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CepTtudikar akocri N2 040000118914

OneHokc®, posuux gna iH'ekyiin 2000 anTn-Xa MO/0,2 mn y wnpuyi, no 2 IwnRprya B
Gnicrepi, no 5 6nictepie B mauuyj
TMIT PO3YUHY MICTWTb 10000 AHTH-XA MO, LIO EKBIBANEHTHO 100Mr EHOKCOTAPUHY HATPIIO; 2000 AHTM-XA
MO/0,2MN, LUO EKBIBANEHTHO EHOKCOMAPWUHY HATPIIO 20Mr

Homep cepii: 101024 Kpaina oTpumysau: Ykpaina
Kinekictb npopyKuii: 42,690 Tuc.wryk N2 Peecrp. noceiguennn: UA/13119/01/01
Hara supobunyTsa; 10.2024 Tepmin aii peectp. nocsiguenHa:  HeoBMexerui

AHanis aukoHaHwii no; MKA N3 go PN NeUA/13119/01/01, aminu sig 04.02.2022 p.

HalimeHyBsaHHA noKasHUKIg Bumoru AHA(cnenundiranii) PezynbTaru BUnpobyRrans
Onuc MNpo3opa Gesbapexa abo cBiTno-KoBToro Konbopy
piauHa Bignosinae

lgeHTudikayin
YnbTpadioneToBuii CReKTp nornuHanHs npenapary
8 obnacri gig 220 Hm po 300 um ROBUHEH MaTH
MaKCUMYM NOrNMHaHHA 33 QOBHUHW XBWAI (231£2) Hm 230 um
Cepenna (32 macoio) sigHocHa MoriekynapHa maca
mae 6yTu Big 3800 go 5000. Macosa YacTKa
NAHLIOTIB 13 MONEKYNAPHOK Macol HUKYe Hix 2000
Mmae cknapaty eig 12,0 % no 20,0 %. Buicr
Ppakuiin = macow gig 2000 Ao 8000 mae cxnagatm
Big 68,0 % g0 82,0 % Bianosigae
Nig yac BM3HAYGHHA aKTMBHOCTI aHTK-hakTopa Xa
Ta akTMBHOCTI aHTW-akTopy [la3an. 11
BiQHOWeRHA aKTMBHOCTI anTu-hakropa Xa go

aKTUBHOCTI aHTM daktopa Il a mae ByTu Big 3,3

A0 5,3 Bipnoeigae
Harpii XapakTepHa peakuia Bianoeinae
npoTaminy cynodar XapakrepHa peakyin Bignoginae
Mpozopictb Mae 6yTu npozopum Bianoginae
Konsoposicrs 3abapenenHa npenapaty mae 6yTH He
{HTEHCMBHILMM 23 eTanown Y4 Bignosinae
pH Bin55ma07,5 6,1
BigHocHa ryctuHa Bin 1,04 no 1,08 1.05
MexaHiuni sKnoveRHA: HeBUAMMI YacTKY
Yacrok 2 poamipom 10 mem i He Ginbwe 6000/uwinpuy
Binblwe 34
Hacrok 3 posmipom 25 MKm i He Ginbwe 600/ wnpuy
Cepmudbikam nidnucaro enekmpousuM nidnucom 1D 040000118914
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Ginblwe ' 2

MexaHiuni BrmovueHHn: pugumMi Matotb Byt BigcyTHi

Yacrku Bianosigae
06’ em, Lo BUTAraeTbCs He meHwe 0,2 mn Bignosigae
CrepunbHicTs MoBMHEH BYTH CTEPHUALHIM Bianosinae
bakTepianbHi eHaoTOKRCMHM paHNYHa KOHUEHTPAUIA eHAOTOKCUHIE B 1 mMn

npenapaty mae 6yt He Ginbwe 100 MO Binnoeigae

AKTUBMICTb aHTv-bakTopa Xa Bin 90 % po 110 % 102 %
AKTVBHICTb aHTK-(rakTopa lla Bia 2000 MO/mn go 3500 MO/mn 2411 MO/mn

BigHowewnns aHTu-pakrop Xa Big 3,3 005,3

aKTUBHOCTI RO aHTU-dakTop lla

aKTUBHOCTI 4,2
Ynakoska Mae signosigaTty Bumoram Bignosinae
Mapkygatus Mae BipnosigaTv BUMOram Bianoeinae
Tepmin npuaaTHocTi: 2 poku 0o 10,2026

Ymoen 3Gepiradia;  36epiratii 8 OPWriHaNbHIG ynaxkoewi npu TemMnepatypi He Bume 25 °C. He zamopoxysaty.
KomeHTapi:

3anea npo ceprudikayiio:

Lum » 3aceiguyio, o suieexasana iHbopmauia € gocTosipHo | TouHow. Lo cepiio npogykuii 6yno srpobnexo (Bkmovaloun
YMaKoBKY/MapKyBaHHA) Ta GpoBefeHui KOHTPONL 1T AKOCTE Ha HwKueBKazaHil AinbHuLi B NOBHIA BignorigHocT Ao smor GMP,
BCTAHOBNEHMX MICLI@BIM PeryRAaTOpHUM OpraHom, a TakoX y BIANOBIAHOCTI i3 cneuundikaulamm, axi 3HaXoAATbLA Y peecTpayiliHomy
AocbE/ToproBoi nileHsfi, MpoTtokonu BUPOBHWLTBA, NaKysaHHA Ta aHanisis Bynn nepesiperi Ta scTavosneHa gigrosignicTe GMP.

fossosnedo po peanizayil / fo BigBaHTaNEHHRA

YnosropaseHa 0coba — MposigHui ivxerep BCtaBM Anapycnk-LUykina M.M, 29.11.2024

BupobHuua pinbHuya:

YKPATHA, 04080 m, Kuis-80, syn. Kupuniscoka, 74; Niyensis Ha BupobHMuTBO AE Ne 537430 sig 07.04.2015; GMP
051/2024/GMP gin29.05.2024, GMP N2084/2023/GMP Bin09.10.2023, GMP/EAEUIKZ/81-01-2024 Bin15.12.2023:
530-10/24-06/02 sig 02.09.2024, GMP_UZ - 08:2023 sig 30.11.2023

KoHtponb skocri Ta Bugava AO2BONY Ha peanisauito;
YKPATHA, 04080 m. Kunis-80, eyn. Kupwniscora, 74; Ceigoureo npo aTecrauio N2 390 sig 22.01.2019

Cepmudhikam nidnucaro enexmpolHUM nidnucom ID 040000118914 Crop.2 32
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Ceptudikar akocri Ne 040000116968

OneHokc®, po3unH gnA iv'exuii 2000 anTu-Xa MO/0,2 mn y wnpuyi, no 2 wnpuua g

6nicrepi, no 5 Gnicrepis e naunj

1MA PO3YUHY MICTUTD 10000 AHTH-XA MO, tI0 EKBIBAJIEHTHO 100MI EHOKCONAPYHY HATPIIO; 2000 AHTU-XA

Homep cepir: 60624
Kinbkicte npogykuir: 43.530 Tuc.wryk
Lata supobHuytea: 06.2024

MO/0,2M1, LLO EKBIBANIEHTHO EHOKCOMAPUHY HATPIIO 20Mr

Kpaita otpumysau: YKpaina

N2 Peectp. noceiguenmta:. . UAM3119/01/01

Tepmin il peectp. nocsiguenHa:  HeoBMexeHWR

AHan(3 BUKOHaHWIT No: MKA N3 go PN NeUA/13119/01/01, sminm sig 04.02.2022 .

HalimenyeaHnHa nokasHukis

Bumoryr AHA(cneyudikawir)

PesynbTat BMnpoGyBanb

Onunc

lapenTudikauis

Harpiii
npoTaminy cynodar
Mposopicrb

Konsoposicrs

pH

BigHocHa ryctuna

Mpozopa GesbapeHa abo CBITAO-KOBTOTO Konbopy

pigyHa

Ynerpadionetosuii CNEKTP MOrNWHaHHA Npenapary

& obntacTi Big 220 HM go 300 nm NOBUHEH MaTH

- MaKCMMYM NOTNIMHAHHA 3a AOBXUHM XBuni (231 +2) Hm

CepepHa (3a macoio) sigHocHa MOneKynsapHa Maca
mae 6yTu sig 3800 go 5000. Macosa JYacTKa
naHuoris I3 MonéKyanHom Macoio Hm@e Hix 2000
Mae cknapam sig 12,0 % no 20,0 %. Bmict
dpakuii 3 macow sig 2000 Ao 8000 mae crknagam
8 68,0 % 40 82,0 %

Mig yac BU3HAYEHHA aKTUBHOCTI aHru-grakTopa Xa
Ta akTusHocTi aHTu-daxTopy Il a 3a n. 11
BigHOWEHHA aKTUBHOCT aHtu-dakTopaXa go
AKTUBHOCTI aHTK dakTopa Il a Mae GyTu Bif 3,3

80 5,3

XapakrepHa peakuis

XapakrepHa peakuin

Mae 6yTu nposopum

3abapenents npenapary mae ByTI He
iHTeHCKBHILLVM 38 eTanoH Y4

Bin5,5007,5

Bin 1,04 no 1,08

MexaHiuHi sknoyennn: HeBUAWMI YaCTKN

YacTok 2 poaMipom 10 mkm i

binble

Hacrok 3 posmipom 25 MKM i

He 6inbwe 8000/wnpuy

He 6inbuwe 600/Lunpmu

Binnoeipae

232 Hm

Bignoginae

Bignoeinae
Binnoginae
Bignosigae

Bignosigae
Bignosigae

7.1
1.05

29

Cepmudbiram nidnucato ENIeKMPOHHUM hionucom
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Binbwe ) | 1

MexaHiuti BKaIOMeHHs: BUAUMI MatoTb 6ymu BigcyThi

YaCTKA Binnogigae
OG'em, ulo BMTAracTbECA He menwe 0,2 mn Bignoeigae
CrepunbHicTs FloBuHeH GyTy crepunbHUm Bianosigae
baktepianbHi eHgoTOKCMHK I'paHuyHa KoHUeHTPaLia eHoToOKCUHIB B 1 M

npenapary mae 6yt He Ginbwe 100 MO Bignoeipae

AxTMEBHICTb aHTU-dakTopa Xa Big 90 % o 110 % : 101 %
AKTUBHICTL aHTU-paxTopa lla Big 2000 MO/mn go 3500 MO/mn 2364 MO/mn

BigHowenHa aHtu-dakTop Xa .Bin3,3p05,3

4KTUBHOCTE 40 aHTK-dakTop lla

AKTUBHOCTI 43
Ynakosxa Mae signosigaTv BuMOram Bignosigae
MapkyeaHts _ Mae Bignosigath Bumoram . Bipnosinae
Tepmid npugathocti: 2 poku Ao 06,2026

Ymoewu s6epiratus: 36epirat 8 opuriHanbHiii ynakosuUi npu Temnepatypi He BuwWe 25 °C. He 3aMOpOKYBaTH.
KomeuTapi:

3anBa npo ceprudixayjio:

Lum a 3aceiguyio, wo euweskazana iHpopmauia € poctoripHoto 1 TouHol. Uto cepio npopykuii Gyno BUPCENeHo (Brnovalouw
YnakoBKy/MapKysaHHA) Ta NpoBegeHu KOHTPONb I AX0CTi Ha HvK4eBKazaHil AiNbHULI B MOBHIN BignosiaHocti go sumor GMP
BCTAHOBREHUX MICUEBMM DETYHATOPHMM OpraHom, a TakoX y signogigHocTi i3 cnelndikaliamu, SKi 3HaXoAATHCA Y peectpayiiiHomy
ROche/Toprosot niyeHsir, MpoTokenu Bupo6HuLTES, NaKyBahHA Ta ananisis 6ynw nepesipeni Ta scranosneHa eignoeigHicts GMP,

flossoneno go peanizanfi / A0 BigBaHTaOXKeHHA

YnostosaxeHa ocoba — MNposigruii iHxeHep BCraBM Auapycuk-Lilyxina M.M, 13.08.2024

BupoGHuua pineHuus: )

YKPATHA, 04080 m. Knig-80, syn. Kupuniacbka, 74; Niyenzin Ha BupoBHUUTBO AE Ne 837430 gin 07.04.2015;

Ceprudikar GMP NeDB4/2023/GMP Bin 09.10.2023, GMP/EAEU/KZ/ 81-01-2024 Big 15.12;2023; UP/I-530-10/21-03/13 gig
28.10.2021, GMP_UZ - 08:2023 sig 30.11.2023

Koutpontb skocTi Ta Bugaua Aossony Ha peanizaniio:
YKPATHA, 04080 m. Kwie-80, Byn. Kupuniscoka, 74; CeigottBo Npo arecralio N® 390 Big 22.01.2019

Cepmugpikam nidnucaso enexmporHum nidnucom D 040000116968 Crop.2 32
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