EBPASUNINCKII SXKOHOMUYECKUIA COKO3
MWHWUCTEPCTBO 34PABOOXPAHEHWS PECNYBNINKY BENAPYCh

COOTBETCTBUA NMPOMN3BOACTBA JIEKAPCTBEHHbBIX CPEACTB
TPEBOBAHWUSIM MPABUJT HAONEXALLE/A NMPOU3BOACTBEHHOM NMPAKTUKU
EBPA3MIACKOro 3KOHOMMWYECKOIO COIO3A

Ne GMP/EAEU/BY/00456-2025

Cpok pedictus ¢ 11 aBrycra 2025 r. no 10 aerycra 2027 r.

Beinan mo wroram npoeeneHus (apmaueBTH4ECKOH WHCMEKUMM B cooTBeTcTBMM ¢ [lpaBunamu
npoBeeHHs (apMalleBTHUSCKUX HMHCNEKUMH, yTBepsxkaeHHbIMH Pewienunem Coperta Eppasuiickoit | :
IKOHOMHUECKOH KoMuccHH oT 3 Hoabps 2016 . Ne 83, :
MuHucTepcTBO 3apaBooxpaHeHus Pecnybnvku Benapyces

(nonHoe U COKPALIEHHOE HAUMCHORAHHUA YIIOJTHOMOYEHHOTO opraﬂa)
NOATBEPKAAET Cle/lyoLIee:
npoeeaeHa GpapMaLeBTHYECKasd WHCTIEKLIHS

peciy0IMKaHCKOr0 YHUTApHOrO npou3BoAcTeeHHOro npeanpusaTis « BEJIMEJITTIPEITAPATBI»
(monHOE HAUMEHOBAHME [TPOH3ROIHTENS)
Pecniybnuika Benapyce. r. MuHck, yi. Maskosckoro, 1/1, 1/22 (uex Ne 8)
(ampec NPOM3RONCTBEHHOM MAOLIATKH)

Ha OCHOBAHHH: :
npukasa MunucTepcTsa 31paBooxpaHenus Pecriybnuku Benapych ot 13 mions 2025 Ne 700 «06 :
OpraHu3alMy UHCMEKTHPOBAHHSY. '7'
Ha ocHoBanum cBefeHHH, NOTYYEHHBIX NPH MPOBEAEHHM UHCTIEKTHPOBAHMS, TIOC/IENHEE M3 KOTOPbIX R
Gb1o nposeneno ¢ 4 aerycra 2025 r. no 8 asrycra 2025 r., 11 aBrycra 2025 r., yCTaHOBIEHO, HTO |
JaHHOe (hapMaleBTHYECKOE NPOM3BOACTBO COOTBeTCTBYeT TpeGosanuam [Ipasun Haanexawnei |-
NPOU3BOACTBEHHON NPaKTHKY EBpasniickoro 3KOHOMMHECKOTO COH3a, SKBHBANEHTHBIX [IpuHLIMNaM 1 |
Pykosoactey EBponeiickoro corosa 1o Haanexallei NpoM3BOACTBEHHOM NPAKTHUKE JIEKAPCTBEHHBIX |
CPEACTB JUl MEAMLIMHCKOrO H BETEPHHAPHOTO NMPHMEHEHHS U MpHHLMNAaM CHCTeMbl COTPYIHUYECTRA |
thapmauerTHueckrx uHenekuui (PIC/S).
Hacrosiunii ceprudukar oTpaxkaeT cTaTyc MPOM3BOACTBEHHOHN IUIOWIANKH HA MOMEHT MPOBEICHHUS |
(apmaLleBTHHECKOH MHCMEKLUWU U 10 UCTeueHHH Gomee 3 JieT OT JaThl MOCIeIHEro AHS MOC/eIHero |
WHCTIEKTUPOBAHHS HE MOJKET CHHTAThCA JOKYMEHTOM, CBUIETENBCTBYIOLUIMM O CTaTyCe COOTBETCTBHS.
Cpok neficTeust cepTudykaTa MOKeT ObIThb COKpALIEH MPH MCIONL30BAHMM COOTBETCTBYIOUIMX |
MPHHLMIIOB YNpaBieHus PUCKAMH MpH HalMUHM COOTBETCTBYIOWIEH 3amucu o6 JToM B mone
«OrpaHuueHHs WIM TOACHUTENbHBIE 3aMETKH, Kacaloluecs oONacTH MPUMEHEHHMS HACTOALICIO | -
ceprudmkaray. 1
Ceprudukar senseTcs AHCTBUTENLHBIM B Clydae NPEJCTABNEHHS BCEX €ro NMCTOB (KAK OCHOBHBIX -
JIMCTOB, TaK U JONOTHHTENBHBIX JTHCTOR). '
AYTEHTHYHOCTh (MOAJMHHOCTb) HACTOALIEr0 CepTHHKATA MOMKHO MPOBEPHTh B (ase AaHHBIX '
Munuctepeta  31paBooxpaHeHus  PecnyGnuku  Benapych, pacnionosikenHoi mo  aapecy: |
hitps:/minzdiav.gov.bv/ru/dlva-spetsialistov/lekarstvennava-politika/farmatsevticheskiy-inspekiorai- g
ministerstva-zdravookhraneniva/index.php (Pceorgcepm@nxa'roa GMP EADC). iy
Ecnu  ceprudukar He mnpeacTaBneH B ymaﬂﬁaﬁ“‘ fase NaHHBIX, CIENYeT OOpaTHThes B
YIOJIHOMOUEHHBIH OpraH, ero BbiaBIIHHA. ;

_ <~; | Ne 0601062




Ne GMP/EAEU/BY/00456- 2025

] JlekapcTeerHbie cpencraa I{J]ﬂ MEIULIMHCKOTO MPUMEHEHHUS ~
O .HeKapCTBeHHb]e npernapathl AN KITMHMYECKUX MCCIIe10BaHMI (ucnmaunu)

Kon | : HaumeHoBanue

I HPOI/I3BOIICTBEHHLIE OINEPALIMH — J'IEKAPCTBEHHAH HPOIIY KI_[I/Iﬂ

1.1

CrepuibHas NpoayKLus

1.1.1 TlpousBoaMMas B ACENTHYECKHX YCIOBHAX (ONEpaLMH 06p360TKH LIS CIIeLYIOLIHX
NeKapCTBEHHBIX HOPM):

1.1.1.2. XKunkue nexapcTeeHHsle hopmsl Maioro obbeMa

1.1.1.3. JInopunusarst

1.1.2. Tlonsepraemas GpUHHUILIHON cTepunu3aLuy (onepauuu o6paboTk Ans CleayroLrX
JIEKapCTBEHHBIX QOpM):

1.1.2.2. JKuakue nekapcrBeHHsle GopMbl Masioro obbema

1.1.3. Beimyckaomuii KOHTPOJIb KauecTBa- (BBIHyCK CepuH)

1.3

buonoruyeckas HEKapCTBCHHaﬂ l'lpO,HYKLlHH

1.3.1. buonoruyeckas nekapcTBeHHas HpO.I[yKLlHSI

1.3.1.2. UmmyHobuonoruyeckas npoayKiys

1.3.1.5. buotexnonoruyeckas npoayKLHs

1.3.1.6. [TposyKuus, Bbl1eeHHas U3 JKUBOTHbBIX MCTOUHHKOB HITH OPFaHOB (TKaHel ) yenoBeka

1.3.2. Beimyckamouai kKoHTporns (cepTudmkalis cepiu) (MepeueHs BUIOB IPOIYKLHMH):

1.3.2.2. MmmyHoOuosioruueckas npoayKums

1.3.2.5. BUOTeXHONOrMUECKas MPOLYKLHS

1.3.2.6 Tlpomykius, BeIACCHHAS W3 KUBOTHBIX HCTOUHHMKOB HJIM OPraHoB (TKaHeH ) yenoseka

1.4

Hpoqf-m JICKAPCTBEHHAS NPOIYKLHA UITH HPOHSBOHCTBGHHaﬂ NEeATEIbHOCTD

1.4.1. Tlpon3BoacTro:

1.4.1.3. Tlpouasg npomyKUMs: HAPKOTHYECKHE - JIEKAPCTBEHHBIE CPEACTBA. TCHXOTPOTHBIE
eKapcTBeHHBIE CPEACTBA

1.4.3. Tlpouee: :

XpaHeHUEe MaTCpPHaoB W NpoAyKUMK — I. MuHek, Betonnsid npoesa. 7/1, 7/6-2, 7/6-4, 7/11,
7/12, nep. @abpuumycea, 3/6, ya. Maskosckoro, 176, 1/22:

KOHTpONb kauecTBa — I. MuHck. yi1. ®abpuumyea, 30, yi. Maskosckoro, 1, 1/10;
BBIIYCKAOUIMI KOHTPOJIb KaYeCcTBa (Bbinymc CEPHH) — r. MuHck, yn. MasgKoBcKoro, 1.

15

'Vnakoska

1.5.2. BropuuHas ynakoeka

1.6

KoHTponb kauecTBa

1.6.1. MukpoOHONOrH4ecKHe UCIIBITAHHS: CTEPHIILHOCTD

1.6.2. MukpoGuonoruyeckue UCbLITAHUA: MHKPOOHONIOTHYECKas YHCTOTa

1.6.3. Xumnueckue (pu3HUeCKHe) UCTILITAHHSA

1.6.4. BHONOrHYecKHe UCTIIbITAHHS

OrpaHu4eHHs WK TIOSCHUTENBHbIE 3aMETKH,
Kacarommecs obnacTu npuMeHeHus ceptudukara:

JEHCTBHE JJAHHOTO cepTHdHUKATa pacrpoCTpaHsaeTcs Ha TMPOM3BOJCTBO JISKAPCTBEHHBIX CPE/ICTB B
uexe No8: ywacTOK TO NPOM3BOACTBY JIEKAPCTBEHHBIX CPeACTB BO (uakoHax (r. MuHck,
yi1. Masikosckoro, 1/1), y4acTok 1o npoM3BOACTBY JIEKAPCTBEHHBIX CPEACTB B aMmyax (r. MuHCK,
yi. Maskosckoro, 1/1), y4acToK MO NpPOH3BOACTBY JIEKAPCTBEHHBIX npenapa’ros VIS UHBEKLMH
(r. MuHck, vi. MasgkoBckoro, 1/2‘.)
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Ne GMP/EAEU/BY/00456-2025

11 1 e 1 1 l L 3 l 3 Iz 5 l 3 1 6 il 5 2 — y4acTok no npoassoncmy JIeKapCTBeHHbe cpeucTB BO
(b:ﬂaKOHax 3 :

L2, 1:1.2:2,°1.3. 1 2 1 3 1.6, 1 = ytiac"rmc no npou330,ucmy nexapcmeﬂnmx cpenc*rB B
amITynax; 22

L1.1.2, 1.1.2.2,"1.4.1:3, 1.532:_;,— Y4acToK o npéusaonc*rﬂy H@KapQTBeHHbIX' npenapa’ros‘ At
WHbEKLIHIL; ! T e

CPOK OeHCTBMA JJAHHOTO cep’md)uxa'ra COKpalleH 10 2 JIeT ¢ y!-leTou oueHKu BHYTPEHHEr0 pHcKa,
MPUCYLIENO MPOW3BOACTBEHHOM MIIOIIA/IKE, U PUCKA, CBA3aHHOTO C COONMIOEHHEM ?@aﬁun GMP
(110 pe3ynbTaTaM MHCIIEKTHPOBAHMA). 4

CraposoiitoB A.T'.,
3aMECTUTEIb

MuHKCTpa 3ApaBOOXPaHEHNS
Pecny6nuku benapych

(®.N.0., noikuoCT)

3 nexabps 2025 r.

(M14ra NOUIMCAHNSA, JULMEC.ITTT)







