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TOB «BIOPAPMA IJVIAZMA» BP-Form-QC-
09100. Vkpaiua, Kuisceka o6aacrs, M. Bira Lieprna, synuus Kuiscexa, 37 -B o 000184
% ; ? Biaain koHTPOmO AKOCTI

P‘” A0DNarma "

m) F | AO3BLN HA PEANIBAHIIQ/ CEPTUDIKAT CEPH Crop. 1 3 1

Ne0O3BM10023G10023F

1. | Haspa npoaykuii: BIOBEH MOHO®

2. | Crarve npoaykuii roToBUMH nikapcbinii 3aciG (1"'JI3)

3. | Kpaiua-supobuu: Yxpaina

4. | Peecrpanifine nocsizueuns (PIT): Ne UA/14526/01/01, no 15.07.2025

5. | Cuna mi/axrusnicrs: 5%

0. | Jlikapceka dopma; pPO3YKK Andg indysii

7. | PosMip ta Tun naxoBauus: no 100 Ma y gakoni; no 1 durakony B nauiti 3 kaprouy

8. | Homep cepii: 23G10623

9. | Poawmip cepit T3, omtinns 822 nakoranus

BUMIDY:
10, | Jlata supoOHuuTRA: (9 2023
ti. | Jara saxinuenns repminy 08 2026
NPHAATHOCT]:
Bupobunireo:

12. | Hassu, axpecs Ta HoMmepH niueusii
BCIX JIsHRIL 3 BUPOOHHKIITRA Ta
KOUTPOIO AKOCT;

- TOB «BIO®APMA 1THA3MA». Jlinensis Ha BHDOOHHUTBO MKapchkux zacobis  Neld)77 Bin
18.12.2015. FOpuoduuna adpeca ma aopece AMicysi ~POGAIKEHRA GIAnLHOCM: ¥xpaina, 9100,
Kuischia obsacte, M. bina Llepxsa, synnus Kuisceka, 37-B.

KoHTpo.s IKOCTI:

- Biania kontpomo sxoeri TOB «BIODAPMA TUIAZMAY. Csizourso PO atecTaniy Ned73,
Aapeca: Yrpaisa, 09100, Kuischka o6aacts, M. Bina Llepxsa, synung Kuisceka, 37-R.

- Biania xoutposto akocti TOB «®APMALEBTUYLWN 3ABO/L «BIO®APMAY. Chiiolrso
mpo arccrauito Ne395. Aapeca: Yrpaina, 09100, Kuiscsxa o6aacTs, M. Bina Lepxea, Bynuis
KHiBCcexa, 37.

- Hepxanna naykopo-nocninna nadoparopis 3 KOHUTPGIO SKOCTI diKapcLkux 3acobis AY «IT73 im.
O.M. Mapicesa HAMHY ». Cpinowurso npo arecrauio Ne510. Aapeca: Ykpaina, 02660, M. Kuin,
By.auug Honyapenka, 50

13 Ceprudikatn sianosianocri GMP | TOB «BIO®APMA ITJTAZMAn. CepTHikar BIANOBIAHOCTI YMOR BMPOGHULITBA NiKAPCHKIX

AR BEIX AABHHUD, HABCACHUN Y 3aco0is samoram GMP: Ne 051/2023/GMP
NOHEPCAHLOMY NYHKTI:

14, | Pesvantary auanizie: Hasezeni B ceprudikati ananizis (BP-Form-QC-000174) - nonaetses

Y»ioBH 30epiranns: B opurinanesiit yoaxosii npa TeMieparypi Bin 2°C no 8°C.

Tepmin apunatnocri ~ 3 poku.

Cepis BHIOTOBICHA 31 3MIWAHOT 11183MH (BHPOBHNYMI] [y, OTPUMaHo! He mMeHwe Hix sig 1000
AoHOpiB. l1a3ma A0HOpIB oficTexeHa HA BIACYTHICTL NOBEPXHEROTO aHTHTEHY BIpYCY rematury B
(IBsAg), amtureny Ta anturin o BUI-1 (anti-HIV-1) Ta BIJT-2 (anti-HIV-2), auraria zo sipycy
renatuty C (anti-HCV). Ilyam nnassu nepesipeni mcroaom IDA Ha BIACYTHICTL [OBEPXHEBOTO
AHTHICHY Bipycy renaruty B (HBsAg). asTureny ta autria no BHI-1 (anti-HIV-1) Ta BIJI-2
(anti-HIV-2). vy naasmu neperipeni metonom TP ua BUICYTHICTh TEHETHYIIONO MaTepialy
Bipycie rrenatHty A (HAV), renarnty B {(HBV), renaruty C (MCV). BUT (HIV): =smicr
napeosipvey B 19 (Parvovirus B 19) ne nepesuye 10 000 MO/sz

15. | KostenTapi:

3asiBa mpo cepTHdikauio cepil: MM 1 3ACBIANYIO, WO HakeacHa B -- € JOCTOBIPHOIO Ta TOUHOW. Llio cepilo mpoayxuii Gy0

BHPOONCHO (BKMOUAIOWH MAKYBAHNA/MAPKYBAHHES) Ta NPOBCACHR KGRI IT°9KO™L] ¥ BianosiaHocTi sumoram GMP, a Takox BiAnoBimo 10
" e - o LY . . i
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TOB «bIOPAPMA TETAZMA» BP-Form-QC-
(09100, Ykpaina, Kuinchxa o6nacre, M. Bina HEpKB'a} ayauus Kuiscoka, 37 -R 000174
: Biagin kouTpomo skocTi
Py biopharma CEPTHSIKAT AHAMISIE |
Crop. 1 3 |
NeQO3BM 10023G10023F Bix 20.10.2023
HaiveRrypanns BIOBEH MOHO®
nmpogykuii Posuun ans ingysiii 5% no 100 ma v dnakonax Nel
Craryc nposyxunii: FOTOBUI Aikapebkuit 3acié (FJ13)
Houscep cepii: 23G10023 :}?::;;? :cepu LI AraeepIbhepeT e oIHIA 822 navopanns
JlaTta 3akiuueHHs
TEPMIIY HPHAATHOCTE 08 2026
Peectpalyitse nocsiguenns (PIT): Bunpo6ysauna nporcieni 3a: MK ao PIT No Ne UA/14526/01/01 . e UA/14527/01/01,
Ne UA714526/01/01, no 15.07.2025 3MIHH
Bl KOHTPOJIIO! 34 BCIMA ITOKA3HMKAMM
HaiimenysaHksn Bumoru MKA no PIT Ne UA/14526/01/01, PesyasTarn Meroau xKoHTpoio
NOKAIRHKID UA/14527/01/01, ssian BunpolyBann
Ore 1Iposopa afo 3 He3HAMHOO onallecilennicio, besbapsua abo 3 HE3HAYHOIO Biayanbno
3NErKa XOBTYBATa PiAWHA ONAASCUEHIICIO 3JIeIKa
JKOBTYBATA piaAHHA
[aeuTHdrikanis OQcHoBRUI KOMNOHEHT Ma¢ BianosigaTu lgG-xoMnoncHTY
CHPOBATKM JUOAHHY HOPMaNLHOT. Y po3unui MoxyTh OyTH Bijinosiaae ADY/Eur.Ph 2.7.1
HAABHUMM HEBEMHKI KINBKOCTI iHIMX OinkiB rutasmMu
Iposopicrs OnTrYna I'yCTHHA He MOBUHHA nepesmiyBaty 0,165 0,008 ADY/Eur.Ph 2.2.25
Cryninb 3abapeacuny ONTHYHA TYCTHHA HE NOBMHKHA nepesuuyBaTy 0,350 0,019 ADY/Eur.Ph 2.2.25
H 4.0-35,0 _ 4,38 JOV/Eur.Ph 2.2.3
KA AL BN O Buaumi 9actky MaroTh 6yTH BiacyTHi Biacyrhi ADY/Eur.Ph 2.9.20
Posnoaia Mosiekyn 3a MoHoMep Ta JuMep — He MenHe 90,0% 990 %
PO3MIpOM } IToriMepy Ta arperaTty - He 6inbure 3,0% 04 9% A®Y/Eur.Ph2.2.30
00’ eM, LII0 BHTHTaCTLCH e menme 100 mn 100 M1 HOV/Eur.Ph2.9.17
CTepHALHICTY CTepunbHirii Crepuanumii ADY/Eur.Ph 2.6.1
bakTepianbhi cHAOTOKCHHH Meuie 0,5 MO/ 0,018 MO/Mn | JIOV/Eur.Ph 2.6.14
ANTHEOMIIAEMEHTAPHA tle Ginewe 50% (I CHsq na 1 mr IMYHOIJIOGY miny) 40, % JOV/Eur.Ph2.6.17
AKTHUBHICTH
AKTHBATOP NIpeKAlikpCTHY He Bimeme 35 MO/, y nepepaxynky Ha po3uyy 0,13 MOMr | JI®dY/Eur.Ph2.6.15
NpeHapary, o MicTuts 30 1/a iMynorno6yniny
AuTH-D antutina Twrp BunpoBoByBaHOro po3aHHyY He IOBUHEH _ :
nepenumyngm TII:T[} noiwmmm?t) peq)c;pemruom CTaHiapry Blanosizae A®Y/Eur.Ph 2.6.26
Awrn-A Ta anTi-B THTPH aHTH-A T2 aHTH-B reMarlioTHRINS He TORRHH aHTH-A: 32 D Y/Eur.Ph 2.6.20
MEMATIKOTHHIRK nCpesHnLyBaTH 64 autu-B: 16
IMynornodyain A He Ouisine 25 Mur/vn 4,1  MKr/mI ALY /Eur.Ph 2,7.1
Ckaan Oiakis He Ginbute 5% 6GinkiB MOXKYTE BiAPISHATHCE Bif 0.5 % ADY/Eur.Ph 2231
IMYHOTHOOYNiHY 38 eNeKTPOQPOPETHYHOIO PYXITHRICHO
KIJILKICHC BH3HAUCHHS - HOVY/EurPh 250,
Jaeaspnuit Hiror Bin 0,045 a0 (0,055 r/mn 0,05}  r/mn 2.5.33 Mmeron 7
- { niyun Bia 12,0 ao 18,8 me/min 123 mr/an A@Y/Eur.Ph 2,225
Creun(yiuba aKTHBRIicTs:
- Aumumiaa oo sipyvey He menwe 50 MO/r imyrorno6yiny 111 MO/r AP Y/Eur.Ph 2.7.1
2enamunty 4
- Anmuming co Hbsde: —y He menwe 0.5 MO/ iMmvHOraobyniny 499 MO/ AOY/Eur.Ph 2.7.1
- Aumuming 0o ek o ) He Menme 3 MO/ imyrorno0Oyniny 75 MO/ HDY/Eur.Ph 2.7.1
duchmepitinof 8.7,
Samuuxosific 1Rk . O, ' He 6insiie 5 Mrrivn Meurre 5 Mir/mMn JPY/Eur.Ph 2,2.25
- Hoaicop @i &) l
- Ipubymighs He §innnine 2 Mkr/ss 1,6 MKr/MA ADY/Eur Ph 2.2 28
OcemMonsl i'L 1_1 He Menme 240 MOcMonn/xr 263 mOcMmoap/kr | JOV/Eur.Ph 2.2.35
Mapkyeal i no PIT Ne UA/14526/01/01, UA/14527/01/01, Binriosinae 3riao MKSI
X 3MIHH
[Takyeanug et 1 MKS no PIT Ne UA/14526/01/01, UA/14527/01/01, Binanorinae 3riano MKJ]
7 IMiHN

Cepist BHTOTORICHA 31 TR 01" 1125MH (BupobinuKil myn), oTpHManoi He MCHmE Hi et Q00 noHopis. Inasma soHopis ofcrexena wa BIACY THICTS
ROBEPXHEBOTO aTHreny ipycy renatiry B (HBsAg), awmireny Ta awtumin ao BIJ'In;-ili;Ii"';?UE% ﬁ' -2 (anti-HIV-2), anmirin po sipyey renariry C (anti-
HCV), Hyan anasmis nepesipeni Metonom DA Ha BiACYTHICTS NOBEPXHEBOIO AHTIp (R JIven fenafl i ”'135;a BsAg), aurureny Ta anmutis 1o BIJI-1 (anti-H1V-1)
Ta BUIL-2 (anti-HIV-2). Dyny saasmi nepesipeni Meronoum [1J1P na BIACYTHICTB € AL @’}ﬁ{?ﬂ&“ 8}{@} BNenatiTy A (HAV), renatuty B (HBV), renatury
C GICV), BUT (HIV}); svicT mapsosipycy B 19 (Parvovirus B 19) ne TIEPEBHLILYE [ﬁz. QB?}TPOH?O @ o

YmoBH 30cpiranig. B opuridaneniii ynaxkosii bpu temneparypi sig 2°C ao 8“ STéPmin NPHABKHOE T — _gﬂmr
Buenoaew: 3pasku npenapary sianoBigswrs susoram MKT oo PIT o U4/ gﬁ; 1,

A;{}«{%ﬂ-}’ﬁﬂﬂ? wABIHL 30 HABEAEHHMH BIIIC NOKA KM,
Cdopmypas:_inxenrep 3 akocti rpynu siabopy spaskis BKS @ ot \Gtnn - o /5 Y HKoBTvH T.C, 20.10.2023
rrocanal "5 S it S/ {ITiE) NaTa NEARACAHIEA)
L i O\ P AN/ [
Hepesipup: Haganruuk BXSI/Y nosnosaxena ocoba \ o G & 1? Kopanwsuyr H_JI. 206.10.2023
NOCANA Nz ¢ S GB {I}[B) {HaTa nianKeasHs)
( 414} e, ' PR,

J—




