. TOB «BIO®APMA TLIAZMA»
E) b 1O p h arma 09100, Ykpaina, Kuisceka obnacrs, M. Bina Llepksa, syauus Kuipenka, 37- B

Biutin KOHTPOIO AKOCTI

I 5.14-03-21

CEPTH®IKAT AHAJIIZIB Ne 029A2010022A10192F sia 26.08.2022

Haiimenysans AJIbBYBEH
NpPOJLYKLLIT Po3uun ans indysiit 20% no 100 ma y gpaawonax Nel
Craryc npoyKuii: roToBui Jlikapeskuii 3acié (17J13)
Poamip cepii I'J13. STy THA 'BCH,
Hosen cepit 22410192 I’S;lel?_gulail KA CCPTHPIKY CTBCH, OJIHHHLLA T
Jara zakinvenns 06 2025 ' '
TEPMIHY NPHUAATHOCTI:
Peecrpauiiine noceinuenns (PIT): Bunpobysanns nposeneni 3a: MK 1o PIT Ne UA/15875/01/01. Ne UA/15875/01/02, sminu
Ne UA/15875/01/02 pin 16.11.2021, aie Bria koHTPOMIO: 3a BCIMA NOKAHUKAMH
Oescrpokono
Haiimenysauns Bumorn MKS no PIT Ne UA/15875/01/01, UA/15875/01/02, PesyasTaTu MeToan KOHTPOJIO
NOKAIHHKIB IMiHK BUNPoOYBaHbL
Onue [posopa B'a3Ka pijMHa BiL HOBTYBATONO /IO CBITIO-KOPHUHEROTO [posopa ™si3ka Bisyasiio
KOJILOPY, JAOIMYCKACTLCH 3EEHYBATHH BIITIHOK plamna cBiTiio-
KOPHHHEROTO
KOJILOPY
Lnenrudirantia OCHOBHHI KOMITOHEHT MAE BIANOBIAATH OCHOBHOMY KOMIIOHEHTY
CHPOBATKH JIOJHHK HOPMAZibHOTL. Y postuii MOKYTh Gy TH HAABHHMH Bianosinae JPY/Eur.Ph, 2.7.1
HEBC/IMKI KIJILKOCTT iniux OUIKIB naimMm
Ipo3sopicrn penapar mac 6yTH nposopum afo 3a crynenes onajiecuentii ne He nepesmutyc JbY/Eur.Ph, 2.2.1
nepesHulysarTH etajion Il craston 1l
ey e e R it g - 3
Fiik Onrruana ryeruia ne nosumna nepesuinysari 0,15 0.024 ADY/ur.Ph, 2.2.25
AKruparop SRR At 3.09 MOMa | JIOY/Eur.Ph. 2.6.15
npeajikpeiny
23 (8T8
pH Bia 6.7 0073 Rk JIOY/Eur.Ph, 2.2.3
Mexaniuni Bionouenns ISR SACTRH WBIDTE BYTE BRI Binnoninac JBY/Eur.Ph, 2.9.20
s B 1 a &0, < s ik o = i x s e
R G He Ginbine 5% 6iakis MOKYTH BULPISHATHCE BIL anLOyminy 3a 0 9% JIdY/Eur.Ph. 2.2.31
CHCKTPOPOPETHHHOIO PYXIMBICTIO
Posnonin monekyn sa IMnouta niky (NiKiB) NOAIMEPIB | arperatis Mac CraHOBUTH HE o .
poO3IMipoM Oinbiie 10 % cyMu naouL Beix nikis Ha xpomarorpami 432 % A®Y/Eur.Ph, 2,2.30
OB6’€eM, L0 BUTATAECTLCH He menwe 100,0 man 100 mn JAPY/Eur.Ph, 2.9.17
CrepHabHicTh [penapar nosuuen 6yTH CTEPHIILHEM CrepribHM JDPY/LEur.Ph, 2.6.1
Bakrepiasui Meuwe 1,7 MO/Ma 0.03  MO/mn | JIOY/Eur.Ph.2.6.14
CHJLOTOKCHHM
AJHOMiHII He Ginbuie 200 mxr/n Menie 200 mki/n AGY/Eur.Ph, 2.2.23
Kinbkicne susnauenns: Bin 0.190 50 0.210 v/ma JIbY/lEur.Ph, 2.5.9.
- Jacanrvuuit Ginox 0.207 v/ 2,533 meron 7
- Kaniii He 6inbiie 0.05 myons/ Ginky Metie 0.05 JdY/Eur.Ph, 2.2.22,
MMOJIB/T DIKY _oomeronl
- Hampii He Ginbie 160 mmonns/n 139 mmoan/n JdY/Eur.Ph, 2.2.22,
merod |
- Hampio kanpuram Bin 5.4 10 6.6 mr/mn 6,11 MI/man JIDY/Eur.Ph, 2.2.28
IMakysanns Bumorn MICS no PIT Na UA/15875/01/01, UA/15875/01/02, Binnosinae 3riano MIC
3MiHM
MapicyBaHst Bumorn MIKS mo PTT Ne UA/15875/01/01, UA/15875/01/02, Binnoninac 3rinno MICS
3MiHM

Ynosu 36epiranus: B opurinansuiit ynakonsui aas saxuery sij aii citha npu temneparypi ve sunie 25°C. Tepmin npuaarnoceti — 3 pokw.
Cepist BUIOTOBACHA I3 (1a3MK JIOHOPIB, 00CTSKEHOT HA  BIACYTHICTL  1TOBEPXHEBOIO AHTHICHY BipyC t:ﬁ'{ﬁ'ﬁ;\'{j =3 (HBsAg). awrnreny Ta
anrutin no BUI-1 (anti-HIV-1) ta BUI-2 (anti-HIV-2), anrurin ao sipycy renatury C (anti-HCV). [ HET epeiipeni merosom DA na

G HIV-1) Ta Bk,

BiacyTHicTh MOBEpXHEBOTO anrTureny Bipyey reqaryry B (HBsAg), anrureny ta anturin ao Bl A -2\(anti-HIV-2). Tyan
naasmu nepesipeni merosom TP na i SUHHOrO Marepiany BipyciB renarury /}.\ylﬁ;\f?js veRETITY {riBV), renarury C
5 f TERIB T

e nepesuitye 10 000 MO/,

(HCV). BUT (HIV): smict napnonipyc
NCS oo PIT Ne UA/ISB75/01/01,

BHCHOBOK! 3pa3KH NpenapaTty Bigo

HABC/JACHHUMH BHIE

26.08.2022

{AaTa AR}




Py biopharma

TOB «BIO®APMA [TJIAIMA»
09100. Vkpaina, Kuiscrka ofnacte, M. bina Llepksa. syamis Kuisceka, 37- B
Biutin KOHTPOIO AKOCTI

I 5.14-03-01

JIO3BLJ HA PEAJIIBALUIO/ CEPTU®IKAT CEPIT Ne029A2010022A10192F

1. | Hazsa npoaykuii; AJIbBYBEH
2. | Cratyc npoaykuii; roToBHIi Jikapebkuii 3acid (1I'J13)
3. | Kpaina-supobHuk: Ykpaina
4. | Peecrpauiiine nocsigueHns Ne UA/15875/01/02 in 16.11.2021, nie 6e3cTpokoso
(PIT):
5. | Cuna piv/akTHBHICTD: 20%
6. | Jlikapcbka ¢opma: posuvH ana indysin B
7. | Po3mip Ta TN nakoBaHHs: no 100 Ma y dnakoni; no 1 dyakoHy y nauui 3 kKapToHy
8. | Homep cepil: 22A10192
9. | Poamip cepil I'7I3, onuHuLA 6 446 nakoBanb
BUMIpY:
10. | Jlata BupoGHuTRA: 07 2022
11.| Jara sakinueHus Tepminy 06 2025
NIPUIATHOCTI:
12. | Hassu, aapecn Ta HoMepH HupaaTRe:
' ni eH:;i'l‘ :Eix s b}; - TOB «BIODAPMA TIJTA3MA». Jlinen3sis Ha BUPOGHULITBO JliKapCbikux 3aco0iB
Buuoﬁlm TBaﬂT:: KOHﬁ oo Al e o
P v % P [Opuduuna aopeca ma adpeca micysn nposaddicenin Qisnsiocmi: Y kpaita, 09100,
AKOCTI: ; : L
Kuischka obnacts, M. Bina Llepkea, synuus Kuiscsia, 37-B.
Kowrpoas sikoeri:
- Bignin xourponio sikocti TOB «BIODAPMA TTJIABMA». Ceifourso npo atectaiiio
Ne4 73, Anpeca: Ykpaina, 09100, Kuisceka obnactb, M, Bina Llepksa, synuus Kuisebka,
37: Ykpaina, 09100, Kuischka o6aacth, M. bina Llepksa, Bynuus Kuiscska, 37-B
- Binnin konrpomo sxocti TOB «®A PMAI_[EB'I'HLII-I[/M 3ABOJL «BIODAPMAY.
Cainourso npo arecrauito Ne 395. Anpeca: Ykpaina, 09100, Kuiscbia o6nacts, M. Bina
Llepksa, Bynuua Kuiscerka, 37
- Jlep:kaBHa HayKOBO-10CIi iHa aBopaTopia 3 KOHTPOIO AKOCTI JlikapchKux 3acobis 1Y
«I'3 im. O.M. Map3eesa HAMHVY», Cigourso npo atecrauito Ne510. Anpeca:
Vkpaiuna, 02660, M. Kuis, Bynuus [Tonyapenka, 50.
Cenrudixaru i ; i GMP TOB «BIODAPMA TTJIA3MA». Ceprudikar BUNOBIAHOCTI YMOB BUPOOHHIITEA NIKAPCHLKHX
3., | Ceprudirareelanosianack & 3ac06in BrMoram GMP: Ne Ne 023/2020/GMP
JUISE BCIX JATIBHH L, HABEJICHHX Y
HONEPEHBLOMY Y HICTI:
14. | Pesyarary ananisis: Hageseni B ceprudixari ananisis (I 5.14-03-21) - nojacrses
1%, | mewenint: Vmonu 30epiranns: B opurinansiiii ynakosui ans saxucTy i aiil ceiTha npu remneparypi e

Buuie 25°C. Tepmin npuaatHocTi — 3 poKH.

Cepin BMroToORJIEHA i3 NNA3MK A0HOPIB, 0OCTENEHOT HA BIICYTHICTL NOBCPXHEBOIO AHTHICHY
gipycy renarury B (HBsAg). awrureny Ta anririn jgo BUI-1 (anti-HIV-1) Ta BUI-2 (anti-HIV-2),
anrtutin o sipyey renartury C (anti-HCV). Tynn nnasmu nepesipeni merojiom [DA Ha
BLICYTHICTE NOBEPXHEROTO anTHreHy Bipycy renarury B (HBsAg), anrureny ta anruria o BUI-1
(anti-HIV-1) ra BUI-2 (anti-HIV-2). Iyam naasvu nepesipeni meroaom TP va sincyrnicrs
FEHCTHUNOrO MaTepiany Bipyein renarury A (HAV), renatury B (HBV). renarury C (HCV). BUI

BUPOBACHO (BIMOHAIOUH NAKY BAHHA/MAPKYBAHN) TA NPOBE]
cneundikaniii, uo micTarses y peecrpauifnomy 10Che. }

BCTaHoBeHo Binosimicrs GMP

VnoeHosaxena ocoda 3 akocti TOB « BIODAPMA

(nocana/spanna ocobu, AKa BHAANA NOIBI HA BHNYCK Cepil

(H1V): smicr napeosipyey B 19 (Parvovirus B 19) e nepesuiye 10 000 MO/

io npojy kit Gyno
o BLANOBLHO J10
HEPErisiHyTo Ta
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