5
o
e

RN
) \‘t’o."':'&"‘“"‘
AN

EBPA3UINCKWIA SKOHOMMUYECKWA COKO3
MWHWUCTEPCTBO 3[PABOOXPAHEHUS PECNYBJ/INKW BEJIAPYCb

COOTBETCTBUSI NPO3BOLCTBA JIEKAPCTBEHHbIX CPE/S
TPEBOBAHUSAM MPABWIT HAQJEXALLEW MPOM3BOACTBEHHO
EBPA3UINCKOrO SKOHOMMWYECKOIO COIO3A

Ne GMP/EAEU/BY/00501-2026
Cpoxk neiictus ¢ 26 ¢espans 2026 r. no 25 pespans 20 R

Beigan 1o uroram mpoBeaeHHs (apMalLeBTHYECKOH HHCMEKUHK B TBE:TCTI@% ¢ [lpaBunamu
npoBeficHUs  (papMalleBTUUECKUX WHCTEKUHMH, yTBEepXKAEeHHbIMH Peuie
DKOHOMHMUECKOMN KOMUCCHH OT 3 HOs10ps 2016 . Ne 83.

MununcTepcTBO 3ApaBooxpaHeHus Pecny6nnku benapych

x$
(nonaHoe ¥ COKpaILEHHOE HAUMEHOBAHHS YTIOJTHOMO oro oprii?a)
N
$

NOJITBEPIKAALCT ClieAyIoLIee:
npoeeaeHa GapmalieBTHUECKas HHCTIEKLHA @
Woerwag Pharma Production GmbH & Co. KG/ Beps a\@onamuﬂ I'm6X 1 Ko. KI'

(nonHOe HauMEeHOBAHHE TIPOUBBO, 19) 2
Gewerbeallee 1, 82343 Poecking, Germany/ I'eB Me, .}5?%2343 [TekuHnr, ['epmanus
(ampec NpoM3BOACTBEHHOI a,zuq@
\k}
)

Ha OCHOBaHHHU:
npukasa MuHKCTEpCTBa 3ApaBooXxpaHeHus Pecny® ycb ot 2 nekabps 2025 r. Ne 1468 «O6

OpraHM3aliyi UHCTIEKTHPOBAHHUSY. N
Ha ocHOBaHHU CBeICHWIA, MOMyUEHHbIX MPH T euu@qf/mcnemnposaum, nocnejHee U3 KOTOPbIX
Obi10 npoeneHo ¢ 24 ¢eppana 2026 r. 2 (g&paﬂﬂ 2026 T., YCTaHOBJIEHO, 4TO JaHHOE
(dapmalleBTHYECKOe  MPOU3BOJCTBO € eTcTByeT  TpeboBanusm  [lpaBmi  Haanexaied
MPOM3BOJICTBEHHOMN MpakTHku EBpazuiick OHQEMHUUECKOTO COI03a, DKBUBAJIEHTHBIX [IpuHLIMIIaM 1
PykoBoncty EBponeiickoro coroza n gﬁeﬁ MPOU3BOJCTBEHHOHN MPAKTHKE JIEKAPCTBEHHBIX
CpeacTB JJil MEJAULMHCKOTO U BETEP 0 fipuMeHeHus U npuHLHNaM CHCTEMBI COTPYAHUYECTBA
dapmaueprruueckux uncnexiui (PIC/S)! &

Hacrosiumii ceprudukar orpaxaer YeSTIPOM3BO/ICTBEHHON IUIOLIAJKH HA MOMEHT MPOBEAEHHS
(hapMalleBTHUYECKOI WHCTIEKLH 0 I/IQ\il'g/'-leHI/ll/l Gonee 3 NeT OT AaThl MOCAEOHEro AHS MOCIEAHErO
MHCTIEKTUPOBAHUS HE MOXKET bc%ﬁoxymemom, CBHM/ETELCTBYIOLMM O CTATYCE COOTBETCTBHS.
Cpok nelictBus cepTudu ObITh COKpalleH MpW HCIOJIb30BAHUHM COOTBETCTBYIOIMX
NPHHLIMIIOB  YTpaBJIeHU KaMJ™ TIpH - HAJTUYHMH COOTBETCTBYIOIIEH 3amMcu 00 3TOM B Mone
«OrpaHuueHus MM nomen@{ble 3aMETKM, Kacaroluecs o001acTH TPUMEHEHHUs HACTOSALLETo

N
ceptuduKarTay. X

Cepruduxkar sipisie c @TeHbHLIM B Cllyyae MPeICTaBJICHHUS BCEX €ro JIMCTOB (KakK OCHOBHbBIX
JIUCTOB, TaK M JIOT eTbABIX JIUCTOB).
OCTb) HACTOSLIEr0o CEepTH(HUKATA MOXHO MPOBEPUTb B 0ase JaHHbIX
3apagooxpanenuss PecnyOnuku  bBenapych,  pacmonoxkeHHOHW —mo - ajpecy:
hitps://minzdravieov.by/ru/dlya-spetsialistov/lekarstvennaya-politika/farmatsevticheskiy-inspektorat-
ministerstva-zdravookhraneniya/index.php (Peecrp cepruduxaros GMP EADC).
Ecnu  ceprudum a$) HEe TMpeiCTaBieH B  yKa3aHHOH 6ase JaHHbIX, CiefyeT OOpaTHTLCA B

Ne 0001116

abpuka» f03Haka, 3ak. 14540-2025.
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~ Ne GMP/EAEU/BY/00501-2026

PCTBEHHBIC CPEACTBA U MEAMLIMHCKOrO MPHUMEHEHHs
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I. [IPOM3BOJICTBEHHBIE OTEPALIMH — JIEKAPCTBEHHA 51 [IPOJIY KLVt

1.2.2. Beinyckarouiyii KOHTPOJIb kKayecTBa (cepTUdUKaLMs CepUn)
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