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CEPTUO®OUKAT

COOTBETCTBHS ITPOMBIIIJIEHHOI'O ITPOU3BOJCTBA
JEKAPCTBEHHBIX CPEACTB TPEBOBAHUSIM
HAVIEXKAINEHN ITPOU3BOACTBEHHOU INTPAKTHUKHU

Ne 0280/2025/GMP

Cpox neiicteus ¢ 17 ausaps 2025 r. no 16 suBaps 2027 r.

Beiman no wuroraM npoBeleHHs HWHCIEKTHPOBaHUS ((papMaLeBTHUECKOW WHCMEKUWW), B
cooTBeTCTBMU C IlonoxkeHWEM O MOpAIKE W YCIOBHAX HHCNEKTUPOBaHUS ((papMaleBTHHEcKON
MHCIIEKLIMH) TIPOMBHLIEHHOTO MPOM3BO/CTBA JIEKAPCTBEHHBIX CPECTB HA COOTBETCTBUE TPEOOBAHUAM
Hannexameli npou3BOACTBEHHOM NPAaKTUKM, YTBEPXKAEHHBIM TOCTaHOBJIEHHEM NMHHETEPCTBA

3apaBooxpaHenus Pecriy6nrku benapycs ot 18 HosGps 2020 r. Ne 102. &

MunmucTepcTBo 3apaBooxpaHeHus Pecy6ivku Benapych { Q

(MoNHOE U COKpALLEHHOE HAUMEHOBAHHUS YIOJHOMOYEHHOr0 OpraHa) Q;\“
NOATBEPKAAET CIICAYIOLIECE: G
NpoBE€acHa d)apmaueBanecxaﬂ HHCIICKIUA '\Q
6en0pycc1<o-ronnaﬂﬂc1<0ro COBMECTHOI'O NMPCANIPHATHUSI 06U.leCTBa C OFpﬁHl{ﬁL—@Oﬁ

OTBETCTBEHHOCThIO0 «DAPMJIIOH [I» \’\Q
-~

(monHOE HaMEHOBAHKE MPOU3BOANTENS )

Mumnckas 061., HecBrxckuii p-H, r. HecBuk, yii. HCHI/IHCKaﬂg}p%B-]

(ampec MPOM3BOACTBEHHOM MIOWAKH) @V

Ha OCHOBaHHH:
npukasa MununcrepcTsa 31paBooxpaHeHus PecryGnvku Bemapych mé&m%pﬂ 2024 r. Ne 1681 «O6
OpraHM3aL1H UHCTIEKTHPOBAHUSY. \

Ha ocHOBaHWH CBeleHHH, MONy4YEHHBIX TIPH MpoBese @nncnemuposaﬂm, nocJieinee U3
KOTOpBIX ObLIO MpoBeaeHo ¢ 14 suBaps 2025 r.'mo™17 1 2025 r., yCTaHOBJIEHO, YTO JaHHOE
dbapmaneBTHUECKOE MPOM3BOACTBO COOTBETETBYET TPE usM Hapnexameld mpou3BoACTBEHHOM
NPaKTUKH, 3KBHBaNeHTHOH [IpuHLMNaM ‘u Pyxoaonq% EBponelickoro corza mo HaajexarieH
NPOU3BOACTBEHHOH NpAKTUKE JIEKAPETBEHHBIX OK@CTB JJI1 MEJULIMHCKOTO W BETEPHHApPHOro
MPUMEHEHNS U TpUHLIMNaM CUCTeMBI COprleHq'Qsﬂsa ¢dapmauesTuueckux uncrekumii (PIC/S).

Hacroamuii ceprudukar,, orpaxkaet ‘@ryc NPOU3BOJICTBEHHOH TUIOIIaAKM HAa MOMEHT
nposesieHHs GapMaleBTHUSCKOM HcheKu%:(i? 1o ucteyeHun Oonee 3 NeT OT AaThl MOC/IEIHEro JHA
NOCJIEAHErO UHCIIEKTHPOBAHHS HE” MO UTaThCs JNOKYMEHTOM, CBHAETENBCTBYIOLIUM O CTaTyce
coorBeTcTBUA. Cpok JeHCTBus cepqﬂ MKaTa MOXeT ObITb COKpallleH Mpd HCMONb30BAHHU
COOTBETCTBYIOLIMX MPUHLIAIOB Y {Bherns PUCKaMH IMPU HAIMYUM COOTBETCTBYIOLLEH 3aM1CH B M0JIe
«OrpaHuyeHUus Wik noncnmié!%le 3aMETKH, Kacaroliuecss O0JacTH MPUMEHEHHs HACTOSILETO
ceprudukaTay. * ;

Ceprudukar sasis \c@nei/’lcmmenbﬂbm B Cllyyae TMpEACTaBJICHUS BCEX €ro JIMCTOB (Kak
OCHOBHBIXJIHCTOB, TaK %HOJ‘IHI/ITCHLHHX JIICTOB).

AyTEHTHYHOC LQ)‘:OLUIHHHOCTL) HaCTOSILEero cepTuduKaTra MOKHO NMPOBEPUTH B Oa3e JaHHbIX
MunuetepcTsa :ﬁaaooxpaueﬂm Pecriy6nuku  benapych, pacnojiokeHHOH MO  ajpecy:
httpsi//minzdrangov.by/ru/dlya-spetsialistov/lekarstvennaya-politika/inspektirovanie-na-sootvetstvie-
trebovaniyam/}gmp.php (Peectp cepruduxaros GMP).

E cepTMMKAT He TMNpEACTAaBIeH B yKa3aHHOW Oase NaHHBIX, CJeAyeT oOpaTHThCs B
ynonth YEHHBIHA OpraH, €ero BbIJABUINHA.
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MMHNCTEPCTBO SHPABOOXPAHEHVIH PECITYBJIVIKV BEJIAPYCb

CEPTUDOUKAT

Ne 0280/2025/GMP

M JlekapcTBeHHbIE CpeacTBa A/ MEIULIMHCKOTO IPHMMEHEHHUS
] JlekapcTBEHHBIE NpENapaThl Jis KIMHAYECKUX HCCIIe0BaHHI (MCHIbITaHM)

Kon l HanMeHoBaHKe
1. TIPOU3BOJJCTBEHHLIE OIMEPALIMU - IEKAPCTBEHHAA MPOJAYKLIMA
1.1 CrepuiibHasg NpOLYKLIUsS
1.1.1. TlpousBoauMas B acenTHYECKUX YCIOBUSX (onepaunn o6paboTku uis CeayRIHX
JIEKapCTBEHHBIX (OpM):
1.1.1.2. Kuzkue nexapcrBerHbie GopMbl Masioro obbema
1.1.1.3. JInodunusarslt
1.1.3. BolnycKarouiuii KOHTPO/Ib Ka4ecTBa (BbIMTYCK CEpHH) A@‘
[Tpoyas jekapcTBeHHas NPOAYKLHMS MM MPOU3BOJCTBEHHAS NesTeIEHOCTE \‘\"QV
1.4.3. TIpouee: XpaHeHHE MATEPUAIIOB 1 MPOAYKLMU: MuHCKas ofity HeeBrkekidt p-H,
r. HecBux, yn. Jlenunckas, 124/1, 124B-1; ’\\'\
KOHTpOJIb KayecTBa: Munckas o6:., HecBrxckuit p-H, r. HeCeuk, yi. @uﬂcxaﬂ, 124,
124/1; '
BBIMYCKAIOIMI KOHTPOJb (cepTrdUKaLus cepun): MHHCKas/00i1. %@BPDKCKHH p-H,
r. Heceuwx, yn. Jlenunckas, 124J1.
YnakoBka ,\’0\‘
1.5.2. BropruHas ynakoBka ,Q‘O
KoHTponb KauecTsa Ko
1.6.1. MukpoOHOIOrHYECKHE UCTIBITAHNS: CTepI/lqu(@rb
1.6.2. Mukpobuonoruyeckue UCNbIfaHMs: MHKRQ@V?)HOFI/II{CCKaﬂ YUCTOTA
1.6.3. Xumnueckue (huznueckue) I/ICHBITaHm\‘
1.6.4. buonoruueckvie UCTIBITAHUS . (-;\,\')
OrpaHndeHns Wiy AUTEIIbHBIE 3AMETKH,
Kacaropirecs=obnac MMeHeHUs cepTUdHKaTa:
JelicTBME JlaHHOTO cepTHdMKATA PacnpOCTPaHIeTcs Ha y4acTOK IO MPOH3BOACTBY TBEPABIX H
SKUAKUX CTEPHIbHBIX JICKaPCTBEHHBIX M Ne 2,
Cpox eicTBUsSI HACTOSMIErO cep’m@fmaTa COKpalleH 0 2 JIeT ¢ y4eTOM OLEHKH BHyTpeHHero
pucka, mnpucyuiere’ HMpOU3BOACTBEHHOH IUIOLIAIKE, W PHUCKA, CBA3AHHOrO C co6m011§7l’mem
tpebosannit GMP (nip pesysintaram WHCIIEKTUPOBAHMUS). 4
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Munuerpa ﬁa’s OXpaHeHHUsI
Pecny6makibenapychb
((bamw\/wco&meﬂﬂoe HMS, OTHECTBO (ECIIH Taxosoe‘\\

MUMEETCA), JODKHOCTH CITyXALIEro)

\\(Q 26 centsa6ps 2025 r.
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