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By biopharma

TOB (FIO®APMA ILTABMA,

09100, Vxpaiua, Kuincska ofnacts, M. Bina Llepxsa, synuia Kuiscrka, 37- B
Bitis xontponeo skocti

CEPTHOIKAT AHAJI3IB Ne 001A105022C5002F sia 12.04.2022

F 5.14-03-21

HatimenypaHus
NpOAYKLIT

AJIbLBYBEH

Posunn ans indysiii 10% no 50 ma y daakonax Nel

Cratyc nponykuii:

rOTOBHH Jikapchkkuii 3acic (['J13)

Homep cepii:

22C5002 i
BUMIpY:

Poamip cepii T'JI3, ska cepTuiikyeThes, ONHHALSA

4 791 nakoBaHHA

Jlata 3akinuenns
TePMiHY MIPHAATHOCTI:

012025 BUMIpY:

Kinskicrs Hezanakosarol npoaykuii, oankuus

4 860 paakounin

|_ai€e Be3cTpokoBo

Peectpauifine nocsiguenus (PII):
Ne UA/15875/01/01 Bin 16.11.2021,

By KOHTpOMO: 32 BCiMa moKa3LHKAMH

BunpoGysanua nposeneni 3a: MKS no PI1 Ne UA/15875/01/01, Mo UA/15875/01/02, smian

KOpHYHEBOIo KONBOPY, N0IYCKAETLCA 3e/leHy BATHH BiATiHOK

HOBTYBATOI0 KOIHLOPY

Haiimenysauns Bumoru MK o PIT Ne UA/15875/01/01, UA115875/0U{)2, PesyasTaTh Mevoau konTpono
NOKA3IHMKIB IMiHU BHNPODYBAHL -
Onue IIposopa B’s3ka piauna Bin xoBTyBaTOr0 A0 CBITNO- ITpo3opa 8’s3ka pignna

Biayansno

Inentudikauia

OcHOBHMH KOMITOHEHT MA€E BIANOBI 1aTH 0CHOBHOMY KOMMOHEHTY
CHPOBATKH MOAHHK HOPMATLHOL. Y PO34HHI MOKYTE OyTH
HasBHUMK HEBEMHKI KITEKOCT] iKumex Hiniip rmasmu

Binnosinae

APY/Eur.Ph, 2.7.1

Ipo3opicts IIpenapat Mae Gyt npo3opumM abo 3a CTYTIEHEM ONAIeCUEHIIT He He nepesuiye JDV/Eur,Ph, 2.2.1
NEPEeBULIYBATH eTaon [] eranod I[
Peig OnTHyHa rycTuHa He MoBMKHA neperntypary 0.15 0.025 JdY/Eur.Ph, 2.2.25
Axtraatop Hespimmme 5 MOl 007  MOMn | I®V/EurPh,26.15
npekanikpeiny
pH Baid e 1 10 JIOY/Eur.Ph, 2.2.3
Mexaniuni BknmogeHHs Buaumi uactkn Maiors Byt sincywi Binnosinae H®VY/Eur.Ph, 2.9.20
R G He Ginswe 5% Ginkis moxyTs BIIPI3HATHCE BiA ansbyMiHy 3a 0 % L®Y/Eur.Ph, 2.2.3]
ENeKTpOQOPETHYHOK PYXAMBICTIO
Posnoain monexyn 3a Nnowa nixy (mikiB) norimepis i arperarie Mae cTaHoBUTH He
03MipoM Ginpue 10 % cyMu mom aeix nikie na xpomarorpami 3,21 % A®Y/Eur.Ph, 2.2.30
06’eM, 110 BUTATAETECA He menie 50,0 mn 51 w™n JADY/Eur.Ph, 2.9.17
CrepHIbHicTE [Ipenmapar noBUHEH BYTH CTEPHABHUM Crepunenuil ADY/Eur.Ph. 2.6.1
Bakrepianeui Menwe 1,3 MO/ma 0,02 MO/ mn J®V/Eur.Ph, 2.6.14
CHAOTOKCHHH
ATnoMiHiH He 6inpwe 200 mkr/n Mene 200 Mkr/n J®Y/Eur.Ph, 2.2.23
Kinskiche pusnauenns: JOVY/Eur.Ph, 2.5.9,
- 3azanvhuii binox Bix 0,095 no 0,105 o/mn 0.100 r/Mn 2.5.33, meton 7
- Kaniti He 6insure 0,05 mmons/r 6inky Menwe 0,05 OPY/Eur.Ph,
MMOAL/T Binky 2.2.22, meton |
- Hampii He Ginswe 160 Mmons/n 111 mmons/n APY/Eur.Ph,
2,222, metoa |
- Hampiio xanpuram Bin 2,7 a0 3,3 mr/mn 3.00 mrima JDY/Eur.Ph, 2.2.28
[Takypauus Bumoru MISI o PIT Ne UA/15875/01/01, UA/15875/0 1/02, Bionosinac 3rinno MKHA
3MIHK
MapxyBanus Bumorn MES no PIT Ne UA/15875/01/01, UA/15875/01/02, Bianosinae 3rinno MKST
3IMiHK

Ymosu 30epiranns: B opurinaneniil ynakosui ang saxucry sig mii citna TpH Temnepatypi ne puwe 25°C. Tepmin npuaatHocTi — 3 poxw.

Cepia BUroTosieHa i3 nuasmu IOHOPIB, obcrexenol na Bijc
A0 BUL-1 (anti-HIV-1) ta BUI-2 (anti-HIV-2), auturin no sipycy renai
NOBCPXHEBOTO AHTHIEHY Bipycy renmatuty B (HBsAg), auTy
nepesipeni Meronom TUJIP ua BinCyTHICTE TEHETHYHOTO N
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(TIB)

YTHICTh NOBEPXHEBOrO aHTUreENy Bipycy renatuty B (HBSAg), aHTuredy Ta auTHris
C (anti-HCV). ITyan nnasmu nepenipeni metomom DA ua BiACYTHICTI
{4 Ao BU-1 (anti-HIV-1) ta BUI-2 (anti-HIV-2). Nynu nnasme
gty A (HAV), remaruty B (HBV), renatuty C (HCV), BIJ

75/01/01, UA/15875/01/02, 3minu 32 HABEACHAMH BHLIE

12.04.2022
(nara mignucania)




Py biopharma

TOB «BIODPAPMA TVIA3ZMA»
09100, Yxpaina, Kuiscbka ofinacts, M. Bina Llepksa, synius Kuiscska, 37- B
Binnin xourpoio skocti

F 5.14-03-01

AO3BLIT HA PEANIBAIIIO/ CEPTU®IKAT CEPII Nz 001A105022C5002F

1, | Hassa npomyxuii: AJLBYBEH
2. | Craryc npoaykuii: TOTOBHH Nikapchkuii 3acif (T'J13)
3. | Kpaina-upoBaux: Vkpaiua
4. | Peecrpauiiite noceinuenns (PI1): Ne UA/15875/01/01 8in 16.11.2021, gie 6esctpokoso
5. | Cuna nii/akTHBHiCTS: 10%
6. | Jlikapceka dopma: _PO3YHH Juis iHdy3ii
7. | Posmip Ta THN nakoBaHHA: mo 50 M1y uaxoui; no | grakoy y mayii 3 KapTOHY 3 MapKyBaHHsM YKPaTHCEKOIO Ta
POCIHCEK0I0 MOBAMH
8. | HowMep cepii: 22C5002
9. | Poamip cepii I'J13, omununs 4 791 nakoBaHHA
BUMIpY:
10. | ara supofHuuTBa: 02 2022
11. | Jata 3akisueHHA TepMilty 01 2025
MPUAATHOCTI:
2. 1 . .. | Bupo6unurso:
¥ | SR, AMRCCH.TA ROMCPh ILGIRE. | _pivp cErORAPMA [IIA3MAY. Jlinensis Ha BHpoOHUUTE0 nikapehkyx 3acobie Nel077 min
BCIX JIIBHHIIG 3 BHPOOHHLTBA T2 18.12.2015
R #0puduyna adpeca ma adpeca micys npoeadmcenns diravnocmi: Yxpaina, 09100, Kuiscoka
ob6nacrs, M. Bina Llepksa, Bynnus Kuiscoka, 37-B.
KouTpoas akocri:
- Bimnin xontpomio sxocti TOB «BIOPAPMA [IJTAZMA», Cainourso npo atecrauino Ned 73,
Axpeca: ¥ kpaita, 09100, Kuisceka obnacts, M. Bina Uepxsa, Bynuus Kuisceka, 37; Yrpaina,
09100, Kuircexa obnacte, m. Bina Llepksa, sy s Kuisceka, 37-B
- Biagin koxrpomo axocti TOB «®APMAITEBRTHUHMHA 3ABOJ « BIO®APMAR. Ceigourso
npo arecrauiio Ne 395. Anpeca: Yxpaina, 09100, Kuisceka ofnacts, M. Bina Lepkea, BYJIH1A
Kuiscpka, 37
- HlepiaBua naykoso-10c/1iasa 1aGopaTopis 3 KONTPOMO AKoCT Hikapeskux 3aco6is [V «I3 im.
0.M. Mapaeesa HAMHY». Cainourso npo atecrauiio Ne410. Anpeca: Ykpaina, 02660, m. Kuis,
Bynuug [lonyapenka. 50
. . . . TOB «BIO®APMA TLTA3BMA». Ceprudirat ianosianocti ymos BupoSHULTEA NikapchKux
3. | Ceprudixarn sinosiauocri GMP | 0 6in buoram GMP: No Ne 023/2020/GMP
JUIA BCIX AITBHHLG, HABENCHUX Y
NOTICPEAHBOMY NYHKTI:
14. | PesyastaTn aHatisis: Haseneni B cepruipikari ananisis (F 5.14-03-21) - nonaerses
K 5 Ymopn 3Gepiranna: B opurinansuiii yrakosui s saxuery gia aii coitna npx Temneparypi se
13. | Komenrapi: BHe 25°C. Tepmin npuaatHocti — 3 poku.
Cepis BUroTOBNEHA I3 TNA3MHU LOHOPIB, OGCTENEHOT HA BIACYTHICTE MOBEPXHEBOrO AHTHTEHY
Bipycy renatuty B (HBsAg), auturchy ta antutin go BIUI-1 (anti-HIV-1) ta BLUI-2 (anti-HIV-2),
aHTHTIN A0 Bipycy renaruty C (anti-HCV). Ilynu nnasmu nepesipeni metoaom IQA na
BiACYTHICTL NOBEpXHEBOro anTureHy Bipycy renatuty B (HBsAg), AHTUTEHY T aHTUTIN Ko BIJI-1
(anti-HIV-1) Ta BIJI-2 (anti-HIV-2). TTyu npasMy neperiperi meronom [UIP Ha sincyThicTs
TeHETHYHOTO MaTepiany pipycis renatuty A (HAV), renatuty B (HBV), renatuty C (HCV), BIJI
(HIV); mict napeosipycy B 19 (Parvovirus B 19) ne nepesnmye 10 000 MO/ma.

3anpa npo ceprudirauio cepii: LluM 1 3acrinuyio, mo nanenes
BHPOOAEHO (BKIHOHAKYH MAKYBAHHS/MAPKYBAHHS) Ta TIPOBEIEH) IefH
cnenmdianifl, wo MictaTeea y peectpauitinomy nocte. potdi]

BCTAHORACHO BianosiaHicTE GMP.,

YnosHoRakeHa ocoba 3 akocti TOB « BIODAPMA [TJ1A:

(nocana/3ranna ccobH, AKa BHAANA 03BN HA BUNYCK cepif)

i € J0CTOBRIpHOIO Ta Toaunow, (o cepito npoznykuii 6yno
"umuijumc' s-pumoraM GMP, a Takox BianosiaHo 4o
‘ﬁ BaHNE/ T  kouTpomo cepif Gyno mepernauyro Ta

Kypkina O.B. 12.04.2022
(IUB) (nara mignucanusa)




