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CepTudikar akocri N2 040000116608

®apmacynin® H, posunn gns iH'eky

Gnicrepi, no 1 6nicrepy B nauui

ith, 100 MO/mn no 3 mn y KapTpupki, no 5 kapTpuaxis y

1MIT PO3UMHY MICTWUTD IHCYNIHY NHACLKOrO (OHK - PEKOMBIHAHTHOTO) 100 MO

Homep cepii: 20524
KinbkicTs npopykuii: 55,675 Tuc.wtyk
Hata supobrnuTea: 05.2024

KpaiHa oTpumysay: Ykpaiva

N2 PeecTp. moceigyeHHs: UA/2318/01/01

TepMin pii peecTp. noceigyerHn;  HeoBMexeHwM

AHaniz BUKOHaHWi no: MKA N3 ao PTT NeUA/2318/01/01 gig 04.09.2020 P., 3MiHK Big 04.02.2022 p.

s

HalmenyBanna nokazuukis

Bumoru AHA(cnenudikanyii)

Pesynbratn sunpobygaHs

Onuc Mposzopa Gesbapsna piguua Bignosinae
Imenrudixkayis
IHCynin nioncbkui Ha xpomaTorpami BUNPOOYBaHOro po3uniy,
OTpUMaHIi B pozaini "KinbkicHe BU3HaYeHHA",
Hac YTPUMYBAHHA GCHOBHOIO Mika iHCYniRy
JIDACLKOTO MaE CnisMagars 3 Yacom YTPUMYBaHHS
OCHOBHOIO Nika IHCYAIHY NIOACEKOTO Ha
XPOMATOTPaMi PO3UMHY MOpPIBHAHKS (a) Binnosipae
MeTakpeszon Ha xpomatorpami BUNPOGOBYBAHOTO PO3UMHY,
OTPUMAHIK NPW BU3HAYEHH] BMICTY MeTakpesony,
HAC YTPUMYBaHHA Niky MeTakpesony mae
CMIBMaJaTh 3 YacoM YTPMMYBaHHSA Ky
METaKpe3ony Ha XpoMartorpami pO3YUHY NopiBHAHKA Bianosigac
Mposopictb Mae 6yt npozopum Biarosinae
pH Bin7,0p07,8 7.6
Mexaniuni BKITIOYeHHS: HEBURMI YacTKK
Hacrok 3 pozmipom 10 mrm i He 6inbwe 6000 & 1 KOHTeWHepi
6inbwe 395
Hacrok 2 posmipom 25 mxm i He Ginbwe 600 & 1 KOHTeRHepi
Binbuwe 13
binkn Brcokomonekynsipwi He 6inbwe 1,0 % 0,1%
A21-nesaminoincynin He Binbwe 2,0 % 0,5%
CynpogigHi 6inku He Ginbwe 2,0 % 0,1 %
Merakpeson Bin 2,25 mr no 2,75 mr y 1 mn npenapary
{90-110 %) (Ha momeHT BUNycky). Big 2,00 mr oo
2,75 mr y 1 mn npenapary (80-110 %) 2,863 mr/mn
K He 6inbwe 40 mkr ba 100 MO IHCYNIHY nefcsKoro 18 mkr/100MO
06 em, Wo BUTAraeTHCH He merue 3 mn Bignoeiaae
CTepunbHicTt Mae 6yT1 crepunbHIum Bianogipae
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bakTepiantHi engoTOKCIHN I'paHruHa KoHueHTRaLIR eHAOTOKCUHIB CTAHOBUTL
80 MO 8 1 mn npenapary Bianosigae
Kinbkiche BusHaueHHn
IHeynin niopcokni Bin 95 MO/mn no 105 MO/mn 99 MO/mn
Ynakoeka Mae Bignogigaru sumoram Bipnogipae
Mapkyeanna Mae ignosigat umoram Bianorinae
Tepmiu npugartHocri; 2 pokn Ho 05.2028

Ymoen sGepiranusa: 36epira™m B opuriHanbRif YNaKosLf Npu Temnepatypi eig 2 °C go 8 °C (¥ xonogunsHuky). He
3aMOpOXKyBaTH. Tepmir 36epiraHqa npenapaty y KapTpuipkax i dnakonax nicna BiAKpWUTTA 28 Ai6 npu
Temnepatypi sig 15 °C go 25 °C, 3AXMULAIYK BIA NeperpiBaHHA Ta COHAYHMX NpaMeHiB. KapTpugxki, axi
BUKOPUCTOBYIOThCA, He Cify TpumaTh v XONOAUNEHMKY.,

KomenTapi:

3anBa npo ceprudikayiio:

Lnm 2 saceiguyio, wo suweskazana IHpOPMALiA € AOCTORIPHOK | TOUHOIO. Uro cepilo npogykuii 6yno supobneHo (Brnoyaroun
ynakoBKy/mMapKyBaHHa) Ta MPOBEAEHUA KOHTPOAL Ti AKOCTI Ha HUKYEBKA3aHIT AinbHAUL B nosHil BignosigHoCTi ao sumor GMP,
BCTAHOBNEHWX MiCLUEBMM DPErYNaTopHUM opraHom, a Takox Yy BiANoBigHOCT] i3 creundikaliamn, axi 3HAXO[ATLCA Y peecTpauifiHomy
BOCLE/TOPrOBOT fiLeHalT, MNpoTokonu BUPOGHULUTRA, NaKkyBaHHS Ta aHanizis Gynu nepebiperi Ta BCTaHOBNEHA BignosigHicTe GMP,

Aocssoneno go peanizayil / go BigBaHTaMeHHn

YnoBHoBaxeHa 0coba - HavanbHuk Bigpiny BCraBn Nanryx 1O.M. 18.07.2024

Bupobuuua ainpHuys:
YKPAIHA, 04080 m. Knis-80, Byn.Kvpunisceka, 74; Miuensia Ha BUPObHALTBO AE N 637430 sipy 07.04.2015; GMP

051/2024/GMP Big 29.05.2024; GMP/EAEU/KZ/81-01-2024 Big 15.12.2023; GMPUZ-08:2023 Bin 30.11.2023;
UP/1-530-10/21-03/13 sig 28.10.2021

KoHTpone akocTi Ta Blaada RO3BONY Ha peanizayio:
YKPATHA, 04080 m. Kuis-80, Byn.Kupuniecska, 74; CaigouTso npo atectautiio Ne 390 sin 22.01.2019
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