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MMHMCTHKTBOBﬂPABOOXPAHEHMHPECHYBHMKMBEHAPbe

CEPTHOUKAT

COOTBETCTBUSA INTPOMBIIIJIEHHOI'O ITPOU3BOACTBA
JEKAPCTBEHHBIX CPEACTB TPEBOBAHWAM
HAJVIEKAINEU ITPOU3BOJCTBEHHOU ITPAKTUKHA

Ne 253/2024 /GMP
Cpoxk neiictus ¢ 19 auBaps 2024 r. no 18 anBapsa 2025 r.

BelgaH 1o wuTOraM MpoBeAEHHs] WHCIEKTHpoBaHMS ((apMalleBTUUECKOM MHCNEKLUH) B
coorercTBiUM ¢ IlonokeHreM O MOpSOKe M YCIOBHSX HWHCMEKTHpoBaHHs (dap THYECKOH
MHCTIEKLIMH) MPOMBILIIEHHOrO MPOM3BOJCTBA JIEKAPCTBEHHBIX CPEJICTB Ha COOTBETCTEUE RPeOOBaAHUAM
Hajniexxaieift  MpoOW3BOACTBEHHON TPaKTUKH, YTBEP)KICHHBIM MMOCTAHOBJIEHHEM cTepcTBa
3apasooxpaHeHus Pecry6nuku Benapyck ot 18 Hos6pst 2020 r. Ne 102.

MUHHUCTEPCTBO 3apaBooxpaHedus Pecnybauku benapych
(HOHHOC U COKpalIEHHOE HaAaUMCHOBAHUC YITOJIHOMOYE€HHOI'O opr

TIOATBEPKIAET CleayoLIee:
npoBeeHa hapMaleBTHYECKass MHCIICKLIUS
rocyaapcreeHHoro HayuHoro yupexaenuss <K MHCTUTYT OU3U %HM{@KOI/I XUMUHU
HALIMOHAJIbHOM AKAJIEMHU HAVK B VCJ&\
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Adboheh-AdodohAAehebohoh:

(HOJ’IHOC HaMMEHOBAHUEC MPOU3BOLKUTE
220072, Pecniybsinka benapych, r. MuH YPraHo Qa 13
(aapec NpOM3BOACTBEHHOHAOLAMKH )

Ha OCHOBaHMH NpHuka3a MuHHUCTEpCTBa 34paBooXpa % y6n enapychb ot 26.12.2023

Ne 1908 «O06 opraHu3zanyy HHCIIEKTUPOBAHHUSY.
Ha ocHoBaHMHU CBeJEHHH, nonyqex—mux&

HHCHGKTHpOBaHI/IH Noc/ieiiee U3
KOTOpbIX ObUIO npoBeneHo ¢ 15 suBaps 20 pH 2024 r., yCTaHOBIEHO, YTO JaHHOE
dapmaneBTHYECKOE TMPOU3BOJCTBO COOTB aHuﬂM Hannexaieii npou3BoACTBEHHOM

| IpaKTUKH, SKkBHBaJieHTHOH [IpuHuMna KOB By EBporeiickoro coro3a no Hajexallei
NPOU3BOJCTBEHHONW TNpPaKTHKE JIeK eHHbIX Qp JCTB 11 MEJAMUMHCKOrO M BETEpHHApHOIo
NIpUMEeHeHus 1 npuHuunam Cucre {@TBa dbapmauestuueckux uxenekuui (PIC/S).

Hacrosmii ceprudukar @e*r a POM3BOACTBEHHOH MJIOINAIKHA HA MOMEHT [TPOBEAEHNS
tapmaLeBTHUECKOH MHCIEKUUK 1)Mo nc%e%éx—mn Gosiee 3 jieT OT OaThl MOCJENHEro AHs MOC/EAHErO
MHCIIEKTUPOBaHHs HEe MO CUHTATh KYMEHTOM, CBHIETENbCTBYIOIUM O CTaTyCe COOTBETCTBUA.
Cpok neiicTBus cepr, 6];1Tb COKpalleH MpH MCIOJIb30BAaHUM COOTBETCTBYIOLIMX
IIPUHLIUIIOB YTPABI Y HaJIMUMM COOTBETCTBYIOLLEH 3anucy B rone «OrpaHn4eHus uiu

MOSICHUTEITbHBIC 3AMETKH, Kac &necx 0061acTy IPUMEHEHHs HACTOsLIero cepTuduKaTay.

Ceptud Jisie eI/ICTBI/ITeHbHLIM B Cilyyae MPEACTABJIEHHS BCEX €ro JIMCTOB (Kak
OCHOBHBIX TaK TIOJIHUTEJIbHbIX JINCTOB).
e@nocn OJUVIMHHOCTB) HACTOAILErO CepTU(MKATA MOXKHO MPOBEPUTH B Oase JaHHBIX

. Munucegpcraa aBooxpaHeHus PecnyOnvku  Benapych, pacnoniokeHHOM 1o afpecy:
https://mifzdrav:gev.by/ru/dlya-spetsialistov/lekarstvennaya-politika/inspektirovanie-na-sootvetstvie-
trebovaniyam~gmp.php (Peectp cepruduraros GMP).

Ec \EepTHdeaT He NPEACTABJCH B YKA3aHHOM 6ase NAHHBIX, CefyeT OOpaTMTbes B
YIOJIHO JQHHI)II?! OpraH, €ero BbLAABILHUH.
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MMHNCTEPCTBO SHPABOOXPAHEHMH PECITYBJIVIKV BEJIAPYCb

CEPTUOUKAT

Ne 253/2024/GMP

V] JlekapcTBeHHbIE CPEICTBA U1 MEAUIMHCKOTO PUMEHEHUs
[ JlekapcTBeHHBIE MpenapaThl sl KIMHAYECKHX UCCIeA0BAaHUH (MCTIbITAHMH)

Kon | HanmMeHoBaH1e

3. [TIPOMU3BOJACTBEHHBLIE OINEPALIMU - PAPMALEBTUYECKHE CYBCTAHUHUH
dapmarieBTHueckas cyOcTaHUuMs (CyOCTaHUMH): MIULIAINIUMLIKH
3.1 [Tpor3BOACTBO hapMaLICBTHYECKUX CYOCTaHLMHA METOJIOM XUMUYECKOTO CHH
3.1.1. ITpon3BOACTBO MPOMEKYTOUHBIX MPOAYKTOB (papMaLEBTHHECKON CYQET:
3.1.2. [Ipon3BOACTBO HEOUHMIIIEHHOH (apMalleBTHUECKOH CyOcTaHUMK
3.1.3. Coneobpa3oBanue (OUMCTKA): KPUCTAJUIN3ALIMSA, BbIICIICHHUE, 11

3.5.1. Craauu ¢usnyeckoii 06paboTKH: CyLIKa
3.5.2. TlepuyHasg ynakoBka
3.5.3. BropnuHas ynakoska
3.6 KoHTposb kavyecTBa
3.6.1. ®uznueckye (XMMHYECKHE) HCTIBITAaHHS &
dapmalieBTHYecKas cyOcTaHIMs (CyOCTaHLIMH): HATPUs ajleH HaT )
3.1 ITpon3BoAcTBO hapMaLieBTHUECKUX CyOCTaHLIMH %M xu&ﬁ‘qecmro CHHTE3A
3.1.1. TTpou3BOACTBO MPOMEKYTOUHBIX MPO apwym‘&%mecxoﬁ cyOCTaHLIHU
3.1.2. Ilpou3BoacTBO HEOUHLICHHON da qecrgd‘/}\\c‘y6CTaHuHH
3.1.3. Coneobpa3zoBaHue (OUUCTKA): K Hsaqﬂg,“lzbmeneﬂne, NpPOMBIBKA
3aBepLuaroIKe CTaluy NMPOU3BOAC L‘quﬁﬁ}ecmx cyOcTaHLmi
3.5.1. Craguu ¢uznueckoii obp i
3.5.2. IlepBuyYHas ynakoBKa
3.5.3. BropuuHas ynakos
Kontponb kavectsa (7,
3.6.1. dusnueckue m]MC](ngHLITaHI/IH
OrpathuéHys 1 NOSCHHTENbHbIE 3aMETKH,
necst OGTACTH NPUMEHEHHs cepTU(dHKaTa;
CpOK JeicTBHS aH a COKpalleH 10 | roja ¢ y4eTOM OLIEHKH BHYTPEHHETO
pHcKa, Ipucy HHOM MJIOLIA/IKE, U PUCKA, CBI3AHHOTO C COOMIOEHUEM

CTapoao % ..
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