BPA3UNCKUIA SKOHOMUYECKWI COIO3
MWHWCTEP EXAB@Q){PE\HEHM% PECITYBIINKIW BEJTAPYCb

Wu"“’ BOACTBA JIEKAPCTBEHHbBIX CPEACTB
JUTEXXALLIEV MPOM3BOACTBEHHOWM NMPAKTUKN
J‘f@J ) SQKOHOMMWYECKOIO COIO3A

Ne GMP/EAEU/BY/00399-2025

 Cpok neiictBus ¢ 2 anpens 2025 r. no 1 anpens 2028 r.

BhijaH 1o MTOraM NpoBefeHHs (apMalleBTHYeCKOH HHCTEKIMH B COOPBETCTBM ¢ [1 amu
npoBeaeHUs (GapMalEeBTHUECKUX HWHCHEKLMH, YTBep)KOCHHBIMM PenieHHem eTa 1% fickoii
HKOHOMHUECKOI KoMUCccHH OT 3 HOs16ps 2016 r. Ne 83.

MMUHHCTEPCTBO 3apaBooxpaHeHus Pecnyonvku benapych % \®
Hff Ha)

(MOJTHOE ¥ COKPALIEHHOE HAMMEHOBAHHS YIIOJHOMOYE R lrb)

NOATBEPXKIAET ClIeAyIoLIee:
npoeezieHa (hapMalleBTH4eCKass HHCTIEKLIUS
Pfizer Ireland Pharmaceuticals Unlj ' omp&
O~

HA OCHOBAHHH: Q
npukasza MuHucTepcTBa 3/ipaBooxpaHeHus Pec KU B@ycs ot 14 derpans 2025 r. Ne 154 «O6

OpraHu3aly UHCTIEKTUPOBAHUSA. (b'
Ha ocHoBanuu CBeI[eHIdI/l l'IOIIy'-leHHbIX HHCIICKTHPOBAHHA, MOCJIEAHEE U3 KOTOPLIX

Obuto mpoBeneHo ¢ 31 wmapta 20 npenﬂ 2025 r., YCTaHOBJIIEHO, YTO [aHHOE
(apmaLeBTHYECKOE npomsozun coona yeT TpeboBanusam  [Ipasun  Hamnexaweit
NPOU3BOJCTBEHHOH NPaKTHKU HOMI/I‘{GCKOFO COI03a, SKBUBaJIeHTHbIX [IpuHLIMNAmM u

PyxoroactBy EBponeiickoro )Ka[llel/l NPOU3BOJCTBEHHOM NMPAKTUKE JIEKAPCTBEHHBIX
ui (PIC

CPEICTB Ul MEAULHHCKOTO ro npuMeHeHus U npuHuunaM CUcTeMbl COTPYHUUYECTBA
(bapmaLeBTUYECKMX UH
Hacrosmui cemeb pa>1<a ‘bCTaTyc NPOU3BOJCTBEHHOM MIIOMAIKH HA MOMEHT IpOBEJIEHUs
o ucTeueHud Gosiee 3 JieT OT AAThl MOCIEAHEro AHS MOCIEIHEro
ma’rbcx JIOKYMEHTOM, CBUICTE/ILCTBYIOIMM O CTAaTyCe COOTBETCTBHMS.
a MOXET OBITh COKpallleH MpU HCIMOJb30BAHUU COOTBETCTBYIOLIMX
pHCKaMI/I Npy HAJIWYHUKM COOTBETCTBYIOLIEH 3amucH 00 3TOM B MOJIE
«O “HOSICHUTEJIbHbIE 3aMETKH, Kacaroliuecss 00JacTd MPHUMEHEHHUS HACTOALIErO
cepTH Ta»
Ceprudikat gBASETCS NEHCTBUTENBHBIM B Cllyyae MPEACTABICHUS BCEX €ro JIMCTOB (KaK OCHOBHBIX
JIMCTOB, m&aononHmenLHHx JIVCTOB).
AyTe ocTh (TIOUITMHHOCTb) HACTOALUErO CepTUdUKATa MOXKHO NPOBEPUTH B 0ase JaHHBIX
]Q pcTBa  3apaBooxpaHeHus  PecryOGnmuku  bemapych,  pacnonokeHHOM no - ajpecy:
hltﬁs, /minzdrav.gov.by/ru/dlya-spetsialistov/lekarstvennaya-politika/inspektirovanie-na-sootvetstvie-
ebovaniyam-gmp.php (Peectp cemeanaTOB GMP EABC) '
Ecnu cepTUdUKAT He TNpPEeICTaBleH B yKa3aHH014 6a3e JaHHBIX, ClielyeT o0paTuTbcs B
YTNOJHOMOYEHHBIH OpraH, ero BbmaBmHn L

Crpanuua 1 u3 2

YN «bvMawHan habpuka» fo3Haka. 3ak. 14540-2025
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1. TTIPOU3BOJACTBEHHBIE OITEPAILIMU — IEKAPCTBEHHA S ITPOAVKILIMA
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Ne GMP/EAEU/BY/00399-2025

Kacaroluecs 06/1acTH NPUMEHEHUs Cg]

1.2.1. HectepunpHas npoayKuus (TEXHOJIOTHYECKHe ONepaLHy Ajis NOJIyYeHUs CIEAYIOLINX

1.2.2. Beimyckarouuii KOHTpOJIb kadecTBa (cepTudUKaLys CepuHn)

O JlekapcTBeHHBIE NPENApaTh A1s KITMHAYECKHX MCCIIEN0BAHUMN (MCTIBITAHMI)
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