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Kiesurre Phovys

CEPTH®DIKAT SIKOCTI
CERTIFICATE OF QUALITY
Hazga npogyrry: AKTOBETTH, pozuns ang v’ exniiid, 40 nr/ma
Name of product: ACTOVEGIN®, solution for injections, 40 meg/ml
1 amnyna no 10 Mn MicTars AenpoteinizoBanoro FEMOXEPUBATY i3 KpOBi TenaT y BuriAn
Cuaa nif: Axroseriny KoHUSHTpaty, 400 Mr cyxof mMack
Strength: Each ampoule (10 mi) contains deproteinized hemoderivative of calf blood as Actovegin
concentrat 400 mg of dry mass
Cepist N2 / Batch No.: 12599694 Posmip ynaxoswn / Package size: 5ammyn/s ampoules
Pecerp. Mo/ A.R.No.: TA/FP/005/24 Tun ynakosxn / Pack type: Awmnyna Ne 5/ Ampoule No. 5
. . 69 520 .
Posntip cepii/ Batch size: amnys/ampoules Hara eurotosnenns / Mfg. date:  10.2023
Kin-re ynawonow / No, of packs: 13 904 Tepmin npunarnocri/ Exp. date:  09.2026
Kpaina / Market: UKR
Peecrpauiiine nocsigucnns Ne: TepMiH Aii HeoGMexeRmit
Registration Certificate No.: UA/11232/01/01 unlimited validity
Ne ni/n Hazra ananizy Crrendirkania PesynapraTn anamnizy
Sr. No. Test name Specification Test result
) Omue Pogunn xostysatoro KONhOpY Bignosipae
Description Yellowish solution Complies
5 Mposopicts Po3uun nosuyen ByTH npozoprv Binnosimae
Clarity Solution should be clear Complies
3 Hominansmuii 06%em 10-11 mn 10,00 an
Extractable Volume 10~-11ml 10.00 m]
4 pH 6,575 7,0
pH 6.5-7.5 7.0
s BirnocHa rycTana (d20/4) 1,0217 - 1,0237 1,0222
Relative Density (d20/4) 1.0217 —1.0237 1.0222
Mexaniuui prmovenms
Buoumi vacmxu Hpakrauno sinsunit sin yacrox Binnoginae
Hesuduni vacmcy:
210 pns He finewre 6000 8 amm, Bignosigae
¢ =25 pM He Gineme 600 B an. Bianoginae
Particulate contamination
Visible particles Practically free from particles Complies
Sub-visible particles: ==
>10 pm NMT 6000 in ampoule Comsfies! “;";,';;_i 3
>25 um NMT 600 in ampoule CofpliggB——L17.%\
InenTudixanis; *aY, A "‘%
; Pubozud ceuosor kucnomu Tosmsni Binnosizary BuMorans 3 ri' Bizae 114 . o
PR g
Identification: 2 5 \CEPTH®IRATIB/ 2.
Urdc acid riboside Should meet the requirement Snitphies AL
Kinbxicie susHavenms i "’9‘.;‘-@M'b°::d“
. Cyxa pevoguna 38 —42 Mr/un 39 ﬂ;;zt"t’;,;‘é“&o\"ﬂ
Assay
Dry substance 38 — 42 mg/ml 39 mg/mi
TA/FPI005/23 Crop./Page Ne: 1 3/of 2
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Ne n/nt Hasea ananisy Crenndiranis Pesynutatn aHamisy
Sr. No, Test name Specification Test result
Busnavenns uncrorn:
o Abcopbuis, 420 mv He Ginbme nix 0,25 0,09
Purity determination:
Absorption, 420 nm NMT 0.25 0.09
AKTHBHICTS
10 flocunenna Ainozenesy Tunexc craMynauiy p=20 r=353
Activity:
Increase of lipogenesis Stimulation index L=2.0 p=33
. Baxrepiansui engotoxcrmn He 6imsine nix 1,0 MO Bianosinae
Bacterial endotoxing NMT 1.0 Tt/m] Complies
12 CrepunsricTs Hosunen byTn CTEPHILHMM Binnoginae
L Sterility Should be sterile Complies

BHCHOBOK: / CON CLUSION:

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

Binnogigac CTAHNAPTaM Ta BUMOTaM GMP.,

It complies with GMP standards and requirements.

Jlinensis Ha BHPOSHUNTRG MiKapcEKHX 3aco6ip:

Licence for medica] products production:

Cepradirar M 080/2023/GMP
Certificate No. 080/2023/GMP

Cepin AB Mo 598054
Batch AB No. 598054

Lluse nigrsepmkyIo, o pei BupoBi cranii g uier cepif rororol npogyruii Byt saiticueni 5 robyiit DianoBigHOCT 3 BHMOTaMH, 383H2UCHIMY B YHLHIj
HacTaxoni 3 GMP, 3aToepmReHin Minicreperon OX0poHif 30p08’a Yrpaitu, | 3 BHMOFaMit peectpanifinoro gocee KpatHi npR3gavenns,
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THYUYM @24

Ximix-ananitui as. 1aboparopicio BKS AHagansunk BKS
Analytical Chemist C Lab In-charge 5 QC Head
fra/Name: lrfitio. Coteinpobs 7240 [SJrsennaasiz oy g
74 ¥
Ilignuc/Signature: o ‘f / @u_ul_/ ~ (‘; Aled
Hara/Date; AP [ 11 /.24 "W‘”/Q—C;/ zg?,‘:zf«b,r
TAFP/005/23 Crop./Page Ne: 2 afof 2




