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Tea.

CEPTU®IKAT IKOCTI
CERTIFICATE OF QUALITY

AKTOBETTH, posuuy aas inexuil, 40 Mr/mn
ACTOVEGIN®, solution for injection, 40 me/m]
1 ammyna 110 2 s micurs Aenporeinizosanoro TeMONEpHBATY i3 KPOBI TENST y BHrANL
AKTOBEriny ROHUeHTpaty — 80 Mr cyxol Macu
Each ampoule (2 ml) contains deproteinized hemoderivative of calf blood as Actovegin
concentrat — 80 mg of dry mass

Haspa n poayxry:

Cuita ait;
Strength:

Particulate contamination
Visible particles
Sub-visible particles:

210 um

Practically free from particles

NMT 6000 in ampoule

Cepist No / Batch No.: 12462199 Posmip yoakosxu / Package size: 25 amnyn/ 25 ampoules
Peecrp, Ne / A.R.No.: TA/FP028/23 Tua ynaxosku / Pack type: Awmriyna Ne25 / Ampoule No.25
Posmip cepii/ Batch size: 298,300 Hara surorosnenus / Mig. date:  04.2023
) amiys/ampoules
| Kin-Tb ynaropox / No. of packs: 11932 Tepmin npunarnoeri/ Exp. date:  03.2026
LIC patua / Market: UKR
f Peectpauiine nocsixuenns No: 119997 Tepmin AiT HeoSMexeuit J
'L Registration Certificate No.: UA/11232/01/01 unlimited validity
I Nen/n Haspa ananizy l Cnenudikauis ! Pesyavrarn ananisy }
| 8r. No. Test name Specification Test result ,
] Onuc Posumu xosTyYBaTOrO KObopy Bixnosizae
’ ‘ Description Yellowish solution Complies
L 5 TposopicTs Poszuny nosunen 6yt npo3opHM Bianosinae
Clarity ..._{_Solution should be clear Complies -
3 Hominannunii 06 em 2,00 - 230 mn 2,06 M
Extractable Volume 2.00 ~2.30 ml 2.06 m]
L 4 | pH 65-175 7,0
pH 6.5-75 7.0
I Binrocna rycrina (d20/4) 1,0217 - 1,0237 1,0232
5> | Relative Density (d20/4)
L 1.0217 - 1.0237 1.0232
Mexaniuni sionouenns —,
Budumi wacnuey Hpaxtuyuo sinbunii Big wacrox Binnosinac |
Hesudumi vacnicu: !
10 um He 6imsie 6000 5 amn. Binnosizae ‘
> 25 pm He Ginsuwe 600 B amn, Binnosinae }

225 um

NMT 600 in ampoule

Lnewrugixanis:
Pubosud cevosor kucnomy

Identification:
Urle acid riboside

Hosrsui sinnosixary BUMOTAM

Should meet the requirement

Kinskicue spsnavenns
Cyxa pevosuna
Assay

L Dry substance

38 42 Mrima

38 ~42 mg/ml

39 Mr/ma

39 mg/ml

TA/FP/)28/23

Crop./Page Ne: 1 3/0f 2
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Kuipenia Hirist
TOR «Kycym @apior

Ne ai/n Hazea ananizy Creuudiramis PesyanLTaTH aBAMTY
Sr.No. | ‘fest name Specification ‘ Test result

BuzHAUEHHS HHCTOTH!
ABcopbuis, 420 BM
Purity determination:
Ab jon, 420 nm

AKTHBHICTS
Tlocunenns Ain0ceHesy

[HACKC CTUMYAALIT | 2 2.0

Activity:
Increase of li 0genesis
Baxrepianbhi eHjlOTORCHHH

Stimulation index pz20 e
He Ginsie wix 1,0 MO/mn Bignosigac
:l NMT 1.0 1U/ml

. : NM L LY S
‘ 0 | CrepHibHICTE T{oBuHeH OyTH CTEPHABHAM
L | Sterility

BUCHOBOK: / CONCLUSION:

[1posLyKT BUTOTOBICHO, YOAKOBAHO Ta npoaasizosato 3riAH0 3 BEMOTaMH peccrpaniinoro nocBiAYeHHA.
The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

Binnoninac

Should be sterile Complies

Bianonizac CTaniapTaM Ta BHMOraM GMP. Ceprudixar Ne 080/2023/GMP
It complies with GMP standards and requirements. Certificate No. 080/2023/GMP
TlineHais Ha sHpoOHHLTBO NIKAPCHKMX 3ac00iB: Cepist AB Mo 598054

1.icence for medical products production: Batch AB Ne. 5980354

L1stst AEATBEPDKYIO, 1O pei supobmimi oraii and uiei cepii roToBOY ppozy ki Oyau axifteneni B noBHIA BLATIORLAHOCT] 3 BHMOTEMH, JasHauCIMH B R

pnacranoni 3 GMP, JarBep eIt MIniCTepeTson OXOPOILH 3A0POB 4 Yrpai, i 3 BHMOTAMH percTpauifiiore J0eke KpUiiT PH3HAYCI.
{ herchy certify that all the manufacturing SIgEs 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.

HavaapHug BKS
" QC Head

ap. nabopatopicio BK
C Lab In-charge

XiMik-aHaniTuk
Analytical Chemist

Im’s/Name:

TTignue/Signature: f’/{f{ ¢l / CGercesf
Y
Jlaa/Date: LGRS 2k
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