPWIOXKHMO, IIOCOYBaHE, Y€ W3JCIUETO ChIbpiKa WM BKIIOYBA
JICKAPCTBEHO BELIECTBO, B TOBAa YHCIO HPOU3BOJHO Ha YOBEIIKA KPBHB
WIM IUIa3Ma WIM THhKaHM WM KIETKM OT YOBEIIKH MM JKUBOTHHCKH
npousxox 1o cmuckia Ha Permament (EC) Ne 722/2012.

. HpO]/ISBO,Z[l/ITeHﬂT CC 3aabJDKaBa a ChbXpaHsBa Ha Pas3lOJIOKECHUE HA KOMIICT-

CHTHHTEC HALMOHAIHM OpraHd [IOKYMCHTAlMsATa, [IOCOYBAIAd  IPOH3-
BOJCTBeHHsI(MTE) O0OEKT(M) M JaBamia BB3MOXHOCT 3a (QopMHpaHe Ha
pasOupaHe 3a MPOEKTa, MPOU3BOACTBOTO M ACHCTBHETO Ha H3IEIHETO, BKIIO-
YUTETHO OYAaKBAHOTO [CCTBHE, Taka 4ye [Ja ITO3BOJH OLCHIBAHETO Ha CHOT-
BETCTBUETO C M3MCKBAHHATA 10 HACTOSIIMS PErJIAMEHT.

. HpOI/ISBOL[I/ITeII}IT npeanpueémMa BCUIKH H606XOIII/IMI/I MEpPKH, 3a Ja rapaHTupa,

4Ye TpU MPOHM3BOJCTBEHHUS MPOIEC C€ MOTydaBaT H3IENHUsS, KOUTO ca IMPOU3-
BEJICHH B CHOTBETCTBHE C JOKYMEHTALUATAa IO pasmen 2.

. IICKJ'IapaLIHHTa, IIoCOYC€Ha B yBOJAHaATa 4aCT Ha pasaeci 1, CE€ CbXpaHsBa B

HNpOABIDKEHNE Ha Hai-manko 10 rofuHu ciej IyCKaHeTO Ha H3/eNIMeTO Ha
naszapa. 3a MMIUIAHTHPYEMH U3JeNHsl CPOKBT € Hai-Manko 15 ropuHu.

IIpunara ce pazmen 8 ot mpunoxenue [X.

. HpOI/ISBOI[I/ITCIISIT Iperjiexxaa U NOKYMCEHTHpa OIluTa, C’L6paH B cileq npous-

BoJicTBeHHMs etar, BKimountenHo ot KIIIII no gact b ot npunoxenne XIV, n
BBBEXK/Aa TOJXOSIIA CPENCTBA 32 MPEANPHEMaHETO HAa HEOOXOJUMHTE KOpHU-
THpanm JIeHcTBUs. B TO3M KOHTEKCT, B ChOTBETCTBHE C WieH 87, maparpad 1
TOW JIOKJIa[JBa HA KOMIIETCHTHUTE OPTaHM BCHYKM CEPHO3HHM HMHIMICHTH WM
KOPHUTHpAIU JCHCTBHUS BHB BpB3Ka ¢ 0OE30MaCHOCTTA, WIH W JBETE, BeqHAra
cieq KaTo Haydd 3a TSIX.
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TIPUJIOJKEHUE X1V

KIUHUYHA OILEHKA W KIMHUYHO IIPOCIIEASIBAHE CJUIEJ

IIYCKAHE HA ITA3APA

YACT A
KJIMHUYHA OLEHKA

1. 3a jga miaHMpar, M3BBPIIBAT HEMPEKbCHATO M JOKYMEHTHPAT KIMHUYHATA
OLICHKA, MPOU3BOJUTEIIUTE:

a)

0)

B

~

r)

)

M3TOTBAT U aKTyaJHM3MpaT IUIaH 3a KIMHUYHATA OLIEHKA, KOWTO BKIFOYBA
Hali-MaJIKo:

— YCTaHOBsIBAaHE Ha OOILIMTE M3MCKBAHUS 3a 0E30MacCHOCT W ACHCTBHE,
KOUTO TpsiOBa 1a ca MOJAKPENeHH ChC CHOTBETHUTE KIMHUYHH JaHHU;

— INIOCOYBAaHE Ha NPEAHA3HAYCHHUETO Ha HU3ACIIHUCTO,

— SICHO IIOCOYBAHE HAa NPECABUIACHUTE LICJICBU I'PYNHU C ACHU ITOKA3aHUI
1 IPOTHUBOIIOKA3aHUA,

— HO,H]Z)O6H0 ONMMCAaHUE Ha IUIAHUPAHUTE KIMHAYHHU II0JI3W 3a Ilalu-
C€HTUTE C OTHOCMMHU W KOHKPETHO TIIOCOYECHHM MapaMeTpu Ha
KIMHAYHUTE PE3YITaTH,

— TIOCOYBaHE Ha METOAMTE, KOUTO J]a CE HM3IION3BaT 3a M3CJIE/BAaHE Ha
KAa4eCTBEHHTE W  KOJMYECTBEHWTE AaCHEKTH Ha  KIMHUYHATA
0€30IacHOCT ¢ SICHO M030BaBaHE Ha ONPEEISTHETO Ha OCTATHYHMTE
PHUCKOBE M CTPAaHMYHHUTE €(EKTH;

— OpHEHTHPOBBYCH CIHMCBK W IOCOYBAaHE HA ITapaMETpPUTe, KOHTO
TpsGBa a ce W3IOJ3BAT 3a ONMpEICIIHE, Bb3 OCHOBA HAa HAl-HOBHUTE
HayYHH JOCTIKCHHs B 00JacTTa Ha MEAMLIHATA, Ha MPHEMIABOCTTA
Ha CBOTHOLICHHETO MEKIYy PHCKa M IIOJN3UTE 3a OTACIHHTE BHIOBE
MOKa3aHWs W NpeAHa3Ha4YeHHe(s) Ha M3/eIIHeTO;

— o0003HayaBaHe HA HayWHA, MO KOWTO TpsiOBa OBOAT pelIeHN
BBIPOCHTE 32 CHOTHOLICHHETO MEXIY PHUCKA WM MOI3HTE, CBBP3aHH
C KOHKPETHH KOMIIOHCHTH, KAaTO H3IOJI3BaHE Ha (hapMaleBTHIHH
MPOIYKTH, HEKU3HECTIOCOOHH JKMBOTHHCKH HIJIM YOBEIIKH THKAHH; W

— MIaH 3a KIMHUYHO pa3BUTHE, [I0Ka3Ball MPEMHHABAHETO OT
M3NUTBAHMS C LEJN MPOyYBaHEe, KaTo MPOYYBAHUS 33 H3MUTBAHE
BBPXYy XOpa 3a WBPBH IIBT, NPOYYBAHUS 3@ OCHINECTBUMOCT H
MUJIOTHA TPOYYBaHHS, KbM H3IUTBAHUS 32 CHOTBETCTBUETO, KaTO
ocHOBHM KnuHUYHHU u3nuTBanus, U KIIIIII mo gyact b oT HacTosimoro
MPUJIOKEHHE, C TI0COYBAaHE Ha OCHOBHHUTE €Talld W OIHCAaHHE Ha
BB3MOXKHHTE KPUTCPHUHU 3a MpPUEMAaHE;

Ype3 CHCTEMAaTHYeH Iperyiefl Ha HaydHaTa JHUTepaTypa ONpeaerst
HAJIIMYHUTE JAHHU OT 3HA4YEHHE 3a M3JEIMeTO M HEroBOTO IIpEaHa3-
HAYCHNE M €BEHTYaJIHU MPOINYCKU B KIMHUYHHUTE HOKA3aTENICTBA;

OLICHABAT BCHYKH OTHOCHMMH KIMHMYHH JAHHH 4pe3 OLEHKA Ha MPUIOJ-
HOCTTA WM 3a ONpeleisHe Ha 0e30MacHOCTTa W JEHCTBHETO Ha
H3JIEINETO;

Ha6aB$IT, Ype3 HAMJICKHO MPOCKTHPAHU KIMHUYHH HU3INUTBAHUA B CBHOT-
BETCTBUE C IIaHA 32 KIWHUYHO Pa3BUTHE, HOBU WA JONBIHUTCIHU
KIIMHAYHU JTaHHH, HCO6XOILI/IMI/I 3a pelIaBaHe Ha HEPCIICHUTE BBIIPOCHU,; U

aHaJIM3upaT BCUYKH OTHOCHMHU KIIMHUYHU JOaHHU, 3a Oa CTUrHAT O0
3aKIFOYCHHMST 3a OC30MacHOCTTa W KJIMHHYHATa C(beKTI/IBHOCT Ha
U3CIIUETO, BKIIFOYUTECIHO KIIMHUYHUTE MY ITOJI3H.
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Knuanunara OIICHKa € Hu3YepIriaTciiHa U O6eKTHBHa, Karo C€ OTYHUTAT U
TIOJIOKUTCIIHUTE, W OTPULATCIHUTE JaHHU. Heiinara 3aL[LH60‘ICHOCT u
o0xBar ca TIIpOIOpHHUOHATIHU U uenecxo6pa3ﬂn C oriaea Ha €CTCCTBOTO,
KJ'IaCI/I(bI/IKaI_H/IXTa, NpEeAHA3HAYCHUETO W  PUCKOBETE OT BBIPOCHOTO
U3ACINE, KAaKTO W TBBPACHUATA Ha IMPOU3BOAUTEISI MO OTHOIICHHE Ha
HU3CIUCTO.

Knuanunara OL€CHKa MOXE Ja C€ OCHOBaBa Ha KIMHUYHHUTC JaHHHU 3a
U3aACINE, CKBUBAJICHTHOCTTAa Ha KOETO C BBIPOCHOTO HU3ACIHE MOXKE Oa CE
JIOKaXe. HpI/I JOKa3BaHC Ha CKBHUBAJICHTHOCTTA CC B3eMaT IpeABUJ CICIHUTE
TEXHUYCCKHU, OMOJIOTUYHH U KIMHUYHH XapaKTCPUCTUKU!

— TEXHUYECKH: M3JIETMATa UMAT CXOJAEH MPOEKT; M3II0I3BaT Ce MPU CXOTHH
yCIIOBUSI Ha ynoTpeba; UMaT CXOAHH CIEHU(pUKALUKA U CBOMCTBA, BKIIIO-
YHUTENHO (PM3MKOXUMHUYHU CBOWCTBA, KATO MHTEH3UBHOCT Ha CHEPIHUsTA,
SIKOCT Ha OITbH, BHCKO3HTET, IIOBBPXHOCTHH XapaKTEPUCTUKH, IBIDKHHA
Ha BBJIHATA U COMOTYCPHH AITOPUTMH; WM3IOJ3BAT CXOAHH METOAU 3a
pasmosniaraHe, KOraTo € TPHIOXKHMO; HMMaT CXOAHH NPUHIUNN Ha
paboTa ¥ M3MCKBaHUA 3a KPUTHYHO ACHCTBUE;

— OMOJIOTHYHH: M3JIENUsTA W3ION3BAT €HAKBY MATepUaAIM WM BEIECTBA,
KOHTO Ca B KOHTaKT C €IHM W CBIIY YOBEUIKH THKAHW WM TEIECHH
TEYHOCTH 3a NOAOOCH BHJ U TPOXBIDKUTEIHOCT HAa KOHTAKTa, H
CXOJHH XapakTEPUCTUKH Ha OTJCISHE Ha BEIIECTBATA, BKIFOUUTEIHO
MPOIYKTH OT pasrpakiaHe U OTACISHE;

— KIMHWYHU: U3ENUsTa C€ W3MONA3BaT 3a €IHO M ChINO KIMHUYHO
CBCTOSIHME WM Ca C eHAKBO NpeJHA3HAaueHHEe, BKIIOUUTEIHO MOJ00Ha
CTeNeH W CcTajuii Ha 0O0JeCTTa, Ha €QHO M CHIIO MSCTO B TSUIOTO, TPU
HWAEHTWYHA TPyTa, BKIFOYUTEIHO MO OTHOIICHHE HA BB3PACT, aHATOMUS,
¢Gusnonorus; MMar €AMH M CBLI TUI INOTPEOUTEN, HMMAaT CXOAHO
KOHKPETHO KPHUTHYHO AEHCTBHE NPEABHJ OYAKBAHHUS KIMHHYEH e(exT
3a OMpEeJEIeHO MpeIHa3HAYCHHUE.

XapakTepucTukuTe, W30pOCHH B IbpPBA alWHEes, ca CXOJHU JO CTENeH, e
HSIMa CHINECTBEHA KIMHUYHA pa3liKa MO OTHOILICHHWE Ha 0E30MacHOCTTa U
KJIMHUYHOTO JeiicTBre Ha m3aenneto. ChoOpaKeHUsITa 3a €KBUBAJICHTHOCT
Ce OCHOBaBaT Ha MOIXO/sIa HaydyHa OOOCHOBKa. SICHO ce qoKka3Ba, 4e
MPOU3BOJUTENIUTE pa3loyiaraT ¢ JIOCTaThYHH HUBA Ha JOCTBI /IO JAHHHUTE
3a M3JENUsTa, 32 KOUTO TBBPAAT, Y€ € HaJIHIEe SKBHBAJICHTHOCT, C IIeJ Aa ce
JIOKa)Xe TBBPJICHUETO MM 33 CKBHUBAJCHTHOCT.

Pe3yHTaTI/ITe OT KJIMHHYHaATa OIICHKAa W KIWHHYHHATE J0Ka3aTciCcTBa, Ha
KOUTO TA C€ OCHOBaBa, CE€ NOKYMEHTHpPAT B AOKJAZA 3a KIMHHYHA OIICHKA,
KOHTO NoAKpeNs OLUCHABAHETO Ha CHOTBETCTBUECTO HA U3ACIIHUCTO.

KinuHu4yHMTE J0Ka3aTeNcTBa W HEKIMHWUYHUTE JAaHHM OT METOAU 33
HEKIMHUYHO M3MMTBAaHE W BCSKAa Jpyra OTHOCHMAa JOKyMEHTAIHs
MO3BOJISIBAT Ha TMPOU3BOAMTENSI Ja JOKaKE CHOTBETCTBHETO C OOIIMTE
M3UCKBaHKS 3a 0E30MacHOCT W JCHCTBHE M Ca YacT OT TEXHHYECKaTa JIO0KY-
MEHTAIUs 3a JaJICHOTO M3CIHE.

B TexHuueckara JOKYMEHTalUs C€ BKIIIOYBAT KAKTO IOJOXXUTEIHUTE, TaKa U
OTPULATEITHUTE JaHHU, B3€TU NPEABUA IIPU KIIMHAYHATA OLICHKA.

YACT b
KJIMHUYHO MPOCJIEJABAHE CJIEJ] IYCKAHE HA ITA3APA

KIIIIIT o3HauyaBa HENpeKbCHAT MPOLEC HA aKTyaln3upaHe Ha KIMHUYHATA
OLICHKA MO wieH 61 U 4acT A OT HACTOSAIIOTO MPUIOXKCHUE U CE OTpa3siBa B
IUIaHA Ha TPOM3BOJMTENS 3a HAA30p CJel MyCKaHe Ha masapa. Ilpu u3Bbp-
mBanero #a KIIIIII mnpousBoAMTENsIT aKTHBHO CHOMpa W  OLEHSBA
KIMHUYHUTE JaHHH OT yrmorpebara B YOBEHIKOTO TSUIO MM IPH XOpa Ha
uznenue ¢ MmapkupoBkara ,,CE®, koeTo e mycHaro Ha ma3apa Wid B ICHCTBHE
MO TMpeJHa3HaYeHUEeTO My CBHIVIACHO CHOTBETHATa MPOLEAypa 3a OLCHSIBaHE
Ha CBHOTBETCTBHETO, KaTO LEJIMTE Ca MOTBbpKIaBaHe Ha Oe30macHocTTa U
JEHCTBHETO Mpe3 LeMHs OYaKBaH EKCIUIOATAMOHEH CPOK Ha HW3JCIHETO,
3ama3BaHe Ha MPHEMJIMBOCTTA HAa YCTAHOBEHHTE PHCKOBE M yCTaHOBSIBaHE
Ha HOBOBB3HHKBAI[M PHUCKOBE Bb3 OCHOBA Ha (DAKTUUECKH JOKAa3aTENICTBA.
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6.1.

6.2.

KIIIIIT ce H3BBbPIIBA CBITIACHO NOKYMCHTHPAH METOMI, U3JIOXKCH B IIJIaHa 3a
KIIMHUYHOTO IHPOCIICAsIBaHE CJICA ITYCKaHE Ha I1a3apa.

B nnana 3a KIIIIII ce mocoyBaT MeTOAMTE M MPOLELYPUTE 3a AKTUBHO
cbOUpaHe M OLEHKA Ha KIMHUYHMUTE JIaHHU C Lel:

a) MOTBBbpIKAaBaHe Ha 0€30MacHOCTTa W JEHCTBHETO HA H3JEIHETO Ipe3
LeHs My OYaKBaH €KCIUIOATAIIMOHEH CPOK;

6) YCTaHOBSIBAHC Ha HEU3BECTHU 0 CHbOTBETHUSI MOMCHT CTPpAaHUYHU Cq)eKTPI
u HaGJ’HOI[eHI/IC Ha YCTAaHOBCHHUTC CTpaHUYHU CqJeKTI/I U IPOTHUBOIIO-
Ka3aHusd,

B) YCTaHOBSIBAHE W aHaJIM3 HAa HOBOBB3HHUKBAIM PHUCKOBE Bb3 OCHOBA Ha
(aKTHYECKH J10Ka3aTeJICTBa;

I‘) 3alasBaHe Ha TMPUEMIIMBOCTTa Ha CBHOTHOLICHHUETO MEXKAY PpHCKa H
TIOJIBUTE CBITIACHO pa3aCiiv 1 u9or TIPUIJIOKCHUC l, n

1) OLpene/siHE Ha BB3MOXKHU CIIydad Ha CHCTEMAarTH4Ha HENpaBIIIHA
ynorpeba B TPOTHBOpEYHE Ha yKa3aHOTO HA €THKETa Ha M3JIENIMETO, 3a
Jia ce MPOBEPH HPABHIHOCTTA HAa HPEAHA3HAUYCHHETO MY.

IInansT 3a KIIIIIT BKIIOYBA HaM-MaKO:

a) obmwure Metonu u npouexypu 3a KIIIII, xouto TpsOBa na ce mpuiarar,
KaTo chOMpaHe HA HATPyNaH KIMHUYEH OIMT, 00paTHA Bpb3Ka C IOTpe-
OurtenuTe, NpOCIEASBAHE HAa Hay4yHaTa JMUTEpaTypa M Ha JApyru
M3TOYHUIY Ha KIMHWYHHU JaHHU;

0) cneumannute Merogu u npouenypu 3a KIIIIII, kouto TpsO6Ba na ce
npuiiaraT, KaTo OILCHKA Ha MOAXOASAIIM PErHCTPH WIM TPOYYBAHUS Ha
KIIIIIT,

B) 00OCHOBKa Ha LEIEChOOPAa3HOCTTA HA METOAWTE W MPOLEAYPHTE IO
OykBu a) u 0);

I) I030BaBaHE Ha CHOTBETHUTE YACTU OT JOKJIAJA 33 KIMHHUYHA OLIEHKA IO
paszen 4 W 1030BaBaHE Ha YNpPAaBIEGHUETO HA pPHCKAa MO pasjen 3 orT
npunoxenue I;

1) KOHKpEeTHHTE 1eiu, kouto cu nocrass KIIIII;

C) OLCHKAa Ha KIIMHUYHHUTC JaHHU BbB BPB3Ka C €CKBUBAJICHTHU WJIH CXOJAHHU
HU3CINns;

k) mocousaHe Ha cboTBeTHUTE OC, XapMOHHM3MpPAHUTE CTaHAAPTH, KOraTo
TaKkuBa CE M3IMOJ3BAaT OT INPOM3BOAUTENSA, U CHOTBETHHTE HACOKH BBHB
Bpb3ka ¢ KIIIII; n

3) moapoben u moOpe obGocHoBaH rpaduk 3a neiHocture mo KIIIIIT
(manpumep ananu3 Ha ganaute ot KIIIIIT u pmoknagBane), KOUTO
TpsiOBa fa OBAAT MPEANPUETH OT MPOU3BOAUTEIS.

IIpousBopurensar anamusupa 3akmouenuara or KIIIIII wu moxymeHnTtupa
pesynrarure B pokian 3a oneHka Ha KIIIII, koiito e wact oT moxiaza 3a
KITMHAYHATA OIIEHKA W OT TEeXHHUYECKaTa TOKYMEHTAITHS.

3akmoueHuara oT gokinana 3a onenka Ha KIIIIIT ce B3emar mpeaBup 3a
KJIIMHMYHATA OIICHKA, IOCOYeHa B wWieH 61 W B 4YacT A OT HACTOSIIOTO
NPWIOXKEHUE, U B YIPABICHUETO Ha PHCKa MO paszen 3 oT mpmioxeHue l.
Axo mpu KIIIIII 6bme ycraHOBeHA HEOOXOJMMOCT IPEBAHTUBHU H/WIN
KOPUTHPAILA MEPKH, MPOU3BOJMUTEINAT MpEANpPUEMa TE3U MEPKH.
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2.2.

2.3.

2.4.

2.5.

2.6.

2.7.

2.8.

IIPUJIO’KEHUE XV

KJIMHUYHU U3IIUTBAHUS

T'JTIABA 1
OB U3UCKBAHUSA
ETnunu npuHIMIM

Besko  neiictBue IIpu  KIIMHUYHOTO U3MNHUTBAHE, OT IIbPBOHAYAJIHOTO
pasriiexxk1ane Ha HCO6XO[[I/IMOCTT3. 1 000OCHOBKAaTa Ha WM3IMUTBAHETO U J0
Hy6J'II/II<yBaHeTO Ha pe3ylITaTUTE, CE€ U3BBPIIBA C"I)O6p3.3H0 TIPU3HATUTE
CTUYHU NPUHIUIIN.

Meroau

KnuHnuHHMTE M3NUTBAHUS e W3BBPIIAT B3 OCHOBA Ha IOJXOIII IUIAH 32
U3MUTBAHETO, ChOOpa3eH C Hal-HOBUTE HAYYHH W TEXHHUYCCKU 3HAHUS U
M3rOTBEH 10 TAKHB HAYWH, Y€ @ MOTBBPIH WIIH ONPOBEpPrac TBBPIACHUATA
Ha MPOM3BOIUTENS OTHOCHO OE€30MacHOCTTa, ACHCTBHETO M ACIEKTHTE,
CBBp3aHH CBC PHUCKA W TON3UTE OT H3JCNUATA, CHIIIACHO wWieH 62,
maparpad 1; Te3W KIMHUYHMA WM3MUTBAHUS BKIIOYBAT MOAXOMASAIL OpOi
HaOJIO/ICHNsI, 32 []a Ce TapaHTHpa HayYHATa BATUIHOCT HA 3aKJIFOYCHHSATA.
O60cHOBKaTa 3a MPOEKTa U M30paHaTa CTATHCTHYECKA METOJAMKA Ce MpPe/-
CTaBAT, KakTO € ONHcaHo Mo-HataTpk B TmaBa II, pasmen 3.6 ot
HACTOSIIOTO MPHUIOKEHHUE.

HpoueﬂypHTe, HU3IIO0JI3BAHU 3a MNPOBEXKIAHEC Ha KIMHUYHO HU3INUTBAHE, Ca
noaxoasdan ¢ orjica Ha U3ACIHUCTO 3a KIMHUYHO HU3IIHUTBAHE.

HaquouscneszaTencane MCTOAWKH, H3IIOJ3BAaHU 3a IPOBCKIAHE Ha
KIMHAYHOTO HM3IIMTBAHE, Ca IOAXOIdAINM C OrJIiea Ha HU3ACIHUCTO 3a
KIIMHUYHO H3IIHUTBAHC.

Knunuunure n3NUTBaHUS Cce€ IPOBEXKAAT B CHOTBETCTBUE C IUIAHA 3a
KIMHUYHOTO H3IHUTBAaHE OT JOCTaThUCH OpOW LENICBH IOTPEOMTENH U B
KJIMHUYHA cpella, KOSTO € IMpeJICTaBUTENIHA 3a MPEIBUACHUTE HOPMAJIHU
yCJIOBHsS Ha ynorpeba Ha M3JENMETO B IeleBara rpyna OT HalUeHTH.
KnuHnyHuTe W3NUTBaHMS ca B CHOTBETCTBHE C IUIaHA 3a KIWHAYHATA
OILICHKA, KaKTO € II0OCOYEHO B 4yacT A oT mpunoxenue XIV.

Bcenuku MoAXOOAIIN TECXHUYCCKHU H (I)yHKLU/IOHaJ'IHI/I XapaKTCPUCTUKHU Ha
U3ACIINETO, U NO-CHECUAJIHO TE3U, KOUTO Ca CBBP3aHU C 6e30macHoOCTTa
n ﬂeﬁCTBHeTO, 1 OYaKBAaHUTC KIMHWUYHU PE3YyJITAaTU OT TAX, Ca 3aCTBIICHU
0 MOAXOJAIl HAYMH B IPOCKTAa HA U3IMUTBAHETO. npe}]OCTaBﬂ C€ CIIUCBK
Ha TCXHHYCCKHUTC H Q)yHKuMOHaJ'IHI/ITe XapaKTCPpUCTUKU Ha U3ACITHUCTO U
CBBP3aHUTE C HEI'0 OYaKBAHU KIIMHUYHU PE3YJITATH.

Kpaiiaure mokaszaTenyu Ha KIMHUYHOTO HM3MUTBAHE OTpPa3siBaT MpegHA3HA-
YEHHEeTO, KIMHUYHHUTE TOJI3H, ACHCTBUETO U 0E30MacHOCTTa Ha U3/ICITHETO.
Kpaiiaure mokasaTenau ce ONpelensaT M OLEHABAT MOCPEACTBOM Hay4yHO
000CHOBaHM METOJMKHU. [IbpBOHAYATHMAT KpacH MOKAa3aTeN € ITOJIXOJISII
3a M3JIETMETO U € KIMHUYHO 3HAa4MM.

W3cnenoBaTenure MMar AOCTBI A0 TEXHUYECKUTE M KIMHUYHUTE JIAHHU
BbB BpB3Ka C H3menuero. IlepcoHanbT, ydyacTBal] B NPOBEXKIAHETO Ha
W3NUTBAHETO, € HAIJIEKHO HHCTPYKTHPaH M OOy4eH B IPABHIHOTO
U3MO3BaHE HA M3/CNIHETO 32 KIMHUYHO W3MUTBAaHE M IO OTHOIICHUE Ha
IUIaHa Ha KIMHUYHOTO W3MHUTBaHE M JNoOpaTa KIMHMYHA HpakTHKa. Tosa
o0yueHHe ce mpoBepsBa M aKO € HEOOXOAMMO, C€ OpraHu3upa oOT
CIIOHCOpa M C€ JOKYMEHTHpA 10 MOAXOMASI] HA4YHH.

JlokTagbT 3a KIMHUYHO M3NMTBAHE, MOANHCAH OT H3CIEA0BATENs,
ChIbp)Ka KPUTHYHA OIIEHKA Ha BCHYKM JaHHM, ChOpaHU IO BpeMe Ha
KIMHAYHOTO W3MUTBAaHE, ¢ BKIIOYBA E€BCHTYAJHHW OTPUIATEIHA
3aKIIFOYCHUSL.
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I'/TABA 11

JOKYMEHTALUSA BbB BPB3KA CbC 3ASIBJJEHUETO 3A KIIMHAYHO

MU3IUTBAHE

3a u3jgenuaTa 3a KIMHUYHO H3MMTBAaHE, IOMajalii B oOXBaTa Ha uieH 62,
CIIOHCOPBT M3TOTBSI W TIPEICTaBsl 3asiBJICHHE ChIVIAaCHO wieH 70, NMpUApYXEHO
OT CJIEZHUTE JOKYMEHTH:

1.1.

1.3.

1.4.

L.5.

1.6.

1.7.

1.8.

1.9.

1.10.

OO6pa3er; Ha 3asBICHUE

OGpaserbT Ha 3asABICHHCTO CE€ IIOMBJIBA HAIJICKHO, KaTO CE MOCOYBA
cienHata UHGOOpPMALHS:

Nwme, agpec u TaHHH 32 BPB3Ka ChC CIIOHCOPA M — aKO € IPUIOKHMO —
uMe, ajgpec M JAHHM 33 BPB3Ka C JIMLETO My 3a KOHTAKT HJIM HETOBHS
Hpe/ICTaBUTEN ChIVIAaCHO 4ieH 62, maparpad 2, ycraHoBeH(o) B Chio3a;

AKO ca pa3nU4yHM OT Te3u B pazfen 1.1, ume, agpec U JaHHU 3a Bpb3Ka C
[IPOM3BOJUTENST HA W3ACIMETO 3a KJIMHUYHOTO M3NUTBAaHE M aKo €
MIPUJIOKHUMO, Ha YII'BIIHOMOLICHHUS MY NPEICTaBUTEI;

HaumenoBanne Ha KIMHHYHOTO HU3IHUTBAHEC,

CTaTyC Ha 3asdBJICHUCTO 3a KIIMHUYHOTO HU3IIMTBAHC (T.C. npeAcTaBssHEe Ha
IIbPBO 3asIBJICHHUEC, ITOCJICABAIIO 3asBJICHUEC, CHIICCTBECHA HpOMHHa);

Ho,upo6Ha I/IH(I)OpMaI_[I/ISI /Wi Inpenparka KbM IJIaHa 3a KJIIMHUYHaTa
OLICHKA,

[pu mojgaBane Ha MOCJEABAIIO 3asBJICHUE BbB BPb3Ka C M3JENIHUE, 32 KOSTO
Beue ¢ MOAaZCHO 3asBICHWe — pnarata(ure) U pedepeHTHUsT(ure)
HOoMep(a) Ha MOpPeaxOomHOTO(WTe) 3asiBICHME(S), WIH TPU CHIIECTBEHO
HW3MEHEHHE — IIOCOYBaHE Ha MBbPBOHAYAIHOTO 3asBieHHe. CHOHCOPHT
[OCOYBA BCHYKH IMPOMEHH CHPSIMO IPEIXOJIHOTO 3asiBICHHE, 3aeHO C
00OCHOBKa 32 TAX, M MO-CHELHAIHO Jald Ca HalpaBeHH HIKaKBU
NPOMEHH BBB BPB3Ka ChC 3AKIIOYCHHATA OT MPEIXOAHH IpErjiead Ha
KOMIIETEHTHHSI Opr'aH MJIM Ha KOMHCHSTA IO CTHKa;

Ilpn mnopmaBaHe Ha 3asBJICHHETO, CIHOBPEMEHHO CBC 3asBICHHE 3a
KIMHUYHO W3nuTBaHe B choTBercTBue ¢ Permament (EC) Ne 536/2014
— HOCOYBaHE Ha O(UIMATHUS PETHCTPALMOHEH HOMEp Ha KIMHUYHOTO
U3IUTBAHE;

IMocouBaHe Ha IbP)KABHTE WICHKH M TPETHTE IbP)KaBH, B KOHUTO IIE CE€
l'lpOBe}le KIMHUYHOTO MU3IIKUTBAHE KaToO 4YacT OT MHOFOLIeHTpOBO UIIn
MHOTOHAIIMOHAJIHO KIIMHUYHO HM3IIHUTBAHC KBbM MOMCHTA Ha II0JJaBaHC Ha
3asBJICHHUETO,

KpaTtko omucanue Ha H3JEIMETO 33 KIMHMYHO M3IMTBaHE, HEroBaTa
knacudukanus u apyra nadpopmanus, HeoOXoauMa 3a UICHTUUIUPAHETO
Ha M3EJIUETO M HEerOBHS THII,

I/IH(i)OpMaLII/ISI 3a TOBa Jajid U3JCIIMCTO BKIIIOYBA JICKAPCTBEHO BELICCTBO,
BKIIIOUUTEJIHO IPOU3BOJHO Ha 4YOBCHIKA KpPbB WJIM IUIa3Ma WK [alid
U3JACIIUETO € TMPOU3BEACHO UYpe3 U3IO0JI3BAHC Ha HEXH3HECTIOCOOHH
ThKaHU WM KIICTKH OT YOBCIIKU WJIM KUBOTHHCKHU IPOU3XO0J HJIH TECXHU
TIPpOU3BOAHU;

PesroMe Ha 1UIaHa 3a KJIMHUYHOTO HM3IMUTBAHE, BKIIOYUTCIIHO IENTA WU
LeMUTe Ha KIMHUYHOTO W3MHUTBaHE, Opos M ToJla HAa YYacCTHHUIHUTE,
KpUTEpUHUTE NpH MoA0Opa Ha YYaCTHHIUTE, Nald HMa Juna mnox 18-
TOAWINHA BB3PACT, KOMTO y4YacTBAT B KIMHHYHOTO W3MUTBAHE, IPOCKTa
Ha M3MUTBAHETO, HAPUMED JajdHi € KOHTPOIMPAHO W/WIIH PaHIOMH3UPAHO
W3NUTBaHE, IUIAHUPAHWTE HAYalHU M KpailHM JaTH Ha KIMHUYHOTO
HM3IHUTBAHE;

AKO e npuII0KuMO, MH(GOpPMaLUsi OTHOCHO KOMIIapaTopa, HeroBaTa Kilacu-
(uxamms, KakTo M Apyra nHdopManus, HeoOXoauMa 3a UICHTHHIMPaHE
Ha KOMIIapaTopa;
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1.14.

2.1.

2.2.

2.3.

2.4.

ﬂOKaSaTeJ'ICTBa OT CIIOHCOpaA, Y€ KIIMHUYHUAT U3CJIIEN0BATE U ICHTHPHT 3a
TIPpOBEXKAAHE Ha U3IMTBAHCTO MOraT JAa INpoBeAAT KIIMHUYHOTO HU3IMUTBAHE
B CBOTBCTCTBUEC C ILIaHA 3a HEIO,

JlaHHM 3a OvyakBaHaTa HAyajHA 1aTa W TMPOJBIDKATEIHOCTTA HA H3IHUT-
BaHETO;

JlanHY 3a uAeHTHUIUpaHEe HA HOTU(UIMPAHUS OPraH, ako TaKbB Bede
yyacTBa KbM MOMEHTa Ha I[IOfaBaHE Ha 3asBICHHE 32 KIMHHYHO
U3IUTBAHE;

[ToTBBpIK/ICHUE, Y€ CIIOHCOPBT € 3amo3HaT ¢ (hakTa, 4e KOMIIETEHTHHUST
opraH MOXe Ja ce CBbp)Ke C KOMHCHUSATA IO €THKa, OLEHABaIla MWIN
OLICHUJIA 3asIBJICHUETO; U

Jexnapauusita no paszen 4.1.

Bpomrypa Ha m3crnemoBaTenst

bpomypara nHa wuscnenosarens (BUM) chabpika KIMHMYHATA M HEKIH-
HUYHaTa MHGOPMALMS 3a HM3[EIHMEeTO 33 KIMHMYHO M3MMTBAaHE, KOATO €
OT 3HAa4YCHHE 32 M3MUTBAHETO M € HaJIM4YHA KbM MOMEHTA Ha IOJaBaHE
Ha 3asdBieHHeTo. Besdka aktyanusauus Ha B unm Hamuuumero Ha Jpyra
HOBa MH(OpMALUs OT 3HAYCHHE 3a M3IHUTBAHETO Ce CHOOLIaBa CBOEB-
peMeHHO Ha uscnefoparenute. B e scHO 0003HaueHa M ChABPXKA II0-
KOHKPETHO clieqHaTa MH(popMauus:

Vnentrdukanus U onMcaHue Ha HM3JEIHETO, BKIIOUHTEIHO MH(POpMAIHsI
3a MpeIHa3HaYeHUeTo, KIacu(pUKaluusITa B 3aBUCHMOCT OT PHCKa U HPHIIO-
JKHMOTO TIpaBWiIO 3a Kiacudukanus chriacuo npunoxenue VIII, mpoek-
THUpaHe W TMPOU3BOJACTBO HA M3JEIHETO M MOCOYBAHE HA NPEAXOIHH H
CXOJIHH TOKOJICHHSI Ha H3/ICNIHETO.

WHcTpykuMun  Ha  NpPOM3BOAMTENS 33  MHCTAlUpaHe, IOJAPBKKA,
MOAIBpPKAHE HA CTaHAAPTUTE 3a XUTHEHAa U ynorpeda, BKIIOYMTEIHO
M3MCKBaHUA 3a CBXPAHEHMETO U paboTata C M3JIEIMETO, KakKTO W,
JIOKOJIKOTO € HaJMyHa, MH(opMauus, KoATo TpsOBa Ja ce IOCOYM Ha
eTHUKeTa, ¥ MHCTPYKUUH 3a yrnorpeba, KOUTO TpsiOBa aa ce NpemoCTaBsT
C M3/IeJIMETO NP MyCcKaHeTo My Ha maszapa. OCBeH TOBa Ce ChIbpPXKA
uH(pOpMaLKs, CBbP3aHa ChC CHOTBETHOTO OOydeHHE, KOETO CE H3HCKBA.

JlaHHM OT mNpeIKIMHMYHATA OIEHKAa, OCHOBAHA HAa CHOTBETHOTO TpE]-
KIMHUYHO W3MUTBAHE W EKCIIEPUMEHTAIHU [AaHHH, II0-KOHKPETHO IIO
OTHOIIEHWE HAa TPOCKTHUTE W3YHCICHUsS, W3MUTBAHMA HHBUTPO,
W3MUTBAHUA ex Vivo, W3MHUTBAHUA NPU KUBOTHHW, MEXaHWYHU WIH €JIeK-
TPUYECKH HU3MUTBAHUS, W3MUTBAHWA HA HAJCKAHOCTTA, BaIMIUPAHE HA
CTepUIHM3alys, NMPOBepKa M BalMAMpaHe Ha codTyepa, M3NMTBAHMS Ha
JIEWCTBHETO, OLICHKa Ha OHOJOTMYHATA CHBMECTHMOCT M OE30MacHOCT, B
3aBUCHMOCT OT CIIydJas.

C'I)IIIGCTByBaH_II/I KIIMHUYHU JaHHU U IIO-KOHKPETHO:

— OT OTHOCMMA HallMYHa HAyYHa JIMTEpaTypa OTHOCHO OE30MacHOCTTa,
JIEHCTBHETO, KIMHUYHUTE TIOJ3H 32 MAlCHTUTE, IIPOCKTHUTE XapaKTe-
PHCTHKH ¥ MPEAHA3HAYCHUETO HA W3/ICIUETO W/WIM Ha CKBUBAJICHTHH
WU CXOJHU M3JCTIHS;

— OT JApPYrd OTHOCHMH HaJM4YHU KIMHUYHM JaHHH OTHOCHO Oe3omac-
HOCTTAa, ﬂeﬁCTBMeTO, KJIMHUYHHUTEC IIOJI3K 34 NMAIUMCHTHUTEC, l'[poeKTHI/ITe
XapaKTepl/ICTVlKVl u npenHasﬂaquneTo HAa CKBUBAJICHTHUTEC WU
CXOAHUTE WU3JENIHs Ha ChLIMsS IPOU3BOAMTEIN, BKJIIOYUTEIHO OT Kora
ce IpelaraT Ha Ia3apa U Iperjiefl Ha CBBp3aHU C JeiiCTBHETO,
KJIMHUYHATa T1I0J13a M O€30MacHOCTTa BBIPOCH W  KOPUTHPAIIH
JIeUCTBUSL.

PestoMe Ha aHainW3a Ha PHUCKAa W IIOJ3UTE W YNPABICHHETO Ha PHCKa,
BKJIFOYHTETHO MH(OPMAIHs 32 W3BECTHHTE WM NPEABHINMHUTE PHCKOBE,
HEKETaHUTE CTPAHWYHH e(EeKTH, TPOTHBOIOKA3aHMATA W MPEIYIPERK-
JICHHUITA.
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2.6.

2.7.

2.8.

3.1
3.1.1.

3.2.

3a 3OS, BKJIIIOYBaIIM  JICKApCTBEHO  BCUIECTBO, BKIIIOUHUTCIHO
TIpOM3BOAHO Ha YOBCUIKAa KPbB WK IJIa3Ma, WJIN WU3ACIUs, MPOU3BEACHU
4pe3 HU3II0JI3BAaHEC Ha HEXU3HECIIOCOOHM ThKAaHU WJIM KJICTKH OT YOBCIIKH
WA JKUBOTUHCKH MPOU3XOJ WJIHW TCEXHU TIMPOU3BOAHU — no;{p06Ha
I/IH(bO]Z)MaHI/IH 3a JICKAPCTBECHOTO BEHICCTBO WM THKAHUTE, KICTKUTE WA
TCXHUTEC IMPOU3BOAHHU, U 3a CHOTBETCTBHUCTO C MPUIIOKUMHUTE O6HII/I
M3UCKBaHUsA 3a 0€30macHOCT | HeﬁCTBHe U 3a YHOpPaBJICHUCTO Ha
KOHKPETHUSA PHUCK BBB BPH3KAa C BCHICCTBOTO WM THKAHHUTE, KICTKUTE
WM TEXHA TIIPOU3BOJAHH, KaKTO M [JOKa3aTciCTBa 3a noGaBeHaTa
CTOMHOCT OT BKJIFOUBAHETO Ha HO,HO6HI/I CbCTaBKH OT IJICAHA TOYKa Ha
KIMHWYHHUTE ITOJI3U W/WIn O€30MacHOCTTa Ha U3OCITUETO.

Cnucbk ¢ moppoOHa HMH(pOpPMaUMs 3a H3IBIHEHUETO HA CHOTBETHHTE
00K W3MCKBaHHMs 3a O€30MacHOCT M [JeHiCTBHE, OMpEIeieHH B
npunoxenue [, BkmrounTenHo craHgapture u OC, NPHIOKEHH H3LSIO0
WJIA YaCTUYHO, KaKTO U OIMCAHUEC Ha PCUICHUATA 3a U3NBJIHCHUEC HA CHOT-
BETHUTE OOIIM M3UCKBaHUS 3a 0E30MACHOCT M JIEHCTBHE, JTOKOJKOTO TE3H
craugaptd 1 OC He ca W3IBIHEHH, W3IBJIHEHH Ca CaMO YacTHYHO MM
JIUIICBAT.

IMoxpobHO omnMcaHue Ha KIMHUYHUTE MPOLEAYPH M AWArHOCTUYHHTE
TECTOBE, M3IOJ3BAHM B MPOIECAa HAa KJIMHUYHOTO M3IUTBAHE, U IIO-
crenuanHo MH(OpPMaLUs OTHOCHO BCSKO OTKJIOHEHHE OT HOpMallHaTa
KJIMHAYHA IIPAKTHKA.

Ilnan 3a KIMHUYHOTO M3MHUTBAHE

B mnana 3a wimanunoto wmi3nutBaHe (ITKM) ce mocouBat ocHOBaHMsTa,
LEJIUTEe, IPOSKTHT, METOAMKATA, HAOIIOACHUETO, IPOBEKIAHETO, ChXPaHSI-
BaHETO Ha pe3yJTaTUTe M MeToJa Ha aHalIu3 3a KIMHUYHOTO HM3IIMTBAHE.
ITo-KOHKpeTHO TOH chabpka HHPOpPMAIMATA, TOCOYEHA B HACTOSIIOTO
NPUIOKEHHE. AKO 4acT OT Ta3u MH(MOPMALMs € NPEACTaBeHa B OTACNICH
JIOKYMeHT, ToBa ce mocoysa B [IKU.

OO0IIM TTOJIOKEHHS

EnuneH npeHTH(GHUKAIMOHEH HOMEp Ha KJIMHMYHOTO H3IUTBAaHE, MOCOYCH
B wien 70, maparpag 1.

VneHTH(UKaIMOHHN JAQHHM Ha CIIOHCOpa — HUMeE, aipec ¥ JaHHH 3a
BpB3Ka ChC CIOHCOpAa M KOTaTto € NPUJIOKUMO, UME, aApec M NaHHHU 3a
BpB3Ka C JIMIETO 32 KOHTAKT WIM MPEJCTaBUTEINS Ha CIOHCOpA ChHITIACHO
unen 62, maparpad 2, ycranoBeH(o) B Chro3a.

Wupopmarys 3a riaBHUS U3CIEA0BATEN BbB BCEKU LIEHTBP 3a NMPOBEXAAHE
Ha U3MMTBAHETO, KOOPAMHUPAILUS W3CIIEN0BaTEN 3a U3MHUTBAHETO, ajpeca
Ha BCCKU LCHTHP 3a MNPOBEKAAHC Ha KIIMHUYHO M3IUTBAHE W JaHHU 3a
Bpb3Ka C TJIABHUS M3CJEJ0BAaTeNl TPH CIHEIIHOCT BBB BCEKM EJIUH OT
LeHTpoBeTe. Pomure, OTrOBOPHOCTHTE M KBaMM(HUKALMUTE HA PA3INYHUTE
BUIOBE H3cienosarenu ce yrounssar B [TKU.

KpaTKO OIMMCAaHUC HA HAYUHHUTC Ha (bHHchnpaHe Ha KJIMHHUYHOTO
H3INUTBAHEC W KPATKO OIKMCAaHUC Ha AOTIOBOPCHOCTTAa MEXAY CIIOHCOpa U
LCHTHpa 3a NPOBEKAAHE.

OO6m10 pe3roMe Ha KIMHIUYHOTO M3NMTBaHE Ha oduimaneH e3uk Ha Cpro3a,
oIpelieNieH OT ChOTBETHATA Jbp)KaBa WICHKA.

Unentndukanis W ONWCAHHE HA W3AEIMETO, BKIFOYUTEIHO IPEIHA3-
HAYCHHE, MPOU3BOAHUTEN, MPOCIEIANMOCT, LEeJIeBa TpyIa, MaTCpHAIH,
KOWTO BJIM3aT B KOHTaKT C YOBEIIKOTO TSUIO, MEAMIMHCKH HIH XHPYD-
THYECKH TIPOLEAYyPH BBB BpPB3Ka C H3MON3BAHETO My W HEOOXOIHMO
oOydyeHHe ¥ ONHT 3a Heropara ymnorpeba, mpoy4yBaHe Ha Oa3oBaTa
HaydYHa JIUTEPaTypa, aKTYaJlHO CHhCTOSHHE HA KIMHHYHHUTE TPIKUA B CHOT-
BeTHaTa O0JIACT Ha MPHIOKCHHE Ha HOBOTO M M3MEIHC W IPEAIaraHu OT
HEro IOJI3H.
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3.3.

3.4.

3.5.

3.6.

3.6.1.

3.6.2.

3.6.3.

3.6.4.

3.6.5.

3.6.6.

3.7.

3.8.

3.9.

3.11.

PuckoBe ¥ KIMHUYHU TOJ3H OT U3OCIIHUETO, MOMJICKAIIO HAa M3CJICABAHE, C
000CHOBKa Ha CHOTBETCTBAIIUTE OYaKBaHU KIIMHUYHH PE3YyJITaTU B IJIaHA
3a KIMHUYHOTO H3IIMTBAHE.

Omnucande Ha 3HAYEHHMETO HA KIMHUYHOTO HM3IHWTBAaHE B KOHTEKCTa Ha
HamnpeabKa B KIIMHAYHATA IPaKTHUKa.

L[enn M XUIIOTE3U Ha KIIMHUYHOTO H3IIHUTBAHE.

HpoeKT Ha KIIMHUYHOTO H3IUTBAHE C NOKa3aTECJICTBAa 3a HEroBaTa Hay4dHa
U3ABPIKAHOCT U BaJIMJHOCT.

O6mura nHbOpManys, HAIPUMEp BUJ Ha M3IMHTBAHETO ¢ 0OOCHOBKA 3aIllo €
n36paHo H 000CHOBKA 33 KpalHUTE MOKA3aTeNI! U 3a IPOMEHIUBUTE, KAKTO
€ MOCOYEHO B IUIAHA 3a KIMHHUYHATA OLICHKA.

I/IH(I)OpMaLlI/Iﬂ 3a HU3ACIUETO 3a KIWMHUYHO H3MNUTBAHE, KOMIapaTtopa H
BCSAKO Jpyro MusAeJne WiIM JEKapCTBO, KOETO MI€ C€ u3IOoJI3Ba B
KJIIMHUYHOTO H3IIMTBAHEC.

Wupopmanys 3a yd4acTHULIUTE, KPUTEPUH 32 MOAOOp, pasMep Ha M3MHT-
BaHATa TPyIa, IPeACTaBUTEIHOCT HAa N3MUTBAHATA IPyIa CIPsIMO IieJIeBaTa
rpyna M ako € NMPUIOKHUMO — HHGOpPMAIMS 32 YSA3BHUMHTE yYaCTHHIH,
KaTo 7ela, OpeMEeHHHU JKEeHHM, JIMIA C HaMaJeH MMYHHMTET WIH Bb3PACTHH
xopa.

HOI[pOGHOCTI/I 3a MEPKUTE, KOUTO ULIC C€ Ipeanpuemar, 3a aa c€ cseae 10
MHUHUMYM HCOGGKTHBHOCTT&, KaTo HaOopuMmep paHaoMuzanus, W 3a
YIIpaBJICHUE Ha MNOTCHUHUAJIHUTE CMYylIaBalllul (baKTOpH.

OmnucaHue Ha KIWHUYHUTE npoucaypu MW AOUHArHOCTUYHUTE METOIHU,
CBBpP3aHU C KIMHUYHOTO H3NHUTBAHE, U KOWUTO ITO-CICIHAATIHO HabsraT
Ha OTKJIOHCHHATA OT HOpMajHaTa KIMHUYHA IPAKTHUKA.

Ilnan 3a HaOJOICHUE.

CTaTUCTHYECKH CHOOpakeHHs, ¢ 0OOCHOBKA, BKIIOYMTEIHO HM3YHCIISBaHE
Ha MOIIHOCTTA Ha M3BaJKaTa, aKo € MPHIOKHMO.

praBJ’IeHI/Ie Ha JaHHUTEC.

Wudopmanus 3a Besika npomsHa Ha TTKU.

B"I)SHpI/ICT oAxo4 BBB BpPb3Ka C HNPOCICASIBAHCTO W YIPABJICHUETO Ha
oTkiaoHeHusTa ot IIKWU B LIEHTHpa 3a MNPOBEKIAHC Ha HUIIMUTBAHCTO H
KaTeéropuiHa 3a6paHa 3a M3MOJI3BaHe Ha m3kimoueHus ot ITKU.

OT4eTHOCTTa BBB BPB3KA C M3AGIUETO, I0-KOHKPETHO KOHTPOJ Ha
JIOCTBIIA JI0 H3JCNHETO, MpOCe/sBaHE BbB BPB3KAa C H3MOI3BAHOTO
u3jenue B KIMHMYHOTO H3MHMTBAaHE M BPBUIAHE HAa HEH3IOI3BAaHUTE
U3JeIMS, W3JENMUATa C WU3TEKb]I CPOK Ha TOAHOCT WM HEHNpPaBUIIHO
(DYHKLHMOHUpALIUTE U3/SIHS.

ﬂeKHapaHI/IH 3a Cha3BaH€ Ha NPU3HATUTC CTHUYHHM TIPUHOUIIA 34
KIIMHAYHUTE U3NUTBaHUA TIpU XOpa U IMNPUHOUIIUTE Ha 1106paTa
KIIMHAYHAa TpaKTHKa B o0ylacTTa Ha KIMHUYHHTE M3MUTBAHUS Ha
U3JC/IUATa, KAKTO U CIIa3BaHE HA MPUIJIIOKUMUTE HOPMATHUBHU U3UCKBAHMA.

Ormucanue Ha npoueaypara Ha JaBaHE Ha PIH(bOpMI/IpaHO Ccbrijiacue.

JloksanBane BbB BpB3Ka ¢ OE30MAaCHOCTTA, BKIIFOYUTEIHO OMpPEACICHHs Ha
HEXXENIAaHW CBOUTHS W CEPHO3HM HEXKETaHH CHOWTHS, HEAOCTAThIM Ha
W3JIENUsATA, MPOLEIypHd U CPOKOBE 32 TOKIIAJBAHE.
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4.2.

4.3.

4.4.

4.5.

4.6.

Kpurepnn u mpouexypu 3a H3BBPIIBAHE HA IPOCIEIsIBaHE Ha Yy9acT-
HULUTE CJIeH NMPUKIIOYBAHETO, CIHPAHE WIHM IPEXKICBPEMEHHOTO IIpEeKpa-
TABAaHE HA W3IHUTBAHE, 3a IPOCIEIIBAHE Ha YYACTHUIIUTE, KOHTO ca
OTTETJIMIIM CBOETO ChIJIACHE, W TPOIEAYpH 3a YYaCTHHIUTE, KOUTO HE
Morar pga ObJaT OTKPHTH 3a HpociensBaHe. 3a HMIUIAHTHPYEMHTE
W3EHs Te3H MPOLEAYpPH BKIIOYBAT IOHE MPOCICIUMOCT.

Ormnucanue Ha MCEpKHUTE 3a II0JIaraHC€ Ha TI'PWXXHU 3a YYaCTHHLUTE CIICH
TIPUKJIIOYBAHE Ha TAXHOTO Y4YaCTHC B KIMHHYHOTO H3MUTBAHE, KOraTto
TaKWBa JONBJIHUTCIHU TPHXKHU Ca HCO6X0[{I/IMI/I nopaad y4aCTUETO Ha
YYaCTHUIUTE B KIIMHUYHOTO HM3IMMUTBAHE M KOrato c€a pas3jin4Hu OT O4YaK-
BAaHUTEC I10 IIPUHIHII 3a BBIIPOCHHUSA 3APaBOCIOBECH HpO6J’ICM;

Bp3npuer nmoaxox 3a M3rOTBAHE Ha JIOKJIAJa 3a KIMHUYHO HM3IUTBAaHE U
myOJIMKyBaHe Ha PE3YJNTATHTE CHIJIACHO NMPABHUTE M3UCKBAHUS M CTHYHHTE
MpUHOUNH 1o pa3gen | or rmasa L.

Couchk Ha TEXHHYCCKUTE H (byHKI_II/IOHaJ'IHI/ITC XapaKTEPUCTUKU Ha
U3JACJIIUETO, KAaTO CICLHHUATHO CE ITOCOYBAT XapPaKTCPUCTUKUTE, 00XBaHATH
OT HU3IHUTBAHETO.

bubnuorpadus

Jpyra undopmarus

IMoxnucana nexnapanus OT GU3MYECKOTO MM FOPUANYECKOTO JIHIE, OTrO-
BapsLIO 32 MPOM3BOJCTBOTO HA HM3JCIMETO 3a KIMHUYHO HM3IIMTBAHE, 4e
CHOTBETHOTO H3/E]HE OTrOBapsi Ha OOLIMTE M3UCKBAaHUS 32 OE30IaCHOCT
U JIeWCTBHE, C W3KIIOYCHHE HAa AaCleKTUTE, OOXBAHATH OT KIMHHYHOTO
U3NUTBAaHE, U Y€ IO OTHOLICHHE HAa TE3M AaCleKTH ca B3eTH BCHYKU
Nperna3Hd MEepKH 3a 3aKpuila Ha 37paBeTo U 0e30IaCHOCTTa Ha ydacT-
HHILHTE.

AKO € TPHIOKHMO CBIJIACHO HAIIMOHAIHOTO MPaBO — KOIHE OT CTaHO-
BHUIeTO(aTa) Ha ChOTBETHATA(UTE) KOMHUCHs(1) TT0 eTnka. Korato chriacHo
HAIMOHAJTHOTO TPaBO CTaHOBHIIETO(aTa) HA KOMHCHUSTA(UTE) 1O eTHKa He
ce m3MUCKBA(T) MPH IOJABAHETO HA 3asBICHHETO —KONHE OT CTAaHO-
BHILETO(aTa) Ce MpPEACTaBs, BeaHara 1oM TakoBa(uBa) e(ca) HaMIe.

Jloka3aTencTBO 3a 3aCTPaxOBATEHO MOKPUTHE WIIH Apyra ¢opma Ha 00e3-
LIETCHUE 33 YYaCTHHUIMTE 338 NMPUYUHECHHTE YBPEXKIAHUs, CHIVIACHO WICH
69 U CHOTBETHOTO HALIMOHAIHO IPAaBO.

JIOKyMEHTH, KOMTO Iue C€ M3IO0JI3BAT 3a IOoJy4YaBaHe Ha HMH(OPMHUpaHO
ChIJIacHe, BKIIOYMTENHO (GopMyssip ¢ HHpOpMalms 3a NalUeHTa Hu
JIOKYMEHT 32 UHGOPMHPAHOTO ChIJIACHE.

Onucanne Ha TpEANpPHETHTE MEPKH 3a Cla3BaHE HA MPWIOKHMHUTE
MIpaBuJIa 3a 3aIlUTa U MOBEPUTEIHOCT HA TUYHUTE JAHHH M IO-KOHKPETHO:

— OpraHM3allMOHHM M TEXHWYECKH MEPKH, KOWTO Lie OBAAaT MPeanpHETH
¢ men ma ce u30berHe HepaspelieH IOCTHII, OMOBECTSBAHE, Pas3lpo-
CTpaHeHHe, MpOMsHAa WM 3aryba Ha o0OpaborBaHa uWH(MOpPMAIMS U
JIMYHU JTaHHU;

— ONKCaHWE Ha MEPKHTE, KOWTO Ie ObJaT MpeamnpueTd € Len Aa ce
rapaHTUpa NOBEPUTEIHOCTTAa HA 3alMCHTE M JIMYHUTE JAaHHU Ha ydacT-
HULIUTE; U

— ONHCaHWE HAa MEPKHUTE, KOUTO IIe ObAaT MpEeANpUETH B CiIydaidl Ha
HapylIeHWe Ha CHUTYpPHOCTTAa Ha JAHHUTE, 32 J]a CE CMEKYaT EBEHTY-
aJIHUTE HEXETaHH TTOCTEIUIIH.

Ha xommeTeHTHHS OpraH, KOHTO pasriiexaa 3asBICHUETO, IIPH ITOUCKBAHE
ce MpEeACTaBAT IBbJIHHU JAaHHM 332 HAJIMYHATA TEXHWYECKa JOKyMEHTAIlHs,
HampuMep MoApoOHAa JOKyMEHTAllWs 3a aHalh3a W YIPaBICHHETO Ha
pHCKa MM KOHKPETHH JOKJIAIX 332 W3IMUTBAHUATA.
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I'IABA 111
JAPYTH 3AABJOKEHUS HA CIIOHCOPA

CHOHCOpLT C€ 3aJb/DKaBa J1a CbXpaHsBa Ha Ppa3MOJIOKECHHUE Ha KOMIICT-
CHTHUTEC HAllMOHAJIHU OpraHU [sjlaTa AOKYMEHTalus, HCOGXOI[I/IMa 3a
IpeAcTaBsiHEC Ha J0Ka3aTejICTBa 3a MAOKyMEHTalusTa II0 TIJlaBa II or
HacTOsLIOTO IMPUIIOKECHUEC. Axo CIIOHCOPBT HE € (bI/I3I/I‘IeCKOTO Ui
IOpUAUICCKOTO JIMIE, OTroBapsuio 3a IIPOU3BOACTBOTO Ha H3ACIHUETO 3a
KIIMHUYHO M3IIMTBAHC, 3aJbJDKCHUCTO MOXKC Oda CC M3IIBJIHHU OT TOBA JIHIC
OT UMCTO Ha CIIOHCOpa.

CHOHCOPBT HMMa JOrOBOPCHOCT, 3a 1a C€ [apaHTHpa, Y€ CEPHO3HUTE
HEXEIAaHW CBHOWUTUS WIM BCSKO OPYro chOuTHE, mocodeHo B wieH 80,
naparpad 2, My ce JOKJIagBaT CBOCBPEMEHHO OT H3CJICOBATEII(UTE).

JlokyMeHTanusTa, NOCOYeHa B HACTOSIIIOTO NMPHUJIOXKEHUE, Ce ChXpaHsiBa B
NpONb/DKCHHE Ha Hai-manko 10 roauHu ciiel Kpas Ha KIMHHYHOTO
M3MUTBAaHE HA CHOTBETHOTO M3JEIWE WIX — aKo BIIOCJICACTBUEC
W3IEIMETO € IyCHaTo Ha na3apa — Hal-manko 10 roguHuM cien
IIyCKAaHETO Ha Ia3apa Ha IIOCICOHOTO H3JeiHe. 3a HMIUIAHTHPYeMHU
H3JIeNUsl CPOKBT € Hail-manko 15 rogunu.

Bcesika abprkaBa 4iieHKa yCTaHOBSIBA M3MCKBAHE Ta3W JOKYMEHTAIHUS Ja ce
ChbXpaHsBa Ha Ppa3MoOJIOKEHHE HAa KOMIICTEHTHHTE OpraHH 3a IepHoja,
[OCOYCH B IbpBAa alWHEs, aKO CIOHCOPBT MM HErOBOTO JIHIE 3a
BpPB3Ka, WM HErOBHMAT MPEJICTABUTEN CHIVIACHO wWieH 62, maparpad 2,
yCTaHOBeH(0) Ha TEPUTOpUATA M, H3MAJHE B HECHCTOATEIHOCT HIIH
MpeKpaTH CTOMAHCKaTa CH JCWHOCT MPEANd M3THYAHETO Ha TO3U CPOK.

CroHCOpBT Ha3HauaBa KOHTPOJILOP, KOHTO € HE3aBUCHM OT LIEHTBhpa 3a
MIPOBEXk/JAHE HAa M3IUTBAHE, 3a Ja CE TrapaHTHpa, 4Ye M3IUTBAHETO ce
npoBexaa B cborBercrBue ¢ IIKHM, npunnunure Ha nobpara KIMHUYHA
MIPAaKTHKA U HACTOAIINS PErjaMeHT.

CIOHCOPBT MPOBEX/Ja JTOKPal MPOCIEIIBAHETO HA YYaCTHULUTE B M3IIUT-
BAHETO.

CroHCOpBT NpeCcTaBs J0Ka3aTelICTBAa, Y€ M3MUTBAHETO C€ MNPOBEXKIA B
CHOTBETCTBME C TNPUHIMNUTE Ha Jo0OpaTra KIMHUYHA MPAKTUKA,
HanpuMep 4pe3 BHTPEUIHM MM BBHIIHM IPOBEPKH.

CHOHCOp’bT M3roTBsg AOKJIaAa 3a KIMHHYHOTO M3IIUTBAHE, KOﬁTO BKJIFOUBa
Hal-MaJIKO CJIEIHOTO:

— KopwIa/3arnaBHa(M) crpaHuna(u), mokaspama() HAMMEHOBAaHHETO Ha
U3MUTBAHETO, M3JEIHETO 32 KIMHUYHO M3IHUTBAHE, CAMHHUS WICHTH-
¢ukannonen nomep, [TKM HOMepa u JaHHH 3a KOOPIAMHHPAIIUTE U
IJIABHUTE W3CIEN0BATENN OT BCEKU LIEHTBP 33 MPOBEXKIAHE HA M3IHUT-
BaHETO C TEXHUTE MOJINCH;

— JJaHHHW 3a aBTOpa M JaTa Ha JOKJIaja;

— Ppe3loMeTo Ha U3MHUTBAHETO, BKJIIOYBANIO HAMMEHOBAHHETO, IIENTa,
OMUCAHUETO, MPOEKTa HA M3MUTBAHETO, W3IOJI3BAHUTE METOMH, PE3yJi-
TAaTUTE U 3aKIIOYEHUsTa OT Hero. /latara Ha MPUKIIOYBAHE HA H3MUT-
BaHETO, M MO-CICHHATHO MOJPOOHOCTH 3a HErOBOTO MPEICPOYHO
MpeKpaTsiBaHe, BPEMEHHO MPEKbCBAHE HJIM CIIHPAHE,

— OIIHMCAaHHUEC HAa HU3ACIUETO 3a KIMHUYHO M3IIMTBAHE, ITO-CIICOHUAIIHO SACHO
ONPEeaCICHO IMPEAHA3HAYCHUE,
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— pesloMé Ha IUIaHa 3a KJIMHUYHOTO W3MHUTBaHe, 0OXBAILAIO IIENu,
IPOEKT, ETHYHU acCIeKTH, HaAONIoJEHHEe U MepKH 3a KauecTBo,
KpUTEpUM 3a MOAOOp, LEJNEBU TIPYyNH OT IAlMEHTH, pa3Mep Ha
u3BajKara, rpaQuuu Ha JeyeHHe, MPOIBIKUTENHOCT Ha IpOCHel-
SIBAHETO, CBHI'BTCTBALIM JIEUEHUS, CTATUCTHUYECKH IUIAH, BKIIOYHUTENHO
XUIIOTE3a, U3UMCIIIBAHE HA pa3Mepa Ha M3BaJKaTa U METOJH 3a aHalus3,
KakTo ¥ 00OCHOBKa;

— pe3yiTaTH OT KIMHUYHOTO M3IUTBaHE, OOXBaIlalld OOOCHOBKA H
CTaHOBHILE, IeMOrpad)CKi aHHU 3a YYaCTHUIUTE, aHAIU3 Ha pe3yll-
TaTUTE, CBBP3aHU C W30paHH KpallHM MOKa3aTeNH, aHAIM3 Ha JAHHUTE
3a moarpymara, kakro u cborBerctBue ¢ IIKM, a cbmo Taka
o0XBallaly MMPOCIICIIBaHE HA JIUICBALINTE IaHHU M Ha MAlUCHTHUTE,
KOHTO Ca ce OTTEMNIWIH OT KIMHMYHOTO W3MUTBAHE WIIM HE MOraT Ja
Ob/IaT OTKPUTH 32 MPOCIICSIBAHE;

— pe3loMe Ha CepHO3HH HEXEelNaHH ChOWTHsS, HEONArompusTHU e(eKTH,
HEJOCTaThIM HA M3CIMETO M CHOTBETHUTE KOPUTHPALIN ACHCTBHUSL,

— 06C’L)KL[3HC ¥ OO0IIH 3aKJIIOYCHUA, 06XBaHl3.H_II/I pe3ysiTaTti, CBbp3aHu C
0e30macHOCTTa U ﬂeﬁCTBHCTO, OLICHsABAaHC Ha PUCKOBCTC U KIMHUYHUTE
I10J13HU, 06C’b)l([[aHe Ha KJIMHUYHOTO 3HAYCHHWE B CHOTBETCTBHUE C Haii-
HOBUTE€ HAYYHU JOCTHIXKCHHA B KIMHHUYHATa 06J'IaCT, KOHKPETHHU
IpearnasHy MEpKHU 3a KOHKPETHH I'pylnHu OT INallUCHTH, MOCICACTBUSA
3a U3JCJIIUETO 3a KIMHUYHO U3NUTBAHE, OIPAHUYCHUA Ha U3IMUTBAHCTO.
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IIPUJIOJKEHUE XVI

CIIMCBK HA TIPYIIMTE HPOAYKTH BE3 MEJUIHUHCKO
NPEJHA3HAYEHHUE, IOCOYEHHU B YJIEH 1, IAPAI'PA® 2

1. KoHTaKkTHM Jely WIM APYTH apTHKYJM, IpeAHa3HaYeHH 3a BbBEXKJAHE BbB
WIH BBPXY OKOTO.

2. IlpomykTH, mpenHa3Ha4eHM Ja OBAAT M3LSUIO WIM YaCTUYHO BBHBEACHU B
YOBEIIKOTO TSJIO 4pe3 XUPYPrUUECKM HHBA3HMBHU CPEACTBA C 1€ TPOMsHA
Ha AQHATOMMATA WM 3a NPHKPENsSHE Ha 4YacTH Ha TSUIOTO, C M3KIOUEHHE Ha
MIPOIYKTHUTE 3a TaTyupaHe U MUBbPCUHTHTE.

3. BemecTBa, KOMOMHAIMM OT BEIIECTBA WM AapTHKYJH, NpeIHAa3HAYECHH naa
ObaT M3MOJ3BAaHM 3 JIMLEB WIK JAPYr GWIbp Ha KOXaTa WM JHMraBHLATa
gpe3 MOJKOXKHO, CYOMYKO3HO WM MHTPAJEPMATHO MHXEKTHPAHE WM JIPYTO
BBBEXK/IAaHE, C M3KIIIOUYECHUE Ha TE3W 3a TaTyHpaHe.

4. OOGopynBane, npeHa3HAYEHO 32 HaMaJlsiBaHe, IPEMaxBaHEe WIIM YHUILOXKABaHE
Ha MacTHa ThKaH, KaTO HAIpUMEp 00OpyIBaHEe 3a JIMIOCYKIIHUS, JIMIOIN3a UITH
JIMIIOIIACTHKA.

5. ObopyaBaHe ¢ BHCOK MHTEH3UTET Ha EIEKTPOMATHUTHO M3TbUBaHE (HAmp. B
nH(ppauepBEeHHs, BUIUMHS U YJITPABUOJIETOBUS CIIEKTBP), NPETHA3HAUYCHO 32
U3M0J3BaHE BBPXY HYOBELIKOTO TSJIO, BKIIOYHUTENHO KOXEPEHTHH U HEKOXe-
PEHTHH, MOHOXPOMHHM M IIMPOKOCHEKTBPHH H3TOYHHIM, KAaTO HarpuMep
nazepu M 00OpyABaHE C MHTCH3MBHA IyJICOBA CBETJIMHA 332 Bb3CTAHOBSIBAHE
Ha KOXKaTa, OTCTPaHSABAHE Ha TaTyMPOBKH HWIM Ha OKOCMSBAHE WJIM JPYro
TpeTUpaHe Ha KOXKara.

6. O60py11BaHe, IIpeaHa3sHa4YCHO 3a CTHMYJalluss Ha MO3bKa, IIpU KOETO C¢e
Ipujarat CJCKTPpUYCCKU TOK WM MAarHuTHH WK CJICKTPOMArHUTHH I10JICTa,
KOUTO IMPpEMUHABAT IIPE3 YEPEIa U MPOMEHAT HEBPOHHATA HSﬁHOCT Ha MO3BKa.
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TIPUJIOJKEHUE XVII

TABJIMIA HA CBOTBETCTBHUETO

JHupekrusa 90/385/EMIO Ha CbBeta Jupextusa 93/42/EVIO na CoBera Hacrostmusar permament

UYnen 1, maparpad 1 Ynen 1, maparpad 1 Uien 1, maparpad 1

Unen 1, maparpag 2 Unen 1, maparpag 2 Unen 2

Ynen 1, maparpad 3 Ynen 1, maparpad 3, mepBa anuuest | Unen 1, maparpad 9, mbpBa ammnes

— Unen 1, maparpag 3, BTopa amunes | Unen 1, maparpad 9, Bropa amuHes

Unen 1, maparpadu 4 u 4a UYnen 1, maparpadu 4 u 4a Unen 1, maparpad 8, mbpBa anmHes

Unen 1, maparpag 5 Unen 1, maparpag 7 Unen 1, maparpag 11

Ynen 1, maparpad 6 Ynen 1, maparpad 5 Unen 1, naparpad 6

— Unen 1, maparpag 6 —

— Ynen 1, maparpad 8 Unen 1, maparpag 13

Unen 2 Unen 2 Unen 5, nmaparpad 1

Unen 3, mppBa anuHes Unen 3, mppBa anwmHes Unen 5, maparpad 2

Unen 3, BTOpa anuHes Unen 3, BTOpa anuHes Unen 1, maparpad 12

Unen 4, maparpad 1 Unen 4, maparpad 1 Unen 24

Unen 4, naparpad 2 Unen 4, maparpag 2 Unen 21, maparpagpu 1 u 2

UYnen 4, nmaparpad 3 Unen 4, maparpad 3 Unen 21, maparpad 3

Unen 4, naparpad 4 Unen 4, naparpad 4 Unen 10, maparpag 11

Unen 4, naparpad 5, 6yksa a) Unen 4, maparpad 5, mppBa anunes | Ynen 20, maparpad 6

Unen 4, naparpad 5, Oyksa 0) Unen 4, maparpad 5, Bropa ammHes | —

Unen 5, maparpad 1 Unen 5, maparpad 1 Unen 8, maparpad 1

Unen 5, maparpad 2 Unen 5, maparpad 2 Unen 8, maparpad 2

Unen 6, maparpad 1 Unen 5, maparpad 3 u uieH 6 —

Unen 6, maparpad 2 Unen 7, maparpad 1 Ynen 114

Unen 7 Unen 8 Unenose 94-97

— Ynen 9 Ynen 51

Unen 8, maparpad 1 Unen 10, maparpad 1 Unen 87, maparpap 1 u umen 89,
naparpag 2

Unen 8, maparpad 2 Unen 10, maparpad 2 UYnen 87, maparpad 10 u unen 87,
naparpa¢ 11, nppBa anuHes

Unen 8, maparpad 3 Unen 10, maparpad 3 Unen 89, maparpad 7

Unen 8, maparpad 4 UYnen 10, maparpad 4 Unen 91

Unen 9, maparpad 1 Unen 11, maparpad 1 Unen 52, maparpad 3
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Jupextusa 90/385/EMO Ha ChBera

Jupextusa 93/42/EO Ha ChbBera

Hacrosimusr pernament

Unen 9, naparpad 2

Ynen 9, maparpad 3

Unen 9, maparpadp 4

Ynen 9, maparpad 5

Unen 9, maparpad 6

Unen 9, maparpad 7

Unen 9, maparpad 8

Ynen 9

naparpag 9

Unen 9, maparpad 10

Unen 9a, naparpad 1, mbpBo THpe

Unen 9a, maparpad 1, BTOpo THpE

Yren 10

Unen 10a, maparpad 1, umen 10a,
maparpad 2, BTOPO H3pCUCHHE WU
aner 10a, maparpad 3

Unen 10a, maparpad 2, mbpBO
u3peyeHue

Unen 106

Unen 108

Unen 11, maparpad 1

Unen 11, maparpag 2
Unen 11, maparpad 3
Unen 11, maparpag 4
Unen 11, maparpad 5
Unen 11, maparpad 6

Unen 11, maparpad 7

Unen 11, naparpad 2

Unen 11, maparpad 3

Unen 11, maparpad 4
Unen 11, maparpad 5
Unen 11, maparpad 6
Unen 11, maparpad 8
Unen 11, naparpad 12
Ynen 11, maparpad 7
Unen 11, maparpad 9
Ynen 11, nmaparpad 10
Unen 11, maparpad 11
Unen 11, nmaparpad 13

Unen 11, maparpad 14

Unen 12
Unen 12a
Unen 13, maparpad 1, Oyksa B)
Unen 13, maparpad 1, Oyksa r)

Unen 13, maparpad 1, Oyksa a)

Unen 13, maparpad 1, Oyksa 0)

Ynen 15

Unen 14, maparpad 1, unen 14,
maparpad 2, BTOPO H3pPEYCHHE U
uanen 14, maparpad 3

Unen 14, mnaparpap 2, mBpBO
u3peyeHue

Unen 14a

Unen 146

Unen 16, maparpad 1

Unen 16, maparpad 2
UYnen 16, maparpad 3
Unen 16, maparpad 4
UYnen 16, maparpad 5
Unen 16, maparpad 6

UYnen 16, maparpad 7

Unen 52, maparpag 6

Unen 52, maparpadu 4 u 5

Unen 52, maparpad 7
Unen 52, maparpa¢ 8
Unen 11, naparpad 3
Unen 52, maparpa¢ 12
Unen 53, maparpad 1
Unen 53, naparpad 4
Unen 56, maparpad 2

Unen 59

Unen 4, maparpadp 5 wu umen 122,
Tpera anuHes

Unen 22

Unen 17

Unen 4, maparpad 1

Unen 51, maparpad 3, OykBa a) u
e 51, nmaparpad 6

Unen 51, maparpad 3, OykBa 0) u
unen 51, maparpad 6

Unenose 62—82

Unen 29, maparpad 4 u urenose 30 u
31

Unen 11, maparpag 1

Unenose 33 n 34
Unen 98
Unenose 42 u 43
Unen 36

Uien 46, nmaparpad 4

Uien 56, maparpad 5
Unen 56, maparpa¢ 4

Unen 38, maparpadp 2 u wieH 44,
naparpad 2
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Jupextusa 90/385/EMO Ha ChBera

Jupextusa 93/42/EO Ha ChbBera

Hacrosimusr pernament

Unen

Uien

Unen

Uien

Uien

Uien

Uien

12

13

14

15

15a

16

17

Unen 17

Uien 18

Yren 19

Uien 20

Unen 20a

Uien 22

Unen 23

Unen 21

Unen 20
Unenose 94—97
Unen 99
Unen 109

Ynen 102
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