Ne GMP/EAEU/BY/00445-2025

Cpok netictust ¢ 18 utonst 2025 r. no 17 uions 2027 ™

Bbinan no wurtoram npoeneHus dapMaleBTHUeCKOH WHcnekuuu B goorseTcTBiM ¢ [lpaBunamu
nposeleHHs: (dapMalleBTHUECKUX WHCMEKUWH, yTBepxaeHHbIMM Peuléednem Gopera EBpasuiickoh
3KOHOMHYECKOH KOMHUCCHH OT 3 Hoa6psa 2016 r. Ne 83.

MunucrepcTso 3apaBooxpaHenus Pecnybnuku beaapychb

(l'l()J]HOC U COKpaUlCHHOC HAUMEHOBAHUS YTTOJTHOMQHCHHOI'O opraHa)
NOATBEPIKAAET ClIeyIOLLee:
nposeaeHa (papmMaleBTHUSCKash MHCTIEKLUS
COBMECTHOI'O OTKPHITOrO aKLIMOHepHOrQ, 0buiectsa «Depein»

(MONHOE HAMMEHOBAHHE MTPOUBBOUTCIISA)

Pecny6nuka Beaapyce, r. Munck, nep. Codbu, Kopanegckoi, 52A, 52A/1, 52/1-3

(anpec npor3BOACTBEHHOMK, MAOIAAKH)
Ha OCHOBAHMWM:
nprkaza MuHHcTepcTBa 3apaBooxpaHeHus Pecrny@ankm, Benapycs or 6 mas 2025 r. Ne 542 «O6
OpraHu3alMy HHCTMIEKTUPOBAHUSA» U Mprka3a MUHUeTepCTRa 31paBooxpaHenus Pecrybauku benapych
ot 14 mas 2025 r. Ne 581 «O06 opraHuzauuy UHCAEKTUPOBAHHUS. =
Ha ocHoBaHMM cBeneHHil, MOMYUYeHHBIX NPH/TPOBENCHHH HHCMIEKTHPOBAHHS, MOC/IEAHEE W3 KOTOPbIX
Obl0 npoeeneHo ¢ 9 utons 2025 r. no l3=urona 2025 r., ¢ 16 utons 2025 no 18 urons 2025 .,
YCTaHOBJIEHO, 4TO JaHHOe (hapmaueBTUHECKOES NPGU3BOJICTBO COOTBETCTBYET TpeboBanuam Ilpasun
HaJue)Kalle NPOU3BOACTBEHHON NMpakTHKW EBpasuiickoro skoHOMMUYECKOro coro3a, JKBUBANIEHTHBIX |
[Tpunumnam u Pykosoactsy EBpomneiickoro ceroza no Haanexkalliedl NpoH3BOACTBEHHON MNPaKTHKE
JIEKapCTBEHHBIX CPEACTB U1 MEAHWMHCKOT QY BETEPUHAPHOTO MPHMEHEHNs U NPHHLMNAM Cuctemsl
COTpyAHHuecTBa (apMaLeBTHYeckUX HHenekumit (PIC/S).
Hacrosiumii ceptudukar oTpaskaer cTalyc npoW3BOACTBEHHOH MIOWAaAKHM HA MOMEHT MpPOBEAEHUS
(apmaLieBTHUECKOH MHCMEKUHI, M0 pcTeueHun boee 3 JieT OT JaThl MOCIEAHEro AHs MOCIEAHErO
MHCMEKTUPOBAHUS HE MOXKETECUNTATESS JOKYMEHTOM, CBHETENbCTBYIOLIUM O CTATYCE COOTBETCTBHUS.
Cpok pe#ictBhst cepTudiikara MeMeT OBbITb COKpallleH MpH MCII0/b30BAHHH COOTBETCTBYHOLIMX
MPUHLMIIOB  YTNpaBJeHU M, PUCKAMU TPH  HAJMUMKM COOTBETCTBYIOLIEH 3anmuch o0 >TOM B TMoje
«OrpaHuyeHUs WM (MOSCHUTEAbHbIE 3aMETKH, Kacatoliyecs 00JacTH NPUMEHEHMs HACTOALIErO
cepTvdukaTay.
Ceprudukat sBnsercs) 1eHCTBUTENbHBIM B ClTy4ae MpejICTaBIEHHs. BCEX €ro JIMCTOB (KaK OCHOBHbBIX
JIUCTOB, TaK W AONONHUTEHHHBIX JINCTOB).
AyTEeHTUYHOGTE (MOAAMHHOCTL) HACTOSILErO cepTHdUKATA MOXKHO MNPOBEPUTb B 0ase AaHHBIX
MunucrepcTsa W3apaBooxpaHeHus Pecnybnuku  benapych,  pacnofioskeHHOM  no  aapecy:
htips//minzdrayv. gosxbyiru/dlva-spetsialistov/ickarstyennaya-politika/farmatsevtichesk iy-inspektorat-
mnisterstya-zdra@okhraneniva/index.php (Peectp ceptuduxaros GMP EADC).
Ecan ceprudukar He npeacrtaBieH B yka3aHHOW 0a3e JaHHBIX, cjefyeT oOpaTHThCa B
YMOJHOMOUEHHBIH OpraH, ero BblAaBLINIA.
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Ne GMP/EAEU/BY/00445-2025
[ JlekapcTBeHHbIE cpeucma s MEIMLIHHCKOTO MPUMCHEHHS -
O ﬂeKapCTBeHHble npenapaTbl JUIS KITMHUYECKUX MCCIIEJ0BAHHUIM: (ncnmaﬂun)
Kon | < 5T _ Haumenosanue
1. I"[POI/I3BOI[CTBEHH]>IE OHEPAHI/II/I HEKAPCTBEHHAﬂ HPOI[Y KL[I/IH
1.1 |CrepunbHas npo,aylcuuﬂ

1.1.1 TpousBoanmas B acenTHYECKUX ycnosmlx (onepauun 06pabOTKM TS CNEAYIOUIMX
ICKapCTBEHHBIX HOpMm):
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1.1.1.2. Xuakue ﬂCKapCTBeHthe ¢opmbl Masioro oobema
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J'[CKapCTBeHHHX thopm):

1.1.2.2. XKunkue nekapcrBeHHble GOpMbl Masioro o6bema
1.1.3. Boinyckatouiunit KOHTPOJIb KauecTBa: (BbmyCK cepvm)
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1.2.1. HecTepunbHas npoayKLus (TeXHonoruquKne onepauuu Lum mouyy
JIeKapCTBEHHBIX HOpM): e ¥ \SU
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1.2.1.1. Kancysbl B TBepﬂOl/l o6onouke

1.2.1.5. Kunkue HeKapCTBeHHble dopmbl mns mpymnorogﬁa;@/leﬂe@?ﬂ
1.2.1.6. Kunxue J'leKapCTBeHHble (boprl JUist BHyTpeHHB:Og/'lpl/lM\éﬁeHl/lﬂ

1.2.1.8. Tpouwue TBeleble JIeKapCTBEeHHbIE HOPMbI: HHO(bI/lIlHSaBﬂ
, o T
«&CKX( >

1.2.1.11. Markue HeKapCTBeHHble dhopmbl
1.2.2. BbmyCKaiOlI],I/lH KOHTponb KayecTBa (cepmdmmum(@epuu)
Bnonoruqecxaa ﬂe]{apCTBeHHaﬂ NpoLyKLMs, )<‘f\—<\:

1. 3 l. 8 Hpoqaﬂ 6nonornqecxaﬂ ﬂeKap(X:\TBeHHaﬂ Qﬁonykunﬂ GakTeprl mITamMma
Bifidobacterium bzf dum I vinn 791 >K)43Hecnoc HbIE nucubunmnposaﬂnble B cpele
KynbTBMpoBanus KJI-5 (Bnd)nnyM6aKTepmz@yxon)

NMHO(UIH3MPOBAHHBIE B CPEfiE: KyJTBTHBE s )Kl/IBHeCHOCO6Hble 6a1<Teppm lTaMma
Lactobacillus aczdophllus Ke-1, 0 ﬂuana :

GaKTepun KMILeUHOM nanouky Esc’ erchka coll M- ]7 (Buodmop)

1.3.2. BbmyCKa}oumu KOHTp/;Oﬂb (cepg\mbnkaum cepym) (nepeqeﬂb BUAOB MPOAYKLIUHN):

g,
1.3.2.6 [poayxuus, BbmeneHHaﬂ WMBOTHHX MCTOUYHHMKOB MM OPraHoOB (TKaHel) desoBeka

1.3.2.8. [pouas Grosort qeoKaﬂa}eKapCTBeHHaﬂ MPOAYKLKs: GAKTEPUH LITAMMA
Bifidobacterium bifidum Tunuw 791 )Kl/l3H6CﬂOCO6Hble nuodmnusuposaﬁﬂme B cpene
KynbTuBHpoBanns KJ[-5. (Bl@hnymfiamepnﬂ cyxoi);
MO UIN3MPOBAHHBIE B CPélie KYbTHBUPOBAHHS KU3HECTOCOOHbIE 6aKTep14n LITaMma
Lactobacillus aczd phzlu@ e-10 (Jlnanaxr);
GakTepun KULIGAHOM 1;;&10‘41(14 Escherichia coli M-17 (buoduiop)
[Tpouas neKapCTBeHH%l NPOAYKLHS UM NPOU3BOJICTBEHHAS AESTENbHOCTD
1.4.14 l'lpomsom‘gko
| aCTMT@bHaﬂ MPOAYKLHS
1.4.1.3. I—Ipoq@) NPOAYKLHMS: FOPMOHBI
1.4.3. Ipo oe: 'KOHTPOJIb KauecTBa: T. MuHCK, nep. Codpbu Koanesckoi, 52A; 52/1-3;
BbINYCKaIOLIMH KOHTPOJIb (cepmdml(auuﬂ cepuu): r. MHHCK, Tiep. Co¢)bu KoBaneBckoit, 52A;
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3.2.6. OuncTKa B
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AHLUM: UCTO

), OCBET/iftoLIas
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i hapMalleBTHUECKO

biIe/IeHHOM

. yabTpaduabTpaums (1-oit u 2

o

paLus KpoBH
HTPOJIb KayecTBa

WIbT

) MCOIBITaHUS

Hueckue

(xum

3.6.1. dusnueckue

(MCKJIOYas UCTILITAHUE HA CTEPHIILHOCTD)

€CKHE UCTILITAHUS

MOSICHUTEIbHbIE 3aMETKH,

OrpaHnyeHus WIlK IC
Kacaroluecs 06J1acTH NpUMEHeHuUs cepTHdukara

1.3.1.6. — nelicTBue pacrnipocTpaHsercs B Tom uMcne Ha 1.1.1.2. n 1.2

3.6.3. Mukpo6uonoruy
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TpeGopanuii GMP (110 pe3ynbTaTaM MHCIEKTUPOBAHHS).

Craposoiitop A.I'.,
3aMeCTHTelb

~

PHUCKa, MPUCYLIEro NpOon3BOACTBECHHOM TJTOIANKE, U pUCKa, CBA3AHHOIC

. — JeHCTBHE pacnpoCTpaHsieTCs B T

JULMEC.ITTT).
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I anpens 2026 1.
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