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MVHWCTEPCTBO SHPABOOXPAEHVIH PECITYBJIVIKV BEJIAPYCb

CEPTUOUKAT

COOTBETCTBUS ITPOMBINTJIEHHOI'O IPOU3BOACTBA
JEKAPCTBEHHBIX CPE/ICTB TPEBQB'AHI/IHM
HAJJIEXKAIIEA TPON3BOACTBEHHOU ITPAKTUKHA

Ne 0279/2025/GMP
Cpok nevictus ¢ 19 nexabps 2024 r. o 18 nexabpa 2027 r.

BbljaH MO MTOraM MpOBEAEHHS MHCNEKTHPOBaHUs ((papMalleBTUYECKOH MHCHEKLUH) B
COOTBETCTBMM C [loNOXKEHHEM O TOPAAKE M YCIOBMSAX WHCIEKTHpOBaHHs ((apMaLeBTHUECKOH
MHCIEKIUH ) TPOMBIIIEHHOTO NPOM3BO/ICTBA JIEKAPCTBEHHBIX CPEICTB HA COOTBETCTBHE TPEOOBAHUSM
Hajnexxauieli NpoM3BOJACTBEHHOM MPAKTHKK, YTBEPHKISHHBIM TOCTaHOBJAEHHEM MUHUEIEPETRE
3apaBooxpaneHus PecriyGavku benapyce ot 18 HosOps 2020 r. Ne 102.

MuUHHCTEepCTBO 3/ipaBooxpaHenus Pecriybnuku benapych
(HOIIHOC U COKpallicHHO€ HAMMCHOBAHUS YTTOJTHOMO4YE€HHOI0 opraHa)

MOATBEPXKAAET ClIeAYIOLIee:
npoBeneHa ¢papMaleBTHYECKas HHCIIEKLHS \QQ
00li1ecTBa C OrpaHUUYEHHON OTBETCTBEHHOCTBIO «KanuHa A0
(oJIHOE HAMMEHOBAHUE TPOU3BOAUTENS) . \S“
211019, Pecriy6nuka benapyce, Bute6ekas 061., OpluaHckuii p-H, Hl/lmanosc@ cle,

A. Muianoso, yi. JlecHas, a. 2/1 s
(anpec NpoU3BOJICTBEHHOM MIIOILAIKH) (b" N

Ha OCHOBAHHWH:
npukasza MuHHCTEpCTBa 31paBooxpaHeHus Pecry6nuku benapyck ‘or 16 1 2024 . Ne 1506 «O6
OpraHM3alMHy UHCTIEKTHPOBAHHUS. <

Ha ocHoBaHuMM CBeIOEHHiA, MONYyYEHHBIX MPU NMPOBEACHUU H ‘I%:KTHpOBaHm, nociieiHee U3
KOTOpBIX ObLIO TIpoBeneHo ¢ 16 mexabps 2024 r. nogl 9y aexadps 4 T., yCTAHOBJIEHO, YTO JAHHOE
hapmanieBTHHECKOE TIPOM3BOACTBO COOTBETCTBYET, TpeoBanysM - "Haanexaueii npon3BoACTBEHHOH
NpaKTHKW, SkBUBaleHTHOH [lpuHuMnamM U PykoBoAcTBY OmeNCcKOro cowo3a Mo Haljexaleh
MPOU3BOACTBEHHOW NpPaKTUKE JIEKAPCTBEHHBIX CpEICT, s% MEMIIMHCKOTO W BETEPUHAPHOIO
NpUMeHeHHs U NpuHLUIaM CUCTeMbI COTPYAHUIECTRA mauesTHyeckux uucnexumii (PIC/S).

Hacrosuii  ceptudmkar oTpakaen craTy, S \TPOM3BOACTBEHHOH ILIOMANAKM HA MOMEHT
nposeneHus papmaleBTHUECKOH MHCTIEKUUH U ng}%%eqel-mn Gosee 3 JIET OT AAThl MOCIEAHErO IHS
TIOCJIEIHETO WHCTIEKTHPOBAHUS HE MOMET C‘-II/@)\[‘LCH JIOKYMEHTOM, CBHAETEILCTBYIOLIUM O CTaTyce
coorBercTBUA. Cpok JelcTBhs cepm(byﬁra MOXET OBbITh COKpallleH TMpH HUCIOJIb30BaHHH
COOTBETCTBYIOLIMX NPUHLIUIOB ynpaBnew PHCKaMH NPH HAJIM4MK COOTBETCTBYIOLIEH 3aMiCH B HoNe
«OrpaHuyeHuss WIH HOHCHHTCHBH%\ aMETKH, Kacarolpecs oOJacTH MPUMEHEHHWS HACTOALIETO
cepTaduKaTay. \

Ceprudukar=spisercs @%TBHTenLHLIM B Cllyyae MpEICTaBICHUs BCEX €ro JIMCTOB (Kak
OCHOBHBIX JIUCTOByAaK U JONONHUTETBHBIX JIUCTOB).

AyTeHtugHocTh (I HHOCTB) HACTOAILEro cepTU(GHUKATA MOXKHO MPOBEPUTH B Oase JaHHBIX
Munuefepereaw 3npapdoxpanenns Pecry6iuku  Benapyck,  pacnosiokeHHOW 1o ajpecy:
https://minzdrav.gowbrafru/dlva-spetsialistov/lekarstvennava-politika/inspektirovanie-na—sootvetstvie—
trebovaniyam-gmp php (Peectp ceprudukaros GMP).

Ecnn c@n‘ﬁ)mm He TpeACTaBleH B yKa3aHHOW 0a3e [aHHBIX, cleayeT oOpaTHThCs B
yHOHHOM% 11 Opras, ero BbIAaBLIHH.
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CEPTUOUKAT

Ne 0279/2025/GMP

M JlekapcTBeHHBIE CPEACTBA /ISl MEUILHHCKOTO TIPUMEHEHHUS
[ JlekapcTBeHHbIe MpernapaThl Iis KIHHAYECKHX UCCIIeI0BaHUH (MCTIBITaHHH)

Koxn I HaumeHoBaHue

1. TPOU3BOJACTBEHHBIE OIIEPAIIMHU - JIEKAPCTBEHHAS ITPOAY KLU
1.2 | HecrepusibHas NpoayKLus :
1.2.1. HecrepunpHas npoAayKuus (TEXHOJOTHMYECKHE ONepalud JUls MOJy4eHus |
ClIeIYIOLIHX JIEKAPCTBEHHBIX HOPM): \
1.2.1.15. Ilpouas HecTepwibHas NPOAYKLMSA: HM3MEJILUEHHOE CBIPHE, LICTIbHOE CBIPHE,
MOPOLIKH i ‘
1.2.2. Boinmyckarouuii KOHTPOJIb kayecTBa (cepTU(HKaLUs CepHH)
IIpouas nexkapcTBeHHAas MPOAYKLMS WM NPOU3BOJCTBEHHAS AEATEILHOCTE
1.4.1. TTpou3BoACTBO: ")
1.4.1.1. PacturenpHas nmpoaykius
YnakoBka
1.5.1. IlepBuyHas ynakoBka:
1.5.1.15. Tlpouas HecTepwibHas J€KapCTBEHHas NPOMYKUUS: H3M SUGHHOE ChIpbe,
LeJIbHOE ChIPbe, NOPOLIKH A o
1.5.2. BropuuHas ynakoBka N

OrpaHuyeHus Wi HOﬂCHHTenEggLea_s@M@ N / /
Kacaouuecs obnacti npumenefintceptibhkarasuer.
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