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MVMHVCTEPCTBO 3IPABOOXPAHEHVIS PECITYBJIVIKM BEJIAPYCh

CEPTUOHUKAT

COOTBETCTBHS MPOMBIIIJIEHHOT'O TPOU3BOJACTBA
JIEKAPCTBEHHBIX CPEJICTB TPEBOBAHMSIM
HAJUIEJKAIIEN IPOU3BOJACTBEHHOI NPAKTHKH (GMP)

Ne 215/2022/GMP

BBIIaH 110 UTOTaM TPOBEJCHHUs HHCTIEKTUPOBaHHA B COOTBETCTBHH ¢ [losoxeHueM o a@psiike U
YCIOBUSIX MHCNEKTHPOBAHMS TMPOMBILIIEHHOTO TMPOM3BOJACTBA JIEKAPCTBEHHBI CTB Ha
cooTBeTCTBHE TpeboBaHuaM Hannexaieil npou3BOJCTBEHHON NPAaKTHUKH, Y HHBIM
MOCTaHOBJIEHHEM MuHHCTEpCcTBa 3/paBooxpaHeHus Pecnybnuxu benapy
2020 r. Ne 102.
MuHucTepcTBO 31paBooxpaHeHus Pecnybnuku benapych noareepxaaeTicie]n
MPOBEJIEHO HWHCTIEKTUPOBAHUE

OOGuiecTBa ¢ orpaHMyYeHHOMH OTBeTCTBEHHOCTHIO "la

(Hal/IMCHOBaHHC NPOU3BOINTEIA, HpOHBBOﬂCTBCHHOFI(]:IX)
222603, Munckas o0n., p-H. HecBrxkckuii, r. HecBu

h)
(Mecro(a) HaxoxAeHuUs, TeNedOH, aapec e HH n0lm>1

Ten. +375 (1770) 63-055, e-mail: mai omp %a by

Ha OCHOBaHMM MpHKaza MuHHUCTEpCTBA 31paB HI/IH ~Pecny6nukn  Benapych ot

25.11.2021 Ne 1478 «O npoBeaeHUH UHCTIEKTHUPO
Ha ocHoBaHMM cBeneHHil, MOJyueHHbIX np@ HCHCKTI/IpOBaHI/Iﬂ nocneaHee M3

KOTOpBIX ObLIO mpoBeseHO ¢ 27. 12 20 1, ycraHOBIEHO, YTO JAaHHBIA
NPOU3BOAMTEND  JIEKAPCTBEHHBIX coo% TByeT TpeboBanusM  Haanexatueit
NPOU3BOACTBEHHON MPAKTHKH.
Hacrosmuit ceprudukar orpaxae y np OI[CTBCHHOI/I(I:IX) TUIOLIAAKH(OK) HA MOMEHT
NpOBEACHHUS I/IHCHGKTI/IpOBaHI/Iﬂ 3 JeT OT JATHl MOCJEIHEro JHs MOCIeAHEro
WUHCTIEKTUPOBAHUS HE I[OJ‘I)K B Ka4ecTBE JOKYMEHTa, CBUIETEJLCTBYIOLIETO O
CTaTyce COOTBETCTBUS. Hp npe;[ UM CpOKa, Ha KOTOPBI BbIIAETCA CepTUPHUKAT,
YUMUTBHIBAIOTCS TPUHIM npaBne pUCKaMH B COOTBETCTBUU C JOKYMEHTaMH CHCTEMbI
KadecTBa (apMHUHC ‘QTpa)Ka}OTCH B mnojie «OrpaHuueHHs WId TMOSICHUTENIbHBIE
3aMETKH, Kacaro MpUMEHEHUs Hacrosimero ceptudukara». CepTudukar
SIBIISICTCS ,[[CI/ICT TE LHLIMQ}cnyqae NPEJCTABIEHUSI KaK OCHOBHBIX, TaK U JOTMOJHUTEIbHbIX
JIUCTOB.
HOC HO,ZUII/IHHOCTL) HACTOSILETO cepTUUKATA MOXHO IPOBEPUTH Ha
caH €. I/IHI/ICTepCTBa 3apaBooxpaHeHus: PecryGnuku benapych B riobanbHoi
Ml’lb HO {%n HuTepHer.
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MMHVCTEPCTBO SI[PABOOXPHVIH PECITYBJIVIKV BEJIAPYCb

CEPTUOUKAT
Ne 215/2022/GMP

e

M JlekapcTBeHHbIe Tpenaparsl [jis MEAULIMHCKOTO TPUMEHEHHUS

O dapmaueBTruyeckue cybcTaHLMK

[0 BerepunapHble JiekapCTBEHHBIE MpenapaTsl

M JlekapcTBeHHBIE MpenapaThl [isk KIMHAYECKMX UCCIIeA0BaHNH (MCTIbITAHHH)

Kog HaumeHoBaHHe

HanmenoBanHe BH/Ia NPON3BOJCTBA, JeKAPCTBEHHOH (hOpPMBI

IIpoMbImIeHHOE POU3BOACTBO CTEPUIIBHBIX JJeKAPCTBEHHbBIX CPeICTB U (11
(apmaneBTHYeCKHX cyOCTAHIHI U HX ONTOBAS Peaju3alus

1.1 UlexapcTBeHHble (pOPMBI, IPOH3BOANMbBbIE B ACCNITHYECKUX YCIOBH

1.1.1 [Kunkue jexapcTBeHHbIe (POPMBbI

1.1.1.2 pxuakocty 6onbinoro oobema (6onee 100 M)

1.1.1.3 pxugkocTtu Majoro oobema (100 Mt winu MeHee)

1.1.3 Tepavble aexapcTBeHHbIE (POPMBI

1.1.3.4 nuodunuzatsel

1.3 Brinyckaomnii KOHTPOJIb

4 POMBIIIJIEHHOE NPOH3BOICTBO CTEPHJI CTB& 1x CPEACTB, HOTYy4aeMbIX
M3 TOHOPCKOH KPOBH HJIH NJIa3Mbl D

4.1 CrepuniibHbIE JIEKAPCTBEHHbIE q)opM

4.1.1 [Kugkue nekapcTBeHHbIE q)opr

4.1.1.2 pruakoctH OonbLoro oobema (

4.1.1.3 pkuakoctu majioro odobema (1

4.1.2. |TBepable JekapcTBeHHBIE

4.1.2.1 muodunuzatst

4.2 Boinyckarommii >
11 KonTposn lqﬂ‘egT 8 T\
113 xumunueckie Maneo@) UCTIBITaHHUA

Orpanuue @ SICHI/I Qbm,le 3aMETKH, KacalolHeca-06:1acTu NpUMEHEHHS ceprudukara:

LYY
1Ll nei & ceprudukara pacrnp aﬂfsi‘e‘fc: Ha MPOU3BOACTBO TIPENapaToB,
nonyqaeMb 3 uo.y,ébcxon KPOBH WJIH IIJIA3MBI. b g

IlepBriii 3am em;
Munuctp aBOOXpaHeHI/IH

Pecny6n{2< benapyce ; i ) Kporkora E.H.

I[aT;%-xeceHm H3MEHEHNH
23 mas 2023 1.
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