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CEPTH®IKAT AKOCTI
CERTIFICATE OF QUALITY

Hassa npoaykry:
Name of product:

AKTOBEI'TH, posurs st iH €kuiit, 40 mr/ma
ACTOVEGIN®, solution for injections, 40 mg/ml

Cuana nit:

1 amnyna no 10 M MICTHTH IENPOTETHI30BAHOIO FEMOACPUBATY i3 KPOBI TENAT Y BUTAAAI
Axroseriny xoHuenTpary, 400 mr cyxoi Macu

Strength: Each ampoule (10 ml) contains deproteinized hemoderivative of calf blood as Actovegin
concentrat 400 mg of dry mass
Cepia Ne/ Batch No.: 12599696 Posmip ynawosxu / Package size: 5 amnyn/ S ampoules
Peccrp. Ne/ A.R.No.: TA/FP/006/24 Tun ynaxosxu / Pack type: Amrryna Ne 5/ Ampoule No. 5
Poawmip cepii / Batch size: 66 210/ Hara purotosnenns / Mfg. date:  10.2023
amnyi/ampoules '
Kin-te yrakonow / No. of packs: 13 242 Tepmin npuparrocti / Exp. date:  09.2026
Kpaiua / Market: UKR

Peccrpaniitae nocpigaenns No:

TepMid aif HeoOMexeHuH

Registration Certificate No.: UA/11232/01/01 unlimited validity
Ne i/m Hassa ananizy Cueungikauis PesyabTaTH ananisy
Sr. No. Test name Specification Test result
| Onuc Posun xoBTYBATOrO KOILOPY Binnosinae
Description Yellowish solution Complies
5 Iposopicth Pozunn nopuneH 6yTH npo3opumM Binnosinae
Clarity Solution should be clear Complies
] Hominansanii 06’ em 10-11 Mn 10,00 mn
Extractable Volume 10-11ml 10.00 ml
q pH 6,5-17,5 7,0
pH 65-175 7.0
5 Bimgnocha rycruna (d20/4) 1,0217 - 1,0237 1,0219
] Relative Density (d20/4) 1.0217 ~1.0237 1.0219
Mexanivsi BIOTIOMEHHS
Budumi vacmxu [TpaxTuuHO BUILHUIL Bif 4aCTOK Binnosinae
Hegudumi wvacmiu:
>10 um He 6inbire 6000 B ammn. Binnosinae
¢ > 25 i He Ginsie 600 B amr. Binnoginae
Particulate contamination
Visible particles Practically free from particles Complics
Sub-visible particles: N
>10 um NMT 6000 in ampoule
> 25 pm NMT 600 in ampoule
InenTrdikauis:
; Pubosud cevogoi kucnomu TloBunHi BiANOBinATH BUMOTAM
Identification:
Uric acid riboside Should meet the requirement
Kinepkicne BusnaueHBA
g Cyxa pewosuna 38 42 Mr/mn
Assay
Dry substance 38 —42 mg/ml 40 mg/ml
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Ne n/n Haspa ananizy Crieundixauis PesynanraTit ananizy
Sr. No. Test name Specification Test result
BusHauenus 9ucToTH:
9 Abcopbuis, 420 Hm He Ginsue 1k 0,25 0,09
Purity determination:
Absorption, 420 nmn NMT 0.25 0.09
AKTHBHICTB
1% Hocuaenns ainoeenesy Innexc cruMyasuii it > 2,0 we= 5,7
Activity:
Increase of lipogenesis Stimulation index p > 2.0 p=37
11 BaxTepianbHi eHAOTOKCHHRI He 6inbie ik 1,0 MO/Mn Binnosijae
Bacterial endotoxins NMT 1.0 IU/ml Complies
1 CrepunsHicTs TloBuneH SYTH CTEPUTLHHM Binnosinae
Sterility Should be sterile Complies

BHCHOBOK: / CONCLUSION:

TIpOAyKT BUIOTORIEHO, YIAKOBAHO Ta [POAHANIZ0BAHO 3FIAHO 3 BUMOraMi PEECTPaUifiHoro nocsinyeH .
The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

Ceprupikart Ne 080/2023/GMP

Binnosinae crannapramM ta BumoramM GMP.

It complies with GMP standards and requirements.

Jligensis Ha BUPOGHUUTEO JiKAPCHKUX 3ac0biB:

Licence for medical products production:

Certificate No. 080/2023/GMP

Cepist AB Ne 598054
Batch AB No. 598054

L{sy niaTsepwicyio, Mo sei BHpoBHmYi craaii ana wiel cepii roTOBOT NPOAYKIIT Gyam WtiitcHeri 8 HOBHII BINOBIAHOCTI 3 BHMOTAMH, 3A3HAUCHUMH B UHHHIN
Hactanosi 3 GMP, sarscpivkeniit MinicTepcrBoM OX0ponm 310pos’s YKpaiuy, 1 3 BHMOTaMH PECCTPALiiHOro JOCHE KPaiHH NPHIHAYLCHHA.

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,
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