EBPA3UINCKNIA 3KOHOMWYECKII COKO3
MMWHUCTEPCTBO 3[IPABOOXPAHEHMS PECMYBNVKM BENAPYCh
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CEF T viweVi
COOTBETCTBUSA NMPOU3BOJMICTBA JIEKAPCTBEHHbIX CPEACTB

TPEBOBAHUAM NPABU HAZJEXALLEA NPON3BOACTBEHHOM NMPAKTUKU
EBPA3MICKOro 3KOHOMWYECKOIO COIO3A

Ne GMP/EAEU/BY/00264-2023

Cpox neiictsus ¢ 27 nions 2023 r. no 26 wions 2025 r.

Bbizan no wuroram mposeneHus (apMalEBTHUECKON HHCIEKUMH B COOTBETCTBUM C Ipasunamu
NPpoBeAeHUA (PapMaLEBTHYECKUX HHCTEKLMA, yreepikaeHHeiMH  Peiennem Coeeta Epasuiickoit
SKOHOMHUHECKOH komuceuu oT 3 HosOps 2016 r. Ne 83,

MunucTepeTBo 3apasooxpatenus Pecriy6iuky benapychb

(1monHoE W COKPANIEHHOS HAKMEHOBAHNS YIOIHOMOYEHHOIO opraua)

NOATBEPKAALT CAEAYIOLIEe:
MpoBeaeHa (papMaLeBTHUECKAS HHCTIEKLUS

peciyOnuKaHCKOTO YHHTAPHOIO NPOH3BOJICTBEHHOIO npeanpusaTHs «.BenMéﬂnpenapaTbl»
s (no10e HAUMEHOBAHKE NPOMIBOAMTES )

Lex Ne 5: 220006, Pecny6auka benapycn, r. Musck, yi1. Maskosckoro, 1/1
: (a1pec NPOH3BOACTBCHHON MI0LILAKH)

Ha OCHOBAHHU:
fprikaza MunucrepeTea 3apasooxparetus Pecny6amkn Benapycs or 05.05.2023 r. Ne 632 «O6
OpraHH3aLil MHCTICKTHPOBAHK» W npukasa MukucTepeTsa 3apasooxparenus Pecrry6nuku benapychs
or 10.07.2024 r. Ne 943 «O6 opranusauuu MHCIIEKTHPOBAHUS . :
Ha ocHoBanuu ceeneHuii, moayueHHbIX npu NpoBeieHHH MHCMIEKTHPOBAHUS, NOCNEIHEE W3 KOTOPBIX
Obii10 nposeaeHo ¢ 19 urons 2023 r. no 23 mions 2023 r., ¢ 26 wions 2023 no 27 uions 2023 r.m 12
uions 2024 r,, ycTAHOBAEHO, 4YTO [dHHOE (apmaiieBTHYECKOE TIPOU3BOACTBO COOTBETCTRYET
Tpebosanuam TMpasun HauteKatie NMPOM3BOLCTBEHHOI NpakTHKK EBpazuiickoro »KOHOMHUECKOro
coro3a. dkBHBaneHTHbIX [lpunumnam u Pykosoactsy Esporneiickoro cotoza no Haiekanle
MPOM3IBOACTBEHHOH TPAKTHKE JIEKAPCTBEHHBIX CPEACTB /Ui MEIMLHHCKOTO M BETEPHHAPHOrO
NpUMEHEHHs 1 npuHLMnaM CHeTeMbl COTPYAHHUYECTEA (PAPMALICBTHUCCKUX MHCTIEKIMI] (PIC/S).
Hacrosumii ceprudmikar orpakaer craryc npousBOACTBeHHON MAOIMAAKH HA MOMEHT npoBeeHUs
(hapMaLEBTHYECKOH MHCTIEKLIHM W N0 UCTEYEHHH Gortee 3 1eT OT AaThl MOCASIHEro IHs NOCHELHCTo
MHCNCKTHPOBAHHS HE MOMKET CYMTATBCS OKYMEHTOM, CBUACTEILCTBYOMIMM O CTATYCE COOTBETCTBHS.
Cpok neiictBus ceptudukata MoeT ObiTh COKpalleH NpH WCIOJb30BAHUH  COOTBETCTBYFOLIMX
TIPUHLKMOB  yNpaBNCHUA PHCKAMH NPH HallMMUKW COOTBETCTBYIOLLEH 3anuMcn 06 2ToM B none
«OrpaHuyeHns MK TOACHUTENBHBIE 3aMETKH, Kacaroluecs O6acTH NPUMEHEHHUS HACTOALLIETO
ceprudpuxaray.
Ceprudukar sBnsercs AeiicTBUTEbHBIM B Cllyyae TIPE/ICTABJIEHHs! BCEX €r0 JMCTOB (KaK OCHOBHbIX
JIUCTOR, TAK W JOMOAHWTENLHBIX JINCTOB).
AYTEHTUYHOCTL (MOAMHHOCTD) HACTOALLEr0 CepTU(HKATA MOKHO npoBepuTb B 0aze AaHHLIX
Munncreperea  3npaBooxpanenus  PecnyGnmku benapych,  pacnonowkenHoir no  aapecy:
hitps://minzdray gov.by/ru/diva-spetsialistovy ket Ngapaya-politika/inspeh tiroyanie-na-sootvetsivie
trebovaniyam-gmp.php (Peectp ceprudmia : 27 ;
Eciu  ceptudukar He npeacrasien 17
YNOMHOMOYEHHBIH OpPraH, ero BbiaaBLnii,
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Ne GMP/EAEU/BY/00264-2023

] JlekapcTBeHHbIE CPEACTBA A1l MEAULIMHCKOTO NPUMEHEHHUS
V] JlekapcTBeHHbIE NPenapaThi A1 KIMHAYECKHX HCCIE0BaHUIH (MCTbiTaui)

HaumeHosanne

Kon [

1. TIPOU3BOJACTBEHHBIE OMEPALIMU — IEKAPCTBEHHA S FIPOJTYK LM
1.1 |Crepunbhas npoayKuus :

1.1.1 [lponsBoanmasn B acenTHUECKHX YCJI0BHAX (onepalnu o6paboTKy A/ CAeayIOLNX
JIeKapcTBEHHBIX (JOpM):

1.1.1.2. ’Kuaxue nekapcteeHHbie Gopmbl Manoro obbema

1.1.2. lloaeepraemas GUHUILHON cTepuiIn3aLiny (onepaiinu 00pabOTKH Ast ClIe Iy IOLHX
NEeKapCTBEHHbLIX GOpM):

1.1.2.2. XKuakue nekaperseHtbie Gpopmbl Manoro oobema

1.1.3. Boinyckaromiuni KOHTPO/b KauecTsa (BbiyCK CEpHH)

buosiornyeckas jiekapcrBeHHas NpoayKius

1.3.1. buonoruyeckas nekapcTBEHHAs NMPOLYKLMA:

1.3.1.5. buorexHonoruyeckas npoayKiis

1.3.1.6. Tpoaykiius, BbIAGAECHHAS U3 IKUBOTHBIX HCTOYHHKOB WJIW OPraHoB (TKaHei) yenoseka

1:3:2; Bbmy-pkalomﬂﬁ KOHTPONb (cepTHMKaLMs cepun) (repeueHs BUIOB HPOILYKIIMH):

1.3.2.5. buotexHonorHyeckas NpoayKiums

1.3.2.6 TIpojty KLus, BeiAEIEHHAS U3 JKUBOTHBIX HCTOYHHKOR HITH opraHoB (TkaHel) yenoreka

Ilpouas nexkapcTBeHHas NPOAYKLMS WM POM3BOACTBEHHAS AEATENLHOCTD

1.4.3. TTpouee: XpaHeHHe HCXOHBIX, YIAKOBOUHBIX MATEPHAIOB U FOTOROMN MPOYKIHN 110
anpecy: 220036, Pecnybauka benapyck, r. Munck, Beronnsiit npoess, 7/1, 7/6-2, 7/6-4.
7/11, 7/12; 220007, Pecny6auka benapyce, r. Musck, nep. Cbaﬁpnnwyca, 3/6;

KOHTpOAb KauecrTsa: 220006, PecnyGnvka benapyce, r. Munck. yi. Maskosckoro, 1, 1/10;
220007, Pecnybnuka benapyce, r. Munck, yi. ®@abpuunyca, 30, nep. @abpuunyca, 3/11;
BBIMYCKAIOWMHA KOHTPONs KadecTBa (Bhimyck cepum): 220006, Pecny6avka Benapych, r.
Munck, yn. Maskogckoro, 1.

YrakoBka

1.5.2. BropuuHas ynakoska

Konrpone kauecrsa

1.6.1. MuKkpoGHONIOrHYecKHe HCTILITAHWSA: CTEPUIILHOCTD

1.6.2. Mukpobuonornieckue UCribiTaHus: MUKPOBHOJIOrMueckas Y4ucToTa

1.6.3. Xumunueckue (usnueckue) nenbiraHus

1.6.4. bruonoruueckue UcnbITaHUsA

OrpaHuyeHUst UM NMOSCHUTELHbBIE 3aMETKH,
Kacarouuecs ob1acTH NpUMEHEHHS cepTH(HKaTa:
JeHCTBHE cepTH(MKATa PACIIPOCTPAHAETCS HA CTEPUALHBIC IKHIKHE JIeKapCTBEHHBIE (HOPMbI MAJIOTO
obbema BO uiakoHax M KapTpHaKax. :
HeiicTeue ceprudukara B paMkax KIHHMYECKUX HCCIEN0BAHMI (MCTbITaHHI) pacnpocTpaHseTcs Ha
CTEPHUITBHBIE JKHIKHE dhopmbl Maioro odbema B KapTpHIKax.
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Ne GMP/EAEU/BY/00264-2023

Cpmc ;;renc"raua HaCTDHLLlel"O cean¢)nKaTa COKpALIEH 10 2 JIET ¢ YUeTOM OlIEHKH BHyTpeHHero ‘
pncxa npucyluero I'IpOHSBO,ElCTBeHHOH M10WAZKE, 1 PUCKA, CBA3AHHOIO ¢ COBMI0/ICHHEM
~Tpebosanuii GMP (mo peayanaTaM uacnexmposanuﬁ’?

C’raposoﬁ"ros A. F.,
3aMECTHTEb ‘
MHHHCTpa 31paBOOXpaHEHHS
Pecnyb6nuku benapych

(D.H.0.. 10/KHOCTE)

22 Hosbps 2024 r.

(1ata moANHCaHUA, JULMEC.ITTT)

Ne 0000494
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