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- CEPTH®IKAT AKOCTI |
‘CERTIFICATE OF QUALITY
f Hans.ﬁil- npo;[ylcry | A“K.TOBETIH, pO3uMH A H ek, 40 Mr/mi
Name of product: ACTOVEGIN®, solution for injection, 40 mg/ml |
1 amiryna no 2 Ma MiCTUTE AeNpoTEiHI30BAHOrO reMOAEPHBATY i3 KPOBi TEASAT y BHrAAI
Cuna aii: AKTOBEriHy KOHUeHTpary — 80 Mr cyxof MacH | -
Strength: Each ampoule (2 ml) contains deproteinized hemoderivative of calf blood as-Actovegin
concentrat — 80 mg of dry mass L
Cepin Ne / Batch No.: 12462197 Poamip ynakosku / Package size: 25 amnyn /.25 ampoules
Peccrp. Ne/ A R.No.: TA/FP/022/23 Tun ynaxorku / Pack type: AMmyna Ne25 / Ampoule No.25
. e . 353 800 | _
Posmip cepii / Batch size: amny/ampoules Hata suroroBnennn / Mfg. date;  04.2023
Kin-1s ynakoBok / No. of packs: 14 152 Tepmin npraaTnocti/ Exp. date:  03.2026
| Kpaina / Market: UKR
| PeecTpauiiine nocBiguenusn Ne: TepMiH AT HeoOMexeHuH
| Registration Certificate No.: Ua/l1232/01/01 unlimited validity
Ne n/n Ha3ea ananizy Cnenudixauis PesynbraTn ananizy
St. No. Test name Specification Test result
, Onuc Po34yKH k0BTYBaTOTrO KONBOPY Bianosigae
Description Y ellowish solution Complies
) [TpozopicTs Po3uun nosrHex 6ytu npo3opum Bianosigae
Clanty Solution should be clear Complies
; HomiganeHul 06" eM 2,00 =230 Mmn 2,02 mn
Extractable Volume 2.00 —2.30 m! 2.02 ml
4 pH 6,5-175 7,2
pH 6.5-17.5 )
BinHocha ryctuna (d20/4) 1,0217 - 1,0237 1,0232
5 Relative Density (d20/4)
. s 1.0217 - 1.0237 1.0232
MexaHiuHI BKTIOYEHHA
Budumi wacmru HpakTHuHO BLIbHHH Bil 4aCTOK Bianoeigae
Heeauodumi vacmicu:
> 10 pM He 6utbiue 6000 B ami. Bianosinae
6 > 25 uM He 6inbue 600 8 amn. Bianosinae
Particulate contamination
- Visible particles Practically free from particles Complies
Sub-visible particles:
>10 pm NMT 6000 in ampoule Complies
1225 um | NMT 600 in ampoule Complies
InenTH}ikauin:
; Pubozud ceyodoi xucromu Bignosinae
{ Identification:.
Uric acid riboside . Complies
KuskicHe BU3HAYEHHS
' Cyxa peyosuna 38 Mr/mn
Assay
Dry substance. 38 mg/mi
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PeiynbTaTH ananizy

[ Ne n/m Hassa ananizy Cneundikauis
Sr. No. Test name Specification Test result

Bu3Ha4eHHA YUCTOTH:

o Ab6copbuiia, 420 HM He 6inbite Hix 0,25 0,08

" Purity determination:
Absorption, 420 nm NMT 0.25 0.08
AKTHBHICTb

0 {locunenrs ninozenesy ingexe ctumyasuli p > 2,0 =357
Activity: |
Increase of lipogenesis Stimulation index > 2.0 n=5.7

. bakrepianbHi €HAOTOKCHHH He 6insme "ix 1,0 MO/Mma Biznosiaae

| Bacterial endotoxins NMT 1.0 [U/ml Complies

1 CTepHIBHICTS [osuHeH OyTH cTepUNBLHHUM Bianosinae
Sterility Should be sterile Complies

BHCHOBOK: / CONCLUSION:

Tpoayxr BUroTosiieHO, yNakoBaKo Ta MPOAHANTIZ0BAHO 3LIAHO 3 BUMOraMHK PEECTPALIMHOTO MOCBI MUEHHS,
The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

Cepruadikar Ne 080/2023/GMP

Bianosinae crangapram ta BuMoramM GMP.

It comphies with GMP standards and requirements.

JliueHsia Ha BUPOOHHALITBO NIKapChKUX 3acobis:
Licence for medical products production:

‘Certificate No. 080/2023/GMP

Cepin AB Ne 598054
‘Batch AB No. 598054

Lum niareepaxcyto, wo Bt BUpOOHHYT CTAMT A1a W€l cepii FOTOBOT HPOAyKilil OyaH 3AifCHeH B NOBHIN BiAMOBIALOCT 3 BHMOraMH, 3a3HAUSHUMH B YHHHIN
HacTaHoB1 3 GMP, 3atBepkentit MiHiCTEpCTBOM OXOPOHH 310p0B’a Ykpaitu, i 3 BHMOraMH peecTpaLiHHOTO JOCHE KpaiHu NpyU3HauYCHHA.

[ 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 heaith of Ukraine and with the requirements of the Marketing Authorisation file of the destination country.
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