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CERTIFICATE OF QUALITY

Hassa npoxysery: AKTOBETTH, posunn anst iwexuilt, 40 mrvan
Name of product: ACTOVEGIN®, solution for injections, 40 mg/ml
1 ammryna no 5 mn micraTs IenpoTeini3oBanoro TeMOJEPHRATY 13 KPORI TEINIAT y BUIIAL]
Cuna ait: AKTOBETiHY KOHLEHTpaTy, 200 Mr cyxof macy
Strength: Each ampoule (5 ml) contains deproteinized hemoderivative of calf blood as Actovegin
concentrat 200 mg of dry mass
Cepist Ne/ Batch No.; 12571712 Posmip ynaxosxu / Package size: 5 amnyn / 5 ampoules
Peecrp. Ne/ A.R.No.; TA/FP/004/24 Tun ynaxoskn / Pack type: Ammyna Ne 5/ Ampoule No. 5
o}
Po3mip cepii/ Batch size: 140 325 Hata BuroTorienus / Mfg, date:  09.2023
amnysn/ampoules
Kin-16 ynakonok / No. of packs: 28 065 Tepmin npuparnocri/ Exp. date:  08.2026
Kpaiua / Market: UKR
Peecrpaniiine nocsinuenns Ne: ’ TepMin Jif HeobMexenuil
Registration Certificate No.: UA/11232/01/01 unlimited validity
Ne o/t Hasga ananizy Crienndikanin PesynbTaTi ananizy
Sr. No. Test name Specification Test result
Omye Posuun xosTyBatoro komsopy Bignoeinae

! Description Yellowish solution Complies
Iposopicts Posunn nosusen 6yti IIPO30pHM Bimnosinae

2 Clarity Solution should be clear Complies
Hominanuaui 06’ em 5,00-35,75 mn 5,07 mn

3 Extractable Volume 5.00-5.75 ml 5.07 ml
pH 6,5-17,5 7,1

4 om 6.5-7.5 7.1
BinxocHa ryctuna (d20/4) 1,0217 - 1,0237 1,0233

> Relative Density (d20/4) 1.0217 - 1.0237 1.0233
Mexaniuni sxmovenns
Budumi vacmxu [paxtiano Binpuui Bin vactok Bianosinae
Heeuounmi vacmuu:

210 um He 6insme 6000 8 amir. Bianosinae
=25 um He Ginbiue 600 » amn. Bianosigae

6 Particulate contamination
Visible particles Practically free from particles
Sub-visible particles: A
Z10 pm NMT 6000 in ampoule ojis 1 . 7
225 um NMT 600 in ampoule Pﬁ’THQ’U‘::\'[m) § ;
Inentudixauis: ' \ /:Q;%§
Pubosud cevoeoi xucromu ToBuni signosizary suMoram Ofgae, . ‘fy

B4 )

7 Identification: \\‘i”ou!'m; 0:(/\:\,/
Uric acid riboside Should meet the requirement Complieg ===~
Kinbkicne Bu3nageHus

8 Cyxa pevosuna 38 — 42 mr/mn 40 mr/mn
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Ne i/n Hassa ananisy Crenudixanist PesyanTaTH aHANY
Sr. No. Test name Specification Test result
Assay
Dry substance 38 — 42 mg/ml 40 mg/ml
BuzHAuSHHS YHCTOTH!
Abcopbuis, 420 uM He 6Ginbuie Hix 0,25 0,10
? Purity determination:
Absorption, 420 nm NMT 0.25 0.10
AKTHBHICTb o
Hocwnennst Aino2enesy Iupexe craMymsaii p = 2,0 p=30
10 Activity:
Increase of lipogenesis Stimulation index 2 2.0 p=3.0
BaxrepiaitbHi eHI0TOKCHHA He 6insue Hix 1,0 MO/Ma Binnosinac ]
1 Bacterial endotoxins NMT 1.0 IU/ml Complies
CrepuipHicTh [ToenHeH GYTH CTEPHILHIM Bianosimac
12 Sterility Should be sterile Complies J

BUCHOBOK: / CONCLUSION:

[TpoAyKT BUIOTOBJIEHO, yNakoBaHo Ta TPOAHATI30BAHO 3TIIHO 3 BAMOTAMHU peecTpauiiiHOro NOCBiAHEHHA.

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

Ceprudirar No 080/2023/GMP
Certificate No. 080/2023/GMP

Cepis AB Ne 598054
Batch AB No. 598054

1M DHATBEPIKYIO, 110 Bci BupoSHMHi CTaml is i€l cepil roToBoi npoaykuil Gynu aaificueni B ORI BIANOBIAHOCTI 3 BHMOFaMU, 3A3HAUCHUMHU B YUHATH
pacrauosi 3 GMP, satpepmkenili Minictepernom OXOPOHHM 3IOPOB’A Yxpainu, | 3 BUMOraMH peCCTPALHHONO A0CHE Kpaiti NPH3HAYCHHA

BiapoBiga€ cTaniapTaM 1a BUMOraM GMP.
1t complies with GMP standards and requirements.

TliLeHsis Ha BUPOGHMITBO JIiKapPChKUX sacobis:
Licence for medical products production:

1 hereby certify that all the manufacturing stages of this batch of finished product have been carried 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.

A 83525997/
44 M.Yx% ¢
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