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EBPA3UINCKII DKOHOMUYECKWI COIO3
MWHWCTEPCTBO 3[1PABOOXPAHEHWS PECNYBJINKU BEJIAPYCb

TPEBOBAHWUAM MPABWJ HALJIEXXALLEA NPOV3BOACTBEHHOL
EBPA3UIACKOIO 9KOHOMMWYECKOIO COIO3A

Noe GMP/EAEU/BY/00477-2026
Cpox peticteus ¢ 21 nosa6ps 2025 r. no 20 Hosbps 202

Beigan nmo wroram npoeeneHus dapmaileBTHYECKOW HHCMEKUMH B eretghn ¢ IlpaBunamu
nposeneHus (apMaleBTHUYECKUX WHCMEKLMH, YTBEep)KACHHbIMU Peud géBeTa EBpaszuiickoi
3KOHOMMUECKOH KOMHccHH OT 3 Hos10ps 2016 r. Ne §3.

MunucrepcTBO 3apaBooxpaneHus Pecnyonuku benapych

(I'IOIIHOC U COKpaIlUCHHOE HAUMECHOBAHWS YTNOJIHOM

MOATBEPIKAALCT Clieaytolliee:
nposeneHa dpapMaleBTHYECKas UHCISKLIUS
OTKPBITOrO aKLIMOHEPHOro obliiecTBa «Bopncoscxn

(ﬂOﬂHOC HanMCHOBAHHE TP
Pecny6nuka benapyck, Munckas o6aacts, boprcos

(uex NoAyw
(ampec nNpOM3BOICTB ougﬁk
Ha OCHOBAHUU: (*)Q

npukasa MuHucTepCcTBa 31paBooxpaHeHus Pecn \na pych ot 15 centsa6ps 2025 r. Ne 1055
«O6 opraHM3alMK UHCTIEKTUPOBAHUSY. \ ;
Ha ocHoBanuM cBeneHMi, NonyUeHHbIX npu&ene M WHCNEKTHPOBAHUs, MOCIeHee U3 KOTOPbIX
w1110 nposeseHo ¢ 10 Hoabps 2025 r. no 14He 6p>1 5r.,¢ 17 HosiOps 2025 r. no 21 HoaOps 2025 .
YCTaHOBJICHO, YTO AaHHOe (hapMaleBTHUEEKOS 3BOJICTBO COOTBeTCTBYeT TpeGoBaHHuaM [lpasun
HaJJIexallel NpOM3BOACTBEHHOM Mpa BPASMHACKOr0 9KOHOMUYECKOTO COH03a, KBUBAJICHTHBIX
[Tpunuunam u Pykoeoactey EBpo 0 (g@}osa no Hajanexailed NpoU3BOJACTBEHHOH INpaKTHKe
NIEKApCTBEHHBIX CPE/ICTB A1 MEAUIMHCKOrQoH BETEPHHAPHOTO MPHMEHEHHS M NPHHLMNAM Cucrembl
coTpyaHHecTBa hapmaueBTHyeckux HHcnékuuii (PIC/S).
Hacrosumii ceprudukar orp CTaFyC MPOM3BOACTBEHHOH IMIOLAJKA Ha MOMEHT MpPOBEIEHHS
apmaueBTHUECKON HHCIMEK 0 ;gg"reqennn Gosiee 3 A€T OT AaThl MOCIEAHEro AHS MOCIIENAHErO
MHCTIEKTUPOBAHHS HE MOXK UTATESS 1OKYMEHTOM, CBH/ICTEIbCTBYIOLIMM O CTAaTyCe COOTBETCTBHS.
Cpok pneHcTBUA cepTH a M@¥eT ObiTb COKpAlUeH MpH MCMOJIb30BAHUH COOTBETCTBYIOLIMX
NPUHLMIIOB yﬂpaBﬂeHI/l(mK@l/l NpH HaJMYHM COOTBETCTBYIOLIEH 3ammcu o6 3TOM B Mose
«OrpaHuueHus uiu Hmﬁbmﬂe 3aMeTKH, Kacatoluecss 00JacTH MPUMEHEHHs HACTOALIEro
cepTUduKaTay. & '
Ceprudukar s eHCTBUTENBHBIM B Cllydae MPEACTAB/ICHHS BCEX €TO JIUCTOB (kaK OCHOBHBIX
JIUCTOB, TaKk OJTHUTEABHbBIX JINCTOB).
AyTeHTHYH (noszAHHOCTb) ‘HaCTOsAIEro cepTUdUKaTa MOXKHO NPOBEpUTh B 0ase AaHHBIX
MunucTepcTBa 34%&8ooxpaneﬂm Pecnybnuku  bBenapyck, pacrionokeHHOH Mo ajapecy:
minzdrav. gonbyv/ru/dlva-spetsialistov/lekarstvennaya-politika/farmatsevticheskiy-mspektorat-
va-zdr 1&%%& raneniva/index. php (Pee’}Tp cep fmbuKaTOB GMP EABC)
' cienyet oOpaTuTbcs B
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1. IPOU3BOJICTBEHHBIE OIMEPALIMH — JIEKAPCTBEHHAS ITPOJIYKLIMS
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1.2.2. Boinyckatoumii KOHTposb kauecTsa (cepTrduKaLus Cepun)

1.2.1.3. XKeBarenbHble jiekapcTBeHHbIE POPMBbI

1.2.1.1. Kancynsl B TBepaoii obonouke
1.2.1.13. Tabnerku

1.4.3. Ilpouee

KOHTPOJIb Ka4€CTBa W BBINYCKAIOLIMH KOHTPOJIb KauecTBa
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1.5.1.3. XKeparenbHble nekapcTBeHHbie GOPMbI

1.5.1. [lepBuuHas ynakoeka
1.5.1.13. Tabnetku

1.5.1.1. Kancybl B TBEpaoi 060s04ke
1.5.2. BropuuHnas ynakoeka
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1.6.2. MukpoGuonoruueckue UCTbITAaHHSA

TCJIbHBIC 3aMCTKH,
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1.6.3. Xumndeckue (pusnueckue) ucn

JlekapcTBeHHbIE NpenapaThbl U1 KIMHHYECKHUX HCCEN0BaHUM (MCTbITaHHN)

1.2 |HecTepunbHas npoaykiius

]
]

1.4 |[Tpouas nekapcTBEHHAs NPOAYKUMS WM NPOU3BOICTBEHHAS NEATENBHOCTH

1.6 |KonTposnb kadecTsa

1.5 |YnakoBka

MM 11051

OrpaHu4eHus

~

bIX MpenapaToB AJIA KIMHUYCCKUX HCCIICNOBAaHHUH

5

3aMECTHUTE]Tb

Tabnetku — 1.2.1.13.
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Pecny6nuku benapye
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