CEPTU®UKAT

COOTBETCTBUS IIPOMBIILJIEHHOTO IIPOU3BOACTBA
JEKAPCTBEHHBIX CPEJACTB TPEBOBAHUAM
HAJUIEXKAIIENW ITPOU3BOACTBEHHOU ITPAKTUKHA

Ne 0292/2025/GMP
Cpok nefictus ¢ 15 mast 2025 r. no 14 HosGps 2026 .

Bbigad M0 HTOTaM NPOBEACHUsS MHCIEKTUPOBaHHUA ((apMaieBTHYECKON HHCIIEKIMH) B
COOTBETCTBUM C IlojioxkeHMEM O MOpAAKE W YCIOBHAX MHCMEKTHPOBaHus (¢ap i
MHCIIeKLIMH) POMBIILIIEHHOTO TIPOM3BOACTBA JIEKAPCTBEHHBIX CPEICTB HA COOTBETC
Haanexawed npoM3BOACTBEHHON TMpPAKTHKM, YTBEP)KICHHBIM IIOCTAHOBICHUE
3npasooxpaHenus PecryGinku Benapyce ot 18 Hos6ps 2020 r. Ne 102.

MunucTepeTBo 31paBooxpatenus Pecny6auku benapyce -~
(nonHoe U CoKpaleHHOe HAaUMEHOBaHHUS YIIONHOMOYEHHOTO OpraHa)

NOATBEPKAAET CIICAYIOLIEE:
npoBe/ieHa (hapMalLieBTHYECKas MHCTIEKLHS _
OTKPBITOr0 aKLIHOHEepHoro obectsa «benBu PM».
(]'IO)'IHOC HauMEHOBAHUEC NMPOU3BOAUTEIL .
Pecry6nvka benapyck, BureGekas 0611., ButeGekwii p- 01308& c/c, n. omxa,
yJa. CoBeTckas, 1. 26A/5
(anpec MpOM3BONCTBEHHON ) Lo
Ha OCHOBaHWH: , (Z)%
npukasa MunucTepcTBa 31paBooxpaneHus Pecry6 apr\QT 13
OpraHM3aly HHCTIEKTHPOBAHUSAY. j QQ)
Ha ocHoBaHMM cBeneHuUi, MOJyUYEHHBI HpoB @uu MHCTIEKTUPOBAHHS, TOCIEAHEE M3

éé g1 2025 r., yCTaHOBJIEHO, YTO JaHHOE

€oiW

mapta 2025 r. Ne 265 «O6

€T BaHuaM Hajnexameli npousBoacTBeHHOMN
NPaKTUKH, 3KBUBaNEHTHOH [IpuHimn yKoB@)gCTBy EBponeiickoro corosa mno Hamiexaiei
NPOU3BOJICTBEHHON MpPaKTUKE JIEKAPCTBEHHEI Qpenc*na Uil MEJULIMHCKOTO M BETEPHUHAPHOIO
npHMeHeHus U npuHuunam Cuc oTpyMHBHECTBA dbapmauepTHueckux uHcreknuii (PIC/S).
Hacroammii ceprudu KagRCTaTyC NpOM3BOICTBEHHON ~IIOWAAKA HA MOMEHT
NPOBEACHUS d)apmaueBTquc@uche M U 10 UCTeYeHHUH Gosee 3 JIeT OT HaThl MOCEHErO JHS
TIOCJIEAHETO UHCTIEKTHD Ul HE MONKET CUHTAThCA JOKYMEHTOM, CBHIETENLCTBYIOIIMM O CTaTyce
cootsercTBud. Cpo TBHS ¢epTHQUKATA MOXET ObITh COKpAlleH NP  HMCTIONB30BAHUM
COOTBETCTBYIOLIHU aBJICHUS PUCKaMH MPH HAJIMYMH COOTBETCTBYIOLLEH 3aMUCH B T0JI€
«OrpaHuyeHus @ noacx-;%\e bHbI€ 3aMETKH, Kacaroluecs O0JacTH TNPUMEHEHWS HACTOALIEro
ceptuduKara Q
e Ce T sna@éfcx AeHCTBUTENIBHBIM B Cllydae MNpeICTaBJeHHA BCEX €ro JMCTOB (Kak

ocC X OB, g@_}{ JAOMOJIHUTEJIBHBIX .III/ICTOB).

KOTOphIX ObUIO mpoBexeHo ¢ 12 mas 20
(apmalieBTH4YECKOEe MPOU3BOACTBO COOT,

TEHTU b (IIOUIMHHOCTh) HACTOSLLEr0 CepTUdUKATA MOKHO MPOBEPUTH B 6a3e JaHHBIX
Munucreper 3apaBooxpaHeHus Pecry6nuku  Benmapych, pacmoniokeHHO#H 10 azapecy:
https://min .gov.by/ru/dlya-spetsialistov/lekarstvennaya-politika/inspektirovanie-na-sootvetstvie-
trebovaniam-gmp.php (Peectp ceprudukaros GMP).

E 1 CepTM(UKAT He MNpeACTaBIeH B yKa3aHHOW 0ase NaHHBIX, CleAyeT oOpaTHUThC B
yr@éMo'{eHHblﬁ opras, €ero BbIJaBLIHH.
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M JlekapcTBeHHBIE CPENCTBA 1715 MEAULIMHCKOTO TPUMEHEHHUS
M JlexapcTBeHHble Npenaparsl A/ KIHHAYECKHUX UCCI1eA0BaHU (UCTIBITaHMIM)

Kon_| HaumenoBanme

1. MTPOU3BOJACTBEHHBIE OIEPALIMU - IEKAPCTBEHHAS ITPOAYKLIMA
1.3 Buonoruyeckas JiekapcTBEHHAs! MPOLYKLHUS
1.3.1. buonoruyeckas nekapcTBEHHAs NPOAYKLMS:
1.3.1.2. UMMyHOGHOIOTHYECKas IPORAYKLIHSE
1.3.1.3. Tlpoaykiusi Ha OCHOBE COMATHYECKHX KIETOK (MpOLYKLMS
COMaTHYECKHMH KJIETKaMH) o~
1.3.2. Boimyckatouuii KOHTpoJib (cepTuduKaLus cepun) (nepeyeHb Bl@)
1.3.2.2. UmmyHoGHONIOrH4ecKas MPOaYKLIUsI
ITpoyas JiekapCTBEHHAs NPOAYKLIMS WIK NPOU3BOACTBEHHAS JCSAT OCTh
1.4.3. Tlpouee: % K
XpaHEeHHe MaTepHaIOB U NMpoAyKUuK — ButebOckas o6i1., But p-H, @noscmﬁ clc,
1. Jlomxa, yn. CoBetckas, i. 26A/48, 26A/5 (1-# sTax, no 7-140); .O
KOHTpOJIb KauecTBa — Burebckas o61., BureGekuit p-H,%o OBC Q/c a. Jomxa,
yn. Copetckas, 1. 26A/40; >
BBIIYCKAIOIUI KOHTPOJIb KauecTBa (cepTudrka 1H) TebGckas o0,
ButeGckuii p-H, MasosioBekuii ¢/c, a. Jlo BETCKAd, 1. 26A (2-i1 sTax).

3. TIPOU3BOJACTBEHHLIE OINEPALIMH - ECKHE CYBCTAHLIMU

dapmaliepThueckas cybcraHuus  (cyberaH : BUPYCHBIH KOHLIGHTpaT AJs
MPOU3BOACTBA JIEKAPCTBEHHOTO npenap?&/ K», BaKUMHA I TNPOodHUIaKTHKH

KOPOHAaBUPYCHOH MH(EKIMH, BbI3bIBA M  SARS-CoV-2, uenbHOBUPHOHHAsA
HWHaKTHBUpPOBAHHas AN

3.3 [Tponzsoacteo cbapmauem@& yg?!‘aﬂuuu C MHCIIOJB30BAHHEM OHOIOrMYECKUX
QJ\

NpOLIECCOB
3.3.1. ®epmenTauus s
3.3.2. Ilpoussoac Q chonbﬁ%}aﬂueM KJIETOUHBIX KYJBTYp: AuHUs KieTok Vero E6;
HUCTOYHUK n?@ A1 Poccuiickas KOJUIEKUMs  KyJabTyp Kierok Hayuno-
UCCIEeN0BATEILCKOrO @ra supycosioruu uM. J[.W. Banosckoro PAMH, r. Mockaa,
m —-a chaﬂ 3ejieHast MapThILLKa, No4Ka, KIOH Vero 76; mopdosiorus
oOHag\ *
LHe ¢TAAMM NPOM3BOCTBA (hapMalieBTHUEeCKUX cyOcTaHIumi
.1. Cran H3UYECKOi 00paboTKH: OCBETJICHHE BUpYCCOAEpXKalleH KyJIbTypalbHOM
KU ocn& cBeTisAoIas GUIBTpPaLMs), KOHLEHTPHPOBAHHUE BHMPYCHOTO Marepuana,
xpomajq’hpa(bnqecxaﬂ OYMCTKA NEpBUYHOrO KOHLIEHTPaTa
3.5 NepBH‘{Haﬂ yIaKoBKa
3.\5@? [Ipouee: acenTUYecKOe HAMoOJHEHHe B cTepuiibHble makeThl Flexboy Bags
KoHTposb kauecTsa
3.6.1. Ousnueckue (XUMHUYECKHE) UCTIBITAHHS
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MUHVICTEPCTBO 3IPABOOXPAHEHVIA PECITYBJIVIKYI BEJIAPYCh

CEPTUOUKAT

Ne 0292/2025/GMP

| 3.6.3. MukpoGHoIoriiyeckie UCTIbITaHus (MCKIII0Yas MCTIBITAHUE Ha CTEPUJIBHOCTD)
OrpaHu4eHHs! WK MOSCHUTENbHbIC 3aMETKH,
Kacarolyecs ob1acTi IpUMeHeHus cepTudukara:
IeiicTBMe JaHHOTO cepTUdUKATA PACTIPOCTPAHAETCS HA MPOM3BOACTBO JIEKAPCTBCHHbBIX CPEICTB B
Lexe 1O BBIMYCKY MEIWLMHCKMX BAKLUMH: Y4YacTOK MPUTOTOBJICHWS MUTAaTeNbHBEIX CPENl W
OydepHbIX pacTBOPOB, y4acTOK MOMYUEHHs KyJIbTYPbl KJIETOK M BUPYCHOTO MaTepHalla, y4acIoK
TOJIy4€HHs OUMLIEHHOrO BUPYCHOIO KOHLICHTpaTa;

1.3.1, 1.3.1.2 — peiicTBHe pacrpoCTpaHseTCs Ha NPOU3BOJCTBO JIEKAPCTBEHHBIX NPENapATeB Al
KIMHUYECKUX UCCIIeA0BAHMM (MCTIbITAHUHN);

3.6.3 — neiicTBMe pPacmpoOCTPaHSETCs HAa MpPOBEJEHHME MCIMLITAHWH B pamka WHIa Y
NpPOU3BOACTBEHHOHN CPEIbL; Q
CPOK JeficTBHs JaHHOro ceprudukara cokpauied 10 1,5 rofa ¢ y4eTom oue Tpe 0
pHiCKa, TPHUCYLIEro NPOM3BOACTBEHHON IUIOIaAke, M PHMCKa, CBA3aHHOLO C eM
tpeGopanuit GMP (no pesysibTataM HHCHEKTHPOBAHHUS).

Awngpociok b.H.,

3aMeCTUTENb :

MuHucTpa 31paBoOXpaHeHu

Pecny6siuku benapych

((hamuns, cOGCTBEHHOE UMS, OTHECTBO (€C/IH TAKOBOE
UMeeTCs ), 10/DKHOCTD CITy’KalLero)

9 centabps 2025 1.

(nara noAnMcaHus)

= = =
E T R R A A AR AR R A A

TYYVYY VV‘fVVVV‘V‘VV‘V"IVVYVVVV\'VV‘v’VV\"lVV’VVV'(‘IYV'V“M”J\‘Y‘l‘!‘v’Vf(‘V‘f‘l

NYVAY

RERASULLE
VY VNIV VY

Fa

T

VYV VYV vy

AR U UL AL
v

Crpanyua 3 3 3

T

00009383

R R R a A

B Ly
FVVVYYYYY




