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Ceprudikar akocri Ne 040000103280

Hanbydin, pozuun gnsa iv'eknii 10 mr/mn, no 1 mn y wnpuyi 3 ronkow y tybyci, N2 1
1MN PO3YUHY MICTUTb HATTBY®IHY [POXIIOPUAY B NEPEPAXYBAHHI HA 100% CYXY PEMOBUHY 10 M

Homep cepii: 120822 KpaiHa oTpumyBau: YxpaiHa
Kinoxicte npogykyi: 26.573 Tnc.wtyk N2 Peectp. noceigueHHs: UA/14321/01/01
Hara supobruyTea: 08.2022 Tepmin gil peecTp. noceiguenHn:  HeobmexeHUR

AHanis BUKOHaHWIA No: MKA N3 go PN NeUA/14321/01/01, aminv ig 20.07.2021 p.

HaiimeHyBaHHA noKasHMKIB Bumoru AHA(cneuymndikauii) PesynbTatM Bunpobysanns
Onuc Npozopui pozunH i GesbapeHoro ao
6nigo-xoBTOrO KONBOPY ’ Bignoeinae

lpenTudikauyia
Hanbydiny rigpoxnopua Ha xpomatorpami snnpofysaHoro poaunny,
oTpumaHii B po3aini "KinbkicHe Bu3HayeHHs",
Hac YIpumyBaHHA nika Hanbydiny rinpoxnopuay -
MAa€E CNiBNagaTh 3 4acoM YTPUMYBaHHA nika

HanbydiHy rinpoxnopuay Ha xpomatorpami PO3UUHY

NOPIBHAHHA 3 TouHicTio 22 % Bignoeinae
xnopuan XapakTepHa peakuis (a) Bianosipae
MpozopicTb penapat mae 6yTu npozopum . Bianosipac
KonboposgicTs 3aBapenedHus npenaparty mac 6yTu He
iHTeHCWBHIiWWM 3a eTancoH BY7 Bignosipae
pH Bin 3,0 no 4.0 3.6
06 em, WO BUTAracTLCA He meHwe 1,0 mn : Binnosigae
MexaHiuHi BkNoueHHA: BUAKMMI MNpaktvyHo BINBHWA Big YacToK
YaCTKK Bignosipae

MexaHKivHi BKNIOYEHHA: HEBVANMI HaCTKIN

HacTok 3 posmipom 10 Mkm i He Ginbwe 6000 & amayni

Ginblwe 108,8
YacTok 3 poamipom 25 MKM | He 6inbwe 600 & amnyni

6inbLe 3,2

CynpogigHi aomiwkn

B-enimepa He Girbwe 1,0 % | 0,3%
OByab-AKoi iHwWo] He Ginbwe 0,5 %
IHAMBIAYaNEHOT fomilKy 0,0 % (<MKB)
CyMa lomilnok (Kpim B-enimepa) He 6inbwe 2,0 % 0,0 % (<MKB)
CrepunbHicTb Mpenapat mae BYTH CTePUALHUM : Bignosinae
BaxTepianbHi eHAOTOKCIHM BMicT BakTepianbHnx eHBOTOKCHHIB y npenapati
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mae Byt He Binbwe 14,28 MO Ha 1 mn Bignoeipae
KinbKicHe Bn3aHaveHHA
HanBydiny rigpoxnopus Bin 9,50 mr o 10,50 Mr & 1 mMn npenapary 10,19 mr/mn
Ynakoska Mae signosigar sumoram Bianosinae
MapkyBaHHa Mae Bignosigati Bumoram Bignoeigae
Tepmin npupaTHocri: 2 poKM o 08.2024
Ymosu 36epirannn:  36epiratu 8 opuriHanbhiil ynakosui npun Temnepatypi He Buwe 25 °C

Komenrapi:

3anaga npo ceprudikauito:

Uwvm a saceiguyro, WO BULLeBKa3aHa iHpopMaLia € gocTosi

pHolo | Tounolo. Lo cepito npoaykuii 6yno Bupobnero (srnovakouw
ynakosky/MapKyBaHHs)

Ta NPOBEAEHMA KOHTPONDb T AKOCT] Ha HUMKYEeBKA3aHInA AiNbHULI B TIOBHIKH BignosigHocT 10 BUMOr GMP,
BCTAHOBNEHUX MICUEBMM PETYNIATOPHNM OPraHoM, a TakoXK y BiMOBIAHOCTI i3 creundikaliamm, ki SHaXO[ATLCA peecTpalinHomy
ROCLE/TOProBof nileHsii. MpoTokonm BUpoGHMLTEA, nakysaHHA Ta aHanisis 6yny nepesipeni Ta BcTaHoBNeHa BignosigHicTs GMP.

flozsoneHe go peanizauii / go sigBanTaXeHHA

YnoeHosaxeHa ocoba — MposigHuii iHxeHep BCTaBl AHppycrk M. M. 31.08.2022

BupoGHu4a gineHnys:
YKPAIHA, 04080 m. Kuig-80, syn. Kupuniscoka, 74 Jliyensin Ha empobHuuTBO AE Ne 637430 mig 07.04.2015;

Ceptudikat GMP N°036/2022/GMP sig 03.08.2022; GMP/EAEU/BY/0045-2021 Bif 25.02.2021; UP/I-530-10/21-03/13 ig
28.10.2021

KoHTpost axocri Ta supava gossony Ha peanisayio:
YKPAIHA, 04080 m. Kuis-80, syn. Kupuniecbka, 74 CaigoyTeo npo atectaujio N¢ 390 sig 22.01.2019

Cepmudikam nidnucaHo enekmpoHHUM Nidnucom ID 040000103280 Crop.2 32




