MMHWCTEPCTBO SZIPABOOXPAEHVIH PECITYBJIVIKM BEJIAPYCb

CEPTUOUKAT

COOTBETCTBUS MPOMBIIIJIEHHOI'O ITIPOU3BOACTBA
JEKAPCTBEHHBIX CPEJACTB TPEBOBAHMAM
HAJUIEXKAIIEA IPOU3BOJACTBEHHOU ITPAKTHUKH

Ne 0280/2025/GMP
Cpoxk neficteus ¢ 17 aupaps 2025 r. mo 16 ausaps 2027 r.

BbijaH MO MTOraM MNpOBEJEHWS WHCTEKTMpoBaHWs ((apMaleBTHUECKOH WHCNCKLMM) B
cootBeTcTBMM ¢ [loNoXKeHHeM O TMOpAAKe M YCIOBMSX HMHCIEKTHpOBaHMs ((apMaLeBTHHECKOH
MHCIIEKLMH) TIPOMBILIIIEHHOTO IPOHU3BO/CTBA JIEKAPCTBEHHBIX CPEJICTB Ha COOTBETCTB @ OOBaHUSM
Haanexaueif NpoM3BOACTBEHHOH TPaKTHKH, YTBEPXKIACHHBIM MOCTAHOBJICHHE
3npasooxpanenus Pecry6iku Benapych ot 18 Hoa6ps 2020 r. Ne 102.

MuHucTepcTBO 3apaBooxpaHeHus Pecrry6vku benapych
(HOJ'IHOC U COKpPAUICHHOC HAUMEHOBAHUA yﬂOﬂHOMOqCHHOI‘O oprada

MOJTBEPIKACT ClEAYIOLEE:
nposeeHa hapMalieBTHIECKas HHCIEKIMS
0€eJ10pyCCKO-TOMIAHICKOr0 COBMECTHOTO TIPEANPUATHS 06111@%0 orpa%@&mon
oTBeTCTBEHHOCTHI0 « DAPMIJIBDH

(M0JIHOE HAUMEHOBAHHE IPOM3BOLHUT \\’\,‘
Munckas 0671., HecBUKCKUH p-H, T. HeCBH &HHHC@ 124B-1

(aapec MPOU3BOACTBEHHOK >

Ha OCHOBaHMH:
npyka3a MUHHCTEpCTBA 30paBooXpaHenus Pecny6n @ apyc (?3 nexabps 2024 r. Ne 1681 «O6

OopraHu3aunv UHCTIEKTUPOBAHUS».
Ha ocHoBaHuM CBeIEHUIA, NOJIYYEHHbI

n%m/m MHCNEKTUPOBAHUS, MOCNEAHEE U3
KOTOpbIX ObLIO TIpoBefeHo ¢ 14 sHBaps 2 ap;l 2025 r., yCTaHOBJIEHO, YTO JaHHOE
(apmaueBTHYECKOE MPOU3BOJACTBO co OBaHI/ISIM Haanexainei npou3BOACTBEHHON
NPaKTUKU, SKBHUBAJIEHTHOH Hpvmuyl yxom ctBy EBporieiickoro cotoza no Haanexaiien
NPOW3BO/JICTBCHHOH NPAKTUKE Jie BEHHb Qpencm N1 MEAMLIMHCKOrO M BETEPUHAPHOro
NPUMEHEHHUS U IPUHLIMIIAM CHC ectBa apmanesTHueckux uHcnexkuui (PIC/S).
Hacrosiuii  ceptud CTaTyc MNPOM3BOACTBEHHOH TMIJIOLIJAKM Ha MOMEHT
npoBe/icHus (apMaLEeBTHYEC M ¥ 10 UCTeYeHuH OoJjiee 3 JIeT OT JaThl MOCHCAHEro AHs
nocje Hero I/IHCI'IGKT
COOTBETCTBHS. TBHS ‘Z}eme}mxaTa MOXeT ObITb coxpameﬂ NpH UCTOJB30BAHUN
COOTBGTCTBy}OU.l aBneHm pHCKaMK NPU HAJIMUMHM COOTBETCTBYIOLIEH 3alUCH B 101
«Orpanuue a@ noac eJIbHI)Ie 3aMeTKM, Kacarolidecs o00JiacTH INPUMEHEHHs HaCcTOALIEero

cepm(.’anaT
HKar ﬁwemﬂ NEeUCTBUTESIbHBIM B CIy4ae TPEACTABICHHs BCEX €ro JMCTOB (Kak
oc CTOB W [IOTIOJIHUTENBHBIX JIUCTOB).
€HT %CTL (MOMIMHHOCTB) HACTOSILIETO CepTU(UKATA MOKHO MPOBEPUTHL B fase JaHHbIX
MI/IHMCTCpC &‘ 3apaBooxparnenuss  Pecny6nuku  benapyce, pacmosiOKeHHOH mo  aapecy:
https: //mmﬁa‘rav oov.by/ru/dlya-spetsialistov/lekarstvennaya-politika/inspektirovanie-na- sootvelstvie-
trebovm@vam—gmp.php (Peectp ceprudukaror GMP).
: cnu cepTMdMKAT He TpeJCTaBlIeH B yKasaHHOW 0ase MaHHBIX, CJEIyeT o6paTuTbes B
: \&_&iowmqeﬂﬂmﬁ OpraH, ero BblJaBLIHH.
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MVHUCTEPCTBO 3HPABOOXPAHEHVIH PECITYBJIVIKV BEJIAPYCb

CEPTUOUKAT

Ne 0280/2025/GMP

] JlexapcTBeHHbIE CPEICTBA 111 MEIULIMHCKOrO NPUMEHEHHUS
M JlekapcTBeHHbIE TIpenapaThl JJist KIMHHYECKUX HCCIIeA0BaHUM (MCTIBITAHKH)

Kon [ HaumenopaHue

1. TIPOU3BOJCTBEHHBIE OINEPAILIMU - IEKAPCTBEHHAS ITPOAYKIHA
1.1 CrepunpHas NpoagyKLHUs
1.1.1. TlpousBoauMas B aCENTHYECKUX YCIOBHAX (onepaluuu o6paboTku ajis clie
JIEKAPCTBEHHBIX JOpM):
1.1.1.2. XKuzkue nexapctBeHHble GopMbl Manoro obbema
1.1.1.3. JInodunuzaTst
1.1.3. Beinyckaromuii KOHTPOJib KauecTBa (BbIITYCK CEPUH)
[Tpouyas JiekapcTBeHHAs MPOAYKLHS MM NPOU3BOJACTBEHHAS [IESTENIbH v
1.4.3. TIpouee: cknaj ChIPbs ¥ MaTEPHUAJIOB, CKJIaJ FOTOBOH NPOAYKAMH — MK
Hecpukckuii p-H, . Hecux, yii. Jlenunckas, 124/1, 124B-1; ALY
CeKTOP PU3UKO-XUMHYECKHUX HCTIBITAHUH XUMHKO-aHAIMTHYECK naGQ@puu -
Mumckas 064., Hecikckuit p-H, r. HecBik, yi. Jlenunc Q
CEeKTOp MHKpO6HOHOFH‘{eCKHX WCTIbITAHUH XUMHKO-aH YeCKO| AADOPaTOPUN —
Mumnckas o6i., HecBukckuii p-H, r. HecBuxk, yi1. HHEKas, | ,2;43&
Vnakoska A ,\QU' ’
1.5.2. BropuyHas ynakoBka y )}
KoHTpons kauecTBa ,c),\?
1.6.1. MukpoGuonoruyeckue I/ICl‘[LITaljn& k}[@g

nkpeGbIOruyecKas YUCTOTa
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1.6.4. buonoruyeckue UCIIBIT )
4
Orpanud NOsCHUTENbHBIE 3aMETKH,

Kacaromuyec Jlac HMCHCHHUA CepTI/I(bI/IKaTaI
JIECTBUE NaHHOTO cep’m@nxa crp aHSAETCsd Ha y4acTOK IO MPOM3BOACTBY TBEPAbIX M

JKUJIKHX CTEPUIBHBIX JIEK CHHBIX (bﬁp Ne 2

Cpok peiicTBud HaCT(& aTa coxpameﬂ 10 2 JIeT C YUEeTOM OLEHKH BHYTPEHHETrO
pHcKa, npncymero po oif IuIoUlaKe, W PHCKAa, B_g3aHHoro ¢ cobiogerinem
TpeOOBaHHI G I/IHCI‘ICKTI/IpOBaHHH) / waPOyg S /‘l

CTapOB A .\'

T
cTp 3apa@%paﬂeﬂm
PeciiyGnukn Béapyce

(d)aMpmm 0fCTBEHHOE MM$, OTYECTBO (€CJIH TAKOBOE
. eTCﬂ) JOJDKHOCTD CITyalLEero)

A 26 mas 2025 .
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