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Ceprudikar axocti Ne 056 Bix 05.03.2024  poky

Hazea Jikapcbkoro 3zacody
Jlikapchka dopma, 103yBaHHHA

PeecTpauiiine mocBinueHHst

Jinensis

Micie npoBaaskeHHs DislJIbHOCTI

Ceprudicar GMP
Homep cepil
Po3mip cepii

Jdarta BupoOHHUOTRA

AHAJi3 NpoBeIeHo 3rijIHo 3

HOOBYT® IC 100

NOPOLIOK 51 0paaLHOro posunny, 100 mr/mosy no 2,5 r y came

UA/8831/02/01 3i TepMiH Ail 0e3CTPOKORO
3MiHAMH

BupoOouuureo gikapeskHux 3aco0iB cepin AE Ne295499 sin
20.02.15 p., 65080, Onecnka obaactb, M. Opeca, Jroctaopdeska
nopora, 0yn.86

65025, m. Oneca, 21-it km CrapokuiBeskoi oporu, 40-A

024/2023/GMP xie no 23.12.2025 p.

0560224

1030 nakoe  Nell

01.03.24 p.

MEKH 3i sminamu Ne 1, 2 no p/m UA/8831/02/01

HaitmMeHyBaHHs PesyabTaru
oar Bumorn MK Y
MOKA3HHKIB BHIPOOOBYBAHL
1 2 3
Onuc [Topowox 6inoro a6o Makxe 6isoro Koabopy, B skoMy | [lopowmox maiixe 6inoro
[OTyCKaTbLCA BKPATlJIeHHs )KOBTOT'O KOIbOPY KOJIbOPY, B AKOMY
JOTYCKAKThLCS
BKpallJIeHHH }XOBTOTO
KOJBOpY
Po34MHHIiCTb He 6inwuie 5 xB Bignoginae
[nenTudikauis A.Yac yTpumyBaHHa nika ¢eHibyTy Ha XxpomaTtorpamax |Bignosigae
BHUIPOGYBaHOT0 PO3YHHY Ta PO3YMHY [TOPIBHSAHHS,
OJlepKaHHUX IIpH BUNpobyBaHHI «KinbkicHe
BM3HA4YeHHS», IOBUHHI CMiBNa/jaTH
B. Peakuis (a) Ha xsiopuau [ToauTHBHA
CepenHsa Maca BMicTy Big 2312,5 mr go 2687,5 mr 25239 wmr
calle, Mr
pH Big 2,7 no 3,7 3,0

Qg& Ry L




OzHOpiZHICTD
JI030BaHHX OJUHHLB *

Bumoru 0/[0 BBa»a0ThCA BUKOHaHWMMH, AKILO
npuiiManbHe yucao (AV) ana nepwux 10 oAMHKULB
MeHue abo gopisHioe L1 (15,0), y BigcoTkax. ko
npuiimManbHe 4ucio 6inbue L1, y BincoTkax,
BHIIPOOYBaHHI0 NiAAAKTE HACTYNHI 20 oiHHHIE i
0GYHCII0I0Th IpUiManbHe yucio. Bumoru 010
BHKOHYHTbCA, AKIIO KiHI|eBe NpuHMalibHe YHCII0,
pospaxosaHe i3 30 oguuuLL, MeH1e abo gopiBHioe L1,y
BACOTKAX, 1 3K0/leH BMICT y oKpeMiil 1030BaHil oAMHMLI
He € MeHIIMM 3a (1-L2x0,01)M i He € 6inbiuum 3a (1 +
L2x0,01)M. (L2=25,0).

CynpogigHi JoMIlLIKK

Ha xpoMaTorpami BUNpo60ByBaHOTO PO3YHHY:

- oA 6y/b-AKOT0 MiKa, KpiM OCHOBHOTO, He Ma€
nepeBULLYBATH IJIOLLY OCHOBHOTIO NiKa Ha
XpomaTorpami po3uuHy nopisHaHHA (0,2 %)

Menme 0,2 %

- CyMa 101 YCiX MiKiB, KPiM OCHOBHOrO, He Ma€
[epeBULUYBaTH 2,5 TUIOII OCHOBHOIO NiKa Ha
Xxpomarorpami po3duHy nopiensasns (0,5 %)

Menme 0,5 %

KinbkicHe BU3HaYeHHA BmicT C19H13NO,-HCI (denibyTy) B ogHOMY caiie Mae 100,5 mr
oyTH BiA 95,0 Mr 10 105,0 MT, ¥ IepepaxyHKy Ha
cepelHK0 Macy BMICTY callle.
Mikpo6iosoriuba Aepo6Hux MikpoopraHismis (TAMC): He 6inbue 103
yucToTa ** KY0/r npenapary.
ApbxaxoBHX Ta niticeHeBUX TpubiB (TYMC): He 6iabine
10% KYO/r npenapary.
BigcyTtHicTe Escherichia coli B 1 r npenapary.
[lakyBaHHA [To 2,5 r y caule; no 10 caie y navui Bianogigae
MapkyBaHH#A 3TiJHO 3 TEKCTOM MapKyBaHHA A0 p/1 31 3MiHaMHu Binnosipae
Tepmin npuaaTHOCTI 3 poxH [o 03.2027 p.

*- KOHTpOIIb A@HOrO TECTY MPOBOMATE JUTA KOKHOT I’ ATOT cepil. **- KoHTpo/Ib 1aHOro TecTy NPOBOAATH A1 KKHOT 17 ATOT cepii
npenapary y 38 13Ky 3 BLAnopingicTio BupoonunTea IJ13 eumoram HBIT (GMP).

BucHopok:

cepii 0560224

HOOBYT® IC 100, mopouoK AJsi OpaibHOTo posurHy, 100 Mr/ao3y no 2,5 ry came N210 y nauni

BiANOBITa€ BUMOTaM MK 3i 3minamu Ne 1, 2 no p/m UA/8831/02/01

3asiea npo ceprudikaniro:  [luM 51 3acBinyyro, Mo HaBeneHa Buule iHdopMaLlis € 1OCTOBIPHOI Ta TOUHOIO.

[{ro cepito mpoaykuii Oyno BupodneHo (BKJIHOYAOYHM MaKyBaHHA i MapKyBaHHS) Ta MPOBEIEHO KOHTPONb 11 AKOCTI Ha
BHIIE3a3HaueHifl minbHUUI y NOBHIM BiamorimnocTi 3 BuMorami GMP, BCTaHOBIEHHMH pPErynaTOPHHM OPraHOM
VkpalHu, a TakoXk BLONOBIAHO 10 crneumdikauiil, mo MicTAThCA y peecTpalifiHOMy nocke. IlpoTokonn BHpoOHHMLTBA,
MaKkyBaHHs Ta aHani3ie Gyo NepemIsHyTOo Ta BCTaHoBAeHO Bianosinnicte GMP.
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