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CepTudikar akocti N¢ 040000116774

Onenokc®, pozunH ana in'ekuin 8000 anTu-Xa MO/0,8 mn y mnpuui, no 2 Wnpnya B

6nicrepi, no 1 6nicrepy B nauui

1M PO3YUHY MICTTE 10000 AHTU-XA MO, LLLO EKBIBANEHTHO 100ME EHOKCOMAPUHY HATPIIQ; 8000 AHTU-XA

MO/0,8MA, IO EKBIBANEHTHO EROKCOMNAPWHY HATPIO 80MT

Homep cepil: 50524 KpaiHa oTpumyBay: YKpaiHa
KinbkicTe nipoayxuii: 32.542 Tuc.wryk N2 PeecTp. noceiguenHs: UA/13119/01/01
lata supobHyyTea: 05.2024 Tepmin gil peectp. noceigueHHn:  HeobmexeHUA

Arariis BUKOHaHWIA No: MKA J13 go PN NeUA/13119/01/01, 3mibm sig 04.02.2022 p.

HalimeHyeaHHA NokasHuKie

Bumorn AHA{cneuundikanii}

Pesynbratu BEUNpOGYBaHDb

Onuc Mpo3opa GesbapeHa abo CBITNO-KOBTOro KoALOPY
pigyuHa Bianorigac
lneHTndikauin
YnbTpadioneToBUi CNEKTP NOTMNHAHHA NpenapaTy
B oBnacTi sig 220 HM Ao 300 HM NOBKMHEH MaTy
MAKCUMYM MOMNUHAHHA 38 BOBXUHN XBUNT (231£2) Hm 232 Hm
CepepHa (32 Macow) BiHOCHa MOflekynApHa Maca
mae 6y Big 3800 go 5000. Macosa vacTka
NaHLIOris i3 MONEKYNAPHOW Macolo HYXKYe Hix 2000
Mae cknagatu sig 12,0 % go 20,0 %. Bmicr
dpakuiit 3 macoto sig 2000 go 8000 Mae cknagatu
Big 68,0 % no 82,0 % Bignoeinae
Mif Yac BM3HaYEHHA aKTMEBHOCTI aHTU-pakTopa Xa
Ta aKTUBHOCTI aHTU-dakTopy Il a 3a n. 11
BiZHOLWEHHA aKTURHOCTI aHTu-dakTopa Xa go
aKTWBHOCTI aHTK ¢dakTopa ll a mae 6yTu Big 3,3
8o 5.3 Binnoeinae
HaTpin XapakTepHa peakyis Binnosigae
npoTamiHy cynbdat XapakTepHa peakuis Bipnosipae
MNpo3opicTe Mae 6yTn nposopum Bignogipae
KoneoposicTb 3abapenennn npenaparty mae 6yTu He
fHTEHCKBHIWNM 3a eTanoH Y4 Biarnosinae
pH Big55p07.,5 7,0
BiaHocHa rycTuHa Bin 1,04 no 1,08 1,05
MeXaHniuHi BKNIOUEHHA: HEBMANMI YacTKK
Yacrox 3 poamipom 10 Mkm | He Ginbwe 6000/wnpuyy,
6inbwe 19
HYactok 3 posmipom 25 mMKm i He 6inbwe 600/wnpuy
Cepmudixam nidnucang enekmpoHHuM nidnucom 1D Q40000116774 Crop. 1 32
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Ginbwe 1

MexaHiuHi BKnioueHHA: BUAUMI MatoTb ByTu BigcyTHI

YacTKu Binnosigae
06 em, WO BUTArAETbLA He meHwe 0,8 mn Bignosigae
CrepwibHicTb [oBuHeH ByTu cTepUnbHIIM Bianosinae
bakTepiancHi eHgoToKCUHY {pPaHWMYHA KOHUEHTPAL iR eHA0TOKCHHIB B 1 MA

npenapary mae 6ytu He 6inbwe 100 MO Bignosigae

AKTUBHICTb aHTW-GakTopa Xa Big 90 % s10 110 % 110 %
AKTUBHICTb aHTW-darTopa lla Big 2000 MO/mn ao 3500 MO/mn 2701 MQ/mn

BigHoweHHA anTu-GakTop Xa Bin 3,3 10 5,3

aKTWBHOCTI A0 aHTu-dakTop lla

AKTUBHOCTI 4.1
Ynakoska Mae sipnosigati sumoram Binnosigae
MapkysaHHs Mae Bignosigatn Bumoram Binnoeigae
Tepmin npupaTHocTi: 2 poxu Ho 05.2026

Ymosu 36epiranna:  36epirat B opurinancwii ynakosyi npy Temneparypi He suwe 25 °C. He 3amopoxyBaTtu.
KomenTapi:

3anBa npo cepriidikayito:

Lum a 3aceiguylo, Wo BAWeRKaszaHa iHGopmaLlia € AOCTOBIpHOW | TouHoW. Ll cepito npoaykuii Gyno supobneHo (Bknwualoun
YNaKoBKY/MapKyBaHHsA) Ta NPOBEZAEHMI KOHTPONL il AKOCT Ha HIPKYEBKa3aHil AinbHULI B NOBHIN BignoeigHocTi go sumor GMP,
BCTAHCBNEHKX MICLEBUM PEryNATOPHAM OPraHoM, a TaKoX y BignoeigHocTi i3 cneundikauiamm, AKi 3HaXOAATLCA Y peecTpauifiHomy
Aocbe/Toprorot nilensii. Mpotokonn BMpobHUYTBa, NakyRaHHA Ta aHanisis 6ynn nepesipeHi Ta BCcTaHoBNeHa BianorigHicTs GMP.

AozBoneHo go peanisauii / 5o BiaRaHTaMeHHA

YnosHosaxeHa ocoba — [poeigHui irkenep BCTaBM Arapycuk-Lykina M.M. 31.07.2024

Bupobuanua aineHuya:

YKPATHA, 04080 m. Kuig-80, syn. Kupunircbka, 74; JliueHsis Ha supobHiuTeo AE Ne 637430 Big 07.04.2015;
Ceptudikar GMP N°084/2023/GMP sig 09.10.2023, GMP/EAEU/KZ/ 81-01-2024 Big 15.12.2023; UP/1-530-10/21-03/13 8ia
28.10.2021, GMP_UZ - 08:2023 Big 30.11.2023

KoHTponb AKocTi Ta Bugava gozBoNy Ha peanizanio:
YKPAIHA, 04080 m. Kuis-80, syn. Kupuniscbka, 74; CeinouTso npo atectauio Ne 390 sig 22.01.2019
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