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Ceptudikar akocri N2 040000117193

OneHokc®, posuunH gna iH'ekuiit 6000 aHTr-Xa MO/0,6 mn y wnpuui, no 2 wnpuua 8
6nicrepi, no 5 6nicrepis B nauyi
1M PO34UHY MICTUTb 10000 AHTU-XA MO, WO EKBIBAJIEHTHO 100MI" EHOKCOMAPUHY HATPIO; 6000 AHTU-XA
MO/0,6MJ, LLIO EKBIBANIEHTHO EHOKCOMAPUHY HATPIO 60MI

Homep cepii: 260724 KpaiHa oTpumysay: YKpaiHa
KinbKicTb npogyKuii: 44.270 Tuc.wtyk N2 PeecTp. nocBigHeHHs: UA/13118/01/01
[lata BUpobHULTBE: 07.2024 TepMiH fil peecTp. NocsiaueHHa:  HeobmexeHui

AHani3 BUKOHaHUiA no: MKA 13 po P11 NeUA/13119/01/01, 3minu sig 04.02.2022 p.

HalimeHyBaKHA NoKasHUKIB Bumoru AHA(cneuyudikauit) Pesynbtatu BunpobyBaHb
Onuc Mpo3opa He3bapeHa abo CBITNO-KOBTOro KONLOPY
pignHa Bignosinae

lnenTudikayis
YnbTpadioneToBuin cnekTp NornUHaHHA npenapary
B o6nacTi Big 220 Hm go 300 HM noBuHeH maTn
MaKCUMYM MOTMUHAHHA 338 AOBXUHW XBUAI (231£2) Hm 232 Hm
CepefiHa (3a Macolo) BifjHoCHa MoNeKynApHa Maca
mae 6ytu Big 3800 po 5000. Macoea vacTka
NaHLIOTIB i3 MONEKYNAPHOI Macoto Hikue Hix 2000
mae cknagatu 8ig 12,0 % no 20,0 %. Bmict
dpakuin 3 macoto Big 2000 no 8000 mae cknagaTtu
Big 68,0 % no 82,0 % Bignosigae
Mip Yac BU3HaYeHHs akTUBHOCTI aHTU-pakTopa Xa
Ta aKTUBHOCTI aHTU-pakTopy Il a 3an. 11
BiZHOLWWEHHS aKTUBHOCTI aHTu-daKkTopa Xa Ao

aKTUBHOCTI aHTK dakrtopa Il a'mae 6ytu Big 3,3

go 5,3 Bignoeigae
HaTpin XapakTepHa peakuis Binnosigae
npoTamiHy cynbdaT XapakTepHa peaklLin Bignosipnae
Mpo3zopictb Mae 6yTu npozopum Bipnosigae
KonboposicTs 3abapenenHa npenapary mae 6yt He
IHTEHCUBHIWUM 33 eTanoH Y4 Bigniosigae
pH Big 5,5 n0 7,5 71
BigtocHa ryctuHa Bin 1,04 po 1,08 1,05
MexaHiuHi BKNIOMeHHA: HeBNANUMI YacTKn
YacTok 3 pozmipom 10 MKM i He 6inbwe 6000/wnpwy,
6inblwe 26
YacTok 3 posmipom 25 Mkm i He 6inbwe 800/wnputy
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Ginble 3

MexaHiuHi BKIHOUEHHA: BUAUMI MatoTb 6yTu BigCyTHI

YacTKU Bianosigae
06" eMm, WO BUTAMAETbCA He menuie 0,6 mn Bignosigae
CTepunbHicTb MosuHeH 6yt CTepuibHUM Bignosigae
bakTepianbHi eHOTOKCUHN MpanuuHa KOHUeHTpauin eHpoTokcudie B 1 mn

npenapary mae 6ytu He binbwe 100 MO Bignosigae

AKTVBHICTb aHTU-dakTopa Xa Bin 90 % fo 110 % 99 %
AKTUBHICTb aHTU-daKTopa lla Big 2000 MO/mn go 3500 MO/mn 2463 MO/mn

BigHolweHHs aHTU-paKkTop Xa Bin 3,3 no 5,3

aKkTUBHOCTI flo aHTu-bakTop lla

aKTUBHOCTI 4,0
YnakoBKa Mae signosigaty sumoram Bignosigae
MapkyBaHH#A Mae signosinatv sumoram Binnosinae
Tepmin npugaTHOCTI: 2 poku o 07.2026

Ymosu s6epiranun:  36epiraTv B opuriHansHii ynakosui npu temnepatypi He sulie 25 °C. He 3amopoxyBsaTtu.

KomenTapi:

3assa npo ceprudikadito:

Lum s 3aceinuylo, Wo BuLeBKasaHa iHdopmallin € JOCTOBIPHOI i Tourow. Lo cepito npoayxuil 6yno supobneHo (BkaYaoyu
yNaKoBKy/MapKyBaHH#) Ta NpoBeAeHNiA KOHTPOIb 11 AKOCTI Ha HUKUYEBKA3aHil OiNbHULE B NOBHIN BigriosigHocT Ao sumor GMP,
BCTAHOBAGHUX MICLIEBUM PETYNATOPHUM OPraHoM, a TakoX y 8iANOBIAHOCTI i3 cneundikauiamu, sKi 3HaXOAATHCA Y PeECTpaLitHomMy
[I0CbE/TOproBoi NiueHsii. MpoTokonn BMpoGHMLTBA, NaKyBaHHA Ta aHanisis 6ynu nepesipeHi Ta BCTaHoBNEHa BIANOBIAHICTL GMP.

JlozBoneHo fo peanizauii / Ao sBigBaHTaXeHH:A

VriogHoBaXxeHa ocoba - HauanbHuk sigginy BCraBll NanTtyx H0.M. 23.08.2024

BupobHuua ginbHnya:
YKPAIHA, 04080 m. Kuis-80, Byn. Kupuniscbka, 74; Jliuensin Ha snpobruuTeo AE Ne 637430 sig 07.04.2015;

Ceprudikar GMP Ne084/2023/GMP sia 09.10.2023, GMP/EAEU/KZ/ 81-01-2024 sin 15.12.2023; UP/1-530-10/21-03/13 8in
28.10.2021, GMP_UZ - 08:2023 gig 30.11.2023

KoHTponb faKocTi Ta BUAaYa f03B0Ny Ha peanisadito:
YKPAIHA, 04080 m. Kvis-80, Byn. Kupusiscbka, 74; Ceigoltso npo atecrauiio N2 390 sig 22.01.2019

Cepmudikam nionucaHo enekmpoHHUM nionucom ID 040000117193 Crop.2 32



