OT : 1 MPOU “"":“”@MCTBAHEKAFCTBEHHbEX CPEOCTB
HWAM MNMPABIJT HALONEXKALLEW NPOM3BOACTBEHHOW MPAKTUKHU
'I"?ﬂ(”“i@h "0 SKOHOMMWYECKOIO COIO3A

Ne GMP/EAEU/BY/00373-2025

Cpoxk neiictus ¢ 21 Host6ps 2024 r. no 20 Hos6ps 2027 r.

BbiiaH MO WTOraM MpOBEJeHHS (apMalleBTHUECKOH HHCTIEKLUMH B COOTBETCTB
npoBefieHUs (GapMaleBTHUECKUX WHCIEKLUMH, YTBEp)KIECHHbIMU PeuieHu cxou
3KOHOMHYECKOH KOMUCCUH OT 3 HoA0psa 2016 r. Ne 83.
MuHHCTEPCTBO 3/ipaBooxpaHeHus Pecybauku benapych

(I]OIIHOC U COKpalllCHHOC HAUMEHOBAHUA yIOJHOMOYCH
NOATBEPIKIAET CleAYyIOLIee:
npoBejieHa hapMaleBTHYECKas HHCIIEKLIUS

Pfizer Ireland Pharmaceuticals Unli omp,qu@

(monHOEe HAUMEHOBAHKE PO ) X

Grange Castle Business Park, Nangor Ro. in 22,022 V8F3, Ireland
(aapec MPOU3BOACTBE W01 azfm&Q\

Ha OCHOBaHWM: \
npykaza MuHHCTEpCTBa 3apaBooxpaHeHus Pecn Ben{fém; ot 30 okTa6ps 2024 r. Ne 1422 «O6
OpraHu3aLy UHCTIEKTUPOBAHHUSY.
Ha ocHOBaHMM CBeaEHUIi, MOSYUYEHHBIX IT ene \tﬂcnemuposaﬂm, nociieiHee U3 KOTOPbIX
Obu10 IpoBeneHo ¢ 11 Hos6ps 2024 . A0ps r.,c 18 Hos6ps 2024 r. mo 21 Hos0pst 2024 1.,
YCTaHOBJIEHO, YTO JaHHOE (bapmaue cKoe, 3BOJICTBO COOTBETCTBYeT TpeOoBaHUAM IlpaBuin
HaJIeKaIlei MpOU3BOJICTBEHHON HﬁCKOFO JKOHOMHUECKOTO COI03a, SKBUBAJIEHTHBIX
[Mpuxuunam u PykoBoacTBy }osa No HaJIeKallleil NMpoU3BOJCTBEHHON NPaKTHKE
JIeKapCTBEHHBIX CPEICTB Ui ¥ BETEPHHAPHOro MpUMeHeHHs U npuHuunaM CucTembl
coTpyaHudecTBa hapma YEeCKUX exuuii (PIC/S).
Hacrosmmuit cepm(b axae aTyc MPOU3BOICTBEHHON IUIOIAJKH HA MOMEHT IPOBEIEHHS
HCTequnn Gosiee 3 JIeT OT JaThi MOCNENHEro JHA MOCIEAHErO
TaThCs JOKYMEHTOM, CBUIETENBCTBYIOLUM O CTATYCE COOTBETCTBHUSI.
a MOXET ObITh COKpallleH TMPH HCMOJb30BAHHU COOTBETCTBYOLIMX
pHCKaMn NP HAJMYMK COOTBETCTBYIOIIEH 3amuch o0 3TOM B Moje
eHW wuiny CHUTEJIbHbIE 3aMETKH, Kacaroludecs O00JacTd NPUMEHEHUS HaCTOALLEro
cepTudrkara». "Z)-
Ceprudukar %Qe"rcx JIEHCTBUTENIBHBIM B Cllyyae MPEACTABICHUS BCEX €ro JIMCTOB (KaK OCHOBHBIX
JICTOB, T&K&OHOJ‘IHHTCHBHBIX JIUCTOB).
AyTen cTb (MOUTMHHOCTB) HACTOSIIETO cepThdHKaTa MOXHO TMPOBEpUTb B Oase JaHHBIX
MHH "%\)CTBa 3apaBooxpaHeHus PecryGnuku  benapych,  pacnonoxkeHHOW 1o - anpecy:
ninzdrav.gov.by/ru/dlya-spetsialistov/lekarstvennaya-politika/inspektirovanie-na-sootvetstvie-
tr\éi)ovamvam—gmp php (Peectp ceprudrkaTos. ,GMP‘ EABC)

JaHHBIX, clieqyeT oOpaTuTbCs B
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1.1.1.6. IIpouas npomyKuus, MPOU3BOANUMAS B ACENTHYECKUX YCIIOBUIX

d)OC(baTa JUI TOCJICAYIOLIEro UCITOJIB30BAHUS B TPOHU3BOACTBE
1.3.2. Boinyckatolyii KOHTposb (cepTHOHMKALHs CepuH) (TEpedeHb B

1.1.3. Boinyckaromuii KOHTPOJIb KauecTBa (BbITYCK CEpyM)
1.3.2.2. UMMyHOGHOIOTHYECKAS TTPOLYKLMS
1.3.2.5. BHOTeXHONOrHYecKas MPOIyKLHs

1.1.1.2. XXupkue nexapcreeHHble popMbl Maioro odbema
1.3 |buonoruueckas jgekapcTBeHHas MPOAYKLMs

1.4.2. Crepunmsaiins papMaLieBTHHECKHX CyGCTaHLH

3.6. ]\.,(thuqecrme (XMMHYECKHUE) UCTIBITAHUS

1.6.2. MUKpOGHONOrHYECKHE 1
1.6.4. buonoruueckue UCTbITaE

1.4.2.1. GunbTpaims
1.6.1. Muxpo6uonor
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|Mpomssosctso dapmanerTHYeCKUX CyGCTaHLMIA © UCTIONBE30BAHAEM GHONOTHUYECKUX -
npoueccos

3.3.3. Bhigenenue (0uncTKa): Xpomatorpadus, pubTpals
3.3.5. TIpouee: KOHBIOraLKS - 1 =

TIpOM3BOACTBO CTEPHIIbHBIX (PapMalleBTHUECKHX Cy6cTanmit

3.4.1. dapManieBTHYECKHE Cy6CTAHIMH, IPOU3BOJMMBIE B ACENTUUYECKUX YCIIOBHSX
3.4.2. dapmalieBTHYECKHE CyOCTaHLMY, nojBepraeMbie QUHUIIHON CTEPHIIN3ALIN
KoHTpons kauecTBa

3.6.1. ®usuueckue (XUMHUECKHE) UCIIBITAHUS

3.6.2. MuKpoGHONIOTHYECKHE HCMIBITAHKS (BKIIFOUAst HCTIBITAHHE HA CTEPHIIbHOCTD)

3.6.3. MukpoGHOoIOrnueckie NCnbITaHus (MCKJIF04as UCTIbITAHUE Ha CTePUIIbHOCT
3.6.4. Buosoruueckue UCIBITAHUS - - S

3. TIPOM3BOJICTBEHHLIE OIIEPALIUN — @APMAHEBTI/IHECKI/IE C
dapmaleBTHYECKas CyOcTaHIUs (CYOCTaHIMK): ITaAHEPLIeNT

[pou3BOACTBO (hapMalleBTHYECKHX CyOCTaHLHH
MPOLIECCOB R s

3.3.1. MepmenTarus

C ﬁénon_bséBaHHeM )

@-

3.3.2. TIpoM3BOACTBO ¢ UCIMOJIL30BAHUEM KIETOUYHBIX KYJBTYP, aML\Qu TOK SUYHUKOB

KuTalickoro xomsuka CHO

xpoMarorpapus
KOHTpPOITb KauecTBa

3.3.3. Bslnenenue: 'f\‘(QHI(ICT_K:a): ¢unbTpanus, ) JII’;T&@{X; _nvaduieTpanus,

‘\‘

3.6.3. MUKpOOHONOTHYECKUE HCTIBITAHUS (UCKN CTEPUIILHOCTD)

3.6.4. BHOTOrMYECKHE UCTIBITAHHE =
3. IPOU3BOJICTBEHHBIE ONIEPAKK ~ ®APMALIEBTUYECKHE CYBCTAHLIMA

TIPOLICCCOB

3.3.2. ITpOM3BOACTRO ¢ ﬁéhMB'aHgé‘d\gﬂéToﬁHLiX;Kyj_iiﬂ",y_p:Es‘chef'iéhia coli
3.3.3. Beigenienne  AoulcTka): - bunbrpaums,  ynbTpadmisTpauus,  AuaduabTpaums,
xpomatorpadus S RS S
3.3.4. Moaudukarms: nery
KoHTposp Kave¢TBa ‘\0\5 = s

Kue (XPMUYECKHe) HCTIBITAHUS
" oGn%&'ﬁqecme YCTIBITaHUs (MCKJTIOYAs MCTIBITAHHE Ha CTEPHJILHOCTD)
ono;sé\!‘@'cxue HCTIBITaHUS
3. TIPOU3 CTBEHHBIE OINEPALIMM — DAPMALEBTUYECKHUE CYBCTAHIIUN
d)apMaueBTyIp@éxaﬂ cybcranuus (CyOCcTaHIMM): TpacTy3yMal, COMaTpOroH
1 OZICTBO (dapMaLeBTHUECKHX cy60Ta_Hum71 C HCII0JIb30BaHUEM OMOIOrMUYECKUX
€CCOB :

33.1. DepmenTanus

3.3.2. TIpou3BOACTBO C HCIOJB30BAHHEM KIETOUHBIX KyJbTYp: IUTAMM KIIETOK SHYHMKOB
kuTaiickoro xomsuka CHO e e St
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3.6.3. MUKpOGHONOrHYeCKHe HCMBITaHHS (MCKIIOUas MCTIBITAHME HA CTEPHIIBHOCTD)

3.6.4. buosiornueckye UCIILITAHUA
3. TIPOU3BOJICTBEHHBIE OITEPALIMU — ®DAPMALIEBTUYECKUE CYBCTAHLIMH

DapmarieBTHYECKas cyOcTaHLMs (CyOCTaHIIMN)
3.3.2. TIpoM3BOCTBO C HCTIOIB30BAHHEM ,Kj}eTOQHblx, KYJIBTYP

3.6.2. MUKpOOGHONOrMYecK e HCTIBITAHHS (BKIIO

3.4.1. ®apMalieBTHYECKHE CYGCTAHIMHU
3.6.4. BHONOrNYeCKHe UCTIBITAHHS

3.4.2. @apMduéque
cTepuIi3yIoLas (GpuiIbTparys

3.6.1. ®usuueckue (XHMH;
3.6.2. MukpoGHosoruye
3.3.1. ®epmenTaLus
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