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CEPTUOUKAT

COOTBETCTBUS TIPOMBIIIJIEHHOI'O ITPOU3BOACTBA
JEKAPCTBEHHBIX CPEJCTB TPEBOBAHMAM
HAJJEXAINEU MPOU3BOJACTBEHHOU ITPAKTUKH

Ne 0285/2025/GMP
Cpoxk aeiicteus ¢ 28 despans 2025 r. no 27 despans 2028 r.

BbljaH O MTOTaM NpPOBEJEHMS WHCMEKTUPOBaHWs ((apMalleBTMHECKOH WHCTEKUVH) B
cooTBeTcTBUM ¢ IIONOXKEHHEM O MOPAAKE W YCJAOBHAX WHCHEKTHPOBaHMA ((apMaleBTHYECKOH
WHCIEKLIMH ) TIPOMBILLUIEHHOTO NPOU3BOACTBA JIEKAPCTBEHHBIX CPEACTB HA COOTBETCTBHUE
Haanexaiueit npou3BOACTBEHHON MPAaKTHKH, YTBEPXKAEHHBIM [1OCTAHOBJICHHUEM
3apaBooxpaHenus Pecrny6inku benapych ot 18 Hos6ps 2020 r. Ne 102.

MununcTepcTBO 3paBooxpaHeHus Pecybnuku benapych
(HOJIHOG M COKpallICHHOC HAUMEHOBAHKA YNOJIHOMOUYEHHOT0 OpraH

MOATBEPKIAET CleAyoLee:
nposefeHa (apMalleBTHUECKas HHCIIEKLHS .
n-HHTw

HUHOCTPAHHOIO MPOU3BOACTBEHHOI'O YHUTApPHOro MpearnpuiaT acT»
(MosHOE HAMMEHOBAHHE MTPOU3BOAUTENS)

ALY

N
Pecny6auka benapych, MuHckas obnacte, p-H HecBrkCKHH, X, y@'emmcxaﬂ 124/2-1,

Ha OCHOBaHHHU:
npukaza MuHUcTepCcTBa 3paBooXpaHeHHs Peg Benapy Q&)T 15 auaps 2025 r. Ne 25 «O6
OpraHM3alii MHCTIEKTHPOBAHUSY. LN

Ha ocHoBaHMM cBeIEHUH, MOTy4eHH MM MHCIEKTUPOBAHUSA, TIOCIEHEE W3
KOTOpBIX ObLIO MpoBeAeHO ¢ 25 ¢eBpans %Bpaﬂ;{ 2025 r., yCTaHOBJIEHO, YTO AAHHOE
(dhapMayeBTHYECKOE MPOU3BOACTBO COOTBETCTBYET \Q oBanusaM Hapsexamedl Mpou3BOJCTBEHHOM
MpPaKTUKU, SKkBHBaneHTHOH I[IpuHLl Py %lcnay EBporeiickoro coroza o Haajexauen
MPOU3BOJCTBEHHONH MNpaKTUKE enm{%’)cpencm IS MEAMLMHCKOrO U BETEPUHAPHOro

coPpy iy

A \¥
12423 _ (b, SN
(anpec npouzaoncmemoﬁqéom ) @v

npumMeHeHus u npuHuunam C ectBa apmauesTrueckux uucnekuui (PIC/S).
Hacrosumii ceptudurar )Jorpa CTaTyc TMPOW3BOACTBEHHOH IUIOLIAAKKM Ha MOMEHT
nposeaeHus GapMaleBTUHECKOM HHC WU M 10 HCTeueHun Oonee 3 JieT OT AAThl MOCHAEAHErO AHs
% 5l HE MOKET CUMTATECS JIOKYMEHTOM, CBHICTENBCTBYIOUMM O CTATyCe
B epTudHKaTa MOXET ObITh COKpallleH NpH WCMOJB30BaHUH
COOTBETCTBYIOLINX MTPUHLHIT paBiieHHs: PUCKaMH NPU HAJTMYUH COOTBETCTBYIOLIEH 3aNKCH B TI071€
«OrpaHnueHu nosACAYTENbHBIE 3aMETKH, Kacaiowuecs OoONAaCTH NPUMEHEHUs HACTOALIEro

CePTHPUKITIN, )
Q Kar ﬂ%ﬂemﬂ NeHCTBUTENbHBIM B CJlyyae MNPEACTABICHHS BCEX €ro JIMCTOB (Kak
OCHOB

X JICTOBST K W JOTMOJTHUTENIBHBIX JIMCTOB).

A emv@ocn’ (MOANMHHOCTE) HACTOALIErO cepTUdUKATA MOXKHO NPOBEPUTHL B 6a3ze JaHHBIX
MunucTepc: 9y 3apaBooxpaHenuss PecnyGnuku  Benapych,  pacmonokeHHOW MO ajpecy:
https://mi-m?drav.gov.by/ru/dlvauspetsialistov/lekarstvennaya.—politika/inspektirovanie-na-sootvetstviea
trebovéfn‘V‘am-gmp.nhp (Peectp ceprudukaros GMP).

\'QEC.III/I cepruduKaT He NPEACTaBIeH B yKasaHHOH 0a3e MNaHHbIX, crelayeT o0paruTbes B
y®ﬂﬂomoqeﬂﬂblﬁ opraH, ero BblJaBLINA.
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MVHNCTEPCTBO SHPABOOXPAEHV[H PECITYBJIVIKV BEJIAPYCb

CEPTUDOUKAT

Ne 0285/2025/GMP

Aehdehed bbb hedobohbebebehdedcdchedchod

M JlexapcTBeHHBIE CPENCTBA AJ1 MEAULIMHCKOTO MTPUMEHEHHUS
M JlexapcTBeHHbIe TpenapaTsl A/ KIMHAYECKHUX UCCIIEN0BaHU (MCTIBITAHMI)

Kon | HaumeHoBaHHe

1. TIPOU3BOJACTBEHHBIE OIEPALIMHA - TEKAPCTBEHHAS IMTPOAYKLIHAI

1.2 HectepuiibHas npoayKuus

1.2.1. HecrepunbHas npoaykuus (TeXHOJOrMYeCKHE oOnepauuu a1
CJIEIYOLLMX JIEKAPCTBEHHBIX HOpM):

1.2.1.1. Kancysbl B TBepao# o6osouke

1.2.1.8. Ilpoune TBepAbIe JeKapCTBEHHbIE (JOPMbI: MOPOLIKH

1.2.1.13. Tabnerku
1.2.2. Beinyckaroluii KOHTpOIb kayecTBa (cepTU(UKaLIIs cepyu)

Hpoqaﬂ JICKapCTBECHHAA NMPOAYKLHWA WK MPOU3BOACTBCHHAS ACAT,

1.4.1. Ilpou3BoacTBO:

1.4.1.1. PacturenbHas npoayKuus
1.4.3. Ilpouee:

VnakoBka

1.5.1. TIlepBuynas ynakoBka:

1.5.1.1. Kancynbl B TBepoii 060mnouke

1.5.1.8. TIpouue TBepble JieKapCTBEHHbIE

1.5.1.13. Tabnerku

1.5.2. BropuuHas ynakoBka

KOHTpOJ’lL Ka4yCCTBa

1.6.3. Xumuueckue (puznue

Orpanuyvefin I10s(eHUTEIIbHbIE 3aMETKH,
Kacalou.@ nac@pnme}ieﬂm cepTHdUKara:
1.4.1.1. B otHOomenuu 1.2.1 )
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