HAPE/IBA Ne 39 OT 13 CEIITEMBPHU 2007 I'. 3A
IMPUHIUIIMTE U UBNCKBAHUATA 3A IOBPATA
JAUCTPUBYTOPCKA ITPAKTHUKA

H30a0ena om munucmovpa Ha 30paseonazéaremo

Ob6n. JIB. 6p.77 om 25 cenmemspu 2007e., usm. JIB. op.16 om 26 ¢hespyapu
20102., usm. u oon. /IB. 6p.49 om 30 tonu 20222., usm. u oon. /IB. 6p.23 om 14 mapm
2023e.

Pazaea 1.
OO01IM MoJI0KeHu s

Un. 1. C ta3u Hapenba ce ypexaar NpUHLMIINTE U U3UCKBaHUsATa 3a JloOpara
JTUCTPUOYTOPCKA MPAKTUKA TIPH THPTOBHATA HA €PO C JIEKAPCTBEHH MPOITYKTH.

Yn. 2. JIuuata, moIydmiIu pa3pelieHue 3a TbProBUs Ha elIpo C JIEKAPCTBEHU
IPOAYKTU WK YAOCTOBEPEHHUE 3a PErUCTpalus 3a ThProBUs Ha €Ip0 Ha TEPUTOPUATA Ha
Peny6nuka bearapus mo pena Ha 3akoHa 3a JIEKAPCTBEHUTE MPOAYKTH B XyMaHHaTa
meauuuHa (3JIIIXM), Mmorar aa ochliecTBSIBAT JEHHOCTTA CH C JIEKAPCTBEHU IPOAYKTH OT
BCUYKM JIEKAPCTBEHH TIPYNHU CHIVIACHO aHATOMO-TEpalleBTHYHATA KiIacU(pUKALUs B
CBhOTBETCTBUE C U3UCKBaHUATAa HA CBETOBHATA 3/paBHA OpraHU3alMsl.

Ui 2a. (Hos - IB, 6p. 49 ot 2022 1.) (1) JIuuara, nomyuunu pa3pemieHue uin
YIOCTOBEPEHUE 3a PETUCTpalus 3a THProBUS HAa €ApPO C JIEKAPCTBEHU MPOILYKTH,
OCBUIECTBSBAT JeHHOCTTa NpH crna3BaHe Ha JloOparta aucTpuOyTOpcKa NMpakTUKa MpU
THPrOBUSATA C JIEKAPCTBEHU MPOIYKTH 32 XyMaHHa yrnorpeoa.

(2) Ilpunuunure U u3nckBaHuATa 3a JJoOpa nuctpubyropcka npakTuka mpu
THPrOBUsATA C JIEKAPCTBEHM MPOIYKTH 3a XyMaHHa yrorpeba ce onpeaensat B PbKoBoICTBO
Ha EBponeiickata xomucus 3a go0pa IucTpuOyTOpcKa IMpakTUKa MPU THProOBUSTA C
JIeKapCTBEHU MPOAYKTH 32 XyMaHHa yrnoTpeda, MyOoJuKyBaHO HAa UHTEpHET CTpaHHUIIaTa Ha
EBponeiickara Komucus.

Y. 26. (Hos - IB, 6p. 49 ot 2022 r.) (1) JInnara, nonyunnu pazpemieHue uiu
yIIOCTOBEPEHHE 32 PETUCTPAIIHS 32 THPTOBUS HA €IpO C aKTHBHHU BEIIECTBA, OCHIIECTBIBAT
neHocTTa npu craszBaHe Ha JloOpaTta qucTprOyTOpcKa MpakTHKa 32 aKkTHBHU BEIIECTBA.

(2) Ilpunnunure U mM3uckBaHuATa 3a J{oOpa nuctpuOyropcka mpakTHKa 3a
aKTUBHH BeIllecTBa ce ompenensaT B PrkoBoacTBo Ha EBpormeiickara KoMuCHS OTHOCHO
NPUHITUITATE Ha T00pa TUCTPUOYTOpCKa MPaKTHKA IPH aKTUBHH BEIIECTBA 32 JICKAPCTBEHU
OPOAYKTH 3a XyMaHHa ynorpeba, MNyOJMKYyBaHO Ha WHTEpHET CTpaHUIaTa Ha
EBponeiickara Komucus.

Y. 3. Hobpata quctprOyTopcka MpakTUKa ce OChIIECTBSABA IPU ClIa3BaHe Ha
IOPUHIUINTE 3a CIHOJENsIHE Ha OTFOBOPHOCTTA 3a KadecTBO M 0O€30MacHOCT Ha
JIEKapCTBEHUTE NPOAYKTHTE.
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Un. 3a. (HoB - JIB, Op. 49 ot 2022 r.) (1) U3mbaHuTenHaTa areHmus IO
JIeKapCcTBaTa yCTAHOBSBA YPE3 MHCIICKIIMH CIIa3BAHETO HA:

1. mpuHLIMNIUTEe U U3KUCKBaHMATA 3a J[0Opa nuCTpUOYyTOpCKa MpaKTUKa IMpH
TBPrOBUSATA C JICKAPCTBEHU MPOIYKTH 32 XyMaHHA yIoTpeoa;

2. IpUHLMIKATE W W3UCKBaHUATa 3a JloOpa AucTpuOyTOpCcKa MpakTUKa 3a
AKTUBHHU BEUICCTBA.

(2) Uncneknuute mo aji. 1 ce u3BbpIIBAT CHIIACHO MPaBHUIIATa, IOCOYCHH B
"COopHUK mpoueaypu Ha EBporneiickus chio3 3a MHCIEKIUU U 0OMEeH Ha uHpopMarus'"
(Compilation of Union Procedures on Inspections and Exchange of information) - Tom 4
Ha "l[lpaBunara na EBpomeiickus chbro3 3a JIGKAPCTBEHU NPOAYKTH', MyOJUKYyBaHU Ha
WHTEpHET cTpaHunaTa Ha EBporneiickata KoMucHsl.

(3) B pesynrar Ha u3BbpiieHa uHcnekius mo an. 1 MAJI uznasa cepruduxar
mo wi. 2696, an. 1 ot 3JIIIXM wmin u3naBa CTaHOBHIIE 3a HECHOTBETCTBHE 110 WI. 2690,
an. 2 ot 3JIIIXM.

(4) Pasxonurte 3a M3BBPIIBAHE HA WHCIEKIMHUTE MO ajl. | ca 3a CMeTKa Ha
3asIBUTEIIS.

Paznea II.
Opranmn3anus Ha padoTa U CPOKOBE HA 10CTABKAa

Un. 4. JIunaTa, noiydmin pa3pelieHue Wil yI0CTOBEPEHUE 3a perucTpanus
3a THPrOBHS HA PO C JEKAPCTBEHU MPOIYKTH, Ca JIBHKHU Ja:

1. OCUTYpAT 1TOMCHICHUA U 063aBC)I(I[aH€, KOUTO Ja OTroBapsAaT Ha
M3HUCKBaHUATA KbM YCTPOUCTBOTO U 003aBEXkKIaHETO HA CKJIAIOBETE, MOCOYEHH B wi. 13 -
16;

2. OCUTYpST yCIOBHS 32 ChbXpPaHEHHUE Ha JIEKAPCTBEHUTE MPOIYKTH, KOUTO Ja
CBhOTBETCTBAT Ha TE€3H, IOCOUEHHU B Pa3pellIEeHUETO 3a yIoTpeda WK yI0CTOBEPEHUETO 3a
pEerucTpalus U OMakoBKaTa;

3. OCUTYpPAT OTJENEH MKa( CbC CEKPETHO 3aKIIOYBAHE U J1a ChXPAaHSIBAT B HETO
BCUYKH JIEKAPCTBEHH TMPOAYKTH, MOCOYEHH B MPHIIOKEHHUETO, HM3UCKBAIIN OTIEIHO
ChXpaHCHWE,

4. ocurypsAT OTHEIHO TOMEIICHHE 3a ChXpaHEHHE Ha JIEKApCTBEHUTE
MMPOAYKTH, IIOKa3aJIkn HECHOTBECTCTBUC C HU3HWCKBAHUATA 3a Ka4dCCTBO, 6J'IOKI/IpaHI/I n
W3TETJICHU TApTU[IH, JIEKAPCTBEHH MPOAYKTH C U3TEKBI CPOK HA TOAHOCT, C MOBPEACHU
OIMAaKOBKH HJIM CbC CbMHCHHA 3a IPOU3X0aa,

5. ocurypsiBat KBalu(UIMpaH epCoOHa;

6. U3MCKBAT pa3pelIeHUETO 3a AEHHOCTTA Ha ThPrOBLIUTE HA €/Ipo U JpebHO ¢
JIEKapCTBEHH MPOIYKTH, C KOUTO ThPryBaT;

7. perucTpupar 3aIbJDKUTCIIHO JBIKCHHETO Ha BCAKA MNapTHIA C el
CBOCBPEMEHHO OTKpHUBAaHE Ha TMPOIMYCKH, OJNIOKMpaHE M W3TErJsHE OT IMa3apa Ha
JICKApPCTBCHU MMPOAYKTH, KaKTO U J1a CbXpPaHABaAT LisdjlaTa JOKYMCHTAIUA,;

8. ochIIeCcTBSIBAT IOCTaBKaTa Ha JIEKAPCTBEHUTE MPOIYKTH 10 ThPTOBLUTE HA
JIpeOHO, TOIYYHIIA pa3pelieHue 3a Thpropus Ha apedHo mo 3JIIIXM, B pamkure Ha 24
Yaca OT JaTaTa Ha OCTHIIBaHE Ha 3asABKATa, aKO HE € JIOTOBOPEH IPYT CPOK;
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9. U3BBPLIBAT NPEONIAKOBAHE U MPEETUKETHPAHE Ha JIEKAPCTBEHHU MPOIYKTH
caMoO cjej TMoJIydyaBaHEe Ha pa3pelieHre 3a Mpou3BOACTBO chbriiacHo 3JIIIXM wu
[10J13aKOHOBUTE HOPMaTUBHU aKTOBE I10 MIPUIIAraHETO MY,

10. ocurypsiBaT HEOOXOAMMHUTE YCIOBUS MPU TPAHCHOPT HA JIEKAPCTBEHU
IPOAYKTH, U3UCKBAILM CHELIMAIHN YCIOBUS HAa ChbXpaHEHUE (TeMIlepaTrypa, OTHOCUTENIHA
BJIQ)KHOCT, IIPSIKa CITbHYEBA CBETIIMHA U JIP.);

11. cp3maBaT ¥ HOAABPIKAT CCTEMA 32 MOHUTOPUPAHE Ha CIIELIUAJIHU YCIOBUS
3a ChbXpaHEHHUE, KaTO JOKyMEHTAlUsATa 32 MOHUTOPUHIA C€ ChbXpaHSIBA MET T'OJUHHU OT
JlaTata Ha J0CTaBKaTa;

12. ocurypsiBaT mMoOBUIIaBaHE KBaTU(UKAIMATa HA OTTOBOPHHUS MarucTbp-
(dapManeBT, pPBKOBOJUTEIMTE HAa CKJIAJ0BE, MarucTbp-(papMaleBTUTE, I[TOMOIIHUK-
(dapmareBTUTe M JPyrus mepcoHal, padboTel] B CKIIAAa;

13. ocurypsiBaT paboTHO 00JIEKII0 U 0OYBKHU 3a MEPCOHAA;

14. ocurypsiBar mHpOpManus W AOKYMEHTAIMsi OTHOCHO KaueCTBOTO Ha
JIeKapCTBEHUTE MPOJYKTH, KOUTO CE ChbXPaHABAT B CKJIaJIa;

15. mpencraesat B cpok 10 30 siHyapu Bcsika roauHa B M3mbiaHHUTENHaTa
areHuus no jexkapcrBata (MAJI) Ha xapTueH WM el1eKTPOHEH HOCHTEN MH(popMalus 3a
IpOJaJCHUTE TMpe3 MpeAXoJHaTa KaJeHJapHa TOJMHA JIEKAPCTBEHU IMPOIYKTH Ha
THPrOBLUM Ha €/pO, alTeKH, APOrepuu M JjedeOHU 3aBelleHHs B Opoil ONAaKOBKU ChC
CBhOTBETHA IIE€HA 110 00pa3ell, YTBbPACH OT U3N'BJIHUTENHUS JupeKkTop Ha UAJI,

16. ocurypsiBaT Oe3NpensaTCTBEH JIOCTBI 10 CKIAJAOBUTE IOMELICHUS U
JIOKYMEHTalUsATa 32 JIEKAPCTBEHUTE MPOJYKTH Ha OPraHUTE 3a JIbP’KaBEH KOHTPOJ IpU
OCBIIIECTBSIBAHE HA KOHTPOJIHUTE UM (DYHKIIMU;

17. pasnonarar c yTBBbPACHM CTAHJAPTHU ONEPATUBHU MPOLEIYypU 3a
JEMHOCTUTE, KOUTO CE M3BBPLIBAT B CKJIaJa: IIPUEMaHE, paslpeeieHue, NOIpeKIaHe,
CbXpaHEHHE U eKCIeANpaHe Ha MAapTUIUTE JIEKApCTBEHU MPOIYKTH, BKIOUUTEIHO U TpU
HaJINYME Ha TOBPEJIEHU ONAKOBKH, KATO OCUTYPSIT CBOEBPEMEHHOTO UM aKTyaJIN3UPAHE.

UYn. 5. (Uzm. - 1B, 6p. 49 ot 2022 r.) JIunara, npurexapaiiy pazpemeHue uin
YIOCTOBEpEHHE 3a PETHCTpPAIMs 3a THPrOBUS HAa €IpO C JICKApCTBEHU IMPOAYKTH, Ce
3abJDKaBaT B clydyau Ha O€ACTBUS Ja OCUTYpPSABAT HOILHHU JEKYpPCTBa, JEKYpCTBa B
NPa3HUYHH U TIOYMBHH JTHH, CHIIIACYBAHU C KMETa Ha HACEJICHOTO MSCTO U JIUPEKTOpa Ha
ChOTBETHATa PErMOHAIHA 3/[paBHA MHCIIEKLUS.

Y. 6. (Otm. - [IB, 6p. 16 or 2010 1., B cuna ot 27.04.2010 1.)

Un. 7. Koraro nuuara, mOJydyuiid pa3pellieHue 3a ThProBUS Ha €IpO C
JIEKAapCTBEHW TPOJIYKTH WU YAOCTOBEPEHHUE 3a PETUCTpaIus 3a THPrOBUS Ha eAapo,
TPAHCHOPTUPAT JIEKAPCTBEHU MPOJIYKTH, Ca AJIbKHU Ja:

1. M3rOTBIT MUCMEHU CTAHIAAPTHH ONEPATHUBHU IMPOIEAYPH 3a JOCTaBKaTa U
TPAHCIOPTA HA JIEKAPCTBEHUTE MPOAYKTH;

2. He TOTyCKAaT Jia c€ MOBPEM WM 3aryOH TSIXHATA ISUIOCT ¥ MICHTHYHOCT;

3. cma3BarT M3UCKBaHUATA Ha 3aKOHA 3a KOHTPOJ BbPXY HAPKOTUYHUTE
BemectBa u nnpexkypcopute (3KHBII - /1B, 6p. 30 ot 1999 r.) 3a nekapcTBeHUTE TPOIYKTH,
ChABPIKAIIM HAPKOTUYHHU BellecTBa 1o npuioxenus Ne 2 u 3 kpM wit. 3, an. 2 3KHBIT;
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4. ocurypsiBaT ChOTBETHHUTE YCJIOBHS (TEMIIEpaTypa, BIAKHOCT, CBETIMHA H
IIp.) Ha IEKaPCTBEHHUTE MPOYKTH, U3UCKBAIIH CIICIIUAITHH YCIOBHS 32 CbXPAHCHUE;

5. cna3BaT M3UCKBaHUITA HA TPOTHBOIIOKAPHATA OXpaHa 3a JICCHO3AIMaTNMHTE
Y TOPUMH JICKAPCTBEHU MIPOAYKTH;

6. ocurypsiBaT CBIPOBOXKIANIA TOBAapUTE JOKYMEHTAIUs, KOSTO JaBa
uH(pOpMAIIKS 33 TPOU3X0JIa M KAYECTBOTO HA JIGKAPCTBEHUTE MPOIYKTH;

7. ocUTypsIBaT MOAXOISAIIA U 00€30IIaCCHH TIPEBO3HU CPENICTBA U 00OPYIBaHE
C IIeT MPEeAOTBpATIBAHE HAa OTKJIOHEHHUS IO OTHOIICHHE HA CTa0MIIHOCTTA, LIEJIOCTTa Ha
OIaKOBKAaTa M €BEHTYAJTHO 3aMbPCsBaHE!

8. MombBIBaT 3a BCSAKA EKCHEAUIUS MPOTOKOJ, KOHTO ChIbp)Ka CIICAHUTE
JTAaHHH:

a) JlaTa Ha EKCIIeIUIIMITA;

0) uMme u agpec Ha pupmara nMpeBo3Bay;

B) (m3m. - JIB, Op. 16 ot 2010 r., B cmia ot 26.02.2010 r.) ume u aapec Ha
noJjyJarens (anTeka, Iporepus, JedeOHO 3aBe/IeHUE, THProBell Ha €IpO C JIGKAPCTBEHU
MPOIYKTH);

I) HauMCHOBaHHE, JICKapCTBeHa (oOpMa, TO3MPOBKA W KOJMYECTBO Ha
JICKapCTBEHUTE MIPOAYKTH IO TAPTHJIN;

1) 0003HaUCHKE Ha JICKAPCTBEHUTE MPOJIYKTH, U3UCKBAIIH CICIIHAIICH PEXKUM
Ha ChXpaHEHHUE 110 BpeMe Ha TPAHCIIOPTa.

Ui 8. B ckiazoBeTe 3a ThProBUs Ha €1po € JIEKapCTBEHU IPOAYKTH MOraT Jia
paboTAT MarucTbp-papManeBTH, OMOLUIHUK-(hapMaleBTH U JHLIA OT JPYru MpodecuH,
NpUTEXKaBallU YMEHUS U MNPOPECHOHANEH OMUT 3a OCUTYpsIBAaHE Ha IPABHIHOTO
M3BBPIIBAHE HA JEMHOCTUTE C LI 3alla3BaHe Ka4eCTBOTO Ha JIEKapCTBEHNUTE MPOAYKTH.

Y. 9. (1) OTroBopHHUAT MarucTbp-papMaleBT U PbKOBOJUTENAT HA CKIIazia
HOCST OTTOBOPHOCT 3a AEHHOCTUTE IO 3aKyIlyBaHe, IPoAax0a, cbXpaHEeHNnEe U KOHTPOJ Ha
JIEKapCTBEHUTE MTPOSYKTH.

(2) OTroBOpHHMAT Maructbp-gapManeBT U PHKOBOJUTENAT Ha CKIaga ce
Ha3HAyaBaT 110 TPYAOBO NMPABOOTHOIIEHHUE ITPH IIBJIHO PaOOTHO BpEME.

(3) OtroBopHHMAT MarucTbp-GapManeBT M PHKOBOAUTENSAT HAa CKJIaJa ca
JUTBXKHU J1a:

1. KOHTpOIMpAT CBXPAHEHHETO Ha JIEKAPCTBEHUTE MPOAYKTH Jia ce
OCBILECTBSIBA CHITIACHO M3MCKBAHUATA, [MOCOUYEHH B pPa3pelIeHUETO 3a ymorpeda HIiu
YJIOCTOBEPEHHETO 3a PETUCTPALIMsI U ONTAKOBKATa, U J1a CIEIAT CPOKOBETE Ha TO/IHOCT;

2. cbXpaHABaT BCUUKH JIEKApCTBEHU MPOAYKTH, IOCOYEHH B ITPUIIOKEHUETO, B
OTJIeJIEH 1Ka( ChC CEKPETHO 3aKII0YBAHE;

3. cresaT mpu 3aKylmyBaHE U MpoAaXkOa JIeKapCTBEHUTE NMPOAYKTH jaa Obaatr
CBIPOBOJIEHU C IOKYMEHTAIIUs, KOSTO ChAbPKa:

a) HOMEp Ha pa3pelleHusiTa 3a IPOU3BOACTBO, BHOC WIM THPrOBUS C
JIEKapCTBEHU MPOAYKTH/YIOCTOBEPEHHE 3a PETUCTPALIMA 32 THPrOBUS HA €APO HA JINLATA,
OT KOUTO C€ 3aKyIlyBaT U HAa KOUTO CE MPO/IaBaT JEKapCTBEHNUTE NPOAYKTH;

0) 103UpPOBKA M KOJMYECTBO, MAPTHUIEH HOMEP, CPOK HA TOJAHOCT, cepTUPUKAT
3a 0CBOOOK/1aBaHe Ha MapTHJIA;
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4. oCUTYpAT MOAPEXKIAHETO HA JICKAPCTBEHUTE MPOAYKTU ChITIACHO aHATOMO-
TepaneBTHYHATA KiIacu(UKalus B ChOTBETCTBHE C M3MCKBaHUATAa Ha CBETOBHATA 3/IpaBHA
OpraHu3alys, KaTo ce cra3Ba a30yYHHSIT peJl Ha JIaTUHCKaTa a30yKa;

5. ocurypsT IpHU CbXPAaHEHHWETO Ha NAPTUIUTE JIEKAPCTBEHU IPOIYKTH
Cra3BaHe Ha MOPEIHOCTTA Ha CPOKOBETE HA TOJTHOCT;

6. ocurypar mpoaaxbdara Ha JEKapCTBEHUTE MPOAYKTH Jla CE M3BBPIIBA B
CHOTBETCTBUE C MPABWIOTO "MAPTUAUTE C Hall-KpaThK CPOK Ha FOJHOCT Ja Ce MpoJiaBaT
nbpBuU';

7. I3UCKBAT MpU MOKYIKaTa U MpoAakdaTa Ha BCUYKHU JIEKAPCTBEHU MPOTYKTH
JIOKYMEHTH, yI0CTOBEPSBALM KaUECTBOTO U POU3X0/a Ha NapTUIaTa, a KOraTo ce OTHacA
JI0 JIGKAPCTBEHU MPOJYKTH, ChbPKAIIN HAPKOTHUYHU BEIECTBA, U JIUIICH3US 32 IeHHOCT
C JIGKQpCTBEHH MPOAYKTH C HAPKOTUYHHU BEIIECTBA MO MpuiiokeHust Ne 2 u 3 kbM 4J1. 3, aj.
2 3KHBII;

8. CbXpaHsBaT JIEKAPCTBEHH MPOJIYKTH, II0Ka3ajld HECHhOTBETCTBUE C
M3HMCKBaHUATA 32 KAUeCTBO, OJIOKUPAHU M U3TETNIEHU MapTHU]IU, JIEKAPCTBEHU MPOJYKTH C
U3TEKbJI CPOK Ha FOJJHOCT, C [TOBPEI€HA TbPBUYHA WJIM BTOPUYHA ONIAKOBKA, JIEKAPCTBEHU
MNPOAYKTU ChC CHMHHTENEH IMPOU3XOMA, B 000cOOEHO 3a IesiTa MOMENICHHE C TPaiHOo
CUTHAJIHO 03HAYECHMUE;

9. ocurypsiBaT €KeJHEBEH KOHTPOJ BBPXY TemIepaTypaTa B XJIaJUIHHUKA
W/WIIM XJaJAWTHAS WKad, WM XJIaJuiiHaTa KaMepa, KaTo pe3yiITaTUTe ce OTpas3siBaT B
JTHEBHUK;

10. ocurypsiBaT eXeIHEBEH KOHTPOJ Ha TMapaMeTpuTe Ha cpeaara
(Temrieparypa, OTHOCUTEIIHA BIQXHOCT M JIp.) B CKJIQJOBUTE IIOMELICHHS, KaTo
pe3yJITaTUTe ce OTpa3siBaT B IHEBHUK;

11. U3roTBIT U OCUTYpSABAT CMAa3BAaHETO HA MpOrpaMa 3a XUTHEHU3HpaHe Ha
CKJIa/IOBUTE ILJIOIIH, KOSATO Ja BKIJIIOUBA BU/A HA MOYMCTBAIIMS areHT, EpUOJUYHOCT Ha
CMsHaTa My, 4YeCTOTaTa Ha IMOYHMCTBAHETO, KAKTO W OOEKTHTE, KOWTO MOMAJEeKaT Ha
MIOYNCTBAHE;

12. W3rOTBAT W OCHUTYpsABAaT CIAa3BAaHETO Ha YTBBPJACHUTE CTaHAAPTHU
ONepaTUBHU MPOLEAYpU 3a JNEHHOCTUTE, KOMTO CE€ H3BBPLIBAT B CKjIajaa: MpHEMaHe,
pasnpezeneHue, NoJpexaaHe, CbXpaHeHHe U eKCleUpaHe Ha MapTHIUTE JIEKapCTBEHU
TIPOJTYKTH;

13. mpoBepsiBaT M ChXpaHSABAT B CKJIaJa BCUYKU JTIOKYMEHTH, CBBP3aHU C
KayeCTBOTO U MOKYNKO-TIpo1aXk0aTa Ha BCsIKA MApTH/A JIEKAPCTBEHU MPOAYKTH;

14. xoHTpoONIMpAT MPUEMAHETO, CbXPAHEHUETO U OTUETHOCTTA HA BHPHATUTE
JIEKapCTBEHU TMPOJIYKTH 0O€3 OTKIOHEHHS B TAXHOTO KayecTBO, €(QUKACHOCT U
0e30IacHOCT;

15. opranusupar OJI0KUpPAHETO, U3TETITHETO U ChbXPAHEHNETO Ha JIEKAPCTBEHU
IOPOAYKTH, TMOKa3aJl HEChOTBETCTBHE C M3MCKBAHUATA 3a KayeCTBOTO, €(UKACHOCT U
0e30MacHOCT MPHU YCIOBUSITA | 110 pea Ha Hapeabara mo wi. 274, an. 1 3JITIXM;

16. opranu3upat yHUIIOKABAHETO HA JIGKAPCTBEHU MPOAYKTH MIPH YCIOBUATA
U TI0 pena Ha HapenOaTa mo wi. 274, an. 2 3JIIIXM;

17. (voBa - /1B, 6p. 49 ot 2022 r.) ynpakHsBaT KOHTPOJ BBPXY JEHHOCTHUTE
[0 MpOBEpKa Ha MOKazaTeauTe 3a 0e30MacHOCT U Je3aKTUBUPAHETO HA MHAWBHIYaTHUS
UICHTU(UKAIIMOHEH Oeller Ha JIeKapCTBEHUTE MPOYKTH.
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(4) [HomourHuK-(hapmalieBTUTE MOTaT J1a U3BBPILIBAT JCHHOCTH MO YKa3aHHUE U
1oJ PBKOBOJCTBOTO Ha MarucTbp-(papmaneBT, OTTOBOPHHUS MarucTbp-(papmaneBT u
PBKOBOAUTEIS HA CKJIAJIA.

Un. 10. (1) TeproBuure Ha enpo TpsOBa Ja MpPUTEkKaBaT CHCTEMa 3a
OJIOKHpaHe W W3TETJSHE Ha JIEKAPCTBEHU IPOAYKTH, I10Ka3ajld HECHOTBETCTBUS C
M3HMCKBaHUATA 32 KA4eCTBO, 0€30MaCHOCT U €(PUKACHOCT.

(2) TpproBuutTe Ha €1pO C JEKAPCTBEHM IMPOAYKTH ONPEAEIAT C INUCMEHA
3aroBel] YIM'bJIHOMOIIEHO ATBKHOCTHO JIMIIE 32 OCBHUIECTBSIBAHE HAa JCHHOCTUTE NpU
0JIOKMpAHE U U3TETJISTHE.

(3) TeproBuute Ha eApo yBEIOMSIBAT MPOU3BOAMUTENS WM MPUTEKATENS HA
pa3pelIeHneTo 3a yrnoTpeda WK YAOCTOBEPEHUETO 32 PETUCTpaIMs 3a JEHHOCTHTE I10
OJIOKMPAHETO U U3TETJISTHETO.

(4) TovproBuMTe Ha €ApO C JEKApPCTBEHU NPOAYKTH ca 3aqbJDKEHH Ja
MPOBEPSBAT U aKTyaJIM3UpaT MEPUOJUYHO ePEKTUBHOCTTA HA MIPOLIEypaTa U Ha MEPKUTE,
pealpueMany Ipu OJIOKUpaHe U U3TEIJISHE.

(5) TeproBuuTe Ha €PO C IEKAPCTBEHH MPOYKTH Ca JUTHKHU J1a ChbXpaHsIBaT
ChC CHOTBETHO O0O3HAYEHHWE BCHUYKH OJIOKMpPAHW W W3TETJIICHU IMAPTUIH JIEKAPCTBEHU
MPOAYKTH M JOKYMEHTAIUATA KbM TSX B OTJEJIHO MOMEIEHUE MIPU OTpaHrueH JOCTHI U
CIIa3BaHE Ha YCJIOBUSTA HA CbXPaHEHHUE.

(6) Bcuuku nmeiiHOCTH, CBBp3aHH C OJIOKMpaHE W HW3TEIVISHE Ha MapTUAU
JEKapCTBEHH NPOAYKTH, 3aTBJDKUTEIIHO Cc€ OQOPMIT B TMHCMEHH MPOTOKOIH OT
YITBTHOMOIIIEHOTO JIUIIE MO al. 2, KOETO TM ChXpaHsABa U MPECTaBs MpPU MOUCKBAHE OT
KOHTPOJIHUTE OpPTaHH.

(7) (U3m. - 1B, 6p. 49 ot 2022 r.) Jlunero no an. 2 oboOmaBa nsmaTa
nH(popMalKs, CBbp3aHa C BCAKO OTIENHO OJOKMpaHE W W3TEIJISIHE, U U3TOTBS NMHCMEH
JIOKJIaJl, €K3eMIUIAp OT KoWTo ce u3npama B MAJl u cboTBeTHaTa pernoHanHa 34paBHA
MHCIEKIHUS B CPOKA, IOCOYEH B 3all0OBEATA 3a OJIOKUpAHE U U3TETJISHE.

Un. 11. (1) 3abpansBa ce AOCTHI Ha BBHIIHM JIMLA JI0 NOMELIEHUATA 3a
CbXpaHEHHE Ha JIEKAPCTBEHU IPOAYKTH, KaKTO M M3BBPIIBAHE B IOMELICHUATA Ha
JEIHOCTH, KOUTO HSIMAT OTHOLIEHHE KbM ThProBHUsTa Ha €APO C JIEKAPCTBEHH MPOTYKTH.

(2) TeproBuuTe Ha €ApO C JIEKAPCTBEHU MPOAYKTH MOJIABPKAT CHUCTEMaA 3a
NPEeOTBPATsABaHE U OTPaHUYaBaHE HA JOCTHIA /10 CKJIAJOBUTE TOMEIIEHUS.

Un. 12. (1) TeproBuuTe Ha €IpO NPEJOCTABAT IPU OUCKBAHE HAa OPTaHUTE Ha
JUbPKAaBHUS KOHTPOJ ClIeHATa JOKYMEHTALUSA:

1. pa3penieHrne Win yAOCTOBEPEHUE 3a PETUCTpallUs 32 ThProBUA Ha €pO C
JIEKapCTBEHM IMPOAYKTU W JIMUEH3MUS 32 THPrOBUS HA €ApO C HAPKOTUYHU BEILIECTBA 3a
MEIUIMHCKU 1enu oT npwioxeHus Ne 2 m 3 kpm wi. 3, an. 2 3KHBII, koraro e
HEOOXOIMMO;

2. Komus OT JOKYMEHTHTE, YAOCTOBEpSBAIM KAayeCTBOTO M IMPOU3XOJa 3a
BCSIKA MApTUA JIEKAPCTBEH MPOAYKT B CKJIaJa, KOUTO CE CbXPAHABAT B CPOK S5 TOAUHU OT
JIOCTaBKaTa;
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3. JOKYMEHTH 3a JBHKEHHETO Ha JIEKAPCTBEHUTE MPOAYKTU, ChIBbpPKAIIH
HAapKOTUYHU BeniecTBa o npuioxkenust Ne 2 u 3 kM ui. 3, an. 2 3KHBII;

4. xomus OT AOKYMEHTH, YAOCTOBEpSBAIM IMPABOCIOCOOHOCTTA, KAKTO M
TPYJIOBHUTE JOTOBOPH HA OTTOBOPHHS MarucThp-GpapMarieBT, pPhKOBOIUTENS HA CKJIaa U
NepcoHaa;

5. JaHHW 3a JIMIaTa, OT KOUTO C€ KyIyBaT M Ha KOUTO C€ MpojaBaT
JICKapCTBEHU MPOJIYKTH: BUJ M HOMEP Ha CbOTBETHOTO Pa3pellieHe U YA0CTOBEPEHHE,
uMe, TOYCH ajpec, TenedoH u (akc;

6. paznopexiaHusATa 3a OJIOKMpaHe Ha MapTUAM OT JIEKapCTBEHH MPOYKTH;

7. KHUTA 332 CAHMTAPHOTO CHCTOSHHUE HA CKJIa/a, B KOSTO OpPraHHUTE Ha
IbpKaBEH KOHTPOJI OTPa3saBaT Pe3yATaTUTE OT U3BBPUICHUTE IPOBEPKH;

8. (noBa - /IB, Op. 49 ot 2022 r.) cipaBKHU 3a IBMKEHUETO HA BCSKA MapTHAA
Ha JIEKAPCTBEHUTE MPOAYKTH, KOMHSI OT JOKYMEHTUTE 32 MOKYIKUTE W/UIU MpojiaxonuTte
Ha BCUYKH JICKAPCTBEHH MPOIYKTH, BKIFOUUTEITHO U (PaKTypUTE 32 TOKYIIKO-TIPOJak0a.

(2) TeproBuuTe Ha €Ipo ChbXpaHSIBAT B 00EKTa MOKIATUTE OT U3BBPIICHUTE
WHCIICKIIUU Ha OPTaHUTE Ha JbPKABCH KOHTPOIL.

Paznea I11.
N3uckBaHue KbM CKJIAJ0BUTE MOMEIeHUA

Un. 13. (1) (U3m. - IB, 6p. 49 ot 2022 r.) CkiagoBeTe 3a ThProBHsI Ha €IpO C
JIEKApCTBEHU MPOAYKTH C€ pa3ojarar B yperyJIupaHnu MO3eMJIICHH UMOTH U U3TPAJCHU 32
[eNTa Crpajyl Wid B MOMEIIECHUs, HAMHUPAIIN C€ B MbPBU HA/I3EMEH €TaX Ha >KUJIHIIHU
Crpajiy, ChIiIacHO 3aKOHA 32 YCTPOUCTBO HAa TEPUTOPHUSTA.

(2) MunnManHaTa pasrbHaTa 3aCTpOEHa IION] 3a CKJIaJ 32 ThPTrOBUS Ha e/Ipo
e 100 kB. M.

(3) Cpetnara BHUCOUMHA Ha TIOMEUICHHATA € Hail-Manko 2,50 M, kaTto Obae
OCHUTYpeHa He00X0/IMMaTa OCBETEHOCT M BEHTHUJIAITHSI.

(4) Crenute u TaBaHUTE Ha MOMEIICHUATA TPSAOBA Ja OBAAT TJIAJIKH U JIECHH
3a TIOYMCTBAaHE, a TOJOBETE, OCBEH IOCOYCHHUTE XapaKTEPUCTUKH, N1la UMarT u go0pa
MEXaHUYHA YCTOMYUBOCT.

(5) [TonoBeTe u cTeHUTE B CAaHUTAPHUS Bb3EJ TPIOBa 1a UMAT BIAroyCTOMYHUBO
MOKPHUTHE, KOETO TO3BOJISIBA MOKPO TTOYUCTBAHE U Je3WH(DEKIIHSL.

(6) OcBetnieHneTo, BOAOMPOBOJAHATA M KaHATWU3AIlMOHHATA WMHCTAJIAINS,
€IeKTPO3aXxpaHBAHETO U EJIEKTPUUYECKUTE YPEIu Ce€ M3MBJIHABAT B CHOTBETCTBUE ChHC
CTaHJApTHUTE, HOPMHUTE M MPaBUJIaTa 3a MPOEKTUPaAHE, YTBBbPJICHU B CTpaHaTa.

(7) (Homa - 1B, 6p. 16 ot 2010 r.) [lomenienusta, B KOUTO Ce€ pas3moiara
CKJIaJIBT 32 THPTOBUS Ha €APO C JIEKAPCTBEHH MPOAYKTH, TPSOBa J]a ca HAITBJIHO OTJCICHU
OT MOMEIIIEHHsI, KOUTO Ce MU3MO3BAT 3a JPYTHU LENH WK 32 IPYT BUJI JCHHOCT.

Un. 14. (1) (U3m. - [IB, 6p. 16 ot 2010 r., B cuna ot 26.02.2010 r.) Cxknagst
3a ThPrOBHS HA €JIPO C JICKAPCTBEHH MPOYKTH pa3Ioiara ¢ IMOMEIICHHUS:

1. 3a mpuemaHe Ha JIEKapCTBEHU MPOAYKTH;

2. 3a eKCTeIUIUs Ha JIEKAPCTBEHH MPOIYKTH;
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3. 3a paboTa U chbXpaHEHHUE Ha JTOKYMEHTALMITA U UHAUBUAYAIHU rapaepoou
3a JMYHUTE BELIM U JPEXU Ha [IEPCOHAIA;

4. OTHETHY MOMEIICHUS 3a:

a) CbXpaHEHUE Ha JIEKAPCTBEHU IIPOIYKTH;

0) cbXpaHeHME Ha CaHUTAPHO-XUTHEHHH CpEJICTBA, MPEBHP30UYHU U
KO3METUYHH MPOTYKTH;

B) CbXpaHEHHE Ha Je3WH(EKIMOHHH, Ie3UMHCEKIIMOHHU U JIepaTU3alliOHHU
CPEJICTBA;

I') CbXpaHEHHE Ha aKTUBHU M MTOMOIIHH BEUIECTBA 32 HYXJAUTE Ha alTEKUTE,
cHa0ZeHN ¢ HeOOXOMMHUTE BEHTHIIAIMOHHU ChOPBKEHHS U YPEIH 32 U3MEPBAHE;

n) (m3m. - JIB, Op. 49 ot 2022 r.) chbXxpaHeHHE HA OMACHH, JICCHO3AMAIUMHU U
TOPUMHU JIEKAPCTBEHU MPOIYKTH;

€) CbXpaHEHHE Ha JIEKapCTBEHH MPOJIYKTH, MOKa3adl HECHhOTBETCTBUE C
M3HMCKBaHUATA 32 KAUE€CTBO, OJIOKUPAHU M U3TEIJIEHU MAapTU/IU, JIEKAPCTBEHU NMPOJYKTH C
U3TEKbJ CPOK Ha FOJHOCT, C TIOBPEACHHU MbPBUYHU W/WIM BTOPUYHU OMAKOBKH WMIU ChC
CbMHEHMSI 3a POU3X0/1a;

k) CBhXpaHEHHE Ha JIEKapCTBEHH TMPOAYKTH, ChIbPXKAIIU HAPKOTHUYHU
BelecTBa oT npuiokeHus Ne 2 u 3 kM ui. 3, an. 2 3KHBII;

3) chbXpaHeHHe Ha paguodapMaIeBTHIIN;

1) PaCTUTENIHU JIEKAPCTBEHU IPOAYKTU U PACTUTEIIHU BEIIECTBA;

5. 3a U3rOTBSIHE U 32 ChbXpaHEHHUE Ha PA3TBOPHUTE U MHBEHTApa 3a MOYHUCTBAHE
Ha [IOMEUICHUSITA;

6. caHUTapeH Bb3eJ C MUBKA C TOILIA U CTy/IeHa BOJA.

(2) [lomemnenusiTa 3a CbXpaHEHUE Ha JICKAPCTBEHU MPOAYKTH C€ 00OpyaABaT
ChC CTENaXH W/WIM 3aTBOPEHHU IKadoBe, ¢ MOAXOMASIIN MOBBPXHOCTH, MO3BOJISIBAILN
€KEJIHEBHO MOYHNCTBAHE.

(3) 3a cbxpaHeHue Ha TePMOJIAOUIIHU JIEKAPCTBEHU MPOJYKTH CE OCHTYpsBa
XJTaIWTHUAK W/WTU XJIaIWJIeH mKad, u/uiau XJIaIuiHa Kamepa, B KOUTO TeMIiepaTypara ce
CJIeIU C TEPMOMETHP UM aBTOMATHYHO OTYUTAIO YCTPOMCTBO.

(4) (Homa - IB, 6p. 16 ot 2010 r.) lonycka ce momemenusita mo ai. 1, 1. 1 -
3, 5 u 6 na ce u3non3Bar 3a o0CIIyKBaHE ICHHOCTTA Ha OBEYE OT €AMH ThProBell Ha epo
C JIEKapCTBEHU MPOJYKTH, NPH YCIOBHE Y€ OCTAHAIMTE IMOMeIleHus mo ain. 1 ca
WH/IMBUYaJIHU 32 BCEKH ThPIrOBEL] Ha €/IpO U ca sICHO 000c00eH! U 0003HAYEHH.

(5) (Homa - JIB, 6p. 16 ot 2010 r.) Ilo u3kiIt0O4YeHNE CKIAABT 32 THPTOBUS Ha
€/1p0 Ha BCEKM ThPIoBel] MOJKE J1a pasloJiara ¢ €JHO oMeliexue no ai. 1, T. 4, 6yksu "a"
u "0", aKo JIeKapCTBEHUTE MPOIYKTH ca 000COOEHHU B OT/EIIHA 30HA.

Un. 15. TeproBumTe Ha €IpO € JEKAPCTBEHH MPOTYKTH Ca 3aIbJIKEHHU J1a:

1. ocurypsaT HeoOXOIMMHUTE YCIOBUS M OOOpYyIBaHE B IOMEIICHUATA 3a
MMPUEMAHC U 3a CKCIICAUIUA Ha JICKAPCTBCHU IPOAYKTH, KOUTO Ja MPEAIIA3AT IPOAYKTUTE
OT BIUSHUETO HA aTMOC(HEPHHUTE YCIOBHS;

2. MOAaBpKAT B JOOPO XUTHEHHO CHCTOSHUE TTOMEIICHHTA 32 ChXpPaHCHHUE;
IMOYMCTBAHETO HA MOMEIICHUATA C€ U3BBPIIBA CHIVIACHO YTBBPAEHA IIUCMEHA IIPOrpama,
BKJIFOYBalla 4Y€CTOTAa HAa MOYUCTBAHE, U3ITOJI3BBAHUTC MMOYUCTBAIIN PAa3TBOPH, YECTOTATA HA
CMsIHaTa UM, KAaKTO ¥ HAUMHUTE 3a [IOYUCTBAHE HA IOMELIEHUATA U 30HUTE 32 CbXPAHEHUE;
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3. ocurypsT HeoOXoaMMaTa ChoOpazHo oOeMa CKIIaI0Ba TUIOI 32 MTPABHITHOTO
ChXpaHCHHE HA JICKAPCTBEHUTE MPOAYKTH IO JO3UPOBKA, KOIUYECTBO W MAPTHAU C
JOCTAaThYHO PA3CTOSIHUE MEXIy JBa pa3jIMYHU JICKAPCTBEHU TPOJIYKTa W MEXKIY
pa3IMYHUTE TAPTUAM OT SUH U CHII JIEKAPCTBEH MPOIYKT;

4. mpeampueMar MEpPKHM M Ja pa3paboTAT mporpama 3a 0Oopba cperry
HABJIM3aHETO HA HACEKOMH U TPU3a4H B IIOMEIICHUSATA.

5. (moBa - JIB, Op. 16 ot 2010 r.) He mOmMycKaT M3BBLPIIBAHETO HA JIPYrd
JNeMHOCTH B CKJIaZia, OCBEH IIOCOYEHUTE B PAa3pEHICHUETO 3a THProBUS Ha €ApO C
JICKapCTBEHH MIPOIYKTH.

Ui 16. (1) (U3m. - [IB, 6p. 49 ot 2022 r.) TsproBumte Ha €1po C JICKAPCTBEHU
IPOAYKTH TOCTaBAT B IMOMEIICHHUATA YPEAU 3a U3MEpBaHEe HA MapaMeTpUTe Ha cpeaara
(TemmepaTypa, OTHOCHTEIHA BIAXHOCT W JIp.), KAaTO IIOKA3aTEJIMTE C€ IMPOCICAIBAT
©KEHEBHO CBHIVIACHO YTBBPJEHA MHCMEHa MPOLEAYpa U Pe3ylTaTUTEe ce OTpa3siBaT B
JTHCBHUK.

(2) VYpenure 3a u3MmepBaHe Ha MapaMeTpPUTE HA cpeaara ce pasmosarar Ha
MecTaTa B MOMEIICHUATA C HaW-TOJIEMH OTKJIOHCHHUS, KOWUTO TPEJACTaBISIBAT PUCK 3a
Ka4eCTBOTO HA IIPOJYKTHTE.

(3) Bcuuku m3MepBaTelHH ypeou B CKJIQJIOBETE CE IojylaraT Ha MpoBEpKa
ChIJIACHO 3aKOHA 332 U3MEPBAHUSATA.

Pazgen IV.
3aab/KeHHs 32 U3BbPUIBAHE HA NIPOBEPKA HA MOKa3aTeJuTe 3a 0e301MacHOCT
U 1e3aKTHBUPAaHe HA MHAMBUAYAJTHUSA naeHTUuKkanuonen oeser (Hos - /1B,
op. 49 o1 2022 1.)

UYn. 17. (1) (Hos - [IB, 6p. 49 ot 2022 r., npeauieH Tekct Ha wi. 17, gom. -
1B, 6p. 23 ot 2023 r.) [Iputexarenst Ha pa3pelieHne 3a ThProBHsl Ha €JIpO C JIEKapCTBEHH
NPOAYKTH € JIBbKEH Ja IpOBEepH IoKa3aTeJuTe 3a O0e30MacHOCT U Jia Je3aKTUBHpA
UHIUBUIYAJIHUS HMJIEHTHU(QUKALMOHEH Oejer Ha JIeKapCTBEH MPOJAYKT IO pena Ha
Henerupan pernament (EC) 2016/161 na Komucusita ot 2 okromBpu 2015 1. 3a 1omrsaBaHe
Ha /lupextuBa 2001/83/EO na EBponeiickus napiaameHT 1 Ha ChBeTa 4pe3 yCTaHOBSBaHE
Ha [opoOHM MpaBuIIa 3a MOKa3aTeauTe 3a 0€30M1aCHOCT, IOCTaBEHU BhPXY OMaKOBKaTa Ha
JeKapcTBEeHUTE MPOAYKTH 3a XymaHnHa ynorpeda (OB, L 32/1 ot 9 ¢espyapu 2016 r.),
Hapu4aH nmo-Hatatwk [enerupan pernament (EC) 2016/161, npeau ga ro 10cTaBu Ha:

1. neuebHo 3aBeneHue chraacHo wi. 207, an. 1, 1. Sa, 6yksa "a" ot 3JIIIXM, ¢
M3KJIIOUEHUE Ha JIeUeOHHTE 3aBeneHus no wi. 222, an. 4 ot 3JIIIXM;

2. MEIMUIMHCKHU (QaKkylTeT Win (GaKyaTeT Mo JACHTAIHA MEIUIMHA Ha BHCLIE
VYWJIMIIE TI0 4. 2a OT 3aKkoHa 3a jJe4eOHuTe 3aBefieHus chriacHo wi. 207, an. 1, T. Sa,
oyksa "0" ot 3JIIIXM;

3. 3apaBeH KaOMHET B MHCTUTYIMS 1Mo wi. 26, an. 1, T. 1 u 3 ot 3akoHa 3a
3apaBeTo chraacHo wi. 207, an. 1, T. 5a, 6yksa "B" ot 3JIIIXM;

4. xopaborpuTeKaTe 3a LEIUTe Ha OCUTYpsIBAaHE Ha JIEKApPCTBEHU MPOYKTH
Ha OopJa Ha kopabute cbriacHo Kojekca Ha TBProBCKOTO KOpaboIuIaBaHe ChIVIACHO YII.
207, an. 1, 1. 5a, 6ykxBa """ ot 3JIIIXM;
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5. ;mekap Wiu JieKap IO JIeHTaJlHa MEIWIIMHA, TMOJY4YMJI paspelieHue 3a
ChbXpaHEHHE M MpoAax0a Ha JIEKAPCTBEHU NMPOIYKTH chriacHo wi. 207, am. 1, T. 6 or
3JIMIXM;

6. MUHHUCTEpPCTBOTO Ha 3paBeoNa3BaHETo - B ciayyauTe 1o 4i. 209a, ain. 1, T.
4 ot 3JIIIXM;

7. MUHUCTEpPCTBOTO Ha 0TOpaHaTa, MUHHUCTEPCTBOTO Ha BTPEIIHUTE paboTH
unu [IbpxaBHa arenius "Ibp:kaBeH pe3epB U BOCHHOBPEMEHHHU 3amacu’ - B ClydauTe 1o
yi. 209a, an. 1, T. 3 ot 3JIIIXM;

8. JleueOHO 3aBeICHUE 32 U3BBHOOJHUYHA IMOMOII] - B ciiydanTte Ha 4wi. 209a,
ain. 1, 1. 5 ot 3JIIIXM.

(2) (HoBa - /IB, 6p. 23 ot 2023 r.) [IpuTexxarensar Ha pa3pelieHue 3a ThproBus
Ha €Ipo C JIEKAPCTBEHH MPOJYKTU € JIbXKeH B cpok g0 10 gHu ot parara Ha
YBEJIOMSBAHETO MO T. 2 Ja MpUeMe JOCTAaBEHUTE OT HEro JIEKAPCTBEHU MPOIYKTH Ha
IIPUTEXKATENl Ha pa3pellieHue 3a ThProBUsl Ha JpeOHO C JIEKAPCTBEHU NPOAYKTHU WU Ha
IpyT TpUTEXaTell Ha pa3pelleHue 3a ThProBUS Ha €lIpOo, aKO ca M3IIBIHEHU CIICTHUTE
YCIIOBUS:

1. B Hanmonamuus peructsp mo wi. 2720, an. 2 ot 3JIIIXM e 3anelictBan
curian 3a cpoutue no wi. 30, cborBeTHO MO wi. 24 ot Menerupan periaament (EC)
2016/161;

2. mpu 3aJIeHCTBaH CUTHAJI 110 T. | MpUTEXKATENAT Ha pa3pelleHue 3a ThproBus
Ha €JpO C JIEKapCTBEHH MPOAYKTH WIIU MPUTEKATENAT Ha pa3pellieHHe 3a ThProBUs Ha
IpeOHO ¢ JIEKapCTBEHU MPOIYKTH, Ha KOTOTO JIEKAPCTBEHUSAT MPOAYKT € OWJI TI0CTaBeH, ca
YBEJIOMUJIH 110 €JIEKTPOHEH BT A0 Kpasi Ha paOOTHUS JEH, CIe/IBalll TO3H Ha JJOCTAaBKaTa,
IpUTEXKaATeNIs Ha pa3pelieHUEeTO 3a THProBUS Ha €IpO C JIEKApCTBEHU NPOAYKTH,
U3BBPIIMI JOCTaBKaTa, M capyxkeHue "bbirapcka opraHuszanus 3a Bepu(HKanus Ha
nekapcrBara';

3. capyxenue "brearapcka opranuzanus 3a Bepudukanus Ha jekapcTBara’ B
CPOK 10 5 paOOTHU JTHU OT JjaTaTa Ha MoJly4yaBaHe Ha YBEIOMIIEHUETO IO T. 2 € YBEZOMUJIO
NPUTEXKATENIl Ha Pa3pelIeHUEeTO 3a THhProBUS Ha JpeOHO ¢ JIEKapCTBEHHM MNPOJYKTH,
CbOTBETHO MpPHUTEXKATENId Ha pa3pelieHUEeTO 3a THProBUS Ha €IpO C JIEKapCTBEHU
IPOAYKTH, Y€ CUTHAIBT 110 T. | HE € NOopaay HaJIMYNETO Ha TEXHUYECKA IPEIIKa.

JonbIHUTEIHN pa3nopendu

§ 1. ITo cMuchia Ha Ta3u Hapeada:

1. (mom. - /1B, 6p. 49 ot 2022 r.) "Jlobpa nuctpubyropcka npakTuka" € Ta3su
YacT OT CHCTeMara Mo KaueCTBO, KOSITO OCUTYpsiBa aJIeKBaT€H KOHTPOJ HA BCHUKH €Taru
OT TIpoIieca Ha ThPTOBHUS HA €/IPO C JIEKAPCTBEHU MPOTYKTH MIIM C aKTUBHU BEIECTBA.

2. (ot™m. - [IB, 6p. 16 o1 2010 T1.)

3. "MOHMTOpHUHT" € MPOCIEAsIBaHE, OTYNTAHE U KOHTPOJIMPAHE.

3aK/II0YUTeHU pa3nopendu

§ 2. Tasu nHapenba ce m3maBa Ha ocHoBaHwe wi. 198 or 3akona 3a
JIEKapCTBEHHUTE MPOIYKTH B XyMaHHATa MeIuInHa U oTMeHs1 HapenOara 3a opranusanusira
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U CPOKOBETE Ha IOCTaBKa Ha JICKAPCTBEHH MPOAYKTH MPU ThProBusiTa Ha expo (00H., /B,
op. 94 ot 2000 r.; u3m. u gom., 6p. 104 ot 2003 r. u 6p. 17 ot 2004 1.)

HAPEJIBA 3A UBSMEHEHUE U JOITbJIHEHUE HA HAPEJIBA Ne 39 OT
2007 I'. 3A IPUHLHUIIUTE U U3UCKBAHUSTA 3A TOBPATA
JAUCTPUBYTOPCKA ITPAKTUKA

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

§ 6. HaBcsakbae B TekcTra aymara "mekapcTBa' ce 3aMeHsl ¢ 'IeKkapCTBEHHU
IPOIYKTH".

3aKJII0YUTEeHU pa3nopeadu
KBbM HAPEJBA 3A UBMEHEHUE U JOIIbJIHEHUE HA HAPEJIBA Ne
39 0T 2007 I'. 3A TPUHOUIINTE N U3NCKBAHUSATA 3A TOBPATA
JAUCTPUBYTOPCKA ITPAKTUKA

(OBH. - 1B, BP. 16 OT 2010 I'., B C1JIA OT 26.02.2010T".)

§ 7. Hapenbara Bim3a B cuiia OT AeHA Ha OOHapojBaHeTo i B "JlbpikaBeH
BECTHHK'", C M3KIIFOUCHHE Ha § 1, KOMTO BIM3a B CHila JBa MECElla CJIC] BIM3aHETO B CHa
Ha Ta3u Hapezaoa.

IIpexoanu pasnopendu
KbM HAPE/JBA 3A UBMEHEHHUE U JOIIBJIHEHUE HA HAPEJ/IBA Ne
39 0T 2007 I'. 3A MIPUHUUIIUTE U UBUCKBAHUSTA 3A 1OBPATA
JUCTPUBYTOPCKA ITPAKTHKA

(OBH. - IB, BP. 23 OT 2023 T.)

§ 2. B cpoxk 0 20 nHU OT BIM3aHe B cWJjla Ha HapeadaTa Juara mo 4i. 17, am.
2, Ha KOWUTO ca JOCTaBEHU JIEKApCTBEHU MPOJYKTH, MOTAT Jia TH 3asBST 3a BpbILaHE, B
CIIy4aii 4e ca HaJlWIle yCIOBUsATa o wi. 17, am. 2.

[Ipunoxxenue kpM ui. 4, T. 3

JlekapcTBeHH MPOIYKTH TO MEXKIYHAPOIHU HEMATeHTHU HAMMEHOBAHUS,
M3HUCKBAIIX OT/ICITHO (CAMOCTOSITETHO) ChXPaHEHHE B MIKad) ChC CEKPETHO 3aKIFOUBAHE

Acenocoumarol
Acetyldigoxin
Alcuronium
Ambenonium
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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
Idarubicin
Ifosfamide
Irinotecan
Lanatoside C
Lomustine
Melphalan
Mercaptopurine
Metandienone
Methotrexate
Mitobronitol
Mitomycin
Mitoxantrone
Nalorphine
Naloxone
Nandrolone
Neostigmine
Oxymetholone
Paclitaxel
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Pancuronium
Pilocarpine
Pipecuronium bromide
Procarbazine
Pyridostigmine
Rocuronium bromide
Scopolamine
Suxametonium
Tegafur

Teniposide
Tetracaine
Tioguanine
Tubocurarine
Vinblastine
Vincristine
Vinorelbine
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