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CEPTU®IKAT AKOCTI
CERTIFICATE OF QUALITY

Ha3zsa npoaykry:
Name of product:

AKTOBET'TH, po34nH a1 in’ ekuii, 40 Mr/ma
ACTOVEGIN®, solution for injections, 40 mg/ml

1 amnyna no 10 M MiCTHTb A€MPOTEiHI30BAHOTO reMonepuBaTy i3 KpoBi TENAT y BUIIAL

Cuna aif: AKTOBEriHYy KOHLeHTpaty, 400 Mr cyxoi Macu
Strength: Each ampoule (10 ml) contains deproteinized hemoderivative of calf blood as Actovegin
concentrat 400 mg of dry mass
Cepisn Ne/ Batch No.: 12360939 Posmip ynaxoeku / Package size: 5 amnyn /5 ampoules
Pecctp. Ne / A.R.No.: TA/FP/007/23 Tun ynaxkoskH / Pack type: Amnyna Ne S/ Ampoule No. 5
Po3mip cepii/ Batch size: >7915 [lata Burotopiiennn / Mfg. date:  10.2022
amnyJ/ampoules
Kin-1 ynakoeok / No. of packs: 11 583 Tepmin npnaatnocri / Exp. date:  09.2025
Kpaina / Market: UKR
Pecctpauiiine nocBinuenns Ne: TepMiH Aii HeoOMexeHHH
Registration Certificate No.: VA 1232101401 unlimited validity
Ne n/n Hassa ananisy Cneungikanis Pe3yJibTaTH aHaJI3Y
Sr. Ne. Test name Specification Test result
1 Onuc PO34HH KOBTYBaTOrO KOJAbOPY Bianosinae
Description Yellowish solution Complies
5 IMpo3opicTsb Po3umH nosuHeH OyTH MPO30pHM Binnosinae
Clarity Solution should be clear Complies
. HoMiHanbHuii 06’eM 10-11 mn 10,50 ma
Extractable Volume 10-11ml 10.50 ml
4 pH 6,5-175 7,1
pH 6.5-175 7.1
; BianocHa ryctuna (d20/4) 1,0217 - 1,0237 1,0237
Relative Density (d20/4) 1.0217 - 1.0237 1.0237
MexaHiuHi BKIIOYEHHS
Buoumi wvacmiu [TpakTUYHO BiNbHHUM Bl HACTOK Bianosinae
Hesuoumi yacmxu:
> 10 um He 6insute 6000 B amn. Bianosinae
. > 25 uM He 6insute 600 B amn. Bianosinae
Particulate contamination
Visible particles Practically free from particles Complies
Sub-visible particles:
>10 pm NMT 6000 in ampoule Complies
>25pm NMT 600 in ampoule Complies
lnerTudikauis: : 7 N
1 Pubo3uo ceuo8ol kuciomu MoBuHHI BiANOBINATH BUMOTaM ; .ﬁignoginac
Identification: \X’: N
Uric acid riboside Should meet the requirement Complies
KinbkicHe BU3HAYEHHS Lo
Cyxa pewosuna 38 — 42 mr/mi 142 mg/mn/
8 /»'ﬁ-\? //
Assay Gl
Dry substance 38 — 42 mg/ml .
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Ne n/n Ha3ssa aHanily Cneundixauin Pe3ynbTaTH aHanily
Sr. No. Test name Specification Test result
Bu3HaueHHA YHCTOTH:
. AbcopOuis, 420 HM He Ginbiue Hix 0,25 0,09
Purity determination:
Absorption, 420 nm NMT 0.25 0.09
AKTHBHICTb
5 Tocunenns ninocenesy lnaekc cTumyasuii p > 2,0 p=44
1
Activity:
Increase of lipogenesis Stimulation index p > 2.0 u=44
- BakTepianbHi €HAOTOKCHHH He Ginbue nik 1,0 MO/ma Binnoginae
Bacterial endotoxins NMT 1.0 IU/ml Complies
5 CrepunbHiCTDb [ToBuHeH OyTH CTEPUNLHHM Bianosinae
1
Sterility Should be sterile Complies
BUCHOBOK: / CONCLUSION:

TpoayKT BHFOTOBJIEHO, yNAKOBaHO Ta MPOAHANI30BAHO 3riHO 3 BHMOraMK PEECTPALIAHOTO NOCBIAYEHHS.
The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

Binnosinae cranaaptam Ta Bumoram GMP. Ceprudikat Ne 009/2020/GMP
It complies with GMP standards and requirements. Certificate No. 009/2020/GMP
Jliuensis Ha BUPOGHHUTBO JiKapChKHX 3ac00iB: Cepisn AB Ne 598054

Licence for medical products production: Batch AB No. 598054

LM mmsepmxylo W0 B¢i BUpoGHUN cTadii Ana Liei cepii roTosoi nponyxun Gynu 3aificHeHi B MOBHil BIANOBIAHOCT 3 BUMOraMH, 3a3HAYEHUMH B YHHHIi
HacTanoBi 3 GMP, 3atBepmikeHiii MiHICTEPCTBOM OXOPOHH 310p0B’8 YKpaiHy, i 3 BHMOraMU Pe€CTPaUiHHOTO J0CHE KPAiHH NPU3HAUEHHS.

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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