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CEPTHRIKAT AKOCTI
ERTIFICATE OF QUALITY

C

i Hassa npoeaykry:
Name of product:

AKTOBEITH. posuny 114 in exuii, 40 Mr/ama
ACTOVEGIN®, solution for injection, 40 mg'ml

I amnyna o 2 MA MICTHTS ACAPOTETHI30BAHOIO TEMOACPHBATY 13 KPOBI TENAT ¥ BHIAAI

Cu.a gif: AxToBerivy koHueHTpary — 80 Mr cyxof mMacu

Strength: Each ampoule {2 ml} contains deproteinized hemoderivative of calf blood as Actovegin
concentrat — 80 mg of dry mass

Cepin Na / Batch No.: 12375160 Poimip ynawoBku / Package size: 25 ammyx/ 25 ampoules

Peectp. ¥/ AR.No.: TAFP/O1723 Tun yrakosxH / Pack type: Awmmyna Ne25 / Ampoule No 25

gt o ]

Poawmip cepii / Batch size: S35 VOJO . lata sHrovosnedna / Mfg. date:  10.2022
asfyr‘ampoules |

Kir-me ymakoeok / No. of packs: 13 548 3 Tepmin npusatHocti/ Exp. date:  09.2025

Kpaina / Market: UKR

Peccrpanifine nocsiavenna Ne:
Registration Certificate No.:

TepMiH Al HeoDMeKeHUR

3 ) 7 2 :|
MALLE Il walimited validity

Ne a/n Hassa anaxizy ‘[ Cnenndirxauis PezyaptaTu anaszizy
Sr. No. Test name : Specification Test result
Onuc i PO34HH XOBTYBATOrO KOALOPY Bianosiae
1
Description Yellowish solution Complies
R [po3opicTh Po3umn nosuHed DyTH OposopumM Bianosiae
| | Clany Soluuon should be clear Complies
I Hovinaneuii 06 cu 2,00 - 230 wa 2,06 M1
B
| Extractable Volume 2.00 - 230 ml 2.06 mi
i 4 pH 6,5-15 7.1
| .
- pH 65-175 7.1
BizrocHa ryctuda (d20:4) 1.0217 - 10237 1.0220
| E
. Relative Deasity (d20-4)
1.0217 - 1.0237 1.0220
Mexanidni BRIIOYCHHA
Budwui wacmsu [TpaxTiyHO BLILHMIT B 4ACTOK Bianosizae
Heauduwui sacmeu: .
> 10 um He dibine 6000 B a1, Bixnoeizae
>25um He Qiabiue 600 8 ai. Bianoeizac
a
Particulate contam:nation
Visible particles Practically free from particles Complies
Sub-visible particles:
=10 pm NMT 6000 in ampoule Complies
ki =15 um NMT 600 in ampoule Cortnplies
i [aeHTudikatis:
_ Pufiasud cevosoi kuciomu [Tosunsi BlanosiaTh BuMoram Bixnossdae
' [dentification: QA\HA *
] Uric acid riboside Should meet the requirefe t HOPM/ ,,:’4;_ Complies
i KiabKiCHE BHIHANCHHA h % _
S | Cvxa pewosuna 38 42 mrMa 41 MM
) Assay
i Dry substance 38 -42megml  REIW o 41 mg'mli
TAFPOLT 23 Crop./Page Ne: 13.0f2
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* Nen/n Haspa ananizy Coeundikauin PesynbTaTi analisy
| Sr. No. Test name Specification Test result
l BuzHateHHA 4HCTOTH:
Adcopfuis, 420 um He 6L1nute nix 0.25 0,08
9
Puriry determination:
Absorption, 420 nm NMT 0.25 0.08
AKTHBHICTE
' Hocuennn dinocenesy [naexe cTumyaawii p > 2.0 p=34
I
Activity:
[ncrease of lipogenesis Stimulation index u > 2.0 p=34
BakTepianbHi eHAOTOKCHHH He Binsine uix 1,0 MO/va Bianosizae
1t :
il . Bacterial endotoxins I NMT 1.0 [Usml ; Complies
i3 | Crepunsiicrs | MosukHeH ByTH cTepu tbHMM ! Bianosizae
o |Striliy ' Should be stesile i | Complies

BUCHOBOK: / CONCLUSION:

[lpoayKT BUrOTORNEHO, YNAKOBAHC T2 HPOAHATIZOBAHO 3rIAHO 3 BUMOTAMH peecTpalifHOro nocsinyeRHA.
The product is manufactured. packed and analyzed as per requirements of Registration Certificate.

Biznosigac cranjapraM Ta sumoraM GMP.

Ceprudixat Ne 009:2020/GMP

Certificate No. $09:2020,GMP

Cepin AB Ne 598054
Batch AB No. 598034

It complies with GMP standards and requirements.

Jiuensia Ha BUPOOHHLTBO TiK2PCHEKMX 3aC00IR:
Licence for medical products production:

Unv neamsep,pe 0, o 801 BRPOSHHY] Sra il L wiel cepil roroaoi NPOAYKUIN Gy . 33IACHCHT B NUBHIA BLINOALIHOCT 3 BHMOTAMH, 1A3HAYCHIMH B 4HHRIK
HacTanosl 3 GMP. 3aTBep TReHIH MINICTEPCTBOM OXOPOHI 110P0B’ 8 YRPAIHK. | 3 BUMOTaMIL PEFCTPALGIHOCD 10CHE KPATHY TPHIHASEHNA,

[ hereby certify that all the manufacturing stages of this batch of finished preduct have been carnied out in full compliance with the GMP requirements of the
Ministry of health of Ukraine and with the requirements of the Marketing Authorisation file of the destination country

! XiMmix-anatirug } -3ag nadopartcpiers BKSA | Hauaisnix BKS VioBHoBaRE ] 0600
I Analytical Chemist f QC Lab In-charee QC Head Qualified Person .
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