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MVMHNCTEPCTBO SHPABOOXPAEHV[H PECITYBJIVIKV BEJIAPYCb

CEPTUOUKAT

COOTBETCTBUsA ITPOMBIIIJIEHHOI'O ITPON3BOACTBA
JEKAPCTBEHHBIX CPEACTB TPEBOBAHUAM
HA/VIEXXAIIEW TPON3BOACTBEHHOMU ITPAKTUKH

Ne 0272/2024/GMP
Cpok neiictus ¢ 16 asrycra 2024 r. mo 15 aBrycra 2026 r.

Bbizan mo uroram mnpoBeAeHHS HWHCTIEKTHPOBaHHS ((hapMaLeBTUUECKOW HWHCNEKLWH)), B
cootBeTcTBUM ¢ [looxeHreM O MOpAOKe M YCJIOBHSX MHCNEKTHpoBaHWs ((apMaleBTHYECKOH
MHCIIEKMK) TPOMBILITIEHHOTO TIPOU3BOJCTBA JIEKAPCTBEHHBIX CPEJICTB Ha COOTBETCTBUE TPeBOBAHUAM
Hannexaie#d npou3BOACTBEHHOM MPAaKTHKH, YTBEPXKIEHHBIM [IOCTAHOBJIEHHEM MUHHCTEPCTBA
3apasooxpaneHus Pecry6mmiku Benapycs ot 18 HosGpst 2020 r. Ne 102. \QQ

MunucTepcTBo 3apaBooxpaHenus Peciy6nuku Benapych { Q
(HOJ'IHOC U COKpallCHHOC HANMEHOBAHUSA YITOJHOMOYCHHOIO opraHa)

Q:\“
NOATBEPXKAACT CIACAYIOILECE: QG

.

npoBesaeHa apMaLeBTHYECKas MHCIIEKLUS N
0eNI0pyCCKO-TOJUIAHACKOrO COBMECTHOTO MPEANPHATHS 00LIeCTBA ¢ orpaHI/I}an@bﬁ
OTBETCTBEHHOCTBI0 «DAPMIJIOH [1» \'\Q
\‘

(nonHoe HaMMEHOBaHWE NPOU3BOIUTEIS) O

MuHckas 0611., HecBrkckuii p-H, r. Hecik, yi. HeHHHCKaHQI%HQ
(ampec MpOM3BOACTBEHHOM MJIOLAAKH) @V

Ha OCHOBAaHHHU: ,
npukasa MunucrepcTsa 3apaBooxpanenus Pecnybnuky Berapyce o&}ﬁ\%rycm 2024 r. Ne 1072 «O6
OpraHM3aluvy UHCTIIEKTHPOBAHUAY. \

Ha ocHoBanMu cBeneHMi, MONYYeHHBIX MpH Npoesese HCTIEKTUPOBAHUS, TOCNeHee U3
KOTOpBIX Ob110 MpoBeneHo ¢ 9 aBrycra 2024 r..no 16 a 2024 r., yCTaHOBJIEHO, YTO AaHHOE
(papmaLieBTHHECKOE MPOM3BOJCTBO COOTBETCTBYET TpeGoBaHuaM Haanexaluell Npou3sBOACTBEHHOM
NpPaKTHKK, SKBUBaleHTHOW [IpuHumnam PyKOBOﬂQ\n EBponeiickoro coroza no Haajexatied
MPOU3BOACTBEHHON TNPAaKTHKE JeKApeTBEHHBIX CREJCTB I MEIULMHCKOTO M  BETEPHHAPHOIO
npuMeHeHus 1 npuHupMnaM CuctemsreoTpyanuuedtsa dpapmanuesTnueckux uacnexkuuii (PIC/S).

Hacrosamuii cepruduxar,. orpaxaet ‘c\%ryc NPOM3BOACTBEHHON TIUIOWIAZAKH HAa MOMEHT
npoBeeHUst GpapMalleBTHUECKOH pmcnexu%:\?? N0 McTeueHuH Gonee 3 JieT OT JaThl MOCAEIHEro AHS
NOC/IeTHEr0 WHCTIEKTUPOBAHMUS HE MO UTaThCSl JOKYMEHTOM, CBUACTEIbCTBYIOIIUM O CTaTyce
coorBeTcTBUsl. Cpok HeicCTBUA cepqﬂ MKaTa MOXeT OBITh COKpalleH MpH HCMONb30BaHUH
COOTBETCTBYIOWUX NPUHLIANOB Y ©HMS pUCKaMH NPU HAJIMUMM COOTBETCTBYIOLIEH 3aM1CH B M0Je
«OrpaHuueHus wan HOﬂCHuTe\Jéa%e 3aMETKH, Kacatoluecs 0o0JacTH MPUMEHEHHSt HACTOSLLero
cepruduKaTay. * ;

Ceprudukaz spnse &ﬂeﬁCTBI/ITeJlebIM B Cllydae MNpEeACTaBICHUs BCEX €ro JIUCTOB (Kak
OCHOBHBIXTUCTORB, TaK TIOJIHUTENIBHBIX JINCTOB).

AYTEHTHUHOC b%loanuHHocrb) HACTOSILEro cepTU(dUKaTa MOXKHO NMPOBEPUTH B 6a3e JaHHBIX
MiunuetepcTBa :@gaBooxpaHeHm PecriyOnuku  Benapych, pacnonoskeHHOW 1o ajpecy:
https://minzdra&ov.bv/ru/dlva-spetsialistov/lekarstvennava-politika/inspektirovanie—na,—sootvetstvie-
trebovaniyam/:\n\gp.php (Peectp cepruduxaros GMP).

E \\cepmtbmcaT He NpeACTaBlIeH B YKa3aHHOH 0a3e HaHHBIX, cliefyeT oOpaTuThcs B
yl‘[OHI:K{\@%‘:@HHHI‘;I opraH, ero BblJIaBLIUI.
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MVHNCTEPCTBO SHPABOOXPAHEHVM PECITYBJIVIKM BEJIAPYCb

NV

CEPTUDOUKAT

Ne 0272/2024/GMP

M JlekapcTBEHHBIE CPENCTBA /1S MEAULIMHCKOTO MPHUMEHEHHUS
M JlekapcTBeHHbIE TIpenapaTsl 11 KIMHUYECKUX UCCIe0BaHMi (MCTIbITAaHMUH)

S

T

Kox | HanmeHoBaHue
1. [TPOU3BOJACTBEHHBIE OIEPALIMU - JIEKAPCTBEHHAA ITPOAYKLIMA

1.1 CrepusibHas DpoAyKLMs
1.1.1. IIpousBoanuMas B aceNTHUECKHUX YCIIOBUSIX (omeparLu o0paboTKU s cleqy FOmunX
JIEKapCTBEHHBIX HOpM):
1.1.1.4. Teepabie iekapcTBeHHbIE GOPMBI M HMIUIAHTATbI: MOPOLIKH
1.1.3. Beimyckaromuii KOHTpPOJIb KauecTBa (BbITYyCK CEPHH)
HecrepunbHas npogyKLus
1.2.1. HecrepuneHas npoiykuus (TEXHOJOTHYECKHE OMNepaLyy /i m\@‘e’nm
CJICIYIOLLHX JIEKAPCTBEHHBIX (hopM):
1.2.1.1. Kancynsl B TBepao# obosiouke
1.2.1.8. Ilpoune TBepabie JeKapcTBEHHbIE (POPMBI
1.2.1.13. Tabnetku
1.2.2. Boinyckarouinii KOHTpoJIb KauecTBa (cepTruduKauus cepnuNo
ITpouas nexapcTBeHHast NPOAYKLHS UM NPOU3BOACTBEHHAS ;@n@ibﬂocu
1.4.1. IlpousBoacTro: 0’0‘
1.4.1.3. TIpoyas npoaykius: aHTHOUOTHKH BeTa-akTaMHObO psijia
1.4.3. Tlpouee: \ -
XpaHeHHe MaTepHasioB U MPOAYKLMH < MHHCKas OQ@'HCCBH)KCKHI/I p-H, I. HecBuxk,
yi. Jlenunckas, 124J1/2, 124/1;
KOHTpOJIb KauecTBa — MuHCKag001., Hecsu@s\\m p-H, r. HecBux, yi. Jlenunckas, 124,
124/1;
BBITY CKaIOLLH KOHTPOJIb (cepm(bmgapg} cepuu) — MuHckas o6:n., HecBrkckuit p-H,
r. Hecpwx, yi. Jlennnekas, 424J1. o
YnaxoBka Q"
1.5.1. llepBuuHasl ymakoBKa: G)V
1.5.1.1. Kaneynbi reepnoif p60o4ke
1.5.1.8. [lpoune TBepg@&\eKapCTBeHHble dhopmbI
1.5.1.13L TaGnerku . \\
1.5.2. BTopuqHas(ﬁameKa
Kourposb Kélg@“rsa
146.1. Muxpéé)lonomqecme VICTIBITAHUS: CTEPUJIBHOCTD
1.6.2. M@?p‘o6uonomqecxue HCTIBITaHUs: MUKPOOHOIOrnuecKas YucTora
1.6. ;@}lmmecxne (hu3nuecKue) UCTIBITAHUS

‘@VEnonomqecme UCITBITAHUS

(Q OrpaHu4eHus WK MOSCHUTENIbHbBIE 3aMETKH,
\\ Kacaroruecs 061acTi NIPUMEHEHHs cepTHhUKaTa:

i

Qﬁ% JEHCTBUS TaHHOTO cean(buKaTa COKpalicH oo 2 et c YYE€TOM OLICHKH BHYTPEHHETO pPUCKaA,
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MVIHNCTEPCTBO SHPABOOXPAEHVIH PECITYBJIVIKV BEJIAPYCb

CEPTUOUKAT

Ne 0272/2024/GMP

NPUCYILEro NPOU3BOACTBEHHOM TIOIIAIKE, H PUCKA, CBA3aHHOTO ¢ COOJII0IeHHeM TpeboBaHuiH
GMP (1o pe3ysnpTaTaM MHCIIEKTHPOBAHHS).

CrapogoiitoB A.T'.,
3aMECTHTEND
MunmncTpa 31paBoOXpaHeHu s

Pecnybauku benapycs /

(bamunus, coOCTBEHHOE M4, OTYECTBO (€C/IH TaKO ¢ t-“‘(“ﬁo 1iCh)
UMEETCS), IOJDKHOCTD CITyKalllero) E N AN

26 centabpsa 2025 r.

(mata nognucaHus)

00003850
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