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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 JAEJETTPAH PEIJIAMEHT (EC) 2016/161 HA KOMUCHSATA
oT 2 oxktomBpu 2015 rogmna

3a jgombiaBaHe Ha JlupextusBa 2001/83/EO na EBponeiickusa napjamMeHT m Ha CbBeTa upe3
yYCTaHOBsSIBAHE HAa MOAPOOHHM MNpaBWJIa 3a NoOKa3aTeluTe 3a 0e30MACHOCT, MOCTABEHH BBPXY
ONMAKOBKATA Ha JeKAPCTBEHHUTe MPOJYKTH 3a XyMaHHa ymoTpeda

(Texer ot 3Hayenue 3a ENII)

(OB L 32, 9.2.2016 r., ctp. 1)

M3menen cne:

OdunuaneH BECTHHK

Ne  crpanuna Jata
»M1  Jlenerupan pernament (EC) 2021/457 na Komucuara or 13 smyapu L 91 1 17.3.2021 .
2021 roguna
> M2 Henerupan pernament (EC) 2021/1686 na Komucusra or 7 ronm 2021 L 332 1 21.9.2021 r.

roauHa
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JAEJEITMPAH PEI'TAMEHT (EC) 2016/161 HA KOMUCHSATA
ot 2 oktomBpu 2015 roamHa

3a pombjaBaHe Ha JIupektuBa 2001/83/EQ nHa EsBponeiickus
napjaaMeHT ¥ Ha CbBera uYpe3 YCTAHOBSIBaHe Ha IOAPOOHM
npaBUJa 3a MNOKa3aTeJuTe 3a 0e30HaCHOCT, NOCTABEHHM BBbPXY
ONAKOBKATAa HA JIeKAPCTBEHUTE MPOAYKTH 3a XyMaHHA ymnoTpeda

(TexeT oT 3HaueHue 3a EWII)

I'TABA 1

OPEAMET U ONIPEAEJIEHUSL

Ynen 1

[Ipenmer

C HACTOAIUA PEriIaMEHT CE OINPCACIIAT:

a) XapaKTEepPUCTUKUTE M TEXHUYECKUTE CIeUu(UKalUd Ha UHIUBU-
IyalHus HOCHTH(UKAIMOHEH Oesier, IO3BOJSABALI 1a CE INPOBEPH
aBTEHTUYHOCTTAa Ha JIEKApCTBEHUTE IPOAYKTH M Ja C€ HACHTU-
(unupaT OTACIHUTE ONAKOBKH C MPOAYKTH;

0) peabT W yCIOBHUATA 3a MPOBEPKa Ha IMOKA3aTelIHMTe 32 0E30MacHOCT;

B) pasmopenOHTe 3a Ch3IABAHETO, YIPABICHHETO M JOCTHIHOCTTA Ha
CHCTEMaTa OT PErHCTPU, KBICTO Ce ChIbpka uH(OpMamusra 3a
TMIOKa3aTeNuTe 3a OC30MacHOCT;

I) CIHCBKBT Ha JIGKAPCTBEHHTE NPOAYKTH M KAaTETOPUUTE IPOAYKTH,
W3UCKBAIY JIEKApCKO MpeIlHcaHne, HO KOUTO He TpsibBa na ca c
HaHECEHM I0Ka3aTelH 3a 0e30IacHOCT;

JI) CIIUCBKBT HA JIEKAPCTBEHUTE IIPONYKTH M KAaTETOPUHMTE NMPOLYKTH, 32
KOMTO HE CE& M3UCKBA JIEKAPCKO IPEIINCAaHUE, HO KOUTO TpsiOBa aa ca
C HaHEeCEeHH IOKa3aTelH 3a 0e30MacHOCT;

€) mpoledypuTe 3a yBemoMsBaHe Ha KomucusaTa OT KOMIIETEHTHHUTE
HAIMOHAJIHA OPTaHM OTHOCHO JIEKAPCTBEHW IMPOIYKTH, 32 KOUTO He
Ce U3HUCKBA JIEKAPCKO IpPEANUCaHME, HO CE CUMTa, Y€ ChIIECTBYBa
puck oT ¢amuuduIupane, U JIEKapCTBEHUTE MPOAYKTH, 32 KOUTO
€€ M3UCKBA JIEKAPCKO IPENNMCAaHUE, HO HE CE CUUTa, Ue ChLIECTBYBA
puck oT ¢amuuduIpaHe, B CBHOTBETCTBUE C KPUTEPHUHUTE,
ompeneyieHd B uwieH S54a, maparpad 2, OykBa 0) or JlupekrtHBa
2001/83/EQ;

) IIpoLielypuTe 3a OBP30 OLCHSBAHE M B3EMaHE HA PELICHHE OTHOCHO
yBEIOMJICHHUATA, TIOCOUEHH B OyKBa €) OT HACTOSIIMS 4ICH.

Ynen 2

Oo0xBaT

1. HaCTOS[IIII/IHT PCeTJIaMCHT CC€ IIpujiara 3a:

a) JICKAPCTBCHU NPOJYKTH, OTIYCKAaHM MO JIEKapCKO MpEucaHue,
BBPXY YHITO ONAKOBKA Ca HAHECCHH IOKa3aTeld 3a Oe30I1acHOCT
cpriacHo wieH 54a, maparpad 1 ot JdupextuBa 2001/83/EO, ocBen
aKo He ca BKIIIOYEHH B CIHCHKA, MMOCOYECH B MPHIOKEHHE | KbM
HACTOSIIIHUS PETIIAMCHT;

0) JIeKapCTBEHH TPOMYKTH, KOUTO Ca OTIYCKaHU 0e3 JICKapCKO Mpei-
MUcaHue, BKIIOYEHH B CIUCHKa, MOCOYeH B mnpuioxkeHue Il koM
HACTOSIIUS PETIIAMEHT;
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B) JEKapCTBEHHU MPOIYKTH, 32 KOUTO ABPKABUTE WICHKH Ca Pa3MIUpUIN
o0xBara Ha MPUJIATAHETO HA M3MCKBAHETO 338 WHIMBUIYAITHUS HICH-
TU(QUKAIIMOHEH OeNler WM CPEICTBOTO CPEIy MOAINpPAaBsIHE B CHOT-
BeTCTBHE ¢ wieH S54a, maparpad 5 ot upekrusa 2001/83/EO.

2.  3a menwWre HAa HACTOSIIMS PETJIAMECHT KOrarto B pasmopenda Ha
HACTOSIIUS PETJIAMEHT Ce MPaBH T030BaBaHE Ha OMAKOBKAa, BBIIPOCHATA
pasnopenda ce mpuiara 3a BTOPUYHATA OIMAKOBKA, a aKO MPOLYKTHT
HsIMa BTOPHUYHA OMAKOBKa — 32 MBbPBUYHATA OMAKOBKA.

Ynen 3

Onpenenenus

1.  3a menuTe Ha HACTOSAIUMS PErJAMEHT CE NPHJaraT OIpeelICHHATA
ot wieH 1 or HdupekxruBa 2001/83/EO.

2. HpI/maraT CC CJICOAHUTE ONPECACIICHUA:

a) 5 ATHIUBUYAJICH I/IZ[CHTI/I(,I)I/IKB.L[I/IOHCH Oeiier” o3HauaBa MOKa3aTEJsAT
3a 663OHaCHOCT, KOHTO MO3BOIsABA IpOBEpKaTa Ha aBTCHTHYHOCTTa
u I/I,HGHTI/I(bI/IHI/IpaHeTO Ha OTACIHUTE OIIAaKOBKM Ha JICKApCTBCH
TMPOJTYKT;

0) ,,CPEICTBO  Cpelly TOANpaBsHE O3HAa4YaBa  IOKa3aTelsAT — 3a
0e30MmacHOCT, KOUTO IO3BOJISIBa MPOBEPKa HA TOBA Jall OIMaKOBKATa
Ha JIEKApCTBEH MPOAYKT € OWia MoaIpaBsHa,

B) ,,JIC3aKTUBHpAHE Ha WHAMBUAYyalleH HIeHTU(UKAIMOHEH Oener™
O3HavaBa OMepalys, MPH KOSITO Ce MPOMEHS aKTUBHHUAT CTaTyC Ha
UHIUBUIYyaJleH UICHTU(UKALMOHEH Oeler, 3ammucaH B CHUCTeMaTa OT
perucTpy, MocoueHa B wieH 31 OT HACTOSIIMS pEeriaMeHT, M TOH
CTaBa CTATyC, PH KOHTO ce BB3MPEMATCTBA YCIEIIHO IMPEMHHABAaHE
Ha TIpOBepKaTa Ha aBTEHTHYHOCTTa Ha BBIPOCHHUS HHAWBHIYAJICH
UACHTH(UKALMOHEH Oener;

r) ,,aKTUBEH WHAUBUAyaleH WJeHTU(UKANIUOHeH Oener” o3Ha4yaBa
WHAMBUAyalleH WACHTH(UKAIMOHEH Oemer, KOMTO He ¢ OWl Jie3ak-
THBHpAH WM KOHTO Bede HE € Je3aKTHBUPAH;

) ,,aKTHBEH CTaTyC O3HayaBa CTaTyChT HA aKTUBEH WHIWBUAYyallcH
UACHTH(QHUKAMOHEH OeJier, ChbXpaHsIBaH B CHCTEMAara OT PETHUCTPH,
ImocoueHa B uieH 31;

e) ,,30paBHO 3aBeJCHHE O3HayaBa OOJHHIA, KIMHUKA WIA 37paBeH
LUEHTBP 3a OOJIHUYHO HIIM W3BHHOOIHHYHO JICUCHHE.

I'JIABA 11

TEXHUYECKHW CIENU®UKAININN HA HUHAWBUAYAJTHUS
NIEHTUO®UKAIIMOHEH BEJIED

Ynen 4

CbcTaB Ha HHAWBUAYAJTHUA H}IeHTMq)HKaHI/IOHeH oeJrer

[IponsBoguTensAT MOCTaBS BbPXY ONAKOBKaTa Ha JICKAPCTBEH MPOIYKT
WHIWBUYaJIeH UIeHTH(UKAIIMOHEH Oeler, KOUTO OTroBaps Ha CIIEIHUTE
TEXHUYECKH CIIEeIH(UKALINK:

a) WHAVBUIYalHUAT HACHTH(HUKAIHOHEH Oeler MpeacTaBiIsBa IMOCIEN-
OBaTEIHOCT OT LM(GPOBU MIM OyKBEHO-LIM(POBHU 3HALU, KOATO €
YHHUKAJTHA 33 JaJieHa OMaKOBKa C JIEKApCTBEH IPOIYKT;
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0) MHIUBHIYATHUAT WACHTH(UKAMOHEH Oeyer chabpKa CIEIHUTE
€JIEMEHTH Ha JaHHUTE:

1) KO, TO3BOJISBAIl HICHTU(PHUIMPAHETO HAW-MaJKO Ha HMETO,
OOIOIPUETOTO  HAaUMEHOBaHUE, (apMaleBTHYHaTa  (opmMa,
KOHIIEHTpAIMATA, pa3Mepa Ha ONAKOBKAaTa W BHJA OIAKOBKA Ha
JEKapCTBEHHUS TPOXYKT C HAHECEH WHIWBUIyaleH HACHTH(IKA-
uoHeH Oener (,,Koa Ha Mpoaykra®);

il) uudpoBa wiau OykBeHO-UM(pPOBa mMopeaAuiia OT Makcumym 20
3HaKa, TEHEPHPAaHH 4Ype3 [ETePMHHUCTUYCH MM HEIeTePMHU-
HUCTUYCH aJIrOpuThM 3a TI'CHEPpUPAHE Ha CJIy4YacH IIPUHIUIT
(,,cepueH Homep*);

iil) HAI[MOHAJICH HOMEP 3a BH3CTAHOBSBAHE HA Pa3XOIUTE HIHU JPYT
HAIMOHAJICH HOMEp, ¢ KOHTO ce HACHTH(UIUpA JICKAPCTBEHUAT
OPOAYKT, aKO CEe HW3HMCKBA OT [Ibp)KaBaTra WICHKA, B KOSTO Ce€
TUIAaHKUpa MPOLYKTHT Ja ObJe MycHAT Ha Ma3apa;

iv) HOMepa Ha mapTuAaTa;
V) JaTara Ha W3THYaHe Ha CPOKa Ha TOJHOCT;

B) BEPOATHOCTTA CEPUIHUAT HOMEp 1a ObJe OTraTHAT TPsOBa Aa e mpeHeo-
PEeKUMa U MIPU BCHYKH CITy4au MO-MAaJKO OT €IHO Ha JECET XHISIH;

r) MOPETHOCTTa HA 3HAIMTE, KOATO Ce MOJydYaBa OT KOMOWHAIMATA Ha
KOJia Ha MPOJYKTa W HA CEPUIHUs HOMEp, TpsiOBa ja Obae yHHKaIHA
3a JJaJieHa OMAaKOBKa Ha JIEKapCTBEH MPOIYKT, JOKATO HE M3Teue Haid-
MaJKO €[Ha TOAWHA CIe[ Jararta Ha W3THYaHE Ha CPOKa Ha TOLHOCT
Ha Ta3W ONAaKOBKAa WJIM MET TONWHH, CJIEJ KAaTro OIAaKOBKaTa C
npoAyKTa € Ouia mycHara 3a mHpojaxda WM pa3npoCTpaHEHHE B
choTBeTCTBHE ¢ wieH 51, maparpad 3 ot upextuBa 2001/83/EO
— crope] TOBa KOH OT JiBara IepHoja € Mo-IbJbT;

JI) KOraTo HAallMOHATHUAT HOMEP 3a BH3CTAHOBSIBAHE HA Pa3XOAUTE WU
JpyT HaIWOHAICH HOMEp 3a HICHTU(HKAIUS Ha JIEKapCTBEHHUS
OPOILYKT Ce ChIbpXKa B KOJa Ha IPOAYKTa, HE € HEoOXOmuMo TOi
na Oblle TOBTOPEH B MHAMBUIYaNIHUs HICHTH(UKAIHUOHEH Oerner.

Ynen 5

Hocurtea Ha mHAMBUAYaIHMS WAeHTH(UKanuoHeH OeJer

1. IlpomsBogurenure 3aKOAUpPAT HHAUBUAYATIHUS HUACHTU(DHKA-
IOHEH OeJer B JByH3MepeH OapKo.

2.  bapkoasT € MammHHO4YeTMMa MaTpuna ¢ gaaHHu (Data Matrix) n
MMa KaraluTeT 32 OTKPUBAHE W KOPUTHpPAHE Ha TPEUIKH, PaBeH Ha WU
MO-roJIsM OT TO3M Ha Marpuuarta ¢ gaHHu Data Matrix ECC200. 3a
OapkosioBe, OTroBapsIld Ha CTaHAapTa Ha MexayHapoaHaTa opra-
HU3alMg 10 craHmaprusanus/MexayHapoaHaTta eleKTPOTeXHUYEeCKa
komucus (ISO/IEC 16022:2006), ce cuurta, 4e OTrOBapsT HAa H3UCK-
BaHMTA, MOCOYCHH B HACTOSILUS maparpad.

3. IlpousBoaurenure pasmedyaTBaT OapkoJa Ha ONAKOBKATa BBHPXY
TTaJKa, paBHOMEPHA, HUCKOOTPA3HTEIHA ITOBBPXHOCT.

4.  Koraro ce xoampa B MaTpuIiata ¢ JTaHHHU, CTPYKTypaTa Ha WHIVBH-
JyanHus uneHTudukanuone Oener TpsioBa Ja € B CbOTBETCTBUE C MEXY-
HapoJHO MPH3HAT, CTAHAAPTH3UPAH CHHTAKCHC W MEKIyHAPOIHO NPH3HATA,
CTaH/IapTH3UpaHa CEMAHTHUKA Ha JaHHUTE (,,cXeMa Ha KOAUpaHe ), KOeTo Aa
II03BOJIsSIBA I/II[GHTI/Iq)I/IKaLII/IﬂTa U IPaBUWIHOTO ACKOAUPAHE HA BCCKU €JIEMEHT
OT JaHHHTE, OT KOUTO € ChCTaBEH MHANBHU/IY AITHIAT HICHTH(UKAIHOHEH KO,
KaTo Ce M3M0JI3Ba OOMUYAHO U3IOI3BAHO CKAaHUpaIo o0opyaBaHe. Cxemara
Ha KOJMpaHe BKIIF0YBA HACHTH(HKATOPH Ha JAHHH MM HACHTH(HHUKATOPH Ha
IPWIOKEHUS] WIKM APYTH HHU30BE OT CHUMBOJIM, KaTo Taka ce Habems3Bar
HA4aJoOTO M KpasT Ha TIOpeJWIaTa OT BCHYKH OTAETHM EIIEMEHTH Ha
JaHHUTE Ha WHIUBUIyalIHUS WACHTU(DUKAIMOHEH Oeler U ce OIpenens
MH(OPMAIMATA, ChIBPIKAIIA CE B T€3H €IEMEHTH Ha JaHHHUTE. 38 HHIUBUILY-
aJTHATE WICHTU()UKAIOHHY OeNle3H ChC cXeMa Ha KOIMPaHe, ChOTBETCTBAIIA
Ha crangapta ISO/IEC 15418:2009, ce cuura, 4e OTroBapsAT HA H3MCK-
BaHMATA, TIOCOYECHN B HACTOSIIHS Haparpad.
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5. Koraro ce komupa B Marpuuara C JaHHH KaTO €JIEMEHT OT
JaHHUTE Ha WHAMBHIOYAJICH WAECHTU(HUKAMOHEH Oener, KOIbT Ha
MPOJAYKTa ClIe[iBa CXeMa Ha KOJWpaHE M 3alo4Ba ChC 3HALM, KOUTO ca
XapaKTepHH 3a M3I0J3BaHaTa cXeMa Ha KoaupaHe. B Hero cbmio Taka ce
CBIBPXKAT 3HAIM WM IOCIEIOBATEIIHOCT OT 3HAIM, KOUTO HICHTH-
¢unmpar npoayKTa KaTo JIeKapCTBEH NPOAYKT. CBHOTBETHHAT KO/,
KOMTO ce monmy4aBa, TpsiOBa 1a € C¢ mo-Mainko oT 50 3Haka u na e
VHHKaJleH B CBeTOBeH Mam@abd. 3a KoJoBE Ha MPOAYKTa, KOWUTO
otroBapsat Ha cranmapture ISO/IEC 15459-3:2014 u ISO/IEC 15459-
4:2014, ce cuura, uYe OTroBapsAT Ha W3UCKBAHMATA, IOCOYCHH B
HACTOSIIUS maparpad.

6. IIpu HeoOXoAMMOCT MOXKE J]a Ce M3IIOJI3BAT PA3IUYHU CXEMH 3a
KOJMpaHe 3a €MH W ChII WHIWBUAYyaJleH WACHTH(HKAaLUOHEH Oeer,
IIpU YCIIOBHE Y€ TOBA HE BB3MPEISTCTBA Pa3KOAMPAHETO HAa HHAWBH-
OyanHus uaeHTH(UKanuoHeH Oener. B To3u ciydail MHAWBUAYaTHUAT
UICHTUQUKAIIMOHEH Oeller ChAbpXKa CTaHAAPTH3MPAaHH 3HAIHM, I03BO-
JSBallY WACHTHU(HKALMATA Ha HAYAJIOTO U HA Kpas Ha €AWHHHS HJICH-
TU(UKAIIMOHEH KOJI, KAKTO M Ha HA4YaJlOTO U Ha Kpas Ha BCSAKa CXeMa Ha
konupane. Korato cpabpkaT MHOXKECTBO CXEMH 32 KOAWpPaHe, 32 WHIIH-
BUAyaJIHUTEe HJICHTU(UKAIIMOHHA OeJe3d, KOUTO ChOTBETCTBAT Ha
crangapta ISO/IEC 15434:2006, ce cuuTa, 4ye OTroBapsAT HAa HM3HCK-
BaHMATA, NOCOYEHH B HACTOSILMUS maparpad.

Ynen 6

KavecTBO Ha oTmeyaTBaHeTO HA JABYM3MepPHHUsI 0apKOJ

1.  IlpousBoauTenuTE OLIEHABAT KAadyeCTBOTO Ha OTIEYAaTBAHETO Ha
MaTpHIlaTa C JaHHHW, KaTO NpaBAT OLIEHKA HaW-MaJIKOTO Ha CIEIHHTE
rapaMeTpy Ha Marpuuara ¢ JaHHM:

a) KOHTpacTa MEXAy CBETIM U TbMHHU YacCTH;

0) paBHOMEPHOCTTA Ha CBETIOOTPAKECHHETO HA CBETIMTE M HA THMHUTE
YacTH;

B) aKCHaJHATa HEeIHOPOIHOCT;
) MpEKOBaTa HEECIHOPOIHOCT;
1) HEW3IOJI3BaHATa KOPEKIMsI Ha TPEIIKH;
€) YBpEeKIaHETO Ha (pUKCHUpaHUs 1Ia0JIOH;

K) KaralyTeTa Ha peepeHTHUS AEKOJUpall alrOpUThM 3a JEKOAUpaHe
Ha MaTpuIlaTa ¢ JaHHHU.

2. IlpousBomuTenure HaOeIsA3BAT MUHUMATHOTO Ka4yeCTBO HA OTIIE-
YaTBaHETO, KOETO OCUTYpsBa MpaBHIHATA YETHMOCT HA MATPHUIATA C
JMaHHW TMpe3 IisjlaTa BEepUra Ha JOCTaBKa, JOKAaTO HE wH3Teue Haii-
MAaJKO eIHa TOAMHA CJEJ Jarara Ha W3THYaHE Ha CPOKa HAa TOMXHOCT
Ha OINAKOBKATa C MPOJYKTA M MET TOJAMHH, CJe] KaTO OMaKoBKaTa €
Oua mycHara 3a mpoAax0a WM PAsIpPOCTPAaHEHHE B CHOTBETCTBUE C
anen 51, maparpad 3 or HupektuBa 2001/83/EO — crnopex ToBa Koi
OT JiBaTa Iepuoja € Mo-IbJIbT.

3. Ilpu oTmeyaTBaHETO HAa MATPHUIATA C [JAHHH I[POU3BOIAUTEIUTE
HSIMa J]a M3MOJI3BAT KAueCTBO HAa OTIEYATBAHETO, MO-HUCKO OT MHUHH-
MaJIHOTO Ka4yecTBO, HOCOYECHO B maparpad 2.

4. 3a xauecTBO Ha OTNEYATBAHETO, OLICHEHO C Hal-Manko 1,5 B cbOT-
BercTBHE che cTaHaapT ISO/IEC 15415:2011 ce cuwura, 4e oTroBaps Ha
M3UCKBAHUATA, TOCOUYCHH B HACTOSIINS UICH.
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Ynen 7

®dopmaT, YeTUM OT XopaTa

1.  TIpousBoauTEeNUTE OTHEYATBAT CICIAHUTE EIIECMECHTH Ha JJAHHUTE Ha
VHIUBHIYaHHUS WACHTU(HUKAIIMOHEH Oeller BBPXY OIIAaKOBKAaTa BBHB
(dopmar, yeTuM OT XopaTa:

a) KoJa Ha NPOJYKTa;
6) cepuiiHus HoMep;

B) HALIMOHAJHHUS HOMEpP 32 BB3CTAHOBSBAHE HAa Pa3XOJUTE WIHA JpPYyT
HAallMOHAJIeH HOMEpP, C KOWTO ce HACHTH(UIMpA JIEKapCTBEHUAT
NPOIYKT, aKO C€ H3WCKBA OT MAbp)KaBaTa WICHKa, B KOATO Ce
TUTaHUpa MPOAYKTHT J1a ObAe IyCHAT Ha mas3apa, U KOHTO HOMep He
€ OTIeYaraH Ha JIPYro MsCTO BbPXY OITAaKOBKATa.

2. Tlaparpad 1 He ce mpmiara, Korato cOOpbT OT JBaTa HaW-IBJITH
pa3Mepa Ha ONAaKOBKaTa Ce€ paBHABAa Ha WIM € Mmo-maiko oTr 10
CaHTUMETpa.

3.  Koraro pa3mepure Ha ONAKOBKaTa I03BOJISABAT, E€JIEMEHTHTE Ha
JAaHHUTE, YETUMH OT XOpara, ce pasrojiaraT 0 JBYHU3MEpHHUs Oapko,
KOWTO ChIbpKa MHAWBUIYaTHUS HICHTH(UKAIMOHEH Oerner.

Ynen 8
JlonbjaHUTeHA HHpOpPMaLus B ABYH3MepHHUS (GapKo
IIpomsBomurenure MOraT Ja BKIIOYBAT HH(OpPMAIHA, pa3IHYHA OT
WHIWBUIYATHUS MﬂeHTHq)I/IKauHOHeH Oecner, B JBYU3MEPHHUS 6ap1<0[1,,

KOHTO TO CBABPXKA, KOTaro TOBAa € pa3pelieHO0 OT KOMIICTCHTHHS
opran B cboTBeTcTBHE C A1 V oT Jupexrusa 2001/83/EO.

Ynen 9
BapkonoBe BbpPXy ONakoBKaTa
Bbpxy omakoBkara Ha JISKApPCTBEHUTE MPOAYKTH, KOUTO TpsOBa aa ca ¢
HAaHECeHN MOKa3aTeln 3a 0e30MacHOCT B CHOTBETCTBHE C uieH 54a oT
Jupextusa 2001/83/EO, He ce mocTaBs — 3a IENUTE Ha TIXHOTO HJICH-
TUQUIIMpaHe U MpPOBEpKa Ha aBTEHTHYHOCTTa — JAPYr BHIUM

IOByH3MEpeH O0apKoJ, pa3jidyeH OT [IBYH3MEpHUS OapKoJ C HHIUBH-
JyaJHUsl UICHTU(PHUKALMOHEH Oeler.

I'IABA 111

OBl PA3IIOPE/JIBU OTHOCHO IIPOBEPKATA HA
MOKA3ATEJIUTE 3A BE3OIIACHOCT

Ynen 10

IIpoBepka Ha moka3aTeauTe 3a 0e30MaCHOCT

Ilpn mpoBepkaTa Ha IMOKa3aTeIHUTE 3a OE30ITaCHOCT IPOU3BOIUTEIINTE,
THPrOBIUTE HA €IPO W JIULATA, IPUTESKABAIIA PA3PCUICHAC WU HMAIIH
mpaBO Ja JOCTaBsIT JIEKAPCTBEHH MPOAYKTH HA  HACEJICHHUETO,
[POBEPSIBaT CICIHOTO:

a) aBTEHTHMYHOCTTAa HA WHIMBUAYaJHUS UICHTU(QHKAIIMOHEH Oeler;

6) menocTTa Ha CPEeICTBOTO CPEILy MOAIPABSHE.
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Ynen 11

IIpoBepka Ha ABTEHTHYHOCTTA Ha HHIUBUAYATHUS
uaeHTH(PUKATHOHEH OeJsier

[Ipu npoBepkaTa Ha aBTEHTHYHOCTTA HA WHIMBHUIYATHUS HICHTHU(DHUKA-
UOHEH OeJier MPOU3BOJUTEINTE, THPrOBIUTE Ha €1pO U JIMIaTa, IpuTe-
JKaBalll pa3pelieHue WM WMAlld MpaBO Aa JOCTABAT JIEKAPCTBEHU
MPOAYKTH Ha HACEJICHUETO, MPABAT MPOBEPKA HA WHIUBHIYATHUS UJICH-
TU(GUKAIIMOHEH OeJier CnpsMO HHAMBHUIAYAIHUTE HICHTU()UKAIMOHHU
Oene3u, ChbXpaHEHH B CHCTEMaTa OT PErHCTpH, MocoueHa B wieH 31.
Janen wHIuBUAyalleH WAEeHTH(UKAIMOHEH Oeier ce cuuTa 3a
ABTCHTUYECH, KOTaTO B CUCTEMaTa OT PETUCTPH (PUTypHpa aKTUBEH HHIH-
BHIyaleH HICHTU(UKAIMOHEH Oeler ¢ KOJ Ha INPOJYKTa M CEepUEH
HOMEp, KOMTO Ca MIECHTUYHU C TE€3U Ha WHAWBUAYATHHS HICHTU(HUKA-
LIMOHEH Oesier, KOWTO € MOJJIOKEH Ha MpOBEpKa.

Ynen 12

UupuBuayaJun uAeHTU(PUKAUMOHHU Oesle3M, KOMTO ca OMJIH
Je3aKTHBHPAHU

JlekapcTBeH MNpPOAYKT C MHAMBUAYyaleH HACHTU(HKAIIMOHEH OeJer,
KOMTO € OWII Ne3aKTUBHpaH, He TpsiOBa aa ObJe pasnpoCTpPaHSIBaH HIIH
JIOCTaBsIH Ha HACEJIEHUETO, OCBEH B CIEJHHUTE CIIyyau:

a) MHIUBHIYATHHUAT HICHTH(UKAIIMOHECH OeJier ¢ Ol JIe3aKTHBHPAaH B
CBHOTBETCTBHE C wieH 22, OykBa a), HO JEKapCTBEHHAT NPOAYKT CE
pasnpocTpaHsBa ¢ nes ga Obae u3HeceH U3BbH Chro3a;

0) MHIUBHIYATHUAT HICHTU(UKAIIMOHECH Oejier ¢ Ol Je3aKTHBHPAaH B
CbOTBETCTBHE ¢ wieH 23, 26, 28 unu 41, npenu JieKapCTBEHUAT
HPOAYKT 1a € OWJI HOCTaBeH Ha HACEICHHETO;

B) MHAWBHIYTHHAT HACHTH(UKAIUOHEH Oener e OWI Ie3aKTHBHpaH B
CBHOTBETCTBUE ¢ wieH 22, OykBa 0) wiu B) win wieH 40 u jekap-
CTBEHHMAT NPOAYKT € TMpPEeIOCTaBeH Ha JIMLETO, OTIOBOPHO 3a
HETOBOTO YHHILIO)KaBaHE;

I) MHAUBUIYQIHHUAT UACHTU(UKALUOHEH Oener e Owl 1e3aKTUBHpaH B
ChOTBETCTBHUE C WICH 22, OyKBa I') U JICKAPCTBEHUST MPOAYKT € Mpe/I-
OCTaBEH Ha HAIIMOHAJHUTE KOMIETEHTHH OpPraHHU.

Ynen 13

Bpbumiane Ha craryca Ha  JIe3aKTHBHPAH  MHIMBHIyaJleH
uaeHTuuKannoneH Oeser

1. HpOI/I3B0,HI/IT€HI/ITe, TBProBUUTC HA €ApO U JIKlATa, IMPUTEIKABALIU
pa3pCUICHNUE UJIKM UMallU MpaBO Aa JOCTABAT JICKAPCTBCHU IMPOAYKTU Ha
HaCEJICHUETO, MOoraT Ja BBbpPHAT CTaryCa Ha AC3aKTUBUPAH WHAWBH-
AyaJICH I/IHCHTI/I(l)I/IKaHI/IOHeH Ocler KaTro akKTHBEH CcaMO ako ca
U3I'BJIHCHU CJIICAHUTC YCJIOBUA:

a) JUIETO, W3BBPIIBAIIO OMEpaIysITa M0 BPBIIAHE HA CTaTyca, Momaaa
B 00XBaTa Ha CBHUIOTO PA3pPEIIMTEIHO WX TNPEIOCTABEHO IMPaBO H
paboTu B CHUIUTE MOMEIICHHUS KATO JIMIIETO, KOETO € JAEe3aKTUBUPAJIO
WHIVBHIYATHUS WICHTU(DHUKAIIMOHEH Oeler;

0) BpBIIAHETO Ha CTaTyca Ce W3BBPIIBA HE MOBEUE OT IECET IHH, CIeN
KaTo HWHAWBUAYAIHHUIT WACHTH(UKAIMOHEH Oener e OWi Je3ak-
THBUPAH;

B) CPOKBT Ha TOJHOCT Ha OIAKOBKATa C JICKAPCTBEHHUS MPOAYKT HE €
HU3TEKBJI;

r) OMAKOBKATa C JICKAPCTBEHWSI INPOAYKT HE € pErucTpupaHa B
CHCTEMaTa OT PErHMCTPH KaTo HM33eTa, W3TErJeHa, MpeJHa3Ha4YeHa 3a
VHUIO)KABaHE WM OTKpagHaTa W Ha JIMIETO, KOETO H3BBPIIBA
orepanusATa MO BpbIIAHE HA CTAaTyca, HE € HM3BECTHO OMaKOBKATa
na e Ouia OTKpajaHara;

1) JEKapCTBEHUAT MPOIYKT HE € JIOCTaBEeH /10 HACEIEHHUETO.
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2. JlexapcTBeHHTE TPOAYKTH C MHIUBHIYaJICH HICHTU(PHKAIMOHCH
Oexner, YMHATO CTAaTyC HE MOXe Ja ObJe BBpHAT KaTO aKTHBEH, THH
KaTo He ca Cra3eHd MocodyeHute B maparpad 1 ycimoBus, He ce
BPBILAT MPU TOAHUTE 3a MPoJakda HATMYHOCTH.

I'IABA 1V

PEA U YCJIOBHUA 3A IIPOBEPKA HA IIOKA3ATEJIMTE 3A
BE3OIIACHOCT U JE3AKTUBUPAHE HA HWHIAWUBUAYAJHUA
UJAEHTU®UKALNMOHEH BEJIET OT MPOU3BOAUTEJ/IUTE

Ynen 14

IIpoBepka Ha AByM3MepHHUs 6apkon

IMpousBonutenaT, KOHTO moOcTaBs IOKa3aTeauTe 3a O€30MacHOCT,
MpOBEpsIBa Jalu ABYM3MEPHHAT OapKoJ C WHAMBHIAYAIHHS WACHTU(H-
KalMOHEH Oejer oTroBaps Ha U3UCKBAaHUATA, IOCOYEHU B WICHOBE 5 U
6, manyu € YeTUM M Jali ChAbp)Ka MpaBHIHATA MHpOpMAanus.

Ynen 15

Boaene Ha O0TYeTHOCT

IMponsBoguTensT, KOWTO IOCTaBs MOKa3aTeIUTe 3a 0E30IacCHOCT, BOIU
OTYETHOCT 3a BCSKa OIepalus, KOATO TOW M3IBIHABA CbC WIM CHPSAMO
WHAWBUAYaATHUS  HACHTU(UKAIMOHEH Oeiner BBpPXYy ONaKkoOBKa C
JEKapCTBEH MPOIYKT, B IPOABIDKEHHE Ha Hali-MaJko €[Ha IOAUHA
cllell Jarara Ha M3TUMYAHE HA CPOKa HA TOJHOCT HA Ta3u ONAKOBKa
WIH TeT TOAWHHM, ClIefl KaTo OMAaKOBKaTa C NMPOAyKTa € Owia ITycHaTa
3a mpojax0a WM Ppa3sIpOCTPAHEHUE B CHOTBETCTBHE C wieH 51,
naparpad 3 ot Hdupextusa 2001/83/EO — cmnopen ToBa KOH OT 1Bata
NepUoAa € MO-AbJIbI, U IPU IOUCKBAHE MPEAOCTABs Ta3U OTUETHA JIOKY-
MEHTalUsl Ha KOMIICTEHTHUTE OpraHu.

Ynen 16

HpOBepKl/l, KOUTO C€¢ H3BbpUHIBAT INpeId IpeMaxBaHETO HJIH
3aMeHsSIHETO HA MOKAa3aTe/InTe 32 0e30MacHOCT

1. Tlpenu mokasatenuTe 3a 0€30MAaCHOCT Ja ObJAT MpeMaxHATH WA
3aKpUTH YaCTUYHO WIJIM U3ISI0 B CHOTBETCTBUE ¢ wieH 47a oOT
Hupextupa 2001/83/EO, npou3BOAMUTENAT MPOBEPSABA CICTHOTO:

a) LEJO0CTTa Ha CPEICTBOTO CPEILy MOAIPABSHE;

0) aBTEHTHMYHOCTTa Ha WHAMBUAyaATHHS HICHTU(QHKALMOHEH Oener u
aKo TOW ce 3aMeHs, r0 JIe3aKTHUBHpA.

2.  IlpomsBomurenure, KOWTO TIPHUTEKABAT pa3pelieHHe 3a MpPOU3-
BojcTBO cbhriiacHo wieH 40 ot JupexruBa 2001/83/EO u paspemienue
32 TPOM3BOACTBO WM BHOC HA WM3MUTBAaHH JIEKAPCTBEHH HPOIYKTH B
Cpio3a, kakTto € mocoueHo B wieH 61 or Permamenr (EC)
Ne 536/2014 na Espormeiickust mapiaameHt u Ha Cobeera ('), npoBepsiBat
IoKa3aTeHuTe 32 0E30MaCHOCT U Je3aKTHBUPAT WHIMBUIYATHUS UICHTH-
(uxanmoHeH Oener BBPXY [alcHAa ONAKOBKA C JICKAPCTBEH MPOIYKT
MIpear MPEONaKOBaHETO WIIM MPEETUKETUPAHETO MYy 3a LIENTUTE Ha M3IIOJI-
3BaHETO My KaTO pa3pellieH W3MUTBAaH JICKAPCTBEH IPOIYKT WIIH
pa3pelieH JIOIBIHUTENEH JIEKaPCTBEH MPOIYKT.

(") Pernament (EC) Ne 536/2014 na Epomneiickus napiament u Ha CbBera OT
16 ampun 2014 1. OTHOCHO KIMHWUYHHTE W3MUTBAaHHA Ha JIEKAPCTBCHU
IMPOAYKTH 3a XyMaHHa ymortpeba u 3a ormsHa Ha JlupextmBa 2001/20/EO
(OB L 158, 27.5.2014 r., ctp. 1).
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Ynen 17

PaBHocTOEH HHAMBUAYAJCH l/IZ[eHTPI(l)l/IKaI.ll/IOHeH Oejer

Korato 3a nenute Ha crazBaHeTo Ha wieH 47a, maparpa¢ 1, Oyksa 0) ot
HupektuBa 2001/83/EQ mpoW3BOIUTENSAT MyCKa PaBHOCTOCH WHIWBH-
NyalleH WACHTU(HKAMOHEH Oelier, TOW MpOoBepsBa, 4e CTPYKTypara H
CbCTaBbT Ha WHAUBHIYAJHHS WACHTU(UKAIIMOHEH Oener, MmocTaBeH
BBPXY OIIAKOBKAaTa, € B CHOTBETCTBHE — IO OTHOLICHHE HAa KoJa Ha
MPOJYKTa M Ha HAI[MOHAIHHUS HOMEp 3a BH3CTAHOBSIBAHE HA Pa3XOIUTE
WM Jpyr HaOWOHAJIeH HOMep, C KOWTO ce HIeHTH(UIHpa JeKap-
CTBEHHSAT MPOJYKT — C M3UCKBAHUsTA HA Jbp)KaBaTa 4ICHKA, B KOSITO
€ MPeABUACHO JIEKAPCTBEHUST NMPOAYKT Aa ObIe IMycHAT Ha rasapa, Taka
4Ye WHIMBUAYAJTHUAT HICHTH(QUKAIMOHEH Oerler na Moxe naa Oble
MpOBEpsIBaH 3a aBTCHTUYHOCT U IAC3aKTHBUPAH.

Ynen 18

JeiicTBUs, KOUTO Aa ce INpeAlpHeMAT OT NPOU3BOAMTE/NTEe INPH
NoANpaBsiHe HA ONAKOBKATA MJIM CbMHeHHs 3a daamuduuupane

Koraro naneH mpousBoIuTeNl UMa OCHOBaHME Ja CUUTA, Y€ OIAKOBKaTa
Ha JIEKapCTBEHUs MNpPOAYKT € OWjia NOAINpaBeHa, WIM KOraTo MpH
IpoBepKaTa Ha IIOKa3aTeluTe 3a OE€30HACHOCT C€ YCTAaHOBH, ue
IPOAYKTBT MOXE Ja HE € aBTEHTUYEH, IPOU3BOAMUTENAT HE IycKa
MpoayKTa 3a Tpojakda WM pasnpocTpaHeHHe | He3a0aBHO
WH(POPMHUPA CHOTBETHUTE KOMIIETCHTHH OpIaHHU.

Ynen 19

Pa3znopenou, NPUJIOKUMH 3a NMPOU3BOIUTEIIH, KOUTO
Pa3npocTpaHsABAT NPOAYKTHTE CH 4pe3 MPOAak0M Ha eapo

Korarto nmameH npousBoAuTeNn pa3npoOCTpaHsBa IMPOAYKTHTE CH 4Ype3
npoaax0a Ha eApo, ocBeH wieHoBe oT 14 mo 18, 3a Hero ce mpuarar
u uneH 20, OykBa a) u wieHose 22, 23 u 24.

I'JIABA V

PEA U YCJIOBHUA 3A IIPOBEPKA HA IOKA3ATEJIMTE 3A
BE3OIIACHOCT MW JE3AKTUBUPAHE HA HWHIUBUAYAJHHUA
UIEHTU®UKAINMOHEH BEJIEI' OT TbPTOBHUTE HA EJPO

Ynen 20

IIpoBepka Ha ABTEHTHYHOCTTA Ha HHIUBUAYATHUS
uaeHTHGUKAUOHEH Oesler OT THProBUUTE HA €Ipo

JaneH ThproBenr Ha e€ApO TNpOBEpsiBA aBTEHTUYHOCTTA Ha WHIWBH-
IyalqHusT HIeHTU(UKAIMOHEH Oeler HalW-MalKo Ha CIEJHHUTE JieKap-
CTBEHH IPOIYKTH, KOUTO Ca B HETOBO (PU3MUECKO BIIaJCHHE:

a) JIGKapCTBEHH MPOMYKTH, KOUTO Ca My BBPHAaTH OT JIMIA, MNpUTe-
JKaBalll pa3pelIeHUe WIM WMl NMPaBoO Aa JOCTABAT JIGKAPCTBEHU
MIPOAYKTH Ha HACEJIEHHETO, WM OT JPYr ThPrOBEI] Ha €/1po;

6) JexapcTBEHU NPOAYKTH, KOUTO TOH moiydaBa OT ThProBelLl Ha eapo,
KOWTO HE € HUTO IMPOU3BOIUTEIIAT, HUTO Ha THPIOBELBT HA €APO —
IpUTeXaTel Ha Pa3pelIeHHeTO 3a ThProBUsl, HUTO TbProBELbT Ha
€po, KOMTO € YIBJIHOMOLIEH OT THUTYJSApS Ha Pa3spellcHUETO 3a
TBHPrOBHUS, IO CUJIATa HAa MUCMEH JOrOBOp, Ja ChXPaHABA U PasIpo-
CTpaHsiBa OT HErOBO MMeE IPOJIYKTUTE, HOMajamy B 00XBaTa Ha
HErOBOTO Pa3peIlCHUE 33 ThPrOBHS.
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Ynen 21

Jeporanuu ot 4jen 20, OykBa 0)

ITpoBepka Ha aBTEHTUYHOCTTA HAa WHIMBUAYaJHUS WACHTU(PHUKAIMOHEH
Oener Ha JIeKapCTBeH NPOAYKT chkriacHo wieH 20, OykBa 0) He ce
W3UCKBA B HUTO €IHA OT CICTHHUTE CUTYallUH:

a) BBIIPOCHUAT JIEKAPCTBEH IPOJAYKT IIPOMEHS COOCTBEHHKA CH, HO
octaBa (PU3MUECKO BIIaJCHHE Ha CBHIIUS THPrOBEL HA €po;

0) BBIIPOCHUAT JICKAPCTBEH MPOAYKT CE€ pa3npOCTpaHsBa Ha TEpH-
TOpHATA HAa IbpKaBa WICHKA MEXIy JABa CKJIaja, IPHHAIIEKAIIN
Ha €IUH M ChII THProBell Ha eIp0 WK €IHO U ChIIO IOPHIMIECKO
JHIe, KaTo HE CE M3BBPINBA MPOaaxoa.

Ynen 22

Je3aKkTUBHpPaHe HA WHIUBUAYAIHU WAeHTH(PUKAIMOHHU Oesie3u OT
ThProBUH Ha e1po

JlaneH ThproBeln Ha €ApO TNpPOBEpsBa aBTCHTUYHOCTTA HAa WHIWBU-
OyalHus MACHTH(QUKAIMOHEH Oeler M ro Je3aKTUBHpa, KOraTo CTaBa
BBIIPOC 32 CIIEAHUTE JIEKAPCTBEHU NMPOAYKTH:

a) TPOINYKTH, KOWUTO TOH Bb3HAMepsBa Jla pa3lpOCTpaHsBa W3BBH
Cp103a;

0) MpOXyKTH, KOWUTO ca BBPHATH NpPHU HEro OT JHIA, MPUTEkKaBaIlH
paspelieHre WIM HMalld [OpaBO Ja JOCTaBAT JIEKapCTBEHH
MIPOAYKTH HAa HACEJIEHHEeTO, WIM Jpyr ThProBell Ha €Ipo U KOUTO
HEe MoraT Jia ObJaT BbpPHATH IIPU T'OJAHUTE 32 NMPOAaX0a HAJIMYHOCTH;

B) MNPpOAYKTH, KOUTO Ca NPE€AHA3HAYCHU 3a YHHUIIOXAaBaHE;

F) MNpOAYKTH, KOHUTO MakKap W B HEroBO (1)I/ISI/I‘ICCKO BJIaICHUE, CC
H3UCKBAT 3a MOCTpa OT KOMIICTCHTHUTE OpPraHu,

II) TPOAYKTH, KOUTO TOH Bb3HAMEPSABA Ja PA3IpOCTPaHU [0 JIMLATA MIH
MHCTHTYLUNTE, IIOCOYCHU B 4YjeH 23, KOraro TOBa C€ U3UCKBA OT
HAI[MOHAJTHOTO 3aKOHOJATENICTBO B CHOTBETCTBUE CHC CBIIMSA UIIEH.

Upes nmeporauust or OykBa a) or 1 smyapu 2021 r. mo 31 nexemBpu
2021 r. 3agBDKEHUETO 3a Je3aKTUBHPAaHE HA WHAWBHIYaTHUS HICHTH-
(uxanuoHeH Oener Ha JeKapCTBEHUTE MPOMYKTH, KOUTO ThProBEUbT Ha
eIpo Bb3HAMepsBa Jla pa3npocTpaHsBa U3BbH Cbl03a, HE ce Mpuiara 3a
MIPOIYKTH, KOUTO TOW BB3HAMEpsBa Ja pasnpocTpanssa B OOeANHEHOTO
kpasictso (1).

Ynen 23

Pa3nopendu BBB Bpb3Ka € OTYUTAHETO HA XapaKTepHHTe
0CO0eHOCTH HA BEPUIaTa Ha J0CTABKA B AbPKABUTE YICHKH

Koraro e HeoOXxomumo sia ObIAT OTYETEHH XapaKTEPHHTE OCOOEHOCTH
Ha BepuUrata Ha JOCTaBKa Ha TEPUTOPHATA HA IbPKABUTE YJICHKH,
CBIIUTE MOraT Ja HW3MCKBAaT OT JaZeH TbpProBell Ha expo Ja
NpoBepsiBa IMOKa3aTeauTe 3a 0e30MacHOCT W Jla Je3aKTHBHUPA WHIUBH-
OyallHus HMOCHTH(UKAIHOHEH Oesler Ha JIEKapCTBEH INPOAYKT, IMPEeAn
Ja JIOCTaBM TO3W JIEKAPCTBEH MPOAYKT 10 KOETo M Ja Ouio or
CJICIHUTE JIMIA WIIM WHCTUTYLHH:

(") B cootBerctBHe che CHopasymMeHHETO 3a OTTErisHeTo Ha OOGEIMHCHOTO

kpanctBo BenukoOputanus n CeBepHa Mpnanaus or EBpomeiickus cbio3 u
EBpomeiickaTa OOImHOCT 3a aTOMHAa €HEPTHsA, W IO-CIEIHATHO 4IEeH 5,
naparpad 4 or IIporokoma orHocHo HWpnanaus/Ceepna Vpnanausi BbB
Bpb3Ka C IPWIOKEHHE 2 KbM IIOCOYECHHS IIPOTOKOJN, 3a LEJIUTEe Ha
HACTOSIIMS WiICH ro3oBaBaHMATa Ha OOEIMHEHOTO KPaJCTBO HE BKIIIOYBAT
Ceepna Mpmanaus.
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a) JIMIa, TPUTEeKABAIU pa3pelIeHHEe WM MMalld NpaBo Ja JOCTaBST
JIEKapCTBEHW TNPOAYKTH HAa HACENEHHWETO, KOMTO He padoTsaT B
3/IpaBHO 3aBEJICHUE WM B aIllTeKa;

6

=~

BETEPUHAPHU JIEKapu M THPrOBUU Ha IpeOHO ¢ BeTepUHAPHOMEAU-
LIUHCKH TIPOJYKTH;

B) CTOMAaTOJIO3H;

F) OINITOMETPUCTU U OIITUILIA,

~

A) napamMeaniu U CICHUAJIMCTH OT CIICIIHaTa MEAUIIMHCKaA ITOMOIIL;

€) BbOPBKEHUTE CHUIM, MOJUIMATA W JPYTHd JbPKaBHU HHCTUTYLHH,
KOUTO TMOJAIBPIKAT 3alacu OT JIEKApCTBEHU HPOJIYKTH 3a IEIUTE Ha
TpaXAaHCKaTa 3alliTa W NPOTHBOJAECHCTBHE B Ciydail Ha OencTBHS,

’K) YHUBEPCUTETH U JPYTd BUCIIU Y4EOHU 3aBEJCHHS, KOUTO M3IIOI3BAT
JIEKapCTBEHUTE TPOLYKTH C HAyYHOM3CIIEJOBAaTEICKH U 00pas-
OBAaTEJHU LEIH, ¢ U3KIIOYEHUE Ha 3[pPaBHUTE 3aBEACHMUS;

3) 3aTBOpH;
1) YUYWITHIIA;
i) mpuroTy;

K) JIOMOBE 33 COLIMaJHU TPUXKH.

Ynen 24

JeiicTBUSA, KOMTO /a ce NMpeINpHeMaT OT ThProBUUTE HA €Ip0 NMpH
NMOANPABsIHE HA ONAKOBKATA WJIM CbMHeHHUs 3a dammmpuuupane

TbproBen Ha epo HE JOCTaBs WM M3HACS JICKAPCTBEH MPOAYKT, KOTaTO
“Ma OCHOBAaHHUE J]a CUUTA, Y€ ONAKOBKaTa My € OWiia MOJIpaBeHa, WU
KOTaTo NpOBEepKaTa Ha IIOKa3aTeJUTe 3a 0E30IacCHOCT Ha JICKapCTBEHUS
MPOAYKT TOKa3Ba, 4e MPOAYKTHT MOXKE Ia HE € aBTeHTHYeH. Toi
He3a0aBHO MH(pOpPMHpA CHOTBETHUTE KOMIIETEHTHH OPraHH.

I'/TABA VI

PEA U YCJIOBHUA 3A IIPOBEPKA HA IIOKA3ATEJIMTE 3A
BE3OINACHOCT M JE3AKTUBUPAHE HA HWHIUBUAYAJHUA
UIEHTU®UKALMUOHEH BEJEI OT JIMLA, IIPUTEXABAIIU
PASPEIIEHUE NI HUMAIIHN ITPABO JA JOCTABSAT
JEKAPCTBEHHU NNPOAYKTHU HA HACEJIEHHUETO

Ynen 25

3aab/KeHnsT HA JUIaTa, NMpurTekaBallii paspelnieHde Wil UMallu
npaBo aAa JOCTABAT JEKAPCTBECHU MPOAYKTH Ha HaCCJICHUETO

1. Jlunmara, npuTexaBallyd paspelieHHe WIM HMalld IpaBo Jia
JIOCTaBAT JICKApCTBEHU MPOJYKTH Ha HAceJICHHEeTO, IpoBepsBaT MoKa3a-
TeNmuTe 32 0E30MacCHOCT U Je3aKTUBHPAT WHIUBHIYATHHS HICHTH(UKA-
IIMOHEeH Oener Ha JIEKapCTBEH IPOAYKT C HAHECEHH IOKa3aTelH 3a
0e30macHOCT, KOMTO T€ JOCTaBsT Ha HACEJIEHUETO, B MOMEHTA Ha JJ0CTa-
BSHETO My Ha HAacelIeHHETO.

2. HesaBucumo ot pasmopenburte Ha maparpad | nwmmara, mpute-
JKaBallyl pa3pelieHue WM HMalld MpaBo Ja JOCTABAT JIEKAPCTBEHH
TIPOAYKTH Ha HACEJIEHUETO W M3BBPIIBAILM JEHHOCT B AAJEHO 3IPaBHO
3aBeJIeHHE, MOTaT Jla U3BBPIIBAT Ta3u NPOBEPKA U JIE3aKTUBHPAHETO BHB
BCEKH MOMEHT OT BPEMETO, KOTaTo JICKApCTBEHUAT MPOAYKT € BbB (HH3H-
YECKOTO BJaJCHHE Ha 3JIPaBHOTO 3aBelICHHE, IIPH YCIIOBHE Y€ HE ce
M3BBPUIBA NpoJIak0a Ha JIGKAPCTBEHHS MPOIYKT MEXKAY I0CTaBKaTa Ha
MPOAYKTa JI0 3/[paBHOTO 3aBEJICHHE M JIOCTaBSIHETO My HA HACEJIECHHETO.
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3. C uen ga ce mpoBepu aBTEHTUYHOCTTa HAa WHIUBUAYATHHUS HICH-
TUQHKAIMOHEH OeJler Ha NaJieH JIEKapCTBEH MPOAYKT U BBIPOCHUST
WHAWBUIyaJIeH WACHTHU(HKALMOHEH Oeyer Ja ce J1e3aKkTHUBHpa, JHLATa,
NPUTEKABaIlld pa3pellieHHe WIM HMalld IIpaBo Ja JOCTaBAT JieKap-
CTBEHH MPOIYKTH Ha HACEIEHHETO, CE€ CBbp3BaT KbM CHCTEMaTa Ha
perucTpyu, mocodyeHa B wieH 31, upe3 HAlMOHAIHHUS WIM HaJHAIUO-
HaJIHUS PETUCTBP, KOWTO OOCIyXBa TEpPUTOpHATa HA JbpKaBara
YJIeHKa, B KOATO T€ Ca IMPUTEKaBallld pa3pelieHHe WIM UM € Ipe.-
OCTaBEHO IPaBOTO.

4.  Ceplo Taka Te INPOBEPAT MOKa3aTeIUTe 32 OE30MacHOCT U JIe3aK-

TUBHPAT HWHAWBUAYATHUS WICHTU(QUKAIMOHEH Oeller Ha CICJHUTE

JIEKapCTBEHU IMPOAYKTH C HAHECEHM IT0Ka3aTel 3a 0e30MacHOCT:

a) JIGKapCTBEHH IPOAYKTH, KOUTO €a B TAXHO (PU3UYECKO BIAJICHHE U
KOUTO HE Morar jfa ObJaT BbPHATH Ha THPTrOBIMTE HAa €APO WM Ha
MIPOU3BOJUTEIINUTE;

6

=

JIEKapCTBEHNW NPOIYKTH, KOUTO, JOKAaTO ca B TIAXHO (DU3UUECKO
BJIaJICHUE, Ca H3HMCKaHM 332 MOCTPH OT KOMIIETEHTHHUTE OpraHu B
CBHOTBETCTBUE C HALMOHAJIHOTO 3aKOHO/ATEJICTBO;

B) JICKAPDCTBEHW NPOIAYKTH, KOHTO T€ JOCTaBAT 3a IIOCIEBAIIO
W3ION3BaHE KATO pa3pelieHH W3MUTBAHU JIEKAPCTBEHU MHPOIYKTH H
pa3pemieHd  JOMBJIHUTENHH JICKAPCTBEHW MPONYKTH, KakTO €
ompeneneHo B wieH 2, maparpagu 2, 9 u 10 or Permament (EC)
Ne 536/2014.

Ynen 26

Jeporammu ot 4iaen 25

1. Jlunara, npuTexkaBalm¥ pas3pellicHWEe WIM HMAIlKd IIPaBo Ja
JOCTaBST JICKAPCTBEHU NMPOAYKTH Ha HACEICHMETO, ca OCBOOOACHH OT
3aIBJDKCHHETO Jia ITIPOBepsBaT IOKa3aTelIuTe 3a Oe30IMacHOCT W Ja
JIE3aKTUBUPAT WHIWBUAYATHUS WICHTU(QHUKAIMOHEH OeJjer Ha Jekap-
CTBEHHMTE MPOAYKTH, KOMTO Ca WM IpPEJOCTABEHH KaToO Oe3IuaTHU
MOCTpH B ChOTBEeTCTBHE ¢ wieH 96 or upektuBa 2001/83/EO.

2. Jlumara, mnpuTekaBalmld pa3pelieHHe WIM UMalld [paBo Ja
JOCTaBAT JICKAPCTBEHM TNPOJYKTH Ha HACEJIEHHETO W KOUTO He
paboTAT B 3[paBHO 3aBEACHHE WM B aNTeKa, ca OCBOOOJCHU OT 3a1bi-
JKEHHETO Ja TIPOBEPsBAT MOKa3aTeNuTe 3a Oe30MacHOCT M Jla JIe3aK-
TUBUPAT WHIWBUAYaATHUS WACHTH(UKAIMOHEH OeJer Ha JICKapCTBEHUTE
MIPOIYKTH, KOTaTO TOBa 3aIbJDKEHHE € OMIIO BB3JIOKEHO Ha THPTOBLUTE
Ha eJpo IO CUiIaTa Ha HALMOHAIHOTO 3aKOHOJATEICTBO B ChOTBETCTBHE
¢ wieH 23.

3.  HesaBucumo oT pasmopendure Ha wieH 25, KOrato € HeoOXOauMO
Ja ObJIaT OTYETEHU XapaKTEePHUTE OCOOEHOCTU Ha BepHrara Ha J0CTaBKa
Ha TEpUTOPHATA Ha ABP)KABUTE WICHKH, T€ MOTAT Jla B3eMaT peLIeHHe
Jla 0CBOOOAAT JHIlE, NPUTEKABAIIO Pa3pelIeHHe WM MMAIo NPaBo Ja
JOCTaBsl JIEKapCTBEHH NPOIAYKTH HA HACENeHHETO U KOeTo paboTu B
3paBHO 3aBEJEHUE, OT 3aIbJDKEHUATA 3a MPOBEpPKA U A€3aKTHBUpPAHE
Ha WHIVBMUAYaNHUS HIACHTH(UKAIMOHEH Oener, NMpH YCIOBHE Ye ca
W3IBIHEHH CIIEAHUTE YCIOBHS:

a) JIMIETO, MPUTEXKABAIO pa3pellieHne I WMAIIo MPaBO ga JOCTaBs
JICKapCTBCHH IMPOLYKTH HA HACEICHHETO, IOJy4aBa JICKapCTBEHUSI
MPOJYKT, KOWTO € C HAaHEeCeH WHAWBHIYyaICH HICHTH()UKAIIMOHEH
Oemer, € MOCPEAHHYECTBOTO Ha THProBEll HA €ApO, KOMTO
NPUHAIJICKH KbM CBIIOTO IOPUANYECKO JIMIE KAaTo 3JPaBHOTO
3aBE/ICHHE;

6

=

MpOBEpKaTa M Je3aKTUBHPAHETO Ha WHIMBHAYATHUS HICHTU(HKa-
IIUOHEH OeJier ce M3BBPIIBAT OT THProOBEIl HA €lpO, KOWTO NOCTaBs
MPOIYKTa Ha 3IPAaBHOTO 3aBEICHUE;

B) HE C€ W3BBpIIBA MPOJAX0a HA JICKAPCTBEHHS IPOIYKT MEXKIY
THProBella Ha €Ipo, KOWTO IOCTaBi MpPOAYKTa, H IIOCOYCHOTO
3IpaBHO 3aBEICHHE;

I') JIGKAPCTBEHHST MPOIYKT CE JOCTaBS HAa HACEJICHHUETO B PaMKHTE Ha
3paBHOTO 3aBEJICHUE.
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Ynen 27

3aabikeHust pyu NMpUWIAraHeTo Ha JAeporauuu

Koraro mpoBepkaTra Ha aBTEHTUYHOCTTa U JA€3aKTHBUPAHETO HAa HHIU-
BUIyaIlHNS HACHTU(UKAIOHEH OeNer ce M3BBPIIBAT MO-PAHO OT MOCO-
YEHOTO B wieH 25, naparpad 1, cbriacHo uneH 23 uny 26 nenocrra Ha
CPEICTBOTO Cpelly IOJNpaBsHE ce IpoBepsSsBa B MOMEHTa, KOTaro
JEKapCTBEHUAT TPOIYKT CE MPEJOCTaBs Ha HACEICHHETO.

Ynen 28

3aabikeHust npu J0oCTtaBsiHe Ha CaMO 4YacCT OT CbABPKAHUETO HA
OIMAaKOBKa

HezaBucumo ot wieH 25, maparpad 1, korato Jmmara, HpHTEXaBalld
Ppa3pelieHne Wi UMaIlH IPaBo Jia IOCTaBAT JISKAPCTBEHH MPOIYKTH Ha Hace-
JIEHUETO, JIOCTaBAT CaMO 4YacT OT ChIbPXKAHUETO HA OIMAKOBKA CIIEKapCTBEH
NPOAYKT, YUATO UHANBHUAYAJICH HAESHTH()UKALIMOHEH OeJier He € Ie3aKTUBHUPaH,
Te MPOBEpSIBAT MOKa3aTeNuTe 3a 0e30IaCHOCT U AE3aKTUBUPAT TO3W WHAUBU-
JyaJieH uIeHTH(HKAOHEH Oelier MPH ITbPBOTO OTBApsIHE HA OITaKOBKATa.

Ynen 29

3aab/KkeHdsT B CIy4Yaid HAa HeBB3MOXKHOCT 3a IpOBepKa Ha
ABTEHTHYHOCTTAa W 32 /Ie3aKTMBMPaHe Ha WHIUBUAYAIHUS
uaeHTH(pUKAIHOHEH OeJsier

HesaBucumo ot pasnopendute Ha wieH 25, maparpad 1, koraro mopaau
TEeXHUYECKH MPOOIEMH He € BE3MOKHO JINIIATa, IIPUTEKABAIIN pa3pereHue
WJIM UMAIIY IIPABO 1 JOCTaBAT JIEKapCTBEHH IPOIYKTH Ha HACEICHUETO, 1A
MIPOBEPAT aBTEHTUYHOCTTA Ha JNaJeH WHIMBUIyaJleH WICHTH(MHUKAIMOHEH
Oeer U J1a ro Je3aKTUBUPAT B MOMEHTA, KOTaTo JIEKAPCTBEHUST IPOAYKT
C TO3M HMHIVBHAYyaJIICH HWACHTH(HUKAMOHEH Oeler ce IOCTaBsi Ha Hace-
JEHNETO, TMOCOYCHUTE JIMIA, NPHTEKABAIIW paspelleHHe WM HMAIH
IpaBoO Ja JOCTaBAT JIEKAPCTBEHHM NPOLYKTH HA HACENEHHETO, 3alHCBaT
MHIVBUYATHAS HICHTH(QUKAIMOHEH Oeler W BeIHara ciel OTCTpaHs-
BaHETO Ha TEXHUUYECKUTE IPOOIEMM IPOBEPSABAT ABTEHTHMYHOCTTA U HA
VHMBU Ty aJIHUS MOCHTU(QUKAIMOHEH Oerner u ro Ae3aKTHBUPAT.

Ynen 30

JeiicTBUS, KOMTO a ce NMpeINpuUeMaT OT JHMLATA, NPUTEKABAILIU
paspelieHde MWJIM HMalld @PaBo [1a [J0CTABAT JIEKAPCTBEHH
NPOAYKTH Ha HaceJleHHeTO, NPU CbMHeHHd 3a ¢anmundpunupane

Koraro nuna, npuTesxaBaiy pasperieHue Wik MMaliy IpaBo 1a JOCTaBsT
JICKapCTBEHHU MPOAYKTH Ha HACEICHUETO, MIMAT OCHOBAHUE J]a CUUTAT, Y€
OIIaKOBKaTa Ha JICKapCTBEHUS MPOIYKT € Owiia MOANpaBeHa, WM KOraTo
IpOBEpKaTa Ha MOKa3aTeNIUTe 3a 0€30IaCHOCT Ha JIEKApCTBEHUS IPOLYKT
MOKa3Ba, 4€ MPOJYKTHT MOJXKE Jla HE € aBTEHTUYEH, [NOCOYCHMTE JIUIIA,
MIpUTEKABaIIX pa3pellleHre WIK UMAIU IPaBo Jia JI0CTaBAT JIEKAPCTBEHU
MPOAYKTH HAa HACEJICHHETO, HE [OCTaBAT NpPOAYKTa W He3abaBHO
MHPOPMHPAT CHOTBETHUTE KOMIIETEHTHH OPTaHH.

I'IABA VII

CBb3JABAHE, YIIPABJIEHUE U JOCTBIIHOCT HA CUCTEMATA OT
PETUCTPH

Ynen 31
Cb31aBaHe HA CHCTEMA OT PerucTpu

1. Cucremara OT pPerucTpu, B KOSTO CE€ ChAbpXa HHPOpPMALUS 3a
MoKaszartejuTe 3a 0e30MacHOCT B ChOTBETCTBHE C wieH 54a, maparpad 2,
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O6ykBa 1) or [JupextuBa 2001/83/EO, ce cb3maBa M ympaBisBa OT
IpaBeH CyOeKT ¢ HECTOMAHCKa 11eJ1 WM MPaBHHU CyOEKTH C HECTONAHCKa
nen, cw3gageHn B Cplo3a OT IPOM3BOAUTENINTE W THTYJISIPUTE Ha
paspelIeHus 3a ThProBUsl C JICKAPCTBEHH NMPOAYKTH C HAHECEHW IOKa-
3aTeny 3a 0e30IacHOCT.

2. Ilpm cw3maBaHeTO Ha CHCTeMaTa OT PETHCTPH HPABHUST CYOEKT
Wiy cyOeKTH, MocoyeHu B maparpad 1, ce KOHCYyATHpaT Hail-Malko ¢
TBHPrOBLUTE HA €pO, C JIUIaTa, IPUTEKABAIIN pa3pelieHrue WM UMAalln
IOpaBO Ja AOCTaBAT JEKAPCTBEHU NPOAYKTH HA HACEIEHHETO, U CbC
CHOTBETHUTE HALIMOHAJIHU KOMIIETEHTHH OpPTaHH.

3. TeproBuuTe Ha eIpo M JHMLATA, NMPUTEKABAIIN Pa3peLICHHE WIU
AMalld TpaBo Ja JOCTAaBAT JIEKAPCTBEHU IPOMYKTH Ha HACENCHHUETO,
UMarT MpaBo Jla y4yacTBaT B NMpaBHHUSA CYOCKT MJIM CYOEKTH, MOCOUCHH B
naparpad 1, Ha 700poBOJIHA OCHOBA U O€3 TOBA J]a € CBBP3aHO C PA3XO/IH.
4. IlpaBuustr cybextT wiau cyOekTH, mocoueHu B maparpad 1, He
M3UCKBAaT OT MPOU3BOJUTEIUTE, TUTYJSIPUTE HA pas3pelieHHus 3a
TBProBus, TbProBUUTC Ha €APO W JHLATA, IMPUTCKABAIIU Pa3spClICHUC
WM WAMalld TpaBO Ja JOCTaBAT JIEKApCTBEHM IPONYKTH Ha Hace-
JeHueTo, na ObJaT WICHOBE HAa KOHKPETHAa OpraHU3allUs WIH oOpra-
HU3alUH, 32 Ja MOraT Jia IOJI3BaT CUCTEMAaTa OT PETHUCTpPH.

5. Pa3xomute mo cucremaTa OT PETUCTPU CE MOEMAT OT MPOM3BOAU-
TENUTE Ha JICKAPCTBEHUTEC NPOJAYKTH C HAHECCHH II0KAa3aTeNld 3a
Oe3omacHOCT B CHOTBETCTBHE ¢ uieH S54a, maparpad 2, OykBa 1) OT
Hupextusa 2001/83/EO.

Ynen 32

CTpykTypa Ha cHCTeMaTa OT perucTpu

1. Cucremara OT PErHCTPH C€ CHCTOM OT CIEAHUTE EJNeKTPOHHHU

perucTpu:

a) LEHTpaJeH MapLIpyTH3aTOp Ha MHpOpManus U AaHHU (,,LIEeHTBP );

6) perucrpu, KOUTO OOCIyXBaT TEpUTOpHATAa Ha JaJeHa AbpxaBa
qjeHKa (,,HAIIMOHAIHU PErucTpu™) WIM TEPUTOPHUATA HAa HAKOJIKO
IIbPXKaBU WICHKH (,,HaAHANUOHATHU perucTpu’). Te3m peructpu ce
CBBP3BAT C LEHTHpA.

2.  BposT Ha HalMOHAJIHNUTE U HAJHALIMOHATIHUTE PETUCTPU TPsIOBa Jia €

JOCTaTh4eH, 3a Ja ce rapaHTHpa, Y€ TEPUTOPHATa Ha BCSKAa IbpiKaBa

YJIeHKa ce 00CIy>KBa OT €IUH HAI[OHAJIEH WIH HaJHAIIMOHAIIEH PETUCTHP.

3. Cucremata OT perucTpu BKIIOUBA HEOOXOIMMaTa HHPPACTPYKTypa

32 MH(GOPMALMOHHU TEXHOJIOTHH, Xapayep U codTyep, 3a Ja ce Aafe

BB3MOXKHOCT 32 M3IIBJIHEHHE Ha CIICIHHUTE 3aJauu:

a) KauBaHe, oOeJqUHsBaHe, 00pabOTBaHE, MPOMEHSHE M ChbXPaHSABaHE Ha
uH(opMalysATa OTHOCHO IIOKa3aTenuTe 3a O€30IaCHOCT, KOSTO
MO3BOJISIBA TPOBEPKAaTa Ha ABTEHTHYHOCTTa M HMIACHTH()UIMPAHETO
Ha JIEKapCTBEHHUTE MPOIYKTH;

6

=

WICHTU(HIpaHe Ha OTJAENHA OIaKOBKA C JIEKAPCTBEH MNPOIYKT C
HAHECEHU II0Ka3aTeNd 3a 0e30MacHOCT, NPOBEPSIBAHE HAa aBTEHTUY-
HOCTTa Ha WHOMBHAYaNHUS HIACHTH(GHUKALMOHEH Oener BBPXY Tasu
OIIaKOBKa M JIe3aKTHBHpaHETO Ha Oeiera Ha KoiTo M jaa Owio eramn
OT 3aKOHHATa BepUra Ha JOCTaBKa.

4. Cucrtemara OT perucTpu TpsOBa Ja BKIIOUBA TaKHBAa HMPUIIOKHO-
IIPOTpaMHN HHTepdelicH, KOUTO [a MO3BONSABAT HA THPTOBIHUTE HA €IPO
U Ha JMLaTa, IPUTEXaBallld pas3pellieHue WIM MMalld IpaBo Ja
JOCTaBAT JIEKapCTBEHH TPOAYKTH Ha HACENCHHETO, [a W3BBPIIBAT
TBPCCHE B CHCTEMaTa OT PETHCTPH 4pe3 codTyep, 3a Ja HpoBepsBaT
ABTEHTUYHOCTTA HAa MHAMBUIYAJIHUTE HICHTU(GUKAIIMOHHH Oene3u u na
TH Ie3aKTUBHPAT B CHCTEMATa OT PETUCTpPH. Te3! IMPHIIOKHO-TIPOTpaMHH
uHTepdelcu ChIIO Taka TpsAOBa Ja JaBaT BB3MOXKHOCT 3a JOCTBII Ha
HAI[MOHAJIHUTE KOMIIETEHTHH OpPraHM 4pe3 codTyep OO CHCTeMaTa OT
PETUCTPU B CHOTBETCTBHE C 4ieH 39.

Cucremara OT PETHCTPH BKIIIOYBA CHIIO TakKa BHJOBE IpadideH IOTpe-
Ourencku uHTEp(Eic, NpeaocTaBsall MPSK TOCTBII JO CHUCTEMaTa OT
pEerucTpH B CHOTBETCTBHE C uieH 35, maparpad 1, Oyksa n).
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CucremMara OT pErucCTpH HE BKIIOYBA (DU3MUECKOTO CKaHHPAIIO
obopy/BaHe, W3IMOJI3BaHO 33 pasyMTaHe Ha WHIWBHUAYAIHUS HUACHTH(DH-
KallMOHEH OeJrer.

Ynen 33

KauBane Ha undopManusi B cHcTeMaTa OT PerucTpu

1.  Tutynsapsar Ha paspemieHne 3a TBHProBUS WM B CIOydail Ha
mapayiellH0 BHACSHHM WM TapajelHO pa3lpOCTPAHSIBAHU JICKAPCTBEHH
INPOOYKTH C PaBHOCTOCH HMHAMBHUIyaleH HIeHTH(uKanuoHeH Oener 3a
nenuTe Ha cmasBaHeTo Ha wieH 47a ot [upektuBa 2001/83/EO —
JHULETO, OTroBapsll 3a IyCKAaHETO Ha Te3d INPOJYKTH Ha TIasapa,
rapaHTupa, 4e WH]opMaiusara, mocoyeHa B maparpad 2, € KaueHa B
cHCTeMaTa OT pEerucTpH, Npeau JICKAPCTBEHUAT MNPOAYKT JAa Objae
IMyCHAT 3a HpoAax0a WIM pasnpoCTPaHEHHE OT MPOU3BOJUTEINS, M Ue
TS Ce aKTyalu3upa TEeKyIIO CIIe/ TOBa.

Hudopmarusta ce cbXpaHsBa BbB BCHYKH HAIMOHAIHHM WIM HaIHa-
[UOHAJHA PErUCTPH, KOUTO OOCIY)XBAaT TEPUTOPHATA HA IbPIKABATA
YlieHKa WM JbP)KaBUTE WICHKH, B KOUTO € MpeJHa3HaYeH 1a Oble
MyCHAT Ha Ma3apa JIEKApCTBEHUAT MPOIAYKT C WHAWBHIYATHHS HICHTH-
¢ukanonen Oenmer. Mudopmarmsra, mocodeHa B maparpad 2,
OyKBH a) — T) OT HACTOSIIMS WICH, C H3KIIOYCHUE Ha CepUiHUsA
HOMED, CBILO CE ChXPaHsIBa B LICHTHPA.
2. 3a JeKapcTBeH MNPOAYKT C WHIWBUAyaJeH WACHTU(PHKAHOHEH
Oemer B cuCTeMaTa OT PETHCTPH Ce KadyBa HAH-MaJKOTO Clie[HaTa
rHpOpManus:
a) CJIEMEHTH Ha JAHHWTC HA WHAWBHIYaJIHHS WACHTH()UKAIMOHEH Geser
B CBHOTBETCTBUE ¢ wieH 4, Oyksa 0);

6) cxemara Ha KOJHpaHE HAa KOJa Ha HPOAYKTa;

B) UMETO W OOIIONPHUETOTO HAMMEHOBAaHHE Ha JIEKApCTBEHHS NPOIYKT,
(apmaneBTHyHaTa (opMma, KOHLUEHTpALUATA, BHIBT M pa3MephT Ha
ONIAKOBKaTa HA JIEKAPCTBEHHS NMPOLYKT, B CHOTBETCTBHE C TEPMUHO-
JIoTHATa, IOCO4YeHa B ujieH 25, maparpad 1, Oyksa 6) u OykBu a) —
k) or Permament 3a wm3meiaHenue (EC) Ne 520/2012 wHa
Komucusra (1);

I') Abp)KaBaTa WIEHKa WIN JIbP)KaBUTE YJICHKH, B KOUTO € IMPEIBHICHO
na Oble MycHAT Ha Ma3apa JEKapCTBEHUST MPOLYKT;

1) KOTaTo € MPWJIOKHMO, KOABT, MACHTU(QHIMpAL] BIHCBAHETO, CHOT-
BETCTBAIIO Ha JICKAPCTBEHHS MPOIAYKT ¢ WHIUBHIAYATHUS MICHTH(U-
KaIlMoHeH Oeer, B 0a3ara JaHHH, IIOCOYEHA B wieH 57, maparpad 1,
oykBa 1) ot Permament (EO) Ne 726/2004 na EBpomeiickus
napiament u Ha ChBera (%);

€) UMETO ¥ aapeca Ha MPOM3BOMMTEINSA, HAHACAII TIOKAa3aTeNuTe 3a
0E€30I1acHOCT;

)K) HUMETO U aJpeCa Ha TUTYJIAPS HAa Ppa3pCHICHUCTO 3a ThbPrOBUS;

3) CIIMCBK Ha TBProOBUUTE Ha €ApO, KOUTO Ca YIBJIHOMOUICHH OT
TUTYJSApA Ha Pa3pelleHHeTO 3a THProBUSA, MO CHIATa Ha MHCMEH
JIOTOBOpP, Ja CbXpaHsABaT U Pa3IpPOCTPaHABAT OT HETOBO MMeE
NpPOAYKTUTE, MOMAjalid B 00XBaTa OT HErOBOTO paspelleHHe 3a
THPIOBUSL.

3. Hudopmanusara, nocoueHa B maparpad 2, ce xaypa B cUCTeMara

OT PErHCTpUM WM 4pe3 LEeHThpa, WIM 4Ype3 HAIMOHATEeH WIN HaJHa-

LUOHAJIEH PETUCTBD.

(") Pernament 3a msnbidenue (EC) Ne 520/2012 na Komwucusara ot 19 woHu

2012 r. OTHOCHO M3BBPIIBAHETO Ha ACHHOCTHUTE B 00JacTTa Ha (apMaKoso-
ruyHara OaurenHoct, npeasuaeHu B Permament (EO) Ne 726/2004 na EBpo-
neiickust mapiameHT U Ha Cwera u B JlupextuBa 2001/83/EO nHa EBpo-
neiickus mapnament u Ha Cesera (OB L 159, 20.6.2012 r., ctp. 5).

(?) Pernament (EO) Ne 726/2004 wa Espomneiickus mapiamedT u 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
ynotpeba M 3a ch3naBaHe Ha EBpomeiicka arenuus no sekapcrBata (OB
L 136, 30.4.2004 r., ctp. 1).



02016R0161 — BG — 11.10.2021 — 002.001 — 16

Koraro kauBaHEeTO ce H3BBPIIBA 4pe3 IIEHTHPA, B HErO CE€ ChXpaHsiBa
KOmhe OT MHQOpMaIusiTa, ocoyeHa B maparpad 2, OykBu a) — T), €
U3KITIOYCHHE HA CEPUIHMS HOMEp, U OT HEero mbiiHaTa MHpOpMAIUsI ce
OPEXBBPISL [0 BCHYKH HAIMOHAIHW WM HAJHAIMOHAIHH DPETHCTPH,
00CIy)XBallld TEPUTOPUSITA Ha Jbp)KaBaTa WICHKA WIH Ibp)KaBUTE
YJIEHKH, B KOUTO € MPEABUACHO JICKAPCTBEHUAT MPOMYKT C HMHIAWBH-
IyaJHus WACHTH()UKAIMOHEeH Oeier ma ObJe MycHaT Ha Iasapa.

Korarto ka4BaHeTO ce M3BBPINBA UPE3 HAIMOHAICH WM HaJIHALHOHAICH
PETHCTBP, OT TO3M PETUCThP KbM ILEHTbpa He3abaBHO CE MPEXBBPIISL
Kornue oT MH(popMalmsaTa, nmocoveHa B maparpad 2, OykBu a) — T), ¢
M3KJIIOYCHUE Ha CEepUiHMS HOMEp, Karo ce HW3Moi3Ba (GopMarbhT Ha
JaHHUTE M crelupHUKaluuTe 3a OOMEH Ha [aHHH, ONpPEACNICHH OT
LEHTHPA.

4. Undopmanmsta, mocoueHa B maparpad 2, ce CbXpaHsBa B
perucTbpa, B KOMTO Ts € Ouia KadeHa MbPBOHAYAIHO, B MPOIBIDKCHUE
Ha Hali-MaJKO ¢[JHA TOJHMHA CJEM Jarara Ha W3THYaHE CPOKa Ha TOAHOCT
Ha JICKAPCTBCHUS MPOIYKT MM MET TOJUHH, CJIe]] KaToO MPOAYKTHT € O
IyCHAT 3a MPOAAX0A MM Pa3lpOCTpaHEHHE B CHOTBETCTBHE C WieH 51,
naparpad 3 ot Jupexrtua 2001/83/EO — cnopex ToBa Kod OT jABaTa
HEepUoAa € IO-ABIBL.

Ynen 34

DYHKIUOHHPAHEe HA LIEHTHpa

1. Bcexku HanuoHaneH WIM HaJHAIlMOHAJIEH DPETUCTHP, BKIIOYEH B
cHCTeMaTa OT DEerucTpd, OOMeHs NaHHH C LEHTHbpa, KaTro H3I0JI3Ba
¢opmara Ha JaHHM W pena M YCIOBUSTa 3a OOMEH Ha JaHHH,
OIpeJIeNIEHH OT LIEHTBPA.

2. Koraro aBTeHTHYHOCTTa HAa WHIVBHAYATHHS HACHTU(DHUKAMOHEH
Oenmer He Moxe Ja ObJe NpoBepeHa, ThH KaTO HALMOHAIHUAT WIN
Ha/IHAIIMOHAJIHUAT PETHCTBP HE ChIbpPKA WHAWBUAYAIICH HICHTU(HKA-
OUMOHEeH Oejer ¢ KOA Ha NPOAYKTa M CEepHeH HOMep, KOUTO ca
WACHTHYHH C Te3W Ha WHAMBHUIYAIHUS WIEHTHU(UKAMOHEH Oeer,
KOWTO Cce MpoBepsiBa, HALMOHATIHUAT WINM HAIHALMOHAIHHAT PETHUCTHP
MIPEXBBPJI THPCEHETO KBbM IIEHTHPA, 3a Aa ObJie IPOBEPEHO Jalld TO3U
WHAWMBUIyaJICH UWICHTU(QHUKALMOHEH Oener € ChbXpaHeH Jpyraae B
cucremMara OT PerucTpu.

Koraro B mieHTEpa OBJIe MONydeHa 3asBKaTa 3a ThpceHe, Bb3 OCHOBA Ha
ChIbpiKallaTa ce B 3asBKara WH(OpMaIMs TOH pa3no3HaBa BCUYKU
HAIMOHATHN WIM HaIHAIIMOHAHH PETUCTPHU, 0OCITYXKBAaIlll TEPUTOPHSTA
Ha JbpKaBaTa WICHKA WIN IbP)KaBUTE YJICHKH, B KOUTO € IPEIBUACHO
na ObIe MyCHAT Ha Ha3apa JICKApCTBEHUAT HPOAYKT ¢ WHIVBHIYaTHUS
AACHTH(UKAIUOHEH OeJer, U MPeXBbPJIs ThPCEHETO KbM TIX.

CJIE,Z[ TOBa LCHTHPHT MNPCXBHPJIA OTTOBOpa Ha TE3U PETrUCTpU 10
perucropa, OT KOWTO € JIOILIO 3alluTBaHETO.

3. Koraro mMma yBeJOMJICHHE OT HAUMOHAICH WM HaJHAI[MOHAJICH
PErucThp 3a MPOMSHA B CTATyCa HA WHIMBUIYAJICH HICHTU()UKAIHOHCH
Oerer, LEHTBHPHT OCHIYpPSBA CHHXPOHH3MPAHETO Ha CTAaTyca MEXIY
HAI[MOHAJIHUTE WM HaJHALMOHAIHUTE PErUCTPH, OOCIYKBAlUd TEPH-
TOpHWSITA HA [Ibp)KABaTa WICHKA WA JbP)KABUTE WICHKUA, B KOHTO €
OpeBUACHO Aa ObAe IyCHAT Ha Ias3apa JEKapCTBEHHAT MHPOAYKT C
WHAMBUIYAIHUS WACHTHU(QHUKAIMOHEH Oerer.

4. Ilpu monmyyaBaHeTO Ha HWHGPOpPMAIUATA, MOCOYEHA B WieH 35,
naparpag 4, LCHTBPBT OCHUTYpSBa CJIEKTPOHHOTO CBBP3BaHE Ha
HNapTHIHUTE HOMEpa IPeH W Clie[ ONEpalMUTe [0 MPCONAKOBAHE HIIH
[peeTHKETUpaHe ¢ Habopa OT Je3aKTUBHPAHW MHAUBHIYaTHH HICHTH-
¢uxanuoHHu Genesu U ¢ HabOpa OT IOCTAaBEHU PABHOCTOMHU WHIUBU-
JyaJTHU WICHTU(PHUKAIMOHHU Oele3u.
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Ynen 35

XapaKTepl/lCTl/IKH Ha cuCTeMaTa OT PErucTpu

1. Bceeku PETUCTBP B CUCTEMATa OT PEruCTpU OTroBaps Ha BCIAKO OT
CIICAHUTE YCIIOBUA:

a) ¢usndecku e pasmonoxeH B Cbio3a;

0) cwb3aaBa ce M Ce ympaBlisiBa OT MPaBeH CYyOEKT ¢ HECTOMAHCKa Lel,
ycraHoBeH B Chi03a OT MPOM3BOAUTEIH M THTYJISIPH Ha pa3pelIcHHs
3a THPrOBHUsI C JICKAPCTBEHH MPOAYKTH C HAHECEHH IMOKa3aTend 3a
6e30MacHOCT, a KOrato ca m30pajid Ja y4acTBaT — ¥ ThPrOBIH Ha
elpo W IIHIla, MPHUTSKABAIIM pa3pelicHHe WM HMAIld MPaBo Ja
JIOCTaBAT JICKAPCTBEHU IPOAYKTH HA HACEICHUETO;

B) HaAIbJIHO OII€PATHUBHO CBbBMECTHUM € C APYTUTEC PErucTpu, BKIIOYCHU
B cCHUCTEMaTa OT PErucCTpyu, 3a MOCJIUTEC Ha HACTOoAlIaTa IJIaBa
,,OIICpaTUBHA CHbBMECTHUMOCT O3HayaBa IThJIHATa (l)yHKHI/IOHaJ'IHa
HUHTErpanusa M CJICKTPOHCH o0MeH Ha JaHHU MCXKIAY PETUCTPUTC
HE3aBUCUMO OT U3MOJI3BAHUA NOCTABUMUK Ha YCIYI'H;

r) MO3BOJSABA HAACKIHA CJICKTPOHHA WACHTH(HKALUS M yIOCTOBE-
psABaHE HAa aBTEHTUYHOCTTA HAa OTACIIHUTE OMAKOBKU C JIEKAPCTBEHHU
IPOAYKTH OT CTpaHa Ha NPOU3BOLUTEIIUTE, THPIOBLUTE HA €ApPO U
JIMLATA, MPUTEKABAIY Pa3pelIcHUe WIM UMAIld IPaBo Aa JOCTaBAT
JIGKapCTBCHU IPOAYKTH Ha HACEJIEHUETO B CHOTBETICTBUE C H3UCK-
BaHMATA HA HACTOSLIUS PEIVIAMEHT;

) UMa IIPWIOXKHO-TIPOTPAMHH HHTep(edicH ¢ BB3MOXKHOCT 32
nperaBaHe ¥ OOMEH Ha JaHHM cbc codTyepa, H3MOA3BaH OT
TBProOBLMTE HAa €IpO, JMLATa, MPUTEKABAIIM pPa3pEIIeHHe WIH
MMAIIH TIPAaBO Jia AOCTABST JICKAPCTBEHHU IPOAYKTH Ha HACEICHHUETO,
a KBJIETO € HNPHIOKUMO — U HALMOHAJIHUTE KOMIICTEHTHH OpPraHHu;

€) KOraro TBHPrOBUWTE HAa €IpO M JIMIATA, HMPHUTEKABALIM pa3pelleHre
Ja JOCTaBAT JICKAPCTBCHH MPOAYKTH Ha HACEJICHHUETO, H3MPATST
3asBKa 32 TBPCEHE B PETHCTHpa 3a IIPOBEpKa Ha aBTEHTHYHOCTTA H
JIe3aKTUBHPAHETO HAa JaJcH WHAWBUAyAJeH HICHTU(DUKAIIMOHECH
Oerer, BpeMETO 3a peakmusi OT perucTbpa, 0e3 1a ce OTYuTa
CKOpPOCTTa Ha MHTEpHET Bpb3Kara, TpaOBa Ja € mo-mMaiko ot 300
MIIHCEKYHAU 3a moHe 95 % ot 3asBkuTe. PaboTHUTE XapakTe-
PHCTHMKH Ha pPerucTbpa TpaOBa Ja ca TakWBa, 4e Ja IO3BOJIIBAT
THPTOBLUTE HA €APO M JHULATA, MPUTEKABAIM pPa3pelieHHe WIH
MMaIllI¥ MPaBo Aa JOCTABAT JEKapCTBEHU NPOIYKTH Ha HACEJICHUETO,
a paboTAT 0e3 3HAYUTETHO 3a0aBsiHE;

’K) B HETO c€ ChXpaHsABa MBJIEH OT4YeT (,,0MWTHA cliefa”) Ha BCHUYKH
orepalny, CBbP3aHU C MHIUBUIYaTHHUS WAECHTH(UKAMOHEH Oeler,
Ha TIOTPEOMTENHTE, OCBIIECTBSIBALIM TE3W ONEpalud, H Ha
€CTECTBOTO Ha OIepalMuTe; OJUTHATa cliela Ce Cbh3/laBa, KOraTto
WHIMBUAYAIHUAT HICHTU(QUKAIIMOHEH Oeier Oble KayeH B
perucTepa M Oble ChbXpaHsBaH TaM Hal-MalKO €IHA TOIMHA CIeN
JaTata Ha W3THYaHE Ha CpOKa Ha TOJHOCT Ha JICKAPCTBEHHUS
MPOIYKT, MapKUpaH ¢ WHIWBHAYAJIHHS WACHTU(HKALMOHEH OeJer,
WIH TIeT TOJIUHHM, CJIe]] KaTO NPOXYKTHT € OW IyCHAaT 3a mponaxota
WIH Pa3NpOCTpaHEHWE B CHOTBETCTBUE ¢ wieH 51, maparpad 3 ot
Jupextua 2001/83/EO — cmopen ToBa KO OT jaBara MepHojaa e
HO-/TBJIBT;

3) B CBOTBETCTBHME C wieH 38 HeroBara CTPyKTypa € TakaBa, de
rapaHTupa 3allMraTa Ha JIMYHUTE JaHHH M [IOBEpUTEIHATa
TBProBcka HH(OpMAaLusi, KakTo M COOCTBEHOCTTa W IIOBEPUTEN-
HOCTTa Ha JIaHHWUTE, T€HEpUPAHH, KOraTo HMPOHU3BOIAMUTENUTE, TUTY-
JIIpUTE Ha pas3pellieHHs 3a ThPrOBUs, ThPrOBIM Ha €ApO M JIMLATA,
MIPUTEKABAILM pa3pellieHne WIM UMalld IpaBo Ja AOCTaBAT JieKap-
CTBEHM NPOAYKTH HAa HACEJICHUETO, padOTIT C PErucTbhpa;

W) TOW BKIIOYBa rpaduuiu motpebuTencku uHTepdeiicy, mpemiaramm
OpsK JOCTBI A0 HEro Ha CIEAHUTE MOTpeOUTENH, NPOBEPEHU B
ChOTBETCTBHUE C 4jeH 37, OykBa 0):
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1) THPTrOBIMTE HA PO W JIMIIATa, TPUTEKABAIM Pa3peIICHHE MU
AMalld TpaBo JAa IOCTaBAT JIEKAPCTBEHHW INPOAYKTH HAa Hace-
JIEHHETO — 3a LIeNUTEe Ha IPOBEpKaTa Ha aBTEHTUYHOCTITA Ha
MHIVBHUAYATHUS UACHTU(QUKAIIMOHEH Oeller W Ae3aKTHBHUPAHETO
My, B Cllydail Ha HOBpela Ha TeXHHs cOOCTBeH codTyep;

il) HAIlMOHAJHUTE KOMIIETEHTHH OpPTraHH — 3a IIeJHTE, OCOYCHU B
uneHn 39.

2. Koraro craTychT Ha WHIMBHAYAITHHS WACHTH(HKAIIMOHEH Oeier
Ha JIEKapCTBEH IPOAYKT, IPEJIHA3HAY€H 3a IIyCKaHE Ha Ia3apa B
ToBede OT €IHA JbpXKaBa WICHKA, ObAe MPOMEHEH B JaJIeH HAMOHAICH
WY HaJHALUOHANIEH PErHCThpP, TO3U PETUCTbP HE3a0aBHO YBEIOMsBA
LEHTHPa 3a IPOMsHATa Ha CTAaTyca, OCBEH KOraro CTaBa BBIPOC 3a
JIe3aKTHBHPAHE, M3BBPIICHO OT THUTYJIApUTE Ha paspelieHue 3a
TBProBusi B cboTBeTCTBHE ¢ wieH 40 nnu 41.

3. Hamumonanaute miM HaJHAIMOHAIHUTE PETHCTPH HE MO3BOJISBAT
KayBaHETO WJIM CHXPAHEHHETO Ha WHIMBHUIYaJeH HIECHTHU(UKAIOHEH
Oener, chABpXKAIL CHIIASA KOJ HAa MPOAYKTa W CEPHEH HOMEpP KaTo
Opyr WHAMBHUIyaJeH WACHTH(UKAIMOHEH Oejer, KOWTO Bedye ce
ChXpaHsBa TaM.

4. 3a BcsAKka MmapTUia Ha I[PEONAKOBAaHM WIM IPECTUKETHPAHU
OIIAKOBKH JIEKaPCTBEH ITIPOIYKT, Ha KOHTO Ca MOCTaBEHH PaBHOCTONHH
WHIMBHIYaJHH HICHTU(GUKAIMOHHM Oelie3n 3a IIeJIUTE Ha CIIA3BaHETO
Ha uieH 47a or JlupektuBa 2001/83/EO, mnuiero, oTropapsio 3a
IyCKaHeTO Ha CBOTBETHHS JIEKQpCTBEH MPOJAYKT Ha Ta3apa,
uHbOpPMHpa LEHTbpa 3a HOMEpa Ha TMapTHAaTa WIH HoMepaTa Ha
OIIAKOBKHTE, KOUTO TpsAOBa na OBJAT HPEONAKOBAaHU WM IpEeTHKE-
TUPaHHU, KaKTO M 3a WHAMBUIYAIHUTE HICHTU(UKAIMOHHU Oene3u Ha
Te3W OMAaKOBKH. To CBIIO Taka yBeJOMsBa LEHTHPA 3a MAPTHIHUS
HOMEp Ha NapTujara, MOJIyueHa B pe3yiaraT OT OIepalUuTe MO Ipeolna-
KOBaHE WIIM MpEETHKETHUpPaHe, W 3a HHAWBHAYATHUTE HICHTH(HKA-
IIOHHH OeJe3d B Ta3W MapTUAA.

Ynen 36

Onepanuu B paMKHTE HA CHCTEMATa OT PErHcTPH

Cucremara OT PETHUCTPH OCUTYpSiBA BB3MOXKHOCT 3a H3BBpIIBaHE Ha
Hal-MaJIKO CJIEIHUTE OIEPaIih:

a) MOBTapAlIM C€ MNPOBEPKU Ha ABTCHTUYHOCTTA HAa HWHAWBHUIAYAJIHWUA
I/II[CHTI/I(i)I/IKaLII/IOHeH Oclier B CHOTBETCTBHE C UJICH 11,

0) 3amelicTBaHETO Ha CUTHAl B CHCTEMara M B TepMHHaja, KBIETO ce
W3BBPINBA NPOBEpKaTa Ha aBTEHTHYHOCTTa HA WHIUBHIYaJIeH HICH-
TU(UKAIMOHEH Oelier, KOrato TMpH Ta3M TIpoBepka He Oble
MOTBBPJCHO, Y€ WHIMBUAYATHUAT WACHTU(QHUKAIMOHEH Oener e
aBTeHTH4eH B cbhoTBeTcTBUE ¢ wieH 11. IlomoOuu cimywyam TpsOBa
Ja ce oTOensA3BaT B cHCTeMara KaTo BB3MOXKHH CIIydad Ha (ajmm-
(unupaHe, ocBeH KOraTo B CHCTEMara € IOCOYCHO, Y€ MPOIAYKTHT
U33€T, M3TETJICH MM NpeJHa3HAuYeH 33 YHHIOXKaBaHE;

B) NIE3aKTUBHPAHETO Ha JAaJeH HHIAMBUAyaleH WACHTU(DHUKAMOHEH
Oener B ChOTBETCTBHE C M3MCKBAHUATA HA HACTOSINUS PETJIAMEHT;

r) KOMOMHHpaHHUTE OMNEpalUK [0 HACHTU(HIPAHE HAa OMAaKOBKa C
JICKapCTBCH MPOAYKT C MHIAMBHIAyaJeH HACHTH(HKALMOHCH Oeier u
MPOBEpPKa HAa aBTCHTHYHOCTTAa M JC3aKTUBHPAHE HA TO3HM HWHIIHMBH-
JyajJieH MICHTU(HUKAIIMOHEH Oeler;

1) HACHTH(UIMUPAHETO HA OMAKOBKA C JICKAPCTBEH MPOLYKT C MHIAUBHU-
NyaJileH UIeHTU(QUKAIIMOHEH Oeser U MpoBepKa Ha aBTCHTUYHOCTTA U
JIe3aKTHBHPAHETO HA TO3M MHIMBHAyaleH HICHTH(HKALNOHEH Oeser
B Ibp)KaBa WICHKA, KOSTO HE € JbpiKaBara WiICHKa, B KOSTO JEKap-
CTBEHHAT NPOAYKT C TO3U MHAMBUAYyaleH UICHTHU(UKALUOHEH Oerer
¢ OmJ mycHaT Ha Ta3apa,
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€) pa3udTaHeTO0 Ha HHGPOPMANUATA, CHABPXKAIIA Ce B IBYH3MEPHHUS
0apKkol, 3aKOAMpal WHAWBUAyaTHHS WACHTH(UKAIMOHEH Oerer,
WACHTUQUIIMPAHETO HA JIGKAPCTBEHHs TMPOAYKT C Oapkoma W
nMpoBepKaTa Ha CTaryca Ha WHIWBHAyATHHS HICHTH()UKAIIMOHEH
Oener, Oe3 ma ce 3ajeiicTBa CHUTHAIBT, IocoueH B OykBa 0) oT
HACTOSILIUS YJIEH;

k) 0e3 ma ce 3acsra wieH 35, maparpad 1, OykBa 3), mocThma OT
MPOBEPEHH THPTOBIM /O CHHCHKAa HAa THPTrOBIM HA €IpO, MOCOYCH
B wieH 33, maparpad 2, OykBa 3), ¢ LeN Ja ce OMpeleiH Nald Te
TpsaOBa Ja MPOBEPST WUHIUBUAYATHUS WACHTU(HKAUUOHEH Oener Ha
JIaZieH JICKapCTBEH MPOIYKT.

3) MpoBepKara Ha aBTEHTHMYHOCTTA HA JaJleH MHIAWBUIyaleH WACHTH(DH-
Kal[MOHEH OeJier W [e3aKTUBHPAHETO MY 4Ype3 PBYHO THPCCHE B
CHCTEMATa C eJIEMEHTHUTE Ha JaHHWTE Ha WHIAWBUIYATHHS WICHTH(HU-
Kal[HOHEH OeJier;

1) He3a0aBHOTO NpEAOCTaBIHE Ha MH(POpPMALUS OTHOCHO JaJIeH MHIH-
BUJyaJeH HICHTU(QHKAIMOHEH Oeller Mpu MOWCKBaHE OT HAaIHO-
HAJIHUTE KOMIIETEHTHM OpraHM U oT EBpormeiickara areHuus mo
JICKapcTBara,;

i) M3rOTBSIHETO HAa JOKIAId, KOHTO MO3BOJSIBAT HAa KOMIICTEHTHHTE
OopraHv Ja MpoOBEpsABAT AaJid OTACIHHUTC TUTYJIAPU Ha Pa3pClICHUA
3a TBPrOBHS, NMPOM3BOAWTENH, THPTOBUM HA €OpO W JIMIA, IpHUTe-
JKaBallld pa3pelicHUe WM MMAll¥ MpPaBO Ja JOCTABAT JICKAPCTBEHU
NPOOYKTH Ha HAceJICHWEeTO, OTroBapsAT Ha W3UCKBAaHHMATA Ha
HACTOSIIUS PErJaMeHT WIIM Jia pa3ciieqBaT E€BEHTYAIHH CIy4ad Ha
(damuudunupane;

K) BPBIIAHETO HA CTAaTyca HAa MHIUBHUIyaJeH WACHTH(UKAIMOHEH Oerner
OT [Ie3aKTUBHPAH HAa aKTWBEH IPH CIa3BaHE Ha YCIIOBHUSATA, TOCOUYCHH
B uieH 13;

I

~

0003HaYaBaHETO, Y€ JIaJCH WHAUBUAyaJICH UICHTH(DUKAIHOHEH Oener
€ Ou J1e3aKTUBUPAH;

M) 0003Ha4YaBaHETO, Y€ JaJieH JICKAPCTBEH INPOAYKT ca OWIl H33€T,
W3TCIVICH, OTKPAJHAT, W3HECEH, MOMCKaH KaTO MOCTpa OT HAaIHO-
HAJTHATE KOMIIETCHTHU OpPTaHM, O3Ha4eH KaTo Oe3IUiaTHa MOCTpa OT
TUTYJISIPS. HA Pa3pelICHAETO 38 THPrOBUSI WIIH MPEIBHUICH 33 YHHUIIO-
JKaBaHe;

H) CBBP3BAHETO, IO MapTHIM JEKAapCTBEHH IPOAYKTH, Ha HHOOp-
MaIUATa 32 WHAWBHAYaTHUTE HICHTH(GHUKAIMOHHM Oele3d, KOHTO
ca MpeMaxHaTd WIM 3aKpUTH, ¢ UHPOpMALUSITa 33 UHIUBUIYaTHUTE
UICHTHOHUKAIMOHHN Oele3d, IIOCTaBeHH Ha TE3H JIeKapCTBEHH
IOPOLYKTH, 3@ LEIUTE Ha cla3BaHeTO Ha uieH 47a or JlupexkTusa
2001/83/EO;

0) CHHXPOHU3HMPAHETO Ha CTaTyca Ha HHAWBUIYAIHHS HICHTH(HKA-
UUOHEH Oejer Mexay HalWOHAIHUTE WIM HaJHALMOHAIHUTE
perucTpy, OOCHY)KBallld TEPUTOPHUITA HA JBbPKABHUTE WICHKH, B
KOHUTO € IMPEIBUIEHO TO3H JIEKAPCTBEH MPOAYKT Aa ObJe IycHAT Ha
nasapa.

Ynen 37

ABJIKCHUA HA IT BHUT KTH, KOUT ‘b3JaBaT U yII BJIABaAT
3a e a mpa € CYy0eKTH, KOUTO Ch3/1aBa a a
perucTbp, KOMTO € YacT OT cMcTeMaTa OT PEerucTpu

Bceku mpaBeH cyOekT, KOWTO Ch3laBa U YIpaBisiBa PETUCTHP, KOHUTO €
4yacT OT CHCTeMara OT PErMCTPH, M3BBPIIBA CICTHUTE NEHCTBU:

a) mHPOpPMHUpa CHOTBETHUTE HANMOHAJIHA KOMIICTEHTHH OpraHd 3a
HAMEPEeHHUETO CH J1a Pa3MoNOoKU (HU3UUECKU PETHCThpa WIM 4acT OT
HETr0 Ha TSXHA TEPUTOPHUS M T'M YBEIOMSBA, CIIEA KAaTO PETUCTBPBT
3ano4He Ja (QyHKLIUOHUPA;

0) BBBEXkKAA MPOLEAYPH 32 CUTYPHOCT, C KOWUTO TrapaHTHpa, Y€ Camo
NOTPeOUTENH, YHUUTO CAaMOJMYHOCT, PpOJS W JIETUTUMHOCT Ca
MpOBEPEHU, MOraT Jaa MMaT OOCTBII OO PEructbpa HJIU Oda Ka4yBaT
uHpOpMaIUATa, MocoueHa B wieH 33, maparpad 2;
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B) OCBIIECTBSIBA HEMPEKHCHATO HAOJIOCHHE HA PETHCTHPA 3a CHOUTHS,
KOWTO Ca CHMTHAJI 3a IMOTEHIMAJIHH Ciiydad Ha ¢ammuduimpane B
CBHOTBETCTBUE C 4jieH 36, OykBa 0);

T) clequ 3a He3a0aBHOTO pa3sciie[[BaHE HA BCHYKU MOTEHIHAIHH CIydaH
Ha ¢ammupunupane, oTOSNSI3aHH B CHCTEMaTa B CHOTBETCTBHE C
yieH 36, OykBa 0), W 3a CUTHAIM3UPAHETO HA HALMOHAIHUTE
KOMIIETEHTHH oOpranu, EBporeiickaTra areHIms IO JeKapcTBaTa H
Komucusra, ako ¢anmudunyupasero 0ble TOTBBPACHO;

II) U3BBPIIBA PEJOBHHM OAWTH Ha PETUCTBPA, 3a a Ce MPOBEPH Clas-
BAaHETO HA W3MCKBaHMATA HA HACTOSAIIMS perjameHnt. Oauture ce
M3BBPIIBAT [IOHE BEIHBXK TOJWIIHO 3a IBPBUTE NET TOIWHH, CIel
KaTO HACTOSIIIMAT PErJIAMEHT 3allovHe Ja Ce Mpuiiara B JIbpiKaBaTta
YJIeHKa, KBJETO € pa3MojokKeH (PU3NYECKH PEerucTbPbT, U MOHE Ha
BCEKH TPU TOIMHHU ClIe TOBAa. [IpH MOWCKBaHE pe3yiTaTHTE OT Te3U
OJIUTH CE€ TPENOCTaBSAT Ha KOMIIETCHTHUTE OpPIaHU;

€) MpH TOWCKBaHE OT CTpaHa Ha KOMIIETEHTHUTE OPTaHM INPEIOCTaBs
He3a0aBHO Ha TIXHO DAa3IOJIOKEHHE OJUTHATa ciena, MOCOYeHa B
unied 35, naparpad 1, Oyksa x);

K) TIpM TIOMCKBaHe OT CTpaHa Ha KOMIIETEHTHHTE OPraHHd IPEeJI0CTaBs Ha
TAXHO Pa3MoJIOKEHHE JOKIaIUTe, ocoYeHn B wieH 36, OykBa i).

Ynen 38

3amuTa HA JAHHUTE M COOCTBEHOCT HA JAHHHTE

1. IlpousBomurtenure, TUTYISPUTE Ha paspelIeHHs 3a THPrOBH,
TBPrOBIUTE Ha €ApO U JINIATa, HPHUTEKABAIIM paspelICHHEe WIIH
MMally MPaBO Ji@ JOCTaBAT JICKAPCTBEHHW MHPOAYKTH Ha HACEJICHHETO,
OTTOBapsT 3a BCSAKAKBH JaHHM, KOHTO ca TeHEPHpaHM IIpH paboTara
ChC CHCTEMaTa OT PEerHCTPH M Ca ChbXPaHEHH B OAWTHATa ciera. Te
pasmojarar camMo CbhC COOCTBEHOCTTa M AOCTBIIA JIO TE3H [aHHH, C
U3KII0YeHHE Ha uHpopmaiusra, nocodeHa B wieH 33, maparpad 2, u
UHpOpMALMATAa 3a CTaryca Ha WHIMBHUAYAIHUS HACHTH(UKALMOHEH
Gener.

2. IlpaBHuAT CcyOeKT, KOWTO ympaBisiBa PETHCTBpa, B KOHTO ce
CbXpaHABa OAWTHATA Cliefla, HAMA MOCTBI 10 OAWTHATA Cllefa U IO
JaHHWUTE, ChABPXKAILIU ce TaM, 0e3 MHCMEHOTO ChIJIACHE Ha 3aKOHHUTE
COOCTBEHMIIN Ha JAHHUTE, OCBEH KOTATO € 3a LeNNTe Ha pa3cieaBaHe Ha
NOTEHIMANHY CiTy4an Ha Qammudunupane, oToensI3aHd B CHCTEMaTa B
CBhOTBETCTBHE C WieH 36, OykBa 0).

Ynen 39

HOCT’I)H OT CTpaHa HA HAUUOHAJHUTE KOMIIETCHTHH OpPraHu

HpaBeH Cy6eKT, KONTO Ch3JlaBa U YIIpaBJIsiBa PETUCTHP, HU3IIOJI3BAH 34
IMPOBEpKa HAa aBTCHTUYHOCTTA WJIM 3a AC3aKTUBUPAHC HAa MHAMBUAYAJIHU
I/IHGHTI/I(bI/IKaHI/IOHHI/I Oene3n Ha JICKApCTBCHU MNPOAYKTH, IIyCHATH Ha
nmasapa B JaJ€Ha JdbpiKaBa 4YICHKA, MNPEAOCTaBA OOCTHBII OO0 TO3H
pPEerucTep U A0 I/IHCI)OpMaHI/ISITa, KOATO C€ CbAbpXKa B HEro, Ha KOMIIET-
CHTHUTC OpraHyd Ha Ta3uh AbpiKaBa 4YJICHKaA 3a CICIAHUTC LCIIH:

a) yIpaXXHABaHE Ha HAI30p BHPXY (YHKIHOHHPAHETO HA PETUCTPUTE U
pa3cielBaHe Ha €BEHTYyallHU cioydad Ha ammudunupase;

0) BBH3CTAaHOBSIBAHE HAa Pa3XO.y;

B) (apMakoJoruyHa OJUTEITHOCT WIH (apMaKOSIHICMHOIOTHS.
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TI'JTABA VIII

3AABJUOKEHUSA HA THUTYJAPUTE HA PA3SPEHIEHUA 3A
ThPIOBUSI, HA MMAPAJIEJIHUTE BHOCHUTEJIHN n HA
MAPAJIEJIHUTE JUCTPUBYTOPHU

Ynen 40

H33eTH, U3TErjieHH WJIH OTKPAAHATH NMPOAYKTH

TUTYJAPIT Ha pa3pelieHre 3a ThPrOBHS WM B CiIydail Ha MapajiesiHo
BHACSHU WJIHM TapajeHO paslpOoCTPaHABAHU JIEKAPCTBEHH MPOIYKTH C
PaBHOCTOSH HMHAMBUAyaleH HUICHTU(PUKAIIMOHEH Oeller 3a MLeluTe Ha
cna3Banero Ha wieH 47a ot JlupekrtuBa 2001/83/EO — muuero, oTro-
BapsAIIO 3a IMYCKAaHETO Ha Te3W JIeKapCTBEHH MNPOAYKTH Ha Mas3apa,
He3a0aBHO B3eMa CIIEIHHTE MEPKH:

a) OCUTypsiBa JE3aKTMBUPAaHETO HA WHIUBHUIYyaTHUS HICHTUDHKA-
[OHEH Oener Ha JIEKAPCTBEH IPOAYKT, KOHTO MpenCcTon aa Oble
U33€T WM M3TErJEeH, BbB BCEKM HALMOHAJIEH WM HaJHAIMOHAJICH
perucTep, OOCTy)KBall TEPUTOPHATA Ha Ibp)KaBaTa WWIEHKA WIH
JbP’KABUTE WIEHKH, B KOUTO CE€ U3BBPIIBA M336MBAHETO WU U3TEr-
JISTHETO;

0) ocurypsiBa JIe3aKTUBUPAHETO HA WHAMBUAYAIHUS HJICHTU(HKA-
[IMOHEH Oeller, KOraTo € M3BECTeH, Ha JIEKapCTBEH MPOIYKT, KOMTO
€ OTKpaJHAaT, BbB BCEKH HAI[MOHAJICH WM HaJHALMOHAJIEH PErucThp,
B KOHTO ce chbxpaHsBa nH(GoOpMaLus 3a TO3U HPOAYKT;

B) OTOENsA3Ba B PETUCTPHUTE, TOCOUEHH B OYKBU a) U 0), 4e MPOJYKTHT €
W33CT WM W3TEIJICH, WIM OTKPAIHAT, KOTaTO TOBA € IMPIJIOKIMO.

Ynen 41

IIpoayKkTH, KOUTO Ce TOCTABSIIT KAaTO (e3MIATHH MOCTPH

TuTyISIpST Ha paspelICHHETO 3a THPrOBHs, KOWTO BB3HAaMepsBa [a
MPEAJIOKN HAKOW OT JICKAPCTBEHHTE CH TNPOAYKTH 3a Oe3ruiaTHa
MocTpa B cborBeTcTBHEe € wieH 96 ot [dupektuBa 2001/83/EO,
TpsiOBa, KOTaro TO3W MPOAYKT € C HAHECEHH [OKa3arTelu 3a
0e30macHOCT, la TO O3HA4M KaTo Oe3MIaTHA MOCTpa B CHCTEMara OT
PErUCTPH U [a OCUTYPHU [C3aKTHBUPAHETO HA WHIAWBHIYAJIHUS My HICH-
TU(UKAIIMOHEH OeJier, Mpe/u Jia MPeJA0CTaBy MPOAYKTa Ha JIMIA, KBAJU-
¢buLEpany 1a ro HpearnucBar.

Ynen 42

OTtcTpaHsiBaHe Ha WHAUBUAYAJIHH HWICHTH(PUKALMOHHM Oejie3m OT
cHUcTeMaTa OT perucTpu

TuTyISpsT Ha pa3pelicHHe 3a ThPrOBHS WIHM B CIydYail Ha MapaeiHo
BHACAHU WJIN PA3NpOCTPaHsABAHU JICKAPCTBCHU NMPOAYKTHU C PAaBHOCTOCH
WHIMBUIYAICH MICHTU(DUKAIMOHEH Oeler 3a IeNnTe Ha CIa3BaHEeTO Ha
wieH 47a or JupexkrtuBa 2001/83/EO — nuuero, otroBapsimo 3a
IIyCKaHEeTO Ha TE3W JICKAPCTBEHM IPOAYKTH HA Ma3apa, He KayBa WHIH-
BUJIyaJTHU UJICHTU(PUKAIIMOHHH OEeJe3u B CUCTEMaTa OT PErucTpu, Ipean
Ja ca 3aIMYIIM OT Hes, KOrato € HMMajo, I[0-CTapu HHAWBHIYaJIHH
uieHTHOUKAMOHHNA ~ Oeje3d, KOUTO CBIBPXKAT ChINUS KOJ Ha
MNpoayKTa U CEPUCH HOMCP KaTO MHAMBUAYAJITHUTC l/l}]eHTI/lq)I/lKa]J,I/IOHHI/I
Oenesn, KOWTO Ce KauBart.
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I'IABA IX
SAABJOKEHUATA HA HAHMOHAJIHUTE KOMIIETEHTHH OPI'AHHA

Ynen 43

HNudpopmanus, KOATO ce MPeaoCcTaBsd OT HALUUOHAJHUTE
KOMIIETEHTHH OpPraHM

IIpy moKMCKBaHEe HAIMOHATHHUTE KOMIICTEHTHH OPraHW MPEJOCTaBsAT Ha
THTYJSIDUTE Ha Ppa3pelICHHs] 3a THProBHs, HAa IMPOHM3BOJMUTEIUTE, Ha
THPrOBUMTE HA €ApPO M Ha JIMIaTa, IPHUTEKABALIA pPa3pelICHHE WIH
MUMAaIlld TPaBoO Ja MOCTABAT JEKAPCTBCHH MPOMYKTH Ha HACEICHHETO,
cienanara UHGoOpMarys:

a) JIEKapCTBEHUTE MPOIYKTH, IyCHATH Ha Ia3apa Ha TSAXHA TEPUTOPHS,
KOWMTO TpsOBa Jla ca C HAHECEHH IMOKa3aTen 3a OEe30MacHOCT B CHOT-
BerctBue ¢ uieH 54, OykBa o) or [Jupektua 2001/83/EO u
HACTOSIINS PETIIAMEHT;

0) JexkapCTBEHHTE NPOIYKTH, 3a KOUTO CE HM3MCKBa JIGKApCKO Mpen-
NHCAHHE WIM KOWTO IOJJIEKaT Ha BH3CTAHOBSBAHE HA DPasxXOAd H
3a KOUTO MPUIOKHOTO MOJIe Ha MHIAMBUAYATHUS WACHTU(PHUKAMOHEH
Oerer e pasmIMPEHO 3a LEJIWTEe HA BH3CTAHOBSIBAHETO HA PA3XOIHUTE
WM Ha (QapMaKoJoruyHata OJAUTETHOCT B CHOTBETCTBHE C WiCH 54a,
naparpad 5 or Hupexrtusa 2001/83/EO;

B) JIGKAPCTBEHUTE TMPOAYKTH, 332 KOWTO NPWIOXKHOTO II0JIe Ha
CPEeZCTBOTO Cpellly MOAMNpaBsIHE € Pa3IIUPeHo 3a LenuTe Ha Oe3omac-
HOCTTa Ha TAIMEHTUTE B CHOTBETCTBHE C uieH 54a, maparpad 5 oT
Jupexrusa 2001/83/EO;

Ynen 44

Hﬁ[[?.Op Ha cucTeMaTa 0T PErucTpm

1. HauuoHanHUTEe KOMIETEHTHH OpIaHM YIPaXHABAaT HAA30p Haj
(YHKIIMOHUPAHETO Ha BCUYKU PETUCTPH, (PU3NYECKH Pa3MOJOKEHH Ha
TIXHA TEPUTOPHA, 3a Ja TIpOBEpsABAaT, aKO € HEeOOXOONMO dpes3
UHCIEKLUY, AU PETUCTBPBT U MIPABHUAT CYOEKT, OTIOBapsAll 3a Ch3Ja-
BAaHETO M YNPaBICHHETO Ha PETHCTBPA, CIa3BaT M3UCKBAaHUATA Ha
HACTOSIIUS PETJIaMEHT.

2.  HaumoHanmHHAT KOMIETEHTEH OpTaH MOXKe Ia JeJierHpa KOeTo  Jia
OMJIO OT CBOMTE 3abDKEHMS IO HACTOALIMS WIEH Ha KOMIETEHTHHS
OpraH Ha JApyra Ibp)KaBa WiICHKA MM HA TPETa CTpaHa IMOCPEICTBOM
MMMCMEHO CIOpa3yMeHUeE.

3. Koraro nganmeH peructbp, KOWTO HE € (pU3MYECKH PA3IMOJIOKEH Ha
TEPUTOPHATA Ha JAbprKaBa WICHKA, CE U3IIOJ3BA 32 MPOBEpPKATa HA aBTCH-
TUYHOCTTA HA JIEKApCTBEHH MPONYKTH, IyCHaTH Ha Iasapa B Ta3d
IbpKaBa WICHKA, KOMIICTEHTHHAT OpPraH Ha IIOCOYEHATa Ibp)KaBa
YJeHKa MOXKe Aa ObJe HaOmrozaTen Ha HHCICKIMATa Ha PETHCTHpa
WIM Ja UW3BBPIIBA HE3aBHCUMa WHCHEKNUS TPH ChIJachHe OT
Jbp)KaBaTa 4WICHKA, B KOATO (DM3UYCCKU € PA3MOJOKECH PErCTHPBT.

4.  HanuoHamHUAT KOMIIETEHTEH OpraH IpeaaBa JOKIaaAd  OT
JefHOCTTa cU 1Mo Haa3opa Ha EBpomelickaTa areHIus o JjeKapcTBara,
KOSITO TH TIPEJIOCTaBs HAa OCTaHAINTE HALIMOHAIHU KOMIETEHTHH OpraHd
n Ha Komucusira.

5. HaHI/IOHaJ'IHI/ITC KOMIICTCHTHH OpraHd MoraT aa AOOIPHHACAT 3a
YIIpaBJICHUETO HA PETrUCTBHP, U3MNOJ3BAH 3a I/I)ICHTI/I(bI/II_[I/IpaHe Ha JIeKap-
CTBCHU NPOAYKTU U 3a NPOBEPABAHEC HA ABTCHTUYHOCTTA WJIM HE3aKTHU-
BHUPAHETO HAa HWHAWBUAYAJIHUTEC I/I,HGHTI/I(I)I/IKaHI/IOHHI/I Oeme3n Ha JICKap-
CTBCHU IPOAYKTH, IIYCHATHU Ha Iadapa Ha TCPUTOpUATA Ha CbOTBETHATa
UM ObprKaBa YJICHKA.

HanuonanHure KOMIETEHTHH OpraHd MoraT Ja ydacTBaT B YIpaBH-
TEJHUS CBHBET Ha MPaBHUTE CYOEKTH, KOUTO YIpaBIABAT TE3U
perucTpu, B CbCTaB JI0 €JHA TpPeTa OT YICHOBETE Ha YIPABUTEIHHS
CBBET.
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TJIABA X

CIIMCbIM HA JIEPOTAIMUTE MW YBEJIOMIJIEHMATA JO
KOMUCHUATA

Ynen 45

CIII/[C'I)III([ Ha Jaeporanumre OT HaHaCcsiHEe WM HEHAaHacsHEe Ha
MmoKa3aTeJInTe 3a 0e30MaCHOCT

1. ChoucekbT Ha JIEKaPCTBEHUTE TNPOLYKTH WIH HPOLYKTOBU
KaTeropuy, 3a KOWTO C€ M3MCKBA JIEKAPCKO IPEIINHMCAaHHE, HO KOHTO
He TpsAOBa Ja ca C HAHECEHU IIOKa3aTedM 3a Oe30MacHOCT, €
OIIpeZieNieH B NMPUIIOKEHUE | KbM HACTOSAILIMS pPETJIaMEHT;

2. CoucekbT Ha JIGKAPCTBEHUTE TPONYKTH WIA MNPOLYKTOBU
KaTeropuy, 3a KOWUTO HE C€ M3UCKBa JIEKapCKO IpeANucaHue, HO
KOMTO TpsOBa Ja ca C HaHECeHH IIOKaszaTesld 3a Oe30macHOCT, €
ompezeneH B nmpuioxkenue Il kbM HacTosIIUS perjiaMeHT.

Ynen 46

YBenomienuss 10 Komucusita

1.  HaunumoHasHUTE KOMIIETEHTHH OpraHu yBepomsBar Kommucusrta 3a
JIEKapCTBEHU NPOAYKTH, 33 KOMTO HE C€ H3HMCKBA JIEKapCKO Mpen-
MMUCaHWe W 32 KOUTO MO TAXHA MpPEIEeHKAa CHIIECTBYBa PUCK OT (hasIiiu-
¢unupane, BegHara ciej KaTo Y3HasT 3a TaKbB PUCK. 3a Ta3u LENT Te
usnon3sat QGopmynspa, onpezaencH B npwiokenue Il kpM HacTosAIIUSA
periamMeHr.

2.  HauuoHamHUTE KOMIIETEHTHH OpPraHM MOTaT Ja YBEIOMSAT
Komucusra 3a nexkapcTBeHH NPOLYKTH, 3a KOUTO T€ CUYHUTAT, Y€ HE
CBIECTBYBa pHCK OT Qammudpunupane. 3a Ta3d LeNT TE H3MOI3BAT
¢dbopmymsipa, onpeneneH B NpuwiiokeHHe [V KbM HACTOSIIHS peryiaMeHT.

3. 3a penure Ha yBeJOMJIEHMATAa, HocodueHH B maparpadpu 1 u 2,
HAaLMOHAJTHUTE KOMIICTEHTHH OpPraHM WM3BBPIIBAT OLCHKAa HAa PHCKA OT
dammmduimpade Ha TPOAYKTH U PUCKA, MPOU3THYAIL OT (anmuuim-
paHeTO Ha TaKMBA MPOAYKTH, KaTO OTYHUTAT KPUTEPHUUTE, M30POCHH B
wieH 54a, naparpad 2, 6yksa 0) or Jupekxtusa 2001/83/EO.

4.  Tlpm npenaBaneto Ha Kommcusara Ha yBEIOMIICHHETO, TOCOYCHO B
naparpad 1, HalMOHATHUTE KOMIIETCHTHH OPIraHU IIPENOCTaBAT Ha
Komucusra nOKa3aTelcTBa M JOKYMEHTH B MOJAKpENa Ha TBHPIACHHETO
3a HaJM4YUe Ha cliydyan Ha QanmuuimpaHe.

Ynen 47

Ouenka Ha yBeaoMJICHUATA

Koraro cnex mnosnyuaBaHe Ha yBEJOMJICHUE, KaKTO € IIOCOYEHO B
qnen 46, Komucusara wimu gppikaBa WieHKa MPENEHST, Bb3 OCHOBA Ha
CMBPTHHU Cllyyal WJIM CIy4au Ha XOCHHTalu3upane Ha jmna B Chloza
HOpaau eKCHO3UIUS Ha GammuuduIpany JeKapCTBEHH NMPOAYKTH, e ca
HEoOXoauMH Obp3u IEWCTBHS 32 3aKpHia Ha OOIIECTBEHOTO 3paBe,
Komucusita M3BbpIIBa OLIGHKATa HA yBEIOMJICHHETO He3a0aBHO W Hai-
KBCHO B CPOK OT 45 mHH.
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I'JIABA XI

INPEXOJHU MEPKHM U BJIM3AHE B CHJIA

Ynen 48

[Ipexonnu mMepku

JlexapcTBEHN NPOAYKTH, KOMTO ca OMIM ITyCHATH 3a MpoJakda Wiu 3a
pasnpocrpaHeHue 0e3 Mmokas3aTeiauTe 3a 0e30MacHOCT B JbpiKaBa YJICHKA
Ipeay AaTaTa, Ha KOATO HACTOALIMAT PErIaMeHT 3allo4Ba Ja ce Mpuiiara
B CBHOTBETHaTa Ibp)KaBa YICHKA, M KOWTO HE Ca IPEOIaKOBAHHU WM
IpeeTUKETUPAHU cJIell Ta3U Jara, Morar Aa ObJaT IMyCKaHU Ha mHas3apa,
pasnpoCTpaHsBaHM M JIOCTaBSIHM Ha HACEJICHHWETO B Ta3u [Jbp)KaBa
YJIeHKa 0 W3THYaHEe Ha CPOKAa MM Ha TOTHOCT.

Ynen 49

Hpnnarane B IBP:KAaBH YJICHKH, B KOUTO CHLIECTBYBAT CUCTEMH 3a
NMpoBE€PKa Ha ABTEHTUYHOCTTA Ha JICKAPCTBCHHUTE MNPOAYKTH H 3a
mIeHanmuupaHe HA OTACJTHHUTEC ONMAKOBKH

1. Bcsika OT AbpKaBUTE WICHKH, MMOCOYCHH B WieH 2, maparpad 2,
BTOpa anmHes, OykBa 0), BTopo m3peuenne ot [upexrusa 2011/62/EC,
yBenomsiBa Komucusra 3a gatara, OT KOSITO pasnopeaduTe Ha WieHOBE |
— 48 oT HacTosIIIMs perJiaMeHT 3aIllovBaT Ja ce Ipuiiarar Ha HelHarta
TEpUTOpHs B CHOTBETCTBHUE C pasnopendure Ha uieH 50, Tpera aiuHes.
VBemoMsiBaHETO ce M3BBHPIIBAa HAH-KHCHO 6 Mecela Mpeayd HavyajJoTo Ha
IpUIaraHeTo.

2. Kommucusara nmyOnnkyBa oOsBIE€HHE 3a BCIKA OT JAATHUTE, 32 KOUTO €
yBeJOMEHa B ChOTBeTCTBUE ¢ maparpad 1, B Oguyuanen eecmnux na
Eeponeiickus cvio3.

Ynen 50

Buau3ane B cuiia

HacrosimusT periiamMeHT Bin3a B CHJIa Ha JBAJECETHs JICH CIie/ JICHS Ha
myOnukyBaHeTo My B Oguyuanen eecmuux Ha Eeponeiickus cwio3.
Toii ce mpunara ot 9 despyapu 2019 1.

HesaBucuMo OT TOBa Ibp>KaBUTE WICHKH, IOCOYEHH B 4ieH 2, naparpad
2, BTOpa anuHesi, OykBa ©), BTOpo m3peueHHe OT JlUpekTHuBa
2011/62/EC, 3amouBar na mpuiaratT w@wieHoBe | — 48 oT HacTosmius
peryiaMeHT He MOo-KbCHO oT 9 ¢espyapu 2025 T.

Hacrosmust peryiaMeHT e 3aJb/DKUTENICH B CBOSITA ISUIOCT M ce Mpuiiara
NPSKO BbB BCUYKH JBPKABU YICHKH.
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IIPUJIO’KEHUE 1

CnucbKk Ha JIEKAPCTBEHU IMNPOAYKTH WJINH KaTeropud INpPOAYKTH, 3a KOHTO C€ H3HCKBa
JICKAPCKO TMNpeaAnucaHue, HO KOUTO He TpS[ﬁBa Ja ca ¢ HaHECEeHH II0oKa3aTed 3a
0e30macHOCT, MOCOYeHH B wieH 45, maparpad 1

HaumeHOoBaHHE HA aKTHBHOTO BCILICCTBO HMJIM KaTe- d)apmaueBanHa
Konuenrpauus 3abenexKu

TropHsTa IPOIAYKT hopma
XoMeonaTHuHH JICKAPCTBEHU HPOIYKTH Bceuukn Bewnukn
Paguonyknunnu resepatopu Benuxu Beuuku
Kommnexkrn Bcenukn Beunukn
Pagmonyknuanu mpekypcopu Benukn Benuku
JlexkapcTBeHHTE  TPOOYKTH 32  MOJIEpHa Benuxu Benuku
Tepamnusi, KOUTO CBABPKAT WIH C€ CHCTOAT
OT THKAaHH WM KICTKH
MeIHUIUHCKHATE ra30Be MeauuuHCKY Ta3 Benukn
PastBopn 3a mapeHTepanHo XpaHeHe c | IHdy3uoHeH Beuuku
aHaromo-tepaneBTudeH xumuueH (ATC) ko, pasTBop
Koiiro 3amouBa ¢ BOSBA
PastBopy, moBmmsBamm  enekrposutHuUs | MHy3noHeH Benukn
6ananc, ¢ ATC kogz, koiiTo 3anouBa ¢ BOSBB pasTBop
PastBOpH, IPEAU3BUKBAILN ocmornyHa | MHdy3uoHeH Beunuku
muypeza, ¢ ATC koa, Koito 3amouBa cC pasTBOp
B05BC
JlobGaBku 3a pa3TBOpPUM 3a HHTPABEHO3HO Benuxu Beuuku
npminoxenne, ¢ ATC kon, KOHTO 3amouBa c
B05X
PastBopuTenn m paspenutenu, BKIIOYHTEITHO Bcenukn Bewnukn
pastBopu 3a mpommuBku, ¢ ATC koxm, KoHTO
3amoysa ¢ VO7AB
Kontpactan cpenctBa ¢ ATC koxm, koiTo Benukn Benukn
3amogsa ¢ V08
TecroBe 3a anepruunu 3abonsBanus ¢ ATC Bewnukn Bewnukn
KoJI, KoiTo 3amoyBa ¢ VO4CL
Aneprennn ekcrpaktd ¢ ATC xox, Koiito Benuku Beuuku

3anouBa ¢ VO1AA

Hukarpuzatopu ¢ ATC kox DO3AX

JlapBu Ha Myxu
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TIPUJIOKEHUE 11

CnuchbK Ha JIeKapCTBEHH NPOAYKTH HJIM KATeropuM NPOAYKTH, 32 KOMTO He ce H3HCKBa
JIeKapcKo NpelnucaHue, HO KOMTO TPs0Ba Ja ca ¢ HaHeCeHH NOKa3aTeau 3a 0e30IacHOCT,
MocoYeHH B 4jeH 45, naparpad 2

HanmeHOBaHHME HA aKTHBHOTO BCILICCTBO HJIHA (DapMaLleBTMLIHa

KoHueHnTpauus 3abeneKKu
KaTeropusita MpoayKT (popma

Owmernpason CromalHo 20 mg
yCTOHUUBU
KaIlCyJIH, TBhPIU

Owmernpazon CromalrHo 40 mg
yCTOHUUBHU
KaICyJIx, TBhPAH
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TIPUJIOKEHUE 111

YBenomnenne 10 EBpomnelickata KOMHCHsA 3a JIEKAPCTBEHU IPOJIYKTH, 32 KOUTO HE CE H3UCKBA
JIEKapCKO TIPEANIMCaHHe, HO 3a KOMTO C€ CYMTA, 4Ye ChUIECTBYBA PHUCK OT Gamuundurnupane
ceriacHo wieH 54a, maparpad 4 or dupekruBa 2001/83/EO

I['I)p)l(aBa YJICHKaA: HanmMeHoBaHNE Ha KOMIICTCHTHHS opras:

TloTBBpXKAaBaNIM JOKa3a-
TEJICTBA
Homep AKTHBHO Dapma Amnaromo-Tepa- (Mots1, IpencTaBeTe JA0Ka3a-
Ha BEIIECTBO P KoHren- HEeBTHYCH TEJICTBA 3a €IMH MU MOBEYe
LEBTHYHA
BIHCBa- | (oOmomnpuero bopma Tpanus xumudeH (ATC) | cmydan Ha dammubunupane B
He HAaUMEHOBAHHUE) P KOZ, 3aKOHHATa BEpHIa Ha JOCTaBKa
U 10COoYeTe M3TOYHHKA Ha

uHbopManusTa)

11

12

13

14

15

3abenescka: GPOﬂT Ha BIHUCBAHMUATA HE € 3aABJUKUTECIICH.
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IIPUJIO’KEHUE 1V

YBenomnenue 10 EBponeiickaTa koMucHs 3a JIEKapCTBEHM NMPOJYKTH, 32 KOUTO CE€ CYMTa, Y€ HE
CBLIECTBYBA PUCK OT danmmbunupane ceriacHo wieH 54a, maparpad 4 or Jupexrusa 2001/83/EO

H"bp)KaBa YJICHKA. HaunmeHoBaHne Ha KOMICTCHTHHS opraH:

Homep AKTUBHO Dapma Amnaromo-Tepa-
Ha BEIECTBO P KoHren- HEBTHYCH KomeHTapH/I0bIHUTETHA

€BTHYHA
BIHCBa- | (oOmompuero h bopma Tpanus xummdeH (ATC) nHpopManus
HE HaMMEHOBAHUE) P KOJl

10

11

12

13

14

15

3abenescka: OPOAT HA BIUCBAHUATA HE € 3aBbJDKHTEIICH.
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