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COOTBETCTBWA NMPOWU3BOLACTBA JIEKAPCTBEHHbIX CPEACTB

TPEBOBAHWUAM NPABWUN HAZANEXALLEA NPON3BOACTBEHHON NPAKTUKIA
EBPA3MIACKOIro 3KOHOMWYECKOIO COIO3A

Ne GMP/EAEU/BY/00430-2025

Cpoxk neiicteus ¢ 8 anpens 2025 r. no 7 anpens 2028 r.

Bbigan 1o uroram mnpoBeneHHs (apMaLEeBTHUECKOM HHCIEKIHH B COOTBETCTBMM ¢ [lpaBunamu
nposefeHus (hapMaLeBTHYECKHX HWHCMEKLMid, yTBepskaeHHbIMU Peinennem Cosera Espasmiickoit
9KOHOMMYECKOH KomHccHu oT 3 HoaOps 2016 r. Ne 83.

MunucTeperso 3nparooxpaterns Pecriy6auku Benapychs

(monHoe 1 COKpPaLUCHHOC HAWMCHOBAHHUSA YITOJTHOMOYCHHOTO 0PI ﬁHa)

NOJTBEPKIAET CleAyIoLIee:
nposejieHa hapMaLeBTHUECKasd HHCIISKLHA
pecrybIMKaHCKOr0 YHUTApHOro rpousBoacTBeHHoro npeanpusitus « SEJIMEITTPETIAPATEI»
(IONTHO® HAWMEHORAHHWE TIPOU3BOAUTENS)

Pecrrybmika benapyce, r. Munck, nep. @abpuimyca, 3 (ex Ne 4)
(anpec NpoKM3ROACTBEHHON TIIOLUANKH)

Ha OCHOBAHHH:
npukasa MunucrepcTsa 3apaBooxpaHenus PecryGnuku benapyce ot 13 mapra 2025 r. Ne 265 «O6
OpraHu3alHy HHCIIEKTUPOBAHUAY.

Ha ocHoBaHWM CBEAEHHH, MOMyUSHHbIX NPU MPOBEACHUH MHCNEKTHPOBAHMS, MOCTENHEE 3 KOTOPHIX
Geuto nposeneHo ¢ 31 mapra 2025 r. no 4 anpens 2025 r., ¢ 7 anpens 2025 r. no 8 anpena 2025 r.,
YCTaHOBJIEHO, YTO JaHHOE (apMalleBTHYECKOe NMPOM3BOACTBO cooTBeTcTBYeT TpeGomanusam Ilpasun |
Hazexallel NPOM3BO/ICTBEHHON TipakTHKK EBpasuiickoro 3KOHOMHYECKOro COH3a, SKBHBAIEHTHBIX
Ipunimnam u Pyxosoactsy Epponeiickoro coroza no Hamiexkaluedl MpOM3BOICTBEHHOM MpakTuke
NIeKAPCTBEHHBIX CPEICTB TS MEIHIMHCKOTO ¥ BETEPUHAPHOTO NPUMEHEHHs ¥ npuHuunam CHcTeMbl
coTpyAHuuecTBa (papmanesTuueckux uHenekuuii (PIC/S).

Hactoswmuii ceptidukar oTpaskaeT cTaTyc MpPOM3BOACTBEHHOH IUIOLIAZKHM HA MOMEHT TPOBEASHHMA
(hapmaLleBTHUECKOH MHCIEKLMH U N0 UcTeueHUH Oonee 3 JieT OT AaThl MOCHEAHEr0 JIHS MOCIEAHEr0
HHCIIEKTHPOBAHHUS HE MOJKET CUMTAThCA AOKYMEHTOM, CBHUAETEILCTBYIOIMM O CTATYCE COOTBETCTBHA.
Cpok nedicrBust ceprudukara MoKeT ObITh COKpAIIEH MPU MCIONB30BAHMU COOTBETCTBYIOLIMX
NPUHLIMIIOB YTIPABICHHS DPUCKAMHM [IPH HaJIMYUM COOTBETCTBYIOLIeH 3amucu o0 3ToM B mHOjie
«OrpaHuyeHHss UMM TOSCHHUTENBHBIE 3aMETKH, Kacawluecs o0macTH NpUMEHEHHs HacCTOALIETro
ceprudukaran.

Ceprudmukar sBndercs AHCTBUTENBHBIM B CIyyae MPEOCTARIECHHS BCEX €ro JIMCTOB (Kak OCHOBHBIX
JIUCTOB, TaK M JOTIONTHUTENbHEBIX JINCTOR).

AyTeHTHMYHOCTh (MOJUIMHHOCTB) HACTOSIIEro CEPTUhMKATA MOJKHO TIPOBEPUTHL B 0ase AaHHBIX
MunuctepeTBa  31paBooxpaHeHus  PecryGnuku  Benapycs,  pacrionoskeHHOH 1o aapecy:
https://minzdrav.gov.by/ru/dlya-spetsialistov/lekarstvennaya-politika/inspektirovanie-na-sootvetstvie-

trebovaniyam-gmp.php (Peectp cepTchHKaToB«Gké%EAC-)C)

Ecnu  ceprudmkar He TpefcTaBIeH B yKa3aHHOW 6ase JaHHBIX, CJELyeT O00paTuThes B
YNOJTHOMOYEHHBIH OpraH, ero BbIIaBLINHA.
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Ne GMPfEAEU/BY/OO430-2025

v HeKapCTBe-HHbIG CpeﬂCTBa ang MEJIPﬂIHHCKOI‘O IIPUMEHECHH A

O ﬂexapcheHHme npenapaTm mm KITHHUYECKUX HCCIEIOBAHMH (ucnmraﬂnﬂ)
Kog ] ;

HaumeHoBanue

1. HPOHBBO,HCTBEHHBIE OHEPAL[I/IH HEKAPCTBEHI—[AH HPOI[YK[IPI}I
HBCTepHJ'H:Haﬂ [IPOAYKIHS

2.1. HecrepunbHas npomyKius (TEXHDIIOI‘H‘-IECKHC OTIepaLMM 1S IOy UEHHs CEMYIOIIMX
nercapCTBeHHux hopm):

1.2.1.1. Kancyns! B TRepoii o6omouke
1.2.1.13. Tabnetkn

1.2.2. Bolnyckaroluuii KOHTpOIIb Ka4uecTea (cepTHdUKALHS CepHu)
bHonoruveckas jekapcTBEeHHAs MPOTYKIHS

1.3.1. Bronoruyeckas JieKapcTBEHHAS: MPOAYKLIHS:

1.3.1.6. Ilpoayxius, BhiieneHHAs U3 )KUBOTHBIX HCTOYHHKOR UM OpraHoB (TkaHell) yenoseka
1.3.2. BhlITycKarommii KoHTponb (cepmcbnkaunﬂ cepml) (TepeyeHE BUAOB NPOAYKIIHH):
1.3.2.6 Ilpoaykims, BeIIeJ€HHAS H3 JKUBOTHBIX. Hc:mqﬂmcon WJIM OpPraHoB (TKaHedt) uenoreka

[Ipouas nekapcTBeHnas npogxyxum: HITH nponssoncmennan ﬂ@ﬂTEﬂbHOCTb
1.4.1. IpoussoncTeo:

1.4.1.1. PactuTenbnas TPOIYKLHS
1.4.3. Tlpouee:

XpaHeHHe MaTepnéﬂoB M TIPOOYKLUMH — T, MHHCK nep. (Da6pp1uuyca 3/6; beroHHbIH npoe3,
7/6-2, 7/6-4. 7/11,7/12; ;

KOHTpOINE KayecTBa — r. MuHCK, yi. @abpuimyca, 30, nep. ®abpuumyca 3/ 14
BBIITY CKAKOIHL KOHTPONIb KaY€CTBa (BBIMYCK Cepuu) — r. MuHck, yi1. @abpuumyea, 30.

'VnakoBka

1.5.1. ITepBuyHas yrnakoBka:

1.5.1.1. Karncyasl B TBepaoii oGonouke

1.5.1.13. TaGnetku

1.5.2. BropuuHas ynakopka

KoHrtpons kayecTsa

1.6.2. MUKpOGHOOrHYeCKHe MCTIBITAHUS: MHKpOﬁHOﬂerﬂqecm YHCTOTa

1.6.3. Xumuueckue (Pu3HueCcKie) HCTTBITAHHS

OPpaHH‘iGHHH HITH 'HOHCHHTGJ]I:HBIS 3aMETKH,

Kacaroluecs 001acTH HpUMeHEH s cepmcimxam
1.3.1.6. — TabneTku U Kancymsl B TBEPIOH o6on0tu<e

1.4.1.1. — kancynel B TBep0ii 06070UKe;

HeiicTere nanHOro cepTHdUKATa PaCTIPOCTPAHAETCS HA TIPOM3BOLCTBO JIEKapCTBEHHKIX CPEIACTB B
nexe No 4: ygactok TaﬁneTHpOBaHHﬂ M HaroJIHEeHUs Karc TOK (pacOBKH U

OBKH.

CrapoBoiitos A.T.,

3aMECTHTEIb

MunucTpa 31paBooxpaneHus

Pecniy6nuxu Benapyck
(D.H.0., nomxHocTs)

19 aBrycra 2025 1

(nara MOATHCAHMA, JULMEC.ITTT)

CTpaHmia 2u32
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