EBPASUIACKI 2KOHOMMWYECKWIA COKO3
MWHUCTEPCTBO 3APABOOXPAHEHWA PECNYBJINKW BEJTAPYCb

COOTBETCTBUA NMPOU3BOACTBA JIEKAPCTBEHHbBIX CPELACTB
TPEEOBAHWUAM MPABWI HALONEXALLEA NPOMU3BOACTBEHHOW NMPAKTUKU
EBPA3MIACKOIO SKOHOMMYECKOTIO COO3A

Ne GMP/EAEU/BY/00429-2025

Cpoxk petictBus ¢ 29 urons 2025 r. no 28 urong 2028 r.

Bbigan no uroram mnposeneHus dapMaleBTHUECKOH MHCNEKUMM B cooTseTcredu ¢ llpaBunamu
nposefeHHs (apMaleBTUUECKUX MHCMEKUMH, yTBepiaeHHbIMM Pemenuem Coseta Espasuiickoit
HKOHOMHUYECKOH KoMuccHH 0T 3 HOoabpst 2016 . Ne 83.
MunucTepcTBO 3apaBooxpaHeHus Pecrybnuku benapych

(HOJIHOE- M COKpaLEHHOE HAUMEHOBAHWA YIOTHOMOYEHHOI'O opraHa}
MOATBEPAKIACT ClIeIYIOIISE:
nposejieHa GpapMaueBTHYECKas MHCTISKLINS

pecnybIHKaHCKOrO YHHTapHOro npoussoacTeeHHoro npeanpustus « BEJIMETTIPETTAPATDBI»
(NOMHOE HAWMEHORAHHUE npou:so.uwrenu)

Pecryfmika benapyck, BureGcekas 0611, BelieHKoBHUCKHI p-H, I'.11. beruerkosuus, yi. Crpowreneid, 3 (tiex Ne 12)

|
(anpec NPOU3BOACTBEHHON NIOILATKH) :

HA OCHOBAHMWU: |
|

|

T

npukasa MuHucTepcTBa 37paBooxpaHeHus Pecny6nuku Benapyck ot 7 utons 2025 r. Ne 789 «06
OpraHu3aly UHCTIEKTUPOBAHUSY.

Ha ocHoBanuu cefeHMH, MONyYeHHBIX NPH NMPOBEAEHUHM MHCIEKTUPOBaHHS, MOC/IE/IHEE W3 KOTOPBIX
Orin0 npoeeaeHo ¢ 28 urons 2025 r. no 29 urons 2025 r., yCTaHOBNEHO, YTO AaHHOE GapMalleBTHUECKOS
MPOM3BOACTBO COOTBETCTBYET TpebGoBanuam [lpaBun Hajiexalledl NPOM3BOACTBEHHOH MNPAKTHKM
EBpa3zuiickoro 5KOHOMMYECKOro corsa, 3kBuBaneHTHbix [IpuHuunaM 1 Pykosonctsy Esponelickoro
COHO3a 110 Ha[UIeIKalled MPOM3BOACTBEHHON MPaKTHKE JIeKAPCTBEHHBIX CPEACTB [l MEMLIMHCKOTO H
BETEPHHAPHOrO nNpWMeHeHus # npuHuunaM CucteMbl COTPYIHHYECTBA (hapMalEBTHYECKMX
uncnexuu# (PIC/S).

Hactosiwmi ceprudukar orpaxkaer CTaTtyc NPOM3BOACTBEHHON MIOLIAAKH HA MOMEHT NPOBEACHHUS
(hapMalleBTHUECKONW MHCMIEKIIHHM U IO UcTeueHHH Oonee 3 JIET OT AaThl MOCJIEAHETO JHS MOCIeTHero
WHCTIEKTUPOBAHHS HE MOYKET CUMTATBCS JIOKYMEHTOM, CBUIETE/ILCTBYIOLIMUM O CTATYCE COOTBETCTBHA.
Cpok pefictBua cepThdukaTa MOKET ObITh COKpALLEH MPH MCIOJIb30BAHHH COOTBETCTBYHOLIMX
MPUHLMIIOB YNPABIEHUS PHCKAMH TPH HAJIMYMH COOTBETCTBYIOLIEH 3amkcu o0 3Tom B mone
«OrpaHuueHHsl WIH NOACHHUTENbHbIE 3aMETKH, Kacaiolluecs 06MacTH TNPUMEHEHHS HaCTOALIEro
cepTuduKaTay.

Ceprudukar sBnseTcs AeHCTBUTENBHBIM B CTyuae MPEJCTaBlIeHUA BCEX €ro JIMCTOB (KaK OCHOBHBIX
JIMCTOB, TaK M JIONIOMHUTENBHBIX JINCTOB).

AyTeHTMYHOCTb (MOJIMHHOCTH) HACTOSLIEr0 CepTH(HKATA MOXKHO MPOBEpPUTHL B 0a3e JaHHBIX
MunuctepeTea  31paBooXpaHeHus — PecriyGnuku  benapych, pacnonokeHHOH mo  agpecy:
https://minzdrav.gov.by/ru/dlya-spetsialistov/lekarstvennaya-politika/farmatsevticheskiv-inspektorat
ministerstva-zdravookhraneniva/index.php (Pegcm:aepmdmxa’ros GMP EADRC).

Ecnu cepruduxar He npenctaBieH B YKasaHHOH 6a3e NlaHHBIX, cieayeT ofpaTuTbes B
YNOJIHOMOYEHHBIH OpraH, ero BBIZIABLIHA,
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Ne GMP/EAEU/BY/00429- 2025

M HeKapcmeHbee CPeACTBA J1S MEAMLIMHCKOIO IPUMEHeHHH
%) HCKapLTBeHHBIe npenapa‘m JU18 KIIMHMYECKHX MCCIIEI0BaHMIM (ﬂcnm'ramm)

Koz, | - 2 HauveHoBanme

ko HPOI/ISBOHCTBEHHHE OTIEPALIMHU — HEKAPCTBEHHAH UPOJ_IYKLIHH

1.2 |HecTepunbHas OpoAyKLMs

1.2.1. HecrepunbsHas npoayKuus (T@XHOJ‘IOFH'—IGCKHS omepauuy 11s TIONYYEHHUs CIEYIOUINX
NeKapcTBEHHBIX hopM):

1.2.1.1. Kancynbl B TBepoH obonouke

1.2.1.13. TabneTku

1.2.2. Beinyckarolui KOHTPONIb KauecTra (CepTHdUKALMSA CEPHUH)

1.4 [[Tpouas nekapcTBeHHAas NPOAYKLMS MM MPOKU3BOACTBEHHAN AEATEIbHOCTD

1.4.1. IlpouzBoacTro:

1.4.1.3. [Ipouast mpoayKIHMs: IJ,HTOCT&THKI/I

1.4.3. Tlpouee:

XpaHEHWE MaTepUaloB U NPOAYKLUU — . MPIHCK EeTOHHBlH npoes,a, 711, 7/6-2, 1/6-4. /11,
7/12; nep. @abpuumyca, 3/6;

KOHTPONb  KauyecTBa — T. Mutck, -y lDaﬁpHuuyca, 30: mep. @abpuumyca, 3/14;
yi1. Masikosckoro, 1; =

BBIMYCKAIOLIHA KOHTPOIL KayecTsa (cepTuduKkaLius cepml) T Mmlcx. yi. @abpunmyca. 30;
VL. Ma;mosc}coro I

1.5 |Ynmakoeka

1.5.1. TlepBuuHas vraKoBKa:

1.5.1.1. Kaneynel B TBepaoit o6onouke

1.5.1.13. Tabnerknu

1.5.2. BropuuHas ynakoBka

1.6 |[Konrponb kayecTpa

1.6.2. MukpoGuonoruieckue UCIbITAHUS: MUKpoOHONIOrHyecKas 4McToTa

1.6.3. Xumunueckue (pusuueckue) UCNBITAHUST

Orpannyenus uin noacnmeﬂbm}e 3aMETKH,
KACAIOWMECH 061aCTH NPMMEHEHUs CepTHdUKaTa:

nelicTBre NaHHOrO cepTUdMKATa PacHpOCTPAHAETCA Ha MPOM3BOACTBO JIEKAPCTBEHHBIX CPEICTB B
uexe Ne 12, yuacTok 10 MPOM3BOACTBY JEKAPCTBEHHBIX TIPENapaToB.

1.2.1.13 — NpOM3BOACTBO TeKapCTBEHHBIX NMPENapaToB. B TOM YHCE VTS KITMHHMECKHX HCCIIEL0BAHHIT
(McTIbITaHK#T) HA YYacTKe M0 MPOU3BOACTBY JEKAPCTBEHHBIX TPETapaToB (M3MEHEHHUs B CepTU(UKAT
BHECEHBI T10 PE3y/TbTaTaM MHCTIEKTHPOBAHHS, NPOBeAeHHOro B Tiepuon ¢ 2 derpana 2026 r. no 10
CbeBpaM 2026 r. Ha OCHOBaHWH MpHKa3a MHHKCTEPCTRA 3paBooxpaHenus PecryGnyky Benapycs ot
2 nexabps 2025 r. Ne 1468 «O6 opranuzanuu HchexTupOBaHHs») /

CrapooiitoB A.l..
3aMeCTHUTellb

MuHHCTpa 3paBoOXpaHeHUs
Pecny6nuku Benapych

(®.H.0., nonxnocTs)

19 wrons 2026 T.

(MaTa MONMHCAHWS, JULMEC.ITTT)







