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EBPA3UINCKIWIA SKOHOMUYECKWIA COIO3
MWHWUCTEPCTBO 3[PABOOXPAHEHWA PECMYBJINKU BEJIAPYCb

COOTBETCTBUSA NMPOU3BOACTBA JIEKAPCTBEHHbIX CP
TPEBOBAHWUAM NMPABUJT HAONEXALLEU MPON3BOACTBEHH
EBPA3UINCKOIO 9KOHOMMWYECKOIO COIO

Ne GMP/EAEU/BY/00512-2026

Cpox aeiictus ¢ 23 utons 2026 r. no 22 urons 20

. S
Bbinan no wroram mposesieHust (apMaLeBTHYECKON HMHCMEKLMHU TBe;\/@ann ¢ IlpaBunamn
npoBefeHUs (papmMaLeBTHUECKUX WHCMEKUUH, yTBEPKAECHHbIMH P emvCoseta  Eppasuiickoii
HKOHOMHYECKOH KomHccuu oT 3 Hostopst 2016 1. Ne 83. @
)
X

MunucTepcTBO 3apaBooxpaHeHus Pecnybnuku benapycs S
(noaHoe ¥ COKPAILEHHOE HAMMEHOBAHUS YTOJH Horo@raHa)

MOATBEPIKIAET ClieAyIOLIee:
nposezieHa GpapMalieBTHUECKas HHCTIEKLHS
Novartis Pharma S

(HOHHOeHaHMCHOBaHHC

Schaffhauserstrasse, 433 , Switzerland
(aapec NPOU3BOACT, JIOHIAIKH)
%@1

Ha OCHOBaHUU: = &
npukaza MUHHCTEpCTBA 3ApaBoOXpaHeHus Pe \&ﬁenapy% ot 3 anpenst 2026 r. Ne 374 «O6
OpraHM3alvy UHCNEKTHPOBaHHUY. Q)A\

Ha ocHoBaHuM CBEJEHMIA, MOTYUEHHBIX MNP en;g@ﬂm MHCMEKTUPOBaHUS, TOCIEAHEE U3 KOTOPbIX
61710 npoBeeHo ¢ 16 urons 2026 r. no 23 20@., YCTaHOBJIEHO, YTO AaHHOE (hapMaLeBTHYECKOE

NMPOU3BOJACTBO COOTBETCTBYET Tpe6o% Wil Hajjiexaliled MpOU3BOJCTBEHHOH TMpPaKTUKK
H

EBpa3suiickoro 5K0HOMHUECKOTr0 coro3a BAHCHTHDIX [MpuHuunam u PykoBosicTBY EBporieiickoro
COrO3a MO HajIexallleld Mpou3BoC H KTHKE JIEKAPCTBEHHbIX CPEICTB AJ1sl MEAULMHCKOrO M
BETEPHUHAPHOrO MPUMEHEHHS ‘@mﬁam CucreMbl COTpyAHHYECTBA (DapMaLleBTUHECKUX
uncnexuuii (PIC/S). qﬁ
Hacrosiumid ceprudukar orpaxaer m@ﬁc MPOU3BOJCTBEHHON MUIOIIAJKH HA MOMEHT NPOBEAEHHMA
(hapMalleBTHUECKOM WHCTIEK MOo-<UCTEUEHHH Gosiee 3 JeT OT AaThl MOCAEAHErO IHS MOCIEAHEero
WHCTICKTUPOBAHUS HE MO aTHCA JOKYMEHTOM, CBU/IETENBCTBYIOLINM O CTAaTyCe COOTBETCTBHUS.
Cpok pneictBus cepTH »KeT ObITb COKpallleH NpH MCIONB30BAHUH COOTBETCTBYHOLIMX
NPUHLMIIOB YTIpaBJje nc@m MPU HAJIMUMK COOTBETCTBYIOIIEH 3amucu o0 3ToM B Mose
«OrpaHuyueHus ui NIbHBIE 3aMETKH, Kacalolyecss o0JIACTM TMPUMEHEHUs HacTOALEro
cepTHdUKaTay. ,@qy :
151 ﬂe&TBl/lTeﬂbelM B Cllyuae NpeiacTaBfieHHs BCEX ero JIMCTOB (Kak OCHOBHbIX
UTE/IbHBIX JIUCTOB).
HHOCTb) HACTOSLIEr0 CepTU(UKATA MOXKHO MPOBEPUTH B 0ase JaHHBIX
3apaBooxpaHenus Pecriybnauku  benapych,  pacnonoxkeHHOH —mo  anapecy:
https://minzdray, ;@. by/ru/dlya-spetsialistov/lekarstvennaya-politika/farmatsevticheskiy-inspektorat-
ministerstya-zdravookhraneniya/index.php (Peectp ceprudukatros GMP EADC).
Eciu ceprudukar He npencraBneH B yxasaHHoi’i?;‘:\(iase JAaHHBIX, CllelyeT o0paTuTbes
YHOJHOMOYEHHBIH OpraH, ero BblAaBLIMHA. — \
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1.2.2. Bbinyckaiouyi KOHTPOJb KauecTBa (cepmtbnxaumicepuﬁ;‘)
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1.3.2. Boimyckarouiunii KoHTpoJIb (CGpTHdﬁHKaLl‘
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1. [IPOM3BOJCTBEHHBIE OITEPALIMU — JIEKAPCTBEHHAS TTPOTYKLIMA

CTepunbHas IPOLYKIUS
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Ne GMP/EAEU/BY/00512-2026

[ JlekapcTBeHHbIE CPEACTBA A1l MEAMUMHCKOTO NPUMEHEHHS
4

\ ; N
1.6 |KonTponb kaueCta &
€CKHE UCTIbITAHUS

N

1.6.1. Mu}cp061?10nor(g%
OrpaHiueHns WM NOACHUTEILHBIE 3aMETKH,

KacaroLIMecs 061acTH MPUMEHEHHs cepTUdUKaTa
’

Ne 2, 6,9, 14
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1.6.3. X¥imuueckdie (husnteckye) UCTIbITAHMS
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1.6.4. Buonorg?@ecxne HCTIbITaHHS
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1.2.1. HectepunpHas npomyKuus (TEXHONOrHUECKHe onepaLu/iis

1.1.1.2. XKunkue nexkapcTBeHHble OopMbl Majioro oobema
NIeKapCTBEHHBIX GOpM)

1.1.1.3. JInodunuzatsl
1.1.2.2. Kunkue nekapcrBeHHble GOPMBI Manoro oobema

1.1.3. Beinyckatouuii KOHTPOJIb KauecTBa (BbIMYCK CEPUM)

1.2 |HecrepunbHas npoaykuus
1.3.2.4. TeHoTepaneBTHyeCcKas MPOLY KLU

1.2.1.1. Kancynel B TBepaoii 060nouke

1.2.1.13. Tabnetku
1.3.2.5. BuoTexHosornueckas npoayKuus

1.4.2.3. Crepunuzauus napomfy%

1.5.1.1. Kancynsl B TBepnoit Qﬁgﬂoqke
1.5.1.13. TabneTku.

1.5.2. Bropnungs yuakoska

1.6.2. MHKPOGHONOrHUECKHE MCTIBITAHHS

NeKapcTBEHHbIX GOpM)
NIeKapCTBEHHBIX GOpM)

MpOAY KLU

1.5 {YnakoBska

Crpan

[J JlexapcTBeHHbIE TIpernaparhb! 1jis KIMHUYECKUX MCCIIEA0BaHUM (MCTIBITAHNI)
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