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CEPTUDIKAT SAKOCTI

CERTIFICATE OF QUALITY

| Haaﬂa_ﬁponykryf' R
‘Name of product:

AKTOBEFIH pO34YUH ANd 1H KU, 40 Mr/mMn

ACTOVEGIN®, solution for injections, 40 mg/ml

Cuna ain:

1 amnynia 1o 5 Ma MICTUTb AENPOTEIHI30BAHOTO remo,uepnBaTy 13 l{pOBI TENAT Y BUTAAA]
AKTOBETIHY KOHLIEHTpary, 200 MFr CyX01 MacH

Strength: Each ampoule (5 ml) contains deproteinized hemoderivative of calf blood as Actovegin
" N ~concentrat 200 mg of dry mass
Cepin Ne / Batch No.: 12465128 Posmip ynakosku / Package size: 5 ammnyn/ 5 ampoules
Peccrp. Ne/ A.R.No.: TA/FP/021/23 Tun ynakosxu / Pack type: Amnyna Ne 5/ Ampoule No. 5
Po3amip cepii / Batch size: 142 120 JlaTa Burorosiiennsi / Mfg. date:  04.2023
__amnyJi/ampoules B
Kin-Tb ynaxoBok / No. of packs: 28 424 Tepmin npuaatHocti/ Exp. date:  03.2026
Kpaiua / Market: UKR | |
PeccTpauiiine nocBiguennsa Ne: U | TEPMIH AiT HEOOMEKEHUH
Registration Certificate No.. o'~ 11232/01/01 unlimited validity
" Ne n/m Ha3zea ananizy Cneundikauis PesyabTaTH aHanisy
Sr. No. | Test name Specification Test result
1 Onuc Po34uH )XOBTYBATOrO KO/ILOPY Bianosigae
Description Yellowish solution Complies
, [Tpo3opicTh Po3urH nosuHEH 6ym nposoppm Bignosinae
' Clarity Solution should be clear Complies
; HomigansHuii 06’ em 5,00 —5,75 mn 5,10 M
Extractable Volume 500-575ml 500 ml
. pH 6,5 -17,5 7,0
pH 6.5-7.5 7.0
s BinnocHa rycruHa (d20/4) 1,0217 —1,0237 1,0237
Relative Density (d20/4) 1.0217-1.0237 | 1.0237
MexaHivyHi BKJIHOYEHHS
Buoumi yacmxu [IpakTHYHO BUILHWH B YacTOK Bignosigae
| Hesudumi yvacmku:
210 pm He Oinsine 6000 B amm. | Binnosinae
6 | >25 um He Gutbae 600 B amn. Bianosinae
| Particulate contamination
| Visible particles Practically free from particles | Complies
| Sub-visible particles:
>10 pm NMT 6000 in ampoule ~Complies
1 225pym 0 | NMT600 in aml:oule e | Complies
| IﬂeHmQ)maum
, - Pubosuo cewosol kucnomu [ToBuHHI anosma*m BHMOF IM. | BianoBinae
Identification: & |
{ Uric acid riboside | | Compltes
KiIbKICHE BM3Ha4€HHA |
{ Cyxa peyosuna 39 mr/mn
8 | Assay |
Dry substance 39 mg/ml

TA/EP/021/23
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| Sr. No. Test name Specification Test result
BusHayeHHs YUCTOTH: |
0 Ab6copbuis, 420 HM He 6unpmie i 0,25 1 0,10
- Purity determination: | |
_Absorption, 420 nm NMTO2S 0w
| AKTHBHICTb
0 Hocunenus ninocenesy [Hpexe cTumynsauii p > 2,0 n=35,6
Activity: __ | '
| Increase of lipogenesis | Stimulation mdex u>20 iL=15.6
y baktepianbHl €eHAOTOKCHHH “He 6tnbie v 1,0 MO/mn Bianosigae
Bactenal endotoxins NMT 1.0 IU/ml Complies
. CTepunpHICTD [ToBuHEH OYTH CTEPUABLHHUM Binnosiaae
Sterility Should be sterile Complies

BUCHOBOK: / CONCLUSION:

[IponyKT BHrOTOBJIEHO, YIIAKOBAHO TA NMPOAHANI30BAHO 3TIIHO 3 BUMOTaMU peECTPAlIHOTO NOCBIIYEHHA.

The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

Ceprugikar Ne 080/2023/GMP
Certificate No. 080/2023/GMP

Binnosinae cranaapram ta Bumoram GMP.

It complies with GMP standards and requirements.

JliueHsis Ha BUPOOHUUTBO JIIKAPCHKUX 3ac001B:
Licence for medical products production:

Cepin AB Ne 598054
Batch AB No. 598054

LluM NIATBEPDKYIO, MO BCi BUPOOHMUI cTaii ans Wiel cepii roToBOT npoayKuii 6yau 3xilicHeHi B NOBHIH BIXNOBIAHOCTI 3 BUMOTIaMH, 3a3HAYEHUMH B 4MEHIR
HacTaHoBi 3 GMP, 3atsep [pkeHiit MidicTepcTBOM OXOpOHH 3/110poB’s YKpaiHH, | 3 BAMOTraMHU PEECTPALiifHOrO I0ChE KPaTHH NPU3HAYEHHSL,

I hereby certify that all the manufacturing stages of this batch of finished product have been carried out in full compliance with the OMP requirements of the
Ministry of health of Ukraine and with the requirements of the Marketing Authorisation file of the destination country.
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