HAPEJBA Ne 39 OT 13 CEIITEMBPHU 2007 I'. 3A HIPUHLIUIIUTE U
N3UNCKBAHUATA 3A JTOBPATA IUCTPUBYTOPCKA ITPAKTHUKA

H30adena om munucmvpa Ha 30paseona3ganemo

O6wn. J[B. 6p.77 om 25 cenmemspu 20072., usm. /[B. 6p.16 om 26 pespyapu 2010e., uzm. u oon.
JIB. 6p.49 om 30 1onu 20222., usm. u oon. J{B. 6p.23 om 14 mapm 202 3e.

Pa3pea I.
OO0 noJioKeHus

Un. 1. C ta3u Hapenba ce ypexaaT MPUHLIMINTE U U3MCKBaHUATA 3a JloOpara muctpulOyTopcka
MpaKTHKa PU THPTOBUATA HA €/IPO C JIEKaPCTBEHU MPOTYKTH.

Un. 2. Jlumara, moy4duian pa3pelieHue 3a ThProBUS Ha €pO C JICKAPCTBEHU MPOIAYKTH WU
yIOCTOBEpPEHHE 3a PErHCTpalysl 3a ThPrOBUS Ha €po Ha TepuTopusaTa Ha PemyOnuka bearapus mo pena Ha
3akoHa 3a JIEKAPCTBEHHTE MPOAYKTH B XyMmanHara wmemunmHa (3JIIIXM), morat ma ochIecTBsBaT
JEHHOCTTA CH C JIEKAPCTBEHU MPOAYKTH OT BCUUKH JIEKAPCTBEHU I'PYIU CHIVIACHO AHATOMO-TEPANEBTUYHATA
KJ1acuUKanus B ChOTBETCTBUE C M3UCKBaHUATA Ha CBETOBHATA 3/I[paBHA OPraHU3AIINA.

Ui 2a. (Hos - IB, 6p. 49 ot 2022 r.) (1) Jlunata, nonyuywiu pa3penieHne Wik yI0CTOBEPEHUE
3a perucTpanys 3a TbproBHs Ha €Apo ¢ JEKapCTBEHU NMPOJIYKTH, OCBILECTBIBAT JICHHOCTTA IIPH ClIa3BaHE Ha
Jlobpata quctpulOyTopcKa MpakTUKa MPH ThProBUATA C JEKAPCTBEHU MPOAYKTH 3a XyMaHHA yroTpeoa.

(2) Ilpunnunure U u3nuckBaHuATa 3a JloOpa nuctpuOyTopcka MpakTHKa MPU THProOBUSTA C
JIEKapCTBEHM MPOJYKTH 3a XyMaHHa yrnorpeda ce onpeaensT B PbkoBoacTBo Ha EBpomneiickaTa komucus 3a
nobpa IUCTpUOYTOpCKAa NpPaKTUKa MPH THPrOBUSATA C JICKAPCTBEHH MPOAYKTH 3a XyMaHHa ymnorpeoa,
nmyOJIMKyBaHO Ha MHTEpHET cTpaHulata Ha EBponeiickara komucusi.

Un. 26. (Hos - [IB, Op. 49 ot 2022 r.) (1) Jlunara, moxy4ymiu pa3penieHne wid yA0CTOBEpEHUE
3a pPerucTpalnus 3a ThProBHUs Ha €IpO C aKTUBHU BEIECTBA, OCHIIECTBABAT JEHHOCTTA MPH Cla3BaHEe Ha
Jlo6pata quctpulOyTopcKa MPaKTUKA 33 AKTUBHU BEILIECTBA.

(2) IpuHIMTIUTE M M3UCKBaHMTa 3a JJoOpa MuCTpUOyTOpCKa MPAKTHKA 32 aKTUBHH BEIIIECTBA CE
onpenensatT B PpkoBoacTBo Ha EBpomeiickaTa KOMUCHS OTHOCHO MPUHIMIUTE Ha JA00pa AUCTPUOyTOpCKa
NPaKTHKa TpU aKTHBHM BEIIECTBA 3a JICKAPCTBEHU NPOJIYKTH 3a XyMaHHA ymnorpeba, MmyONHMKyBaHO Ha
WHTEpPHET CTpaHulaTta Ha EBponeiickaTta KOMHUCHSL.

Un. 3. I[06paTa III/ICTpI/I6yT0pCKa IMPpAaKTHKa CC OCBHUICCTBABA IIPH CIIA3BAHC HA MPUHIUIIUTC 3a
CIIOACIIAHC Ha OTTOBOPHOCTTA 3a KAYCCTBO U 0e30macHOCT Ha JICKAPCTBCHUTC MMPOAYKTHUTE.

Un. 3a. (HoB - JIB, Op. 49 or 2022 r.) (1) M3mbaHuTenHaTa areHuusl 1Mo JeKapcTBaTa
YCTaHOBSIBA Ype3 WHCIICKIIUU CITa3BaHETO Ha!

1. mpuHIMOIUTE M W3UCKBaHUATAa 3a JloOpa nucTpuOyTOpcKa MpakTHKa NpU THPrOBUATA C
JICKapCTBEHH MTPOAYKTH 32 XyMaHHa yroTpeoa;

2. IpUHIIMIIATE ¥ U3UCKBaHUATA 3a J0Opa ACTpuOyTOpCKa MPAKTHKA 32 AKTUBHU BEIIECTBA.

(2) Uncnekuuure no ain. | ce u3BbpLIBAT ChIVIACHO MNpaBuiara, nocoyeHu B "COOpHHUK
npouenypu Ha EBpomeiickus cbro3 3a uHcnekuuu u oomeHn Ha uHpopmamus" (Compilation of Union
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Procedures on Inspections and Exchange of information) - Tom 4 na "lIpaBunarta Ha EBpomnelickus cbio3 3a
JIEKapCTBEHH MPOAYKTH", MyOJIMKYBaHU HAa MHTEPHET CTpaHUIaTa Ha EBporielickaTa KOMUCHS.

(3) B pesynrat Ha u3BbpieHa nacneknus mno an. 1 MAJI uznapa ceptudukar mo ui. 2696, ai. 1
ot 3JIIIXM wmiu u3maBa CTaHOBHILE 32 HECHOTBETCTBHE MO Wi. 2690, ai. 2 ot 3JITIXM.

(4) Pa3zxoauTe 3a U3BBpUIBAHE HA MHCIIEKIIUUTE MO al. 1 ca 3a cMeTKa Ha 3asSBUTEIS.

Paszgea II.
Opranusanus Ha padoTa U CPOKOBE HA I0CTABKA

Y. 4. JIunaTa, NOJy4YnIN paspelieHHe WU YJIOCTOBEPEHME 3a PETUCTpalus 3a ThProBUs Ha
€pOo C JIEKapCTBEHU MPOJYKTH, Ca ITBXKHHU J1a:

1. ocurypsr momemeHus W 003aBeXJaHE, KOUTO Ja OTroBapsAT Ha H3HCKBAaHHATA KbM
YCTPOMCTBOTO U 003aBEKIAHETO HA CKJIAJIOBETE, MOCOYEHH B il 13 - 16;

2. OCUTYpAT yCIIOBHUS 32 ChXPAaHEHHE Ha JIEKAPCTBEHUTE MPOIYKTH, KOUTO J1a ChOTBETCTBAT Ha
T€3U, TOCOYECHU B Pa3pellIeHUETO 3a ynoTpeda WIK yIOCTOBEPEHUETO 3a PErUCTPAIUs U ONaKOBKATa;

3. ocurypst OTHeleH mKad ChC CEKPETHO 3aKIIOUBAaHE M J1a ChXPAHABAT B HEr0 BCHYKH
JIEKapCTBEHU MPOTYKTH, IOCOYEHH B MPUIIOKEHUETO, U3UCKBAIIHN OTAEITHO ChXPaHEHHUE;

4. ocurypsT OTAEIHO IMOMEIIEHUE 32 ChbXPAHEHHE Ha JIEKAPCTBEHUTE MPOAYKTH, MOKa3alu
HECHOTBETCTBUE C M3MCKBAHUATA 32 KAYECTBO, OJIOKMPAHH M M3TETJICHU MapTUIH, JIEKAPCTBEHH MPOIYKTH C
M3TEKBJI CPOK Ha TOHOCT, C IOBPEJCHH OMAaKOBKU MJIM ChC CbMHEHUS 32 MIPOU3X0/Ia;

5. ocurypsBat KBaIH(pUIIpaH NepCoOHA;

6. U3MCKBAT pa3pelIeHUeTO 3a JAEWHOCTTa Ha THPrOBLUTE HAa €Ip0 U ApeOHO C JIeKapCTBEHU
MPOJIYKTH, C KOUTO ThPIyBarT;

7. perucTpupart 3aIbJKUTEIIHO ABM)KEHUETO Ha BCSAKA MApTUAA C 11€J1 CBOEBPEMEHHO OTKpPHBaHE
Ha TPOMYCKH, OJIOKUpaHe W U3TETJIsIHE OT Ma3apa Ha JIeKapCTBEHU MPOIYKTH, KAKTO U Ja ChXpaHsBaT Isijara
JIOKyMEHTAIUS;

8. ochlIecTBsIBAaT JOCTaBKaTa Ha JIGKAPCTBEHUTE MPOAYKTH 10 THProBIUTE Ha JIpeOHO,
NOJYyYMJIM pa3pelieHue 3a ThproBus Ha npe6Ho mo 3JIIIXM, B pamkute Ha 24 yaca OT jgaraTa Ha
MOCTHIIBaHE Ha 3asBKATa, ako HE € JIOTOBOPEH APYT CPOK;

9. U3BBpIIBAT MPEONAKOBAHE M IPEETUKETHUPAHE HA JIEKAPCTBEHH MPOAYKTH CaMoO CIex
MoJTy4aBaHe Ha pa3pelieHre 3a mpou3BoAcTBO cbriaacHo 3JIIIXM u moa3akoHOBUTE HOPMATUBHU aKTOBE 110
MPUJIaraHeTO MY;

10. ocurypsiBaT HEOOXOAMMHUTE YCIOBUS MPU TPAHCIIOPT HA JICKAPCTBEHH MPOAYKTH, U3UCKBAIIU
CHEIHaHU yCJIOBUS HA ChbXpaHEHHE (TeMIepaTypa, OTHOCUTENIHA BIAXXHOCT, MpsKa CIIbHYEBA CBETJIMHA U
ap.);

11. cp3maBaT u noIbpKAT CUCTEMA 32 MOHMTOPHUPAHE Ha CIELIMAIHU YCIOBUS 33 ChbXPaHEHUE,
KaTo JIOKyMEHTAllUATa 32 MOHUTOPHUHTA C€ ChXpaHsIBa MET FOJIMHU OT JaTara Ha I0CTaBKaTa;

12. ocurypsBaT TOBHIIaBaHE KBaJH(pUKAIUATA HA OTTOBOPHUS MAarucThp-hapmaresrT,
PBHKOBOJUTENIUTE HA CKJIAJ0BE, MarucTbp-hapMaleBTUTEe, MOMOIIHUK-(hapMalleBTUTEe U JIPYTUs MEepPCOHal,
paboTeni B CKIafa;

13. ocurypsiBat paboTHO 00JIEKII0 U OOYBKH 3a IMEPCOHAIIA;

14. ocurypsBaT uHbOpMalus W JOKYMEHTAI[Ms OTHOCHO KaueCTBOTO Ha JIEKAPCTBEHUTE
MPOJYKTH, KOUTO C€ ChbXpaHsBaT B CKJIAJa;

15. npeacrassaT B cpok a0 30 ssHyapu Bcsika roguHa B M3mbJIHUTEIHATA areHIIUs 110 JIeKapcTBaTa
(MAJI) Ha xapTHeH WK eJICKTPOHEH HOoCcUTeN HH(OpMAIHs 3a TPOJaJICHUTE TTPe3 MPeIXoJHaTa KaJleHJapHa
roJHa JIEKapCTBEHH MPOIYKTH HAa THPTOBIM Ha €ApO, alNTeKH, IPOrepuu U JiedeOHU 3aBelleHus B Opoii
OIIaKOBKH ChC CHOTBETHA IIEHA MO 00pa3ell, yTBbPACH OT M3MbIHUTEIHUS AupekTop Ha UAJL;
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16. ocurypsiBar O€3MpPENsATCTBEH JOCTHI IO CKIAJOBUTE MOMEINEHUS U JOKYMEHTAIUsATa 3a
JIEKapCTBEHHUTE NMPOAYKTH Ha OPTAaHHUTE 3a IBP’KaBEH KOHTPOJ INPH OCHIIECTBABAHE Ha KOHTPOJIHHUTE MM
byHKIUY;

17. pa3nonaraT ¢ yTBBPJAEHHU CTAaHAAPTHU ONEPATUBHU TPOLEIYPH 3a NEHHOCTHTE, KOUTO CE
M3BBPIIBAT B CKJIAJIa: IPUEMaHe, pasNpe/ielicHne, OAPEekKAaHe, ChXpaHEHHE W eKCIIeANPaHe Ha MapTHINTE
JIEKapCTBEHH TPOAYKTH, BKIIOYUTEIHO W TPHU HaJIMYUe Ha TOBPEICHH OIMAKOBKH, KaTO OCHTYPST
CBOEBPEMEHHOTO UM aKTyalIn3upaHe.

Y. 5. (U3m. - [IB, 6p. 49 ot 2022 r.) JIumara, nputexaBaiiy pa3peiieHue Wik ya0CTOBEPECHUE
3a perucTpanus 3a ThProBUS HA €IpO C JIEKapCTBEHH MPOYKTH, C€ 3aIbJDKaBaT B Cllydad Ha OeJICTBUS Ja
oCUrypsaBaT HOLIHU AOCKYPCTBA, ACKYPCTBA B MNPASHUYHU W MOYMBHHU OHU, CBIJIACYBaHM C KMCTa Ha
HACEJICHOTO MSICTO M JJUPEKTOpa Ha ChOTBETHATA PETUOHAIIHA 3/[paBHA HHCIICKITHSL.

Y. 6. (Ot™m. - [IB, 6p. 16 oT 2010 1., B cuma ot 27.04.2010 1.)

Y. 7. Koraro imnara, nMoy4miIv pa3pelieHre 3a ThProBUs Ha €1pO0 C JIEKapCTBEHU IPOLYKTH
WIA YAOCTOBEPEHHUE 3a PErucTpanus 3a ThProBHs Ha €Ipo, TPAHCIIOPTUPAT JEKapCTBEHU IMPOIYKTH, ca
JUTBKHU J1a:

1. M3roTBAT MUCMEHU CTAaHJAPTHHU OINEPAaTUBHM MPOLEAYPH 3a JOCTaBKaTa M TPAaHCIOpTa Ha
JIEKapCTBEHUTE MPOYKTH;

2. He JoIycKar Ja ce MOBPEIH WM 3aryOH TAXHATa LSIIOCT U UACHTUYHOCT;

3. cma3Bar H3MCKBAaHUATA Ha 3aKOHa 3a KOHTPOJ BBPXY HApKOTHUHUTE BeIIeCTBA U
npekypcopute (3KHBII - 1B, 6p. 30 ot 1999 r.) 3a nexkapcTBeHUTE MPOIYKTH, ChABPKALIN HAPKOTUYHU
BelecTBa 1o npuwioxkeHus Ne 2 u 3 kpm ui. 3, an. 2 3KHBIT;

4. ocurypsiBaT CBHOTBETHHTE YCIOBHSA (TeMIepaTrypa, BIaXHOCT, CBETIMHAa M Jp.) Ha
JIEKapCTBEHUTE MPOJYKTH, U3UCKBAILY CIIELUAIIHU YCIOBUS 3@ ChbXPaHEHUE;

5. cma3BarT HM3UCKBaHHMATA HAa MPOTHUBOIOXApHATa OXpaHa 3a JIECHO3AMaJIMMUTE U TOPUMHU
JIEKapCTBEHH TTPOAYKTH;

6. ocurypsBarT CbBIPOBOXKJAIA TOBApUTE JOKYMEHTAIMs, KOSATO JaBa HH(popMalus 3a
MPOM3X0/1a ¥ KAUECTBOTO Ha JICKAPCTBEHUTE TIPOIYKTH;

7. ocurypsiBaT MNOIXOAAIIM M 00€30IaceHd IPEBO3HU CpelIcTBA W 000pyABaHE ¢ Iel
NPeJOTBpaTsABaHEe Ha OTKJIOHEHHS 10 OTHOIICHHE Ha CTAOMIIHOCTTA, IIEJIOCTTa Ha ONAKOBKATa U €BEHTYAIHO
3aMbpCsBaHE:

8. MOMmbJIBAT 32 BCSAKA €KCHEIUIHSI TPOTOKOJ, KOMTO ChABPIKA CISAHUTE JaHHU:

a) 1aTa Ha eKCTICANIIHATA;

0) ume u azgpec Ha (upmara npeBo3Bay;

B) (u3Mm. - JIB, 6p. 16 ot 2010 r., B cuna ot 26.02.2010 r.) uMme u agpec Ha moyrydaTesns (anreka,
aporepus, 1Ie4eOHO 3aBe/IEHUE, ThPrOBEl] Ha €/Ip0 C JIEKapCTBEHH MTPOAYKTH);

I') HAUMEHOBaHUE, JIEKapCTBEHA (popma, TO3MPOBKA U KOJIMYECTBO HA JICKAPCTBEHHUTE MPOIYKTH
10 apTU/IH;

1) 0003HauUEHHE Ha JIEKAPCTBEHUTE MPOTYKTH, H3UCKBAIIM CIELUATICH PEXUM Ha ChbXpaHEHHUE 110
BpeMe Ha TPAHCIIOPTA.

Un. 8. B cximagoBeTe 3a THProBUS Ha €IpO C JIEKAPCTBEHH NPOAYKTH MoOraT jaa padoTAT
MarucTbp-(apmaneBTy, NOMOLIHUK-(papMaleBTH U JHLIA OT APYrd Hpodecuu, NpUTEKaBallll YMEHHUS U
npodecroHaleH OMUT 3a OCUTYpSBAaHE Ha NPABMWIIHOTO HM3BBPIIBAHE HA JCHHOCTUTE C 1€ 3ala3BaHe
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KaueCTBOTO Ha JIEKAPCTBEHUTE MTPOJYKTH.

Yn. 9. (1) OTroBopHUAT MarucTbp-GpapMaeBT U PHKOBOJUTENAT HA CKJIaJa HOCSIT OTTOBOPHOCT
3a IeMHOCTUTE 10 3aKyIyBaHe, Mpojak0a, CbXpaHEHUE U KOHTPOJ HA JIEKapCTBEHUTE MPOAYKTH.

(2) OTroBOpHUAT MarucThp-apmaleBT 1 pbKOBOJAUTEIAT HA CKJIaJa Ce Ha3HA4YaBaT Mo TPYA0BO
IIPAaBOOTHOLIEHHE MPH ITBJIHO PAOOTHO BpEME.

(3) OtroBopHUAT MarucTbp-hapMalleBT U pbKOBOJAUTENAT HA CKIIaAa ca JIIHKHU Ja:

1. KOHTpoNMpaT CHXPaHEHUETO Ha JIEKAPCTBEHUTE IMPOAYKTH Ja CE€ OCBIIECTBSIBA CBHIVIACHO
M3HUCKBaHUATA, IIOCOYEHH B Ppa3peUIeHHETO 3a ymnoTpeda WIM YAOCTOBEPEHUETO 3a pEerucTpauus Hu
OIIaKOBKaTa, U Ja CIEAAT CPOKOBETE Ha FOJIHOCT;

2. CbXpaHsABAT BCUYKH JIEKAPCTBEHU MPOAYKTH, IOCOYEHHU B MPHIOKEHUETO, B OTJEJIEH IIKA]
ChC CEKPETHO 3aKJIIOUBAHE;

3. crmemAT mpuW 3aKylmyBaHE M Mpojaax0a JIEKapCTBEHUTE MPOAYKTH Ja ObJAaT CHIPOBOACHU C
JOKYMEHTAIHS, KOSITO ChIIbprKa:

a) HOMEp Ha pa3pelICHUATa 3a MPOU3BOJCTBO, BHOC WM THPrOBUS C JIEKAPCTBEHU
MPOAYKTH/YJOCTOBEPEHHE 3a PETUCTpAlUs 3a ThPrOBUs Ha €IpO Ha JHIaTa, OT KOUTO C€ 3aKylyBaT U Ha
KOUTO C€ MPOAaBaT JEKapCTBEHUTE MPOIYKTH;

0) MJ03MpOBKa W KOJMYECTBO, MAPTHIEH HOMEp, CPOK Ha TOIHOCT, cepTudukar 3a
0CBOOOYKIaBaHe Ha MapTU/IA;

4. ocurypAT MOJPEKIAHETO HA JIEKAPCTBEHUTE MPOIYKTH CBHIVIACHO aHATOMO-TEpaleBTHYHATa
KiacuduKalrs B CbOTBETCTBUE C M3HMCKBaHUATAa Ha CBETOBHATa 3/paBHA OpraHH3alUs, KaTo ce cra3Ba
a30y4YHUSAT peJ] Ha JaTHHCKaTa a30yKa;

5. ocurypsaT NpU CBXpPAaHEHHWETO Ha NAPTUAUTE JIEKAPCTBEHU IMPOJIYKTH CIIa3BaHE Ha
MOPEHOCTTA Ha CPOKOBETE Ha TOJIHOCT;

6. ocUrypsAT mpojaxkOara Ha JEKapCTBEHHWTE TNMPOJIYKTH Ja CE€ W3BBHPIIBA B CHOTBETCTBHE C
MPaBWIOTO "MAPTUIUTE C Ha-KpaThK CPOK HAa TOJHOCT Jia Ce MpoaaBaT IbpPBU";

7. M3UCKBAT MPHU MOKYyMNKaTa W Mpojaxk0aTa HAa BCHYKH JICKAPCTBEHU MPOIYKTH JOKYMEHTH,
YAOCTOBEPSBAIM KaUeCTBOTO M MPOM3X0Jla Ha MapTHIaTa, a KOraro ce OTHacs 10 JIEKapCTBEHH MPOIYKTH,
ChAbpXKAIIM HAPKOTUYHU BELIECTBA, W JIMLIEH3US 3a JIEUHOCT C JIEKAPCTBEHU MPOAYKTH C HAPKOTUYHU
BemiecTra o npuwioxkeHus Ne 2 u 3 kpm wi. 3, an. 2 3KHBIT;

8. chbXpaHsBaT JIEKapCTBEHU MPOAYKTH, ITOKA3aIl HECHOTBETCTBHE C U3UCKBAHUATA 32 KAUECTBO,
OJOKMpaHW W M3TETJIEHW MapTUIM, JIGKAPCTBEHU TMPOIYKTH C M3TEKBJI CPOK Ha TOIHOCT, C TOBpPEICHA
I'BPBUYHA WM BTOpPUYHA OMAKOBKA, JEKAPCTBEHU MPOAYKTH ChC CBMHUTENIEH MPOU3XOJ, B 000c00eHO 3a
L[EJITa IOMEILIEHUE C TPAHO CUTHAJIHO O3HAYEHHUE;

9. ocurypsiBaT e€XeIHEBEH KOHTPOJ BBPXY TeMIeparypara B XJIAJAWJIHUKA /WU XJIaJUTHUS
mkad, U/ XIaguiiHaTa KaMmepa, KaTo pe3yJiTaTUTe ce 0TPa3saBar B JTHEBHUK;

10. ocurypsBaT exeJHEBEH KOHTPOJI Ha MapaMeTpUTe Ha cpefara (Temreparypa, OTHOCUTEIHA
BJIQXKHOCT U JIp.) B CKJIaIOBUTE MOMEIICHUS, KaTO PE3yITaTUTE Ce OTpa3siBaT B IHEBHUK;

11. M3roTBAT U OCUTYpSIBAT CIa3BAaHETO HA MPOrpaMa 3a XUTMEHU3UPAHE HA CKIIAJOBUTE IIJIOLIH,
KOSTO Jla BKJIIOYBA BHUJAA Ha TMOYMCTBALMUS areHT, MEpPHOJMYHOCT HAa CMsHATa My, 4YecToTara Ha
MOYMCTBAHETO, KAKTO U OOCKTUTE, KOUTO MOAJIEKAT HA TTOYNCTBAHE;

12. U3roTBAT U OCUTYPSIBAT CMa3BaHETO HA YTBBPACHUTE CTaHIAPTHU ONEPATUBHU MPOLEAYPHU 3a
JNEMHOCTUTE, KOUTO CE€ W3BBPIIBAT B CKJIaja: MpUEMaHe, paslpeleiieHHe, MOApPEekaaHe, ChbXpaHCHHE U
eKCIIeMpaHe Ha MapTUINTE JIEKAPCTBEHU MPOAYKTH;

13. mpoBepsiBaT U ChbXpaHsIBaAT B CKJIaJla BCUUKHU TOKYMEHTH, CBbP3aHH C KaueCTBOTO U MOKYIKO-
npojak0aTa Ha BCSKa MAPTUAA JIEKAPCTBEHU MTPOIYKTH;

14. xOHTpoNIMpAaT MPHUEMAHETO, ChXPAHEHHUETO M OTYETHOCTTA HA BBPHATUTE JIEKAPCTBEHU
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MPOJIYKTH 0€3 OTKJIIOHEHUS B TSIXHOTO Ka4eCTBO, €PUKACHOCT U OE30IaCHOCT;

15. opranusupar OJIOKHpAHETO, W3TETVISIHETO U CHhXPAHEHHETO Ha JIEKAPCTBEHU MPOIYKTH,
MOKAa3aJI HEChOTBETCTBHE C M3UCKBAHUATA 32 KAUECTBOTO, €PUKACHOCT U OE30MACHOCT MPHU YCIOBUSATA U TIO
pena Ha HapenOata mo wi. 274, an. 1 3JIIIXM;

16. opraHu3upaT yHHIOKaBaHETO HA JIEKAPCTBEHH MPOAYKTH MpPH YCIOBUATA U MO pela Ha
Hapezabara o wi. 274, an. 2 3JIIIXM;

17. (moBa - IB, 6p. 49 ot 2022 r.) ynpaXHsBaT KOHTPOJ BBPXY JAEHHOCTHUTE IO MpOBEpKa Ha
nmokasarenute 3a O0e30MacHOCT W Je3aKTUBHPAHETO HA WHAMBUAYAIHUS WIACHTU(UKAIIMOHEH Oeler Ha
JIEKapCTBEHUTE MPOTYKTH.

(4) TlomomHuK-(hapMalieBTUTE MOTaT Ja U3BBPIIBAT JEHHOCTH TO YyKa3aHUE H O]
PBHKOBOJICTBOTO Ha MarucThbp-papMareBT, OTTOBOPHHSI MAaTUCTHP-(PapMaleBT U PhKOBOJIUTENS HA CKIIAA.

Un. 10. (1) TeproBunTe Ha eapo TpsOBa Ja MPHUTEKABAT CUCTEMaA 3a OJIOKHMpAaHE U U3TETIISTHE Ha
JIEKapCTBEHH MPOJYKTH, MOKa3adl HECHhOTBETCTBUS C M3MCKBAaHHUATA 32 KadyecTBO, OE30MacHOCT H
e(UKacHOCT.

(2) TeproBuuTe Ha e€ApO C JEKAPCTBEHW TPOAYKTH OIPEACNAT C MHCMEHA 3aloBel
YII'BITHOMOIIIEHO JTBHKHOCTHO JIMIIE 32 OCHIIECTBSIBAHE HA EHHOCTUTE MPU OJIOKUPAHE U U3TETIISHE.

(3) TeproBuute Ha €apO YBEIOMSIBAT MPOU3BOAUTENS WM MPUTEKATEIS HA Pa3pelICHUETO 3a
ynotpeba Win yA0CTOBEPEHUETO 3a PETUCTPALINA 3a JEHHOCTUTE 1O OIIOKUPAHETO U U3TETIISTHETO.

(4) TeproBuuTe Ha e€Apo C JEKAPCTBEHH MPOAYKTH ca 3aqbJDKEHHU Ja MpOBEpsiBaT M
aKTyalu3upaT NepruoANYHO eEeKTUBHOCTTA Ha MpolieypaTa U Ha MEPKUTE, NMpeArnprueMaHu Ipu OJ0KHpaHe
U U3TETJISIHE.

(5) TweproBuute Ha eApPO C JEKAPCTBEHH MPOIYKTH Ca JIBKHHU Ja ChXPaHSIBAT ChC CHOTBETHO
0003HaYEeHNE BCUYKU OJIOKUPAHU U U3TETTICHU MAPTUAM JEKAPCTBEHH MPOIYKTH U JOKYMEHTAIUATA KBM TIX
B OT/ICJIHO TTOMEIICHHE MPU OTPAHUYEH JIOCTHII U CMIa3BaHe Ha YCJIOBUATA HA ChbXpaHEHHE.

(6) Bcuuku neiiHOCTH, CBBP3aHU C OJOKHpaHe U U3TETJISHE Ha MAPTHAU JIEKaPCTBEHU MPOTYKTH,
3aIBIDKUTEIHO c€ OQOpPMAT B MHUCMEHU MPOTOKOIH OT YIBIHOMOIICHOTO JHIE MO al. 2, KOeTO TH
ChXpaHsBa M MPEJCTaBs MMPU TONCKBAHE OT KOHTPOJIHUTE OpraHHU.

(7) (M3m. - 1B, 6p. 49 ot 2022 r.) JIuniero mo an. 2 obobmaBa 1su1ata nHGOpMaIus, CBbp3aHa C
BCSKO OTJCITHO OJIOKHpaHE W HM3TETJISTHE, M M3TOTBS MHUCMEH JIOKJIAJ, eK3EMIUIIp OT KOWTO Ce HM3TMpamia B
HNAJl u choTBeTHaTa pervoHaliHa 3/IpaBHA WHCIEKIMS B CPOKa, IMOCOYEH B 3aloBelNTa 3a ONOKUpaHE U
U3TETJISTHE.

Yn. 11. (1) 3abpansiBa ce OOCTHI Ha BBHINHU JHIA 0 TOMEIICHHUSTAa 32 ChbXpPaHEHHE Ha
JIEKapCTBEHH MPOIYKTH, KAKTO U U3BBPIIBAHE B TOMEIICHHUATA HA IEWHOCTH, KOUTO HAMAT OTHOIIEHUE KHM
THPTrOBUSATA HA €JIPO C JIEKAPCTBEHU MPOIYKTH.

(2) TeproBuuTe Ha €apO C JIEKAPCTBEHH MPOAYKTH MOAbPKAT CUCTEMA 3a MPEJOTBPATIBAHE U
orpaHWYaBaHe Ha JOCTHIIA J0 CKIIAIOBUTE TTOMEIICHHS.

Un. 12. (1) TeproBuute Ha €Apo MPEAOCTABAT MPHU TOWCKBAHE HA OpPraHUTE Ha IbP)KaBHUS
KOHTpOJI CeAHaTa TOKYMEHTAalIUs:

1. paspemieHue WM yJIOCTOBEPEHHE 3a PETHCTpPAllds 3a THPrOBUS Ha €IIpO C JIEKAPCTBEHHU
MPOJIYKTH U JIMLIEH3US 32 ThPrOBHsI Ha €Ip0 C HAPKOTHUYHHU BEIIECTBA 32 MEIUIIMHCKHU LIETH OT MPUIOKEHUS
Ne 2 1 3 kbM u. 3, an. 2 3KHBII, xorato e HE00X0AMMO;

2. xomusl OT JOKYMEHTHTE, YIOCTOBEpSBAIlM KAaueCTBOTO M MPOM3XO0Ja 3a BCAKA MapTuia
JIEKAPCTBEH MPOAYKT B CKJIa/1a, KOUTO CE ChbXPaHABAT B CPOK 5 TOAMHH OT JOCTABKATA;
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3. JOKYMEHTH 3a JABM)KEHUETO Ha JIEKapCTBEHUTE NPOAYKTH, ChIAbPKAL HAPKOTUYHHU BELIECTBA
no npuioxkeHus Ne 2 u 3 kpM ui. 3, an. 2 3KHBIT;

4. KOnus OT JIOKYMEHTH, yJIOCTOBEpSBAIIM MPABOCIOCOOHOCTTA, KAKTO U TPYAOBUTE JOTOBOPHU
Ha OTTOBOPHMSI MarucThp-papmMalieBT, pbKOBOAUTENS Ha CKJIaJla U IEPCOHAIA;

5. AaHHU 3a IMLATa, OT KOUTO Ce KyIyBaT M Ha KOUTO Ce MpOoJaBaT JIEKapCTBEHHU MPOIYKTH: BUJ
1 HOMEp Ha ChOTBETHOTO Pa3pellieHNE WU YJOCTOBEPEHHE, UME, TOUEH a/ipec, TeIePOH U Pakc;

6. pasnopexxaHusATa 3a OJOKHpaHe Ha MAapTUAM OT JIEKAPCTBEHU IPOLYKTH;

7. KHUTA 3a CAaHUTAPHOTO CHCTOSHUE Ha CKJIaJa, B KOSATO OpPraHUTE HA ABP)KABEH KOHTPOJI
OTpa3sBaT Pe3yIATATUTE OT U3BBPIICHUTE IPOBEPKHU;

8. (HoBa - /1B, 6p. 49 ot 2022 r.) cipaBKu 3a JBM)KEHUETO HA BCSKa MapTHIA Ha JIEKaPCTBEHUTE
MPOJYKTH, KOMUS OT JTOKYMEHTUTE 3a MOKYIKHUTE W/WIW MPOJaXOHUTe Ha BCUYKU JIEKAPCTBEHU MPOIYKTH,
BKJIIOYMTEIHO U (PaKTypHUTE 32 HOKYIIKO-IIPOAaxoa.

(2) TeproBuuTe Ha €IpO CHXpAaHABAT B OOEKTA JOKJIAAWTE OT HM3BBPIICHUTE HHCICKIUN Ha
OpraHUTe Ha JIbPXKaBEH KOHTPOJI.

Pazpgeu I11.
N3uckBaHue KbM CKJIAI0BUTE MOMEIIeHUS

Y. 13. (1) (U3m. - JIB, Op. 49 ot 2022 r.) CknamoBere 3a THPrOBHs Ha €IpO C JICKAPCTBECHU
NPOAYKTH C€ pas3moyiaraT B yperyJMpaHd TO3eMJICHH HUMOTH M H3TPaJeHHM 3a LeNTa Crpagd WIH B
MOMENICHHUS, HAMHPAIIY C€ B IbPBU HA/I36MEH €TaK Ha WIUIIHU Crpajiv, ChIIIACHO 3aKOHA 32 YCTPOMCTBO
Ha TEPUTOPUSATA.

(2) MuHnManHata pa3rpHaTa 3acTpoeHa IO 3a CKJIaja 3a Thprosus Ha eapo € 100 kB. M.

(3) Caernara BHCOYMHA Ha MOMeENIeHHATa € Hal-manko 2,50 M, kKato OblIe OcUTrypeHa
HE00X0/IMMaTa OCBETEHOCT M BEHTHJIAITHSL.

(4) Crenute U TaBaHUTE Ha MMOMEUICHUATA TPsOBa Ja OBAAT TJAJKKU U JICCHU 3a IOYKUCTBAHE, a
MOJIOBETE, OCBEH MOCOUCHUTE XapaKTEPUCTUKH, 1a UMAT U J0Opa MEXaHUYHA yCTONYHUBOCT.

(5) TlogoBere W CTEHWTE B CaHUTAPHHS BH3eN TpsiOBa a MMAT BIIATOYCTOWYMBO ITOKPHUTHE,
KOETO M03BOJIIBA MOKPO ITOYUCTBAHE U JIE3UHPEKIIHSL.

(6) OcBeTyieHHETO, BOJOMPOBOAHATA U KaHAIM3AIMOHHATA WHCTAJAIMS, €IEKTPO3aXpPaHBAHETO
U EJCKTPUYECKUTE YpeIH CE€ W3IIBJIHSABAT B CHOTBETCTBUE ChC CTAaHIAPTUTE, HOPMHTE M TIpaBWiIaTa 3a
MPOEKTHpaHe, yTBBPJCHH B CTpaHAaTa.

(7) (Hosa - IB, 6p. 16 ot 2010 r.) [TomemenusiTa, B KOUTO C€ pasmojiara CKJIaabT 3a ThPrOBUS
Ha eJIpo C JICKAPCTBEHU MPOIYKTH, TPSOBA /1a ca HAITBJIHO OTIEICHHU OT MOMEIIEHHS, KOUTO C€ U3IMOJ3BAT 32
APYTH IEJH WIH 33 APYT BUJI AEHHOCT.

Ui 14. (1) (U3m. - JIB, 6p. 16 ot 2010 r., B cuna ot 26.02.2010 r.) CxnaasT 3a ThProBus Ha
€/IpO C JICKApCTBEHH MPOAYKTH pa3rojiara ¢ MOMEIICHHUS:

1. 3a mprieMaHe Ha JICKAPCTBEHU MPOAYKTHU;

2. 3a eKCTeTUIIHSI Ha JIEKAPCTBEHU MPOTYKTH;

3. 3a paboTa 1 CbXpaHEHHE Ha TOKyMEHTALUATA U UHIUBUAYATHH TapAepoOu 3a JINYHUTE BEIIH
W JIpEXH Ha TIEPCOHAIA;

4. OTJICITHYU TIOMEILICHHUSI 32:

a) ChbXpaHEHUE Ha JICKAPCTBCHH MTPOTYKTH;

0) cbXpaHeHHEe Ha CAaHUTAPHO-XUTHEHHH CPEJICTBA, MPEBHP30YHH U KO3METUYHU TIPOTYKTH,

B) CbXpaHEHHUE Ha JIe3MH(EKIIMOHHH, IC3MHCEKIINOHHU U JIePaTH3aIlMOHHU CPE/ICTBA;
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I') ChbXpaHEHHE HAa AaKTHBHU W IOMOIIHHU BEIIECTBA 32 HYXJWTE HA amNTEeKUTe, CHAOICHU C
HE0OXOIUMUTE BEHTUJIAIIMOHHU ChOPBKEHUS U YPEIu 3a U3MEPBaHE;

n) (usm. - JIB, Op. 49 ot 2022 r.) chXpaHeHHE Ha OIACHU, JIECHO3AMAIUMU M TOPUMHU
JICKaPCTBCHH MPOTYKTH;

€) ChbXpaHEHHE Ha JIEKapCTBEHH MPOAYKTH, TMOKa3ald HECHhOTBETCTBHE C HM3UCKBAHUATA 3a
KAauecTBO, OJOKMpPAHU W W3TETVICHW MapTHIH, JEKApPCTBEHU MPOIYKTH C U3TEKBJI CPOK HA TOJIHOCT, C
MOBPEICHU MbPBUYHU W/WUJIM BTOPHUYHU OMAKOBKH WM CbC ChbMHEHHMS 32 MPOU3XO/a;

) ChbXpaHEHHUE Ha JIEKAPCTBEHU MPOAYKTH, ChIBPKAIIN HAPKOTUYHU BEIIECTBA OT MPHIIOKEHUS
No 2 u 3 kM uit. 3, ainr. 2 3KHBII;

3) ChXpaHEeHHe Ha paguoQapMareBTUIIN;

1) PACTUTEITHU JICKAPCTBEHU MPOJTYKTH M PACTUTEITHU BEIIECTBA;

5. 3a U3rOTBSIHE U 33 ChXpaHEHHE Ha Pa3TBOPUTE U MHBEHTAPA 3a MOYKUCTBAHE HA MOMEIICHUSATA;

6. caHUTapeH Bb3€J C MUBKA C TOILIA U CTYJIEHA BOJA.

(2) TloMemmenusTa 3a ChbXpaHEHUE Ha JIGKAPCTBEHH MPOIYKTH C€ 000PYIBAT ChC CTENAKH W/WUITH
3aTBOpEeHH MIKa(OBe, C MOAXOISAIIN TOBEPXHOCTH, TTO3BOJISBAIY €KETHEBHO MOYHCTBAHE.

(3) 3a cpxpaHeHHEe Ha TEPMOJAOMIIHUA JIEKAPCTBEHH MPOJYKTH CE OCUTYPSBA XJAAWIHUK W/WITH
XJaguieH mkad, W/uiM XJaauiaHa KaMmepa, B KOHWTO TeMIleparypara ce Cleqd C TEPMOMETHP WIH
ABTOMATUYHO OTYHUTAIIO YCTPOHCTBO.

(4) (Homa - JIB, 6p. 16 ot 2010 r.) Jomycka ce momemienusTa mo ai. 1, 7. 1 - 3, 5 u 6 nga ce
M3IOJI3BAT 32 OOCITyKBaHE JCHHOCTTAa Ha MOBEYE OT €UH THhPrOBEIl Ha €IPO C JICKAPCTBEHU MPOITYKTH, IPH
YCIIOBHE Y€ OCTaHAJIUTE MOMEUIeHMs MO aj. | ca MHAMBHIyallHU 3a BCEKH THProBEI| Ha €ApO U ca SCHO
000coOeHr 1 0003HAYCHH.

(5) (Homa - JIB, 6p. 16 ot 2010 r.) [lo u3kiItoueHne CKIAIBT 3a THPrOBUS Ha €pO Ha BCEKH
THProBel] MOXE Jla pasmojiara ¢ €IHO momelmieHue mo ai. 1, T. 4, OykBu "a" u "0", ako JIeKapCTBEHHUTE
MPOJYKTH ca 000COOEHH B OT/AENIHA 30HA.

Yn. 15. TeproBumte Ha €1poO C JIEKapCTBEHU NPOAYKTH ca 3abJDKCHU Ja:

1. ocurypatr HeoOXOTUMHUTE YCIOBUA W 0OOpyABaHE B IOMEIICHHUATA 3a IMpHUEMaHe U 3a
eKCIeIUIMs Ha JIEKAPCTBEHU MPOAYKTH, KOMTO Ja MPEANa3aT MNPOAYKTUTE OT BIUSHHETO Ha aTMOC(EpHUTE
YCIIOBUS;

2. moAxbpKaT B JOOPO XUTHEHHO CHCTOSIHME MOMEIIECHHUATA 32 ChXpaHEHHe; MOYNCTBAHETO Ha
MIOMEILEHUATA CE U3BBPILBA CHIVIACHO YTBBP/ACHA MMUCMEHA IIpOrpaMa, BKIIIOUBallla YECTOTA HAa MOYUCTBAHE,
U3MOJI3BAaHUTE MOYKMCTBAIlM PAa3TBOPHU, YECTOTAaTa Ha CMsIHATa UM, KaKTO M HAYMHUTE 3a MOYHCTBaHE Ha
MIOMEIICHUATA U 30HUTE 32 ChXpPaHCHUE;

3. ocurypsAT HeoOXoauMaTa cCh00pa3HO oOema CKJIaaoBa ILIONI 3a MPABMIITHOTO ChXPaHEHHE Ha
JIEKapCTBEHUTE MPOJIYKTH MO JO3MPOBKA, KOJIWYECTBO U MAPTUAU C JIOCTATBYHO PA3CTOSIHUE MEXIY ABa
Pa3IMYHM JIEKAPCTBEHU MPOAYKTA U MEXKIY Pa3TUYHUTE MAPTUAM OT €IWH U ChIII JICKAPCTBEH MPOIYKT;

4. mpenmpueMar MEpKH M Jia pa3padoTsT mporpama 3a 6op0a cperly HaBIM3aHETO HA HACEKOMU
Y TPHU3auy B IOMEICHHUATA.

5. (noBa - [IB, Op. 16 ot 2010 r.) He momycKaT M3BBPIIBAHETO HA JAPYTH JEHWHOCTH B CKJaja,
OCBEH IMOCOYEHUTE B pa3pelIeHUETO 32 ThPTOBUs Ha €/IpO C JICKApPCTBEHH MPOAYKTH.

Yn. 16. (1) (U3m. - [IB, 6p. 49 ot 2022 r.) TeproBuute Ha €apo C JIEKAPCTBEHH MPOIYKTU
MOCTaBSIT B MOMEIICHUATA YPEIU 32 M3MEPBaHE Ha MapaMeTpHUTe Ha cpeaara (TeMIeparypa, OTHOCHUTEIIHA
BJIQKHOCT | JIp.), KaTO IMOKA3aTeIIUTE Ce MPOCIEAsBAT KEAHEBHO ChITIACHO YTBBPICHA IMCMEHA TPOLIEAypa
U pe3yATaTUTE CE OTPa3sBAT B THEBHUK.

(2) VYpenure 3a m3MepBaHe Ha TapaMeTpUTEe Ha cpenaTa ce pasloyiaraT Ha MecTara B
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IIOMCIICHUATA C Hal-TOJIEeMH OTKJIOHCHHA, KOUTO IMPCACTABIABAT PUCK 3a KAUCCTBOTO HA NPOAYKTHUTC.
(3) Becuuku n3mepBaTeHE ypeau B CKIIAOBETE CE MOJyIaraT Ha MpoBEpKa ChITIACHO 3aKOHA 3a
M3MEPBAHUSATA.

Pasnea IV.
3agbaKkeHns 3a U3BBPUIBAHE HA MPOBEPKa Ha NMOKa3aTeJuTe 32 0e30I1aCHOCT U
Ae3aKTHBMPaHe HA HHAMBUAYAJIHUSA uaeHTHpuKkannoHeH 0eser (Hos - /IB, 0p. 49 ot 2022 r.)

UYn. 17. (1) (Hos - IB, 6p. 49 ot 2022 r., npeauiieH TeKcT Ha wi. 17, mom. - /1B, Op. 23 ot 2023
r.) [IpurexxarensT Ha paspelnieHre 3a ThProBUsS Ha €ApO C JIEKAPCTBEHHW MPOIYKTH € JIBXKEH Ja MPOBEepH
MOKa3aTeInTe 32 0€30MaCHOCT U J1a Ie3aKTUBUPA UHIUBUAYATHHS UISHTU(PUKAIIMOHEH Oeller Ha JIeKapCTBEeH
npoaykt no pena Ha Jlenerupan permament (EC) 2016/161 na Kommcusta ot 2 okromBpu 2015 . 3a
nombiBane Ha JlupekruBa 2001/83/EO nHa EBpomeiickus napiameHT U Ha CbBeTa upe3 YCTaHOBSBaHE Ha
MoApOOHU TpaBWIIa 3a TOKa3aTeUTe 3a 0E30MacHOCT, MOCTABCHH BBHPXY OIMAKOBKATA HA JIEKAPCTBEHHUTE
npoaykTu 3a XxymanHa ynorpeda (OB, L 32/1 ot 9 despyapu 2016 r.), HapuyaH no-HaTaThK Jlenmerupan
pernament (EC) 2016/161, npeau 1a ro A0CTaBU Ha:

1. neuebHo 3aBeaeHue cvrimacHo wi. 207, an. 1, 1. 5a, Oyksa "a" ot 3JIIIXM, ¢ u3kitoueHue Ha
neueOHuTe 3aBeaeHus 1Mo wi. 222, ai. 4 ot 3JIIIXM;

2. MeIUIMHCKA (PaKyITeT WK PaKyJITeT MO JCHTaTHA MEJIUIIMHA HA BUCIIE YYUIIUIIE 110 WI. 2a
oT 3akoHa 3a JiedeOHnTE 3aBeeHus chriiacHo wi. 207, ain. 1, T. Sa, 6yksa "6" ot 3JIIIXM;

3. 3apaBeH KaOWHET B MHCTUTYIMS 10 Wi. 26, an. 1, T. 1 u 3 oT 3akoHa 3a 37jpaBeTo ChIVIACHO Y.
207, an. 1, 1. 5a, 6ykBa "B" ot 3JIIIXM;

4. xopabGompurexaren 3a LETUTe HA OCUTYpSIBAHE Ha JICKAPCTBEHU MPOAYKTH Ha Oopaa Ha
Kopabute cprimacHo Kojekca Ha ThproBCKOTO KopaboruiaBane chriiacHo wi. 207, an. 1, T. 5a, OykBa "r" ot
3JIIXM;

5. Jlekap WM JieKap Mo JCHTalHA MEeIUILIMHA, TIOTYyYUIT pa3pelieHue 3a ChbXpaHeHue U mpoaxoa
Ha JIEKapCTBEHH MPOIYKTH chriacHo wi. 207, an. 1, T. 6 ot 3JIIIXM;

6. MUHHCTEpPCTBOTO HA 3/IpaBEOIa3BaAHETO - B cirydaute 1o wi. 209a, ain. 1, 1. 4 ot 3JIIIXM;

7. MuHucTepcTBOTO Ha 0TOpaHata, MUHUCTEPCTBOTO Ha BBTPEIIHUTE paboTu uiau JlbpkaBHa
are”ius "/[pp>kaBeH pe3epB 1 BOCHHOBPEMEHHH 3amnacu’ - B ciydaure 1o wi. 209a, ain. 1, 1. 3 ot 3JIIIXM;

8. nedeOHO 3aBe/eHME 3a M3BBHOOJIHWUYHA MOMOINL - B ciy4dauTe Ha wi. 209a, am. 1, 1. 5 ot
3JIIIXM.

(2) (HoBa - [IB, Op. 23 ot 2023 r.) IlpurexaTenst Ha pa3pelieHHe 3a THPTOBHS HA €IpO C
JIEKapCTBEHU MPOJYKTH € JIbKEH B Cpok 10 10 IHM OT naTara Ha yBEJIOMSIBAHETO IO T. 2 Ja MpHEMe
JIOCTaBEHUTE OT HEro JICKAPCTBEHU MPOAYKTH HA MPUTEk,ATeNl Ha pa3pelieHHe 3a ThProBHs Ha APEOHO ¢
JIEKApCTBEHH MPOJYKTU WIHM Ha JIPYT MPUTEKATET Ha pa3pellieHne 3a ThProBuUsl Ha PO, aKO Ca M3IIbIHCHU
CIIETHUTE YCIOBUSA:

1. B Hanmonanuust peructsp mo wi. 2726, an. 2 ot 3JIIIXM e 3aneiicTBaH curHai 3a ChOUTHE 110
1. 30, choTBeTHO 1O WiI. 24 oT Jlenerupan pernament (EC) 2016/161;

2. mpu 3aJeCTBaH CHUTHAJ MO T. | MpuUTEXaTeNsIT Ha pa3pellieHHE 3a ThProBUs HA €IpO C
JIEKApCTBEHW TMPOAYKTH WM TPUTESKATENAT Ha paspelieHre 3a THhProBUs Ha APeOHO C JIEKApCTBEHH
MPOJYKTH, Ha KOTOTO JIEKAPCTBEHUAT MPOAYKT € OMII IOCTaBEH, Ca YBEIOMUIIU 10 €JIEKTPOHEH BT A0 Kpas
Ha paOOTHHS JCH, CE/IBAIl TO3W HA JOCTAaBKaTa, MPUTEKATES Ha PAa3peUICHUETO 32 THPTOBUS HA €IIPO C
JIEKapCTBEHH MPOAYKTH, W3BBPIIMI JOCTaBKaTa, U capykeHue "bbirapcka opranusanus 3a BepupuKanus
Ha JeKapcTBara';

3. capyxenue "bparapcka opranuzanys 3a Bepudukanus Ha iekapcTBaTa' B CpOK 10 5 paOOTHH
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JTHU OT JlaTara Ha MOJy4YaBaHE HA YBEJIOMJICHUETO IO T. 2 € YBEJOMMWJIO MPUTEKATENS Ha pa3pelIeHUETO 3a
THProBUs Ha IpeOHO C JeKAapCTBEHU MPOAYKTH, ChOTBETHO MPUTEkKATEIN Ha Pa3pelIeHUETO 3a ThbProBUs Ha
€po C JIEKapCTBEHU MPOJYKTH, Y€ CUTHAIBT IO T. 1 HE € Mopaau HAIMYMETO Ha TEXHUYECKA IpelliKa.

JonmbJHUTETHE pa3nopendoun

§ 1. ITo cMucwia Ha Ta3u Hapenoa:

1. (mom. - JIB, Op. 49 ot 2022 r.) "do6pa nuctpudyTopcka MpakTuka'" € Ta3u 4acT OT CUcTeMaTa
[0 Ka4eCTBO, KOSITO OCUTypsBa a/IeKBaTeH KOHTPOJ Ha BCHUYKH €Taly OT Mpolleca Ha ThProBHUsS Ha €lIpo ¢
JIEKaPCTBEHH MPOIYKTH WU C aKTUBHH BEIIECTBA.

2. (ot™. - 1B, 6p. 16 o1 2010 T.)

3. "MounutopuHr" € npociieiiBaHe, OTYNTAHE U KOHTPOJHUPAHE.

3aK/JII0YHTE]THH pa3nopenon

§ 2. Tazu HapenOa ce u3aAaBa Ha ocHOBaHHE Wi. 198 oT 3akoHa 3a JEKapCTBEHUTE MPOIYKTH B
XyMaHHaTa MeJunuHa u oTMeHs HapenbOata 3a opraHu3anusaTa M CPOKOBETE HA JOCTABKA HA JIEKAPCTBCHU
MPOAYKTH MPH ThProBusita Ha epo (06H., JIB, 6p. 94 ot 2000 r.; u3m. u gorm., 6p. 104 ot 2003 r. u 6p. 17 ot
2004 1.)

HAPEJBA 3A UBMEHEHUE U JOITbJIHEHUE HA HAPEJIBA Ne 39 OT 2007 I'. 3A
IMPUHIOUIINTE U U3BUCKBAHUATA 3A TOBPATA JUCTPUBYTOPCKA IIPAKTUKA

(OBH. - 1B, BP. 16 OT 2010 T"., B CWJIA OT 26.02.2010T".)

§ 6. HaBcsikbie B TeKCTa aymarta "JiekapcTBa' ce 3aMeHs ¢ "eKapCTBEHH MPOTYKTH .

3aK/II0YuTeHU pa3nopendu
KbM HAPEJBA 3A UBMEHEHUE U JOITBJIHEHUE HA HAPEJIGA Ne 39 OT 2007 T.
3A TIPUHHUIIATE U U3NUCKBAHUSTA 3A TOBPATA ITUCTPUBYTOPCKA
MPAKTUKA

(OBH. - 1B, BP. 16 OT 2010 I"., B CWJIA OT 26.02.2010T".)

v

§ 7. Hapenbarta Bim3a B cuja OT JIeHS Ha oOHapojaBaHeTo ¥ B "J[bpikaBeH BECTHHK', ¢
M3KIIIOUeHUe Ha § 1, KOTO BIM3a B CUIia JBa Mecelia CJie]] BIM3aHeTO B CHJIa HA Ta3u Hapeaoda.

IIpexoxnu pasnopendu
KbM HAPE/IGA 3A UBMEHEHUE U JOITBJIHEHUE HA HAPE/IBA Ne 39 OT 2007 I'.
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3A IPUHLHUIINTE U UBUCKBAHUATA 3A JTOBPATA IUCTPUBYTOPCKA
IHPAKTUKA

(OBH. - 1B, BP. 23 OT 2023 T".)

§ 2. B cpok no 20 nHu OT BIM3aHE B CHJIa HA HapendaTa Junara mo wi. 17, an. 2, Ha KOUTO ca
JOCTaBCHHU JICKAPCTBEHH MPOJIYKTH, MOTAT Jia TH 3asBSAT 3a BPbIIAHEe, B CIydyail 4e ca HaJIHIe YCIOBHSTA IO
yn. 17, an. 2.

[Ipunoxenue kpM ui. 4, T. 3

JlekapcTBEHM MPOAYKTH MO MEXKIYHApPOAHU HENATEHTHH HAMMEHOBAHUS, W3UCKBAIIM OTAEIHO
(caMOCTOSITETHO) ChXpaHEHHUE B KA ChC CEKPETHO 3aKITIOUBAHE

Acenocoumarol
Acetyldigoxin
Alcuronium
Ambenonium
Amsacrine
Asparaginase
Atracurium
Atropine
Azathioprine
Methyldigoxin
Biperiden
Bleomycin
Busulfan
Butylscopolamine
Carmustine
Chlorambucil
Ciclosporin
Cisplatin
Cyclophosphamide
Cytarabine
Dacarbazine
Daunorubicin
Digoxin
Doxorubicin
Epirubicin
Ergotamine
Estramustine
Ethyl biscoumacetate
Etoposide
Fluorouracil
Fotemustine
Galantamine
Hydroxycarbamide
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Idarubicin
Ifosfamide
Irinotecan
Lanatoside C
Lomustine
Melphalan
Mercaptopurine
Metandienone
Methotrexate
Mitobronitol
Mitomycin
Mitoxantrone
Nalorphine
Naloxone
Nandrolone
Neostigmine
Oxymetholone
Paclitaxel
Pancuronium
Pilocarpine
Pipecuronium bromide
Procarbazine
Pyridostigmine
Rocuronium bromide
Scopolamine
Suxametonium
Tegafur
Teniposide
Tetracaine
Tioguanine
Tubocurarine
Vinblastine
Vincristine
Vinorelbine
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