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Ceptudikar akocri N2 040000125772

®neHokc®, po3unH gns in’ekuin 10000 antn-Xa MO/mn, no 3 mn y 6aratogosoBomy dpnakoHi,
no 1 pnakony y nauyi
1MN PO3YMHY MICTUTb 10000 AHTU-XA MO, LLIO EKBIBAJIEHTHO 100MI EHOKCOMAPUHY HATPIIO; 3000 AHTU-XA
MO/0,3M1, LLIO EKBIBANEHTHO EHOKCOMAPUHY HATPIKO 30MI

Homep cepii: 41225 KpaiHa oTpumysau: YkpaiHa
KinbKicTs npoaykuji: 29.420 Tuc.ynak. Ne PeecTp. nocsigueHHs: UA/19394/01/01
[Jlata Bupo6HULTBA: 12.2025 TepMmiH aii peectp. nocsiguennsa: 16.056.2027

AHanis BUKOHaHuii no: MKA N3 go PN NeUA/19394/01/01 Bip 16.05.2022 p.

HaiimeHyBaHHA NOKa3HMKIB Bumoru AHJ(cneundikauii) PesynbTraTu BunpobyBaHb
Onuc Mpo3sopa 6e3bapeHa abo CBITNO-KOBTOro KONbOPY
piavHa Bianogigae
IgeHTudikayin
EHOKcanapwH HaTpito CepepHs (3a Macolo) BiAHOCHa MoneKynapHa Maca

mae 6ytn sia 3800 go 5000. BigcoTok naHuioris 3

macoto Huxkue Hixk 2000 mae 6ymn Big 12,0 % po

20,0 %. BigcoTtok naHytoris 3 macoto sig 2000 go

8000 mae 3HaxoauTuca B mexkax Bia 68,0 % po

82,0 % Bignosigae
BigHoLWeHHA akTMBHOCTI aHTU-pakTopa Xa oo

aKTMBHOCTI aHTK ¢akTopa Il a mae 6yTn Big 3,3

no 5,3 Bignosigae
Hatpin [Mpwn ocapkeHHi Kanin NipoaHTMMOHATOM MOBUHEH

yTBOpPUTUCA 0caa 6inoro Konbopy Bignogigae
CnupT 6€H3MNOBMIA Ha xpomarorpami BUNpo6oByBaHOro PO3UNHY,

opep»kaHiin B po3zgini "Cnupt 6eH3unoBuin”, yac
YTPUMYBaHHA MiKy cnupTy 6@H3MNOBOro Mae
cnisnafati 3 4acom YTPUMYBaHHA MiKy cCAUPTY

6eH31NOBOro Ha XpoMaTorpami po3ynHy NOpPIBHAHHSA

3 TouHicTio £ 2 % Bianosinae
OnTuYHa ryctuHa Bin 14,0 no 20,0 14,2
Harpii Bin 11,3 % no 13,5 % 13,4 %
Mpo3opicTb Mae 6yt nposopum Bignosigae
Konbopogictb 3abapeneHHa npenapaty mae 6yt He
iHTeHCcMBHILWKMM 3a eTanoH Y4 abo BY4 Bignosigae
pH Bin5,5p07,5 7.2
MexaHi4Hi BKNoYeHHA: BUAUMI Matotb 6yTu BiaCcyTHI
YacTKkKn Bianogigae
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MexaHiuHi BKNIOYEHHA: HEBUZUMI YACTKU

Yactok 3 posmipom 10 MKm i He 6inbwe 6000 y dnakoHi

6inbe 52

YacTok 3 po3mipom 25 MKM i He 6inbwe 600 y ¢nakoHi

6inblue 3
06 eM, WO BATAraeTbCA He meHwe 3,0 mn Bignosipae
CTepunbHicTb MoBuHeH 6yTU cTepunbHUM Bignosigae
bakrepianbHi eHAOTOKCUHN BmicT 6akrepianbHUX eHOOTOKCUHIB Y Nnpenapari

mae 6yt meHwe, Hix 0,01 MO/ogHy oguHuuio Xa

AKTUBHOCTiI eHOKCcanapuHy Bianogigae
CnupTt 6eH3MNoBMIA Big 13,5 mr/mn go 16,5 mr/mn 15,0 mr/mn
KinbkicHe BU3HaueHHA
AKTUBHICTb aHTU-dakTopa Xa Big 9000 MO/mn po 11000 MO/mn 10007 MO/mn
AKTUBHICTb aHTU-dakTopa lla Big 2000 MO/mn po 3500 MO/mn 2458 MO/mn
BigHOLWEHHA aKTUBHOCTI Bin 3,3 10 5,3
aHTU-pakTop Xa A0 aKTMBHOCTI
aHTu-dakTop lla 41
YnakoBka Mae Bignogigatn BumMmoram Bignogigae
MapkyBaHHA Mae Bignogigatn BumMmoram Bignogigae
Tepmin npugaTHoCTi: 2 poKu Do 12.2027

Ymoem 36epiraHHa:  36epiraty npu Temnepatypi He Bue 25 °C. He 3amopoysaTu. TepmiH npuaaTHocTi nicna sigkpuTTa
¢nakoHa - He binbwe 28 gHie.

KomeHTapi:

3anBa npo ceptudikauiio:

Lium a 3acsiguyio, Wo BuleBKasaHa iHpopmauia € goctosipHoto i TouHow. Lo cepiio npogykuii 6yno BupobneHo (Bkniovaouu
ynakoBKy/MapKyBaHHA) Ta NpoBeAeHWUI KOHTPONb i AKOCTi Ha HWXKYeBKasaHili AinbHULI B NOBHIN BignosigHocTi go sumor GMP,
BCTAHOBNEHUX MiCLIeBUM PerynaTopHUM OpraHoMm, a TakoX Y BiANOBIAHOCTI i3 cneumdikauiamm, aki 3HaxoAATbCA y peecTpauiintHomy
Aocbe/Toproeoi niueHsii. Mpotokonu BUpOBHULITBA, NaKyBaHHA Ta aHanisie 6ynu nepesipeHi Ta BcTaHoBneHa BianosigHicte GMP.

Dlo3soneHo Ao peanisauii / 4o BigBaHTaXeHHA
YnoBHoBaXeHa ocoba — MposigHuii iHxeHep BCTaBIM AHppycuk-Lllykina M.M.

12.01.2026

tificafig

iden

Bupo6Huua ginbHuua:
YKPAIHA, 04080 m. Kuiig-80, Byn. Kupuniscbka, 74; JliueHsis Ha supobHuyteo AE Ne 637430 sig 07.04.2015; GMP

051/2024/GMP Bin 29.05.2024,GMP 043/2025/GMP gig 29.04.2025; 530-10/24-06/02 sig 02.09.2024,GMP_UZ-08:2023
Bia 30.11.2023,GMP/EAEU/KZ/257-11-2025 Bia 31.10.2025
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KonTponb akocti Ta Bugaua go3sony Ha peanisauyiio:
YKPAIHA, 04080 m. Kuiig-80, syn. Kupuniscbka, 74; Ceigourso npo atecrauito N2 390 sig 22.01.2019
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