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Ceprudikar akocti N2 040000116999

Namikonw® Repmrens, renb 1 % no 15 r y 1y6i, no 1 1y6i B nauyi
1r TENKO MICTUTD TEPBIHA®IHY MAPOXNOPUAY 10 mr ¥ NMEPEPAXYBAHHI HA 100 % CYXY PEUOBMHY TEPBIHAQIH

Homep capii; 10824 KpalHa oTpumyBau’ YkpaiHa
Kinbkictb npogykyii: 11.892 Tuc.ynak. N2 Peectp, noceiguerns: UA/2714/04/01
Nata apobHuuTEa:; 08.2024 Tepmin niil peecTp. nocaiguenns;  HeobMexeHun

AHanis BUKOHaHWI No; MKA J13 go P NeUA/2714/04/01, amixn sig 14.05.2021 p.

HalimenypaHHa nokazunkie Bumorn AHA(cneyndikawuii) Pezynutatn BunpoGyBann
Onuc lenb Binoro abo mavxke Ginoro Konbopy 3i
cnabkum cneuudiyHnm 3anaxom Binnogipae

laenTudikauin

TepbiHadiH, Ha xpomaTorpamax BUunpoGoByBaHoro poaumnHy,

GyTunrigpokcuTonyon opepxaHux y posgini "KinbkicHe BusHaueHHA.
Tep6inadin i GyTunrigpoxkcuTonyon”, vacn
YTPUMYBAHHA [|BOX OCHOBHUX MIiKiB maloTh
CHIBNARATA 3 Yacamun YTPUMYBAHHA BiANOBIAHNX
NIKIB Ha XpomaTorpamax po3vyuHy NopisHARKS (b)
3 TouHicTio 22 % Bianoeinae

€TaHon, cNVpPT GeHsunosui Ha xpomatorpamax punpoGoByBaHoro posumHy,
oAepaHux B pospini "KinbKicHe BMsHavyeHHA.
EtaHon 96 % i cnupT Bensnnoeui”, vacn
YTPUMYBAHHA NIKIB eTaHOMY Ta Crupty
GeH3UNOBOrO MAIOTL CNIBNAZaTH 3 Yacamu

YTPUMYBaHHA BIAAOBIAHWX MiKiB Ha XpomaTorpamax

PO34MHY NOPIBHAHHA Bianoeigac
pH Bin 4,6 no 5,6 52
CTpyKTypHa B'A3KicTh Bip 5,5 Ia*c go 10,1 Ma*c 7,2 Ma*c
Cynpoeiani pomiwkyn
noMilika A He 6inbuwie 0,2 % (Ha momeHT Brunycky). He
Ginbwe 0,3 % 0,0 % {<MKB)
Aomiwka B He Ginbuwe 0,2 % (Ha momenT BUnycky). He
Ginbwe 0,3 % 0,0 % (<MKB)
Aomiwka 1 He &inbuie 0,2 % (Ha momenT Bnnycky). He
6inbwe 0,3 % 0,0 % (<MKB)
Bynb-AKa iHWa fgomillka He Ginblue 0,2 % (Ha momeHT Bunycky). He
| Ginbue 0,3 % 0,0 % (<MKB)
CyMa QOMILLIoK He 6inbwe 0,5 % {Ha momeHT Bunycky). He
Ginbwe 1,0 % 0,0 % (<MHKB)
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Maca BmicTy ynakogku He meHue 15 Bignogsipae
Po3mip yactok B 2 3 10 Bunagkoeo obpaHnx Nonax 3o0py mac
6yTi He Binblle 50 vacTok posmipom Binblie 25

MKM ; Hi B OAHOMY NOAi 30py He maec ByTH YacToK

po3mipom Ginbue 30 Mkm Bianosinae
MikpobionoriuHa uyncrora
3aranbHe YKCno aepobHux Kpurepin npuidnaTHOCTI 100 KYO/
Mikpoopraxizmis (TAMG) 0 (MeHwe 100)
3aranbHe YNCno APHKOXKOBUX Ta Kputepitl npritHatHocti 10 KYO/ ¢
nnicHaAsux rpuis (TYMC) 0 (MeHwe 10)
Staphylococcus aureus BipcyTHicto B 11 BincyTHi
Pseudomonas aeruginosa BigcytHictb B 11 BincyTHi
KinbKicHe BuzHaueHHA
TepGiHadin Big 9,50 mr go 10,50 mr & 1 r npenapaty 9,87 mrir
ByTunrigpokcUTONY o Bin 0,16 mr po 0,22 mr 8 1 r npenapary 0,20 mr/r
CNUPT HeH3nNoBni Bia 4,50 mr go 5,50 mr 8 1 r npenapary 4,94 mrir
etaHon 96 % Bia 90,0 mr o 110,0 mr 8 1 1 npenapary 94,0 mr/r
Ynakoeka Mae eignosifat BUMOram Binnoeigae
MapkysaHHsa Mae BignosinaTu sumoram Binnosigae
Tepmin npugaTHocTi: 2 poku Lo 08.2026
Ywmosu 36epirannn:  36epirati npu Temnepatypi He Bue 25 °C. 3aMOpOKYBaHHA He AONYCKAETHCA

Komenrapi:

3anBa npo ceprudikayio:

Lum A 3aceiguyio, Wwo eullleBKasana iHpopMalia € nocTosipHow | TouHolo. Liio cepi npoaykuil 6yno sMpobnero (Brnouaryn
YNAKoBKY/MapKyBaHHA) Ta NpPOBeAeHUH KOHTPO/L i AKOCTI Ha HUKUYEBKazaHIN LinbHUUI B NOBHIA EignosigHocTi o sumor GMP,
BCTAHOBNEHUX MICUERMM PErYNATOPHIM OPTraHOM, 8 TaKoX Y BIBNOBIAHOCTI i3 cneuudikaLiamu, ski 3HAXOAATLCA Y PEECTPALitHOMY
Aocke/Taprosol nivensil. MPoToKkoNW BUpoGHWUTEa, NakyBaHHA Ta aHanizie 6ynun neperipeHi Ta BCTaHOBNEeHa BignosiaHicTE GMP,

AossoneHo fo peanisauii / 10 gigBaHTaXKeHHA

YnosHosaxeHa ocoba — [TpoBigHUi ixeHep BCTaBM fipemeHko B.B. 16.08.2024

(¥ aiifingony EleFsd
Alifficaton coge
00481185

BupobHnua RinbHuLA:

YKPAIHA, 04080 m. Kunis-80, Byn. Kupuniscoka, 74; fNilleHsis Ha Bupo6umuteo AE Ne 637430 sin 07.04.2015;
Ceprudicat GMP Ne 108/2023/GMP &ig 20.12.2023; GMP_UZ-08:2023 &ig 30.11.2023: UP/1-530-10/21-03/13 Big
28.10.2021; GMP/EAEU/KZ/81-01-24 Big 15.12.2023

KoHTponb AKocTi Ta Engaua ROsE0Ny Ha peanisalin:
YKPATHA, 04080 m. Kuis-80, syn. Kupuniscoka, 74; Csijoutso npo atectauito N¢ 390 sig 22.01.2019
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