Ne GMP/EAEU/BY/00412-2025

Cpok aeiicteus ¢ 13 mapra 2025 r. mo 12 mapra 2028 r.

BbigaH no wutoram npoBeneHus (apMaleBTHUECKOM MHCIEKLHH B COOTBETCTBUM C [IpaBunamu
MpoBeieHUs (hapMaLEBTUHECKHX MHCIIEKLMH, yTBepkaeHHbIMM Pemenvem Coseta EBpasuiickoil
9KOHOMMYECKOH KOMHCCHU OT 3 HOsi6pst 2016 r. Ne 83.
MuHucTepeTBO 3apaBooxpanenus Pecry6nuku benapych
(HOJ’[HOE W COKpaIlE€HHOE HAMMEHOBAHHUS YTIOJHOMOYEHHOTO opraHa)
MOATBEPIKIAET CleAyHOLIee:
npoBeneHa GpapMalieBTHUECKas HHCTIEKLUS
OTKPbITOr0 aKLIMOHEpPHOro oduiecTa «I pomHo A3oT»
(MoIHOE HAMMEHOBAHHKE MPOU3BOAMTES)
Pecry6nuka Benapycs, ['pontenckas 064, r. ['ponno, np. Kocmonasros, 100
(anpec MpOM3BOACTBEHHOM MIOLIANKH)

Ha OCHOBaHHWH:
npukasa MuHucTepcTsa 3apaBooxpaneHus Pecrybnuku Benapych ot 15 suBaps 2025 r. Ne 25 «O6
OpraHW3alMK HHCTIEKTHPOBAHUSY.

Ha ocHoBaHum cBesieHui, Momy4eHHbIX NPH NPOBEAEHHH HHCTIEKTHPOBAHHS, MOC/IEAHEE H3 KOTOPBIX
Oeio nposeneHo ¢ 10 mapra 2025 r. no 13 wmapra 2025 r., yCTAHOBAEHO, YTO AAHHOE
(hapMaLieBTHYECKOE  TPOM3BOACTBO  COOTBETCTBYeT — TpeGoBaHusM  [lpaBun  Hamiexatieii
MPOU3BONCTBEHHON NpakTHkH EBpasuiickoro skoHOMHYECKOro Coro3a, SKBUBaNeHTHBIX ITpuHLMIaM 1
Pykosoznctay EBponefickoro corosa no Haanexatueil NpoH3BOACTBEHHON MPAKTHKE JIEKAPCTBEHHbIX
CPEACTB ANl MEAMLIMHCKOTO W BETEPHHAPHOIO NMPUMEHEHHS U NpuHLMNaM CUCTEMbI COTPYIHUUYECTBA
(apmanesTHueckux uncnekuuit (PIC/S).

Hacrosiuumii cepTudukar orpaxkaer craTyc NpOM3BOACTBEHHON MUIOWIAAKH HA MOMEHT NpOBeIEHHs
(papmavLieBTHYECKOH MHCTIEKLIMK U N0 MCTeueHUH Gonee 3 JIeT OT AaThl MOCENHErO HA MOCTEAHEro
MHCTIEKTUPOBAHHUS HE MOXKET CHHUTATHCS JIOKYMEHTOM, CBUAETEbCTBYIOIMM O CTATyCE COOTBETCTBHSL.
Cpok  neficTBust cepTudHKkaTa MOXET ObITh COKpAllleH MPU HCMOb30BAHWH COOTBETCTBYIOLIMX
NPUHLMIIOB  yNPABJICHUS PUCKAMW TP HAaJIM4YMW COOTBETCTBYIOLUEH 3amuMcu 00 3TOM B roJje
«OrpaHHyeH!s WM TIOSCHUTENBHBIE 3aMETKH, KACAIOUIMECS O00JACTH MPUMEHEHHS HACTOALIEro
cepTuduUKaTay.

Ceprudukar sBiseTcs NeHCTBUTENBHBIM B Cyuae MPEACTABICHHsS BCEX €r0 JMCTOB (KAK OCHOBHBIX
JIMUCTOB, TaK W JOTIOJHUTENBHBIX JINCTOB).

AYTEHTHYHOCTb (MOJIMHHOCTb) HACTOSILETO CepTUhHMKATA MOXKHO MPOBEPUTb B 0ase JAHHbBIX
Munuctepcta  3apaBooxpanenus  Pecry6ivkn  Benapycs, pacrojoKEHHOW Mo ajpecy:
https://minzdrav.gov.by/ru/dlya-spetsialistov/lekarstven naya-politika/inspektirovanie-na-sootvetstvie-
trebovaniyam-gmp.php (Peectp ceprumkatos GMP EADC).

Eciu  cepruduikar He mnpencTaneH B yKasaHHOW - Gase JaHHBIX, cienyer obpaTuThes B
YNOJHOMOYEHHBIH OpraH, ero BbINABLIHA.

Crpanuua | u3 2 , - Ne 0001013




Ne GMP/EAEU/BY/00412-2025

V1 JlekapcTBEHHbIE CPENCTBA 11 MEIULIMHCKOTO IPUMEHEHHS
[ JlekapcTBEHHbIE NPETIAPATHI 115 KIIMHUYECKUX UCCIIe0BaHHH (MCTIBITAHMM)

Kon HaumeHoBaHue

1. TIPOUM3BOZICTBEHHBIE OIIEPAIIMU — JIEKAPCTBEHHAS MPOJTYVKIIUA

1.2 [HectepunbHas npomyKUus

1.2.1. HecrepunpHas npoayKuus (TEXHOJIOTMUECKUE ONEPALiMK [UIs NOJTY4eHHUs CIIeRYOIHNX
eKapcTBEHHbIX HOPM):

1.2.1.7. MenuiHCKHe rasbl

1.2.1.15. Tpouas HecTepHUbHAs NPOAYKLHs: hapMalleBTHUeCKas cybcTaHLus — ra3
MEIULMHCKUNA KpUOTE€HHBIH

1.2.2. Beinyckarowuii KOHTPOJIb kKauecTBa (cepTHUKaLMSA CEPUH)

'YnakoBka

1.5.1. IlepBuuHas ynakoBka:

1.5.1.7. MeguuuHCKHE ra3sl

1.5.1.15. Tlpouas HecTepuibHas AeKapcTBEHHAA NPOAYKUHs: hapMaLleBTHIECKas CyOCTaHIMsA
— ra3 MEJULMHCKUHA KpHOTeHHbIH

KoHTponb kauecTBa

1.6.3. Xumudeckue ((hHU3UUECKHE) UCTIBITAHUS

OrpaHuYeHHs: WK TOSCHUTEIbHbIE 3aMETKH,
Kacarouimecs obiacT IpUMeHeHHUs cepTUduUKaTa:
JelcTBre cepTU(dHUKaTa pacpoCTpaHseTcs Ha LieX MeTaHoJIa:
- y4acTOK TMpPOM3BOACTBA W OTIPY3KM KHCIOpOAa >KHUAKOrO MEIMIMHCKOro: MPOU3BOICTBO
bapmarieBTHUECKON CYOCTaHLIMK — ra3 MEJULIMHCKUH KPUOTEHHBIN;

- OTA€JIEHHE HAMOJIHEHUs OANJIOHOB, Y4YacTOK HaroJHeHUs OanoHoB KWOJJ;OM — ras
- v 7
MEIMLMHCKHH COKaThIH. S

CrapogoiitoB A.T".,
3aMeCTHTellb

MuHHUCTpa 30paBOOXpaHEHHS
Pecny6nuku benapychb

(@.HU.0., 10mKHOCTD)

16 urons 2025 r.

(maTa noanucaHums, JUI.MEC.TTTIT)
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