HanveHoBanne:

Name:
Kateropua MaTepuaia:
Material category:

Hoxep satcpnanal

Material number:

Hosep cepun:
Batch mumber.

Homep cepun SAP:

SAP baich number:

ITponisoanTenn:

Manufactirer:

Ynakoniuk / BeITIyCKa UL KOIITPOTh KavecTaal

Pachkager © Refeaser:

Konuuecrno / Mucio ynakopok:

Quantity / Number of SKUs:

Ilacniopt A®

“Axropervn®, pacTROP ANA HHBCKLLAN 40 mr/imn

030000977619

Cemf cm'e of analysis (;rpmx-ma lusld

Page lof 3

", 8 aunyn § mn

LActovege, solution for injection 40 mgmi”, 2

FoTonsin nPOMYRT

= amprules s 5 mi

Finished produci

6099753

01781019

11725414

000 «Takena SapMAChIOTHEARDS, POCCHA

Takeda Pharmaceuticals LLC, Russia

000 «Taxepa PapmachioTirancy, Poccus

Takeda Pharmucenticals LLC Rissia

30174.000 T

30174000 PC

HMenpiranns nposeienst no HJL/ Cnennguxannn:

Product tested in accordance with Ni) 7 Specification:

Hara nponasoncraa: 10.2019

Manunfucturing date

Togen po: 10.2022

Best before:

NC-001323-150716 pratoyan namexenun 1,2, 3,4

LS-001323-150716 including variviions 1, 2, 3. 4

Hansmenosanie
foKalarens
Name of characteristic

Tpedosanns HI / Cnenudukauim
Criteria in accordance with ND / Specification

PeayabTaTsl MCHbITATE

Test results

Onucanue

Appearance

| TIpoapatbiit, enTosaThifl PacTeop

4 clear, slighily yellow sahition

Cootrerctayer HI

Camplies with ND

s

Honmuueocts, Prboann
MOUEBOH KHCACTEL

| Identity. Uric acid riboside

“"‘EMR YACpEWBAKNA OCHODIOro NUKa Ha

COOTRETCTBOUBATL BPpeMeny VACPKARAHNA
OCHORHEOIO [IMKA H2 XPOMGTOFP.\“MQ

cranapTHoro pactsopa Axtosernn® RRT UR =
10,98 - 1,02

The retention time of the nain peak in the
chromatogram of the test solutian corresponds
with the retention time of the main peak in the
chromutogram of Actovegin® standard solution
RET LR =098- 102

Complies withND
f &

' Coorpercrayer 11J1
XPOMATOTPAMME MCMLITYEMOTO PRCTROTA MOAKEY

b

ITpo3paiHocTh Mpenapat nonxen GuITL OPO3PATHBIM Coortpercroves [l
Clarity Medizine should be clear Complies with ‘.\‘D::e-n‘_»- .
IpH 6,5-75 7.0 o

Lpf.’




Macnopr N 030000977619
Certificate of analysis Crpaunia 2 m3 3
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Haumenopanne
HOKa3aTeDn

Name of characterisiic

‘Tpe6osanna HJ1/ Cnenpdmxainn

Criteria in avcordance with NU 7/ Specification

PeaynnTatn NCIBLITAIIIT

Test results

1.0217 - 10237

OrHOCUTENBHEAA IOTHOCTS 1,0228
Refative donsity

Abcopbuna £ 0,25 Ont.Ln 0,10 Ont.En
| Aksorption < 0.25 ABS L00 B8

BizstMbie HacTitIbl

Visible particles

B cooTreTcTBHH ¢ Trebopaiamu TO X1

In accordace with requirements RSP Xill

Cuoorpsercraver 11/l

Complies with ND

Ileruamsibie YaCTHLUL! 1
menee 10 MM

Invisible particies 210 pm

< 6000 YWamn

< 6000 Part'y

219 Yamn

(219 Party

HeRt1iMbIC YACTIb HE < 600 Lami (14 Yiamn
MeHee 25 MKM

Invisikie particles 225 ym < 600 Part’y 14 Party
Masnexacmuiit o0beM 250 M SOMn
Extractable volume 2 50ml 50mt

Cyxoi 0CTATOK

Dry resicue

38 - 42 mrimn
IR 42 mg'ml

A0 Mr'Ma

40 mgemd

Baxtepmantunie
IHADTOKCHUHBI

Baciertal endotoxing

< 1,0 E9/Mn

l< | OEU/mi

<{,l E3'na

< 0,1 Fimil

CrepuneHoiTh
| Sterility

Ipenapar JOmKeEH OBITS CICPHABIIBIM

Medicine should be sterile

CrepriibHbii

Sterile

AHOMATHEAR TOKCHYHOLTL

Abnormal toxicity

[Tpenapat nomKeH OpiTL HETOKSHUELIM

Medicing showuld be nan-toxic

Covrsercrayer 111

"omplies with ND

MenniTanid Ha BeIIeCTna
RENpECcupHOro a2id
| Depressor substances 1est

lpenapat He JQOAXKEN 08na3aTH IeNPECCOPHLIM
NENCTBHEM

The medicine should show no depressar activity

Cootrercrrver Hjl

Complies with N1

Creund. AKTHREOCTS.
VeiileHne AnoreHeaa

Specific activity. Increase of
lipugenes

22.0

3yl

Mapxuposka
Labeling

B cootmerctun ¢ HI
Complies with ND

Coorpencreyer 1)1

Complies with ND




llacmopr Ne 030000977619

Ccrt{ﬂcaze of analysis Crpamiua 3 u3 3
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HauMeHOBaAHNC
NMOKAIATENA

Nanmte of characteristic

Tpebfosansua HIl / Conennduxanun
Criteria in accordance with NI / Specification

PesynbTaTst MCHbITANMIL

Tesi resully

'LIAKOBKE C :1HL"“|’1\LLHCI'&
OHHYR ITAYKY.

Vnakopka ITo 2, &, 10 ma npenapara p Gecuneritbie [0 5 m71 npeapata B GecUBETIAIX CTEKAAIIBIX
CTEKIARHLIE AMIYL: ¢ ToukoH padnoma. [To § aMnyrax c Toyxoif pasnoma. [To 5 amayan
AMILYIL B mac-num'nsyto KOHTYPHYIO HUCHKOBYIO IUIACT MXOBOI KOHIYPHOIL suciikoBoil ynakoske, |
yuakoeky. ITo [, 25Ut 5 KOHTYPHBIX A4CAKOBbIX | KOHTYDPHILL SMCTHKCBAK ¥
YO2KOBOK € MHCTPYKINCT 1O NPUMCHEHHIO 0 OPHMCHCHMIC TIOMC ticHa B Kap1
DOMELIAKT B KADTOHHYI0 nasxy. Ha nadky :L. HAYKC HAKACCHD! HZOSPAYHBIC 3AIMMTHbL
HAKACHBAIOT IIPOSPAYHDIC FALIMTHDLIC HAKIATAKN HAaKACH KA Kpyioit Gupml ¢ Tojorpaghideciitzg
kpyriaoi qopue ¢ ronorpadmsecknmn HAZIIMEAMN §2 KOUTPOIEM IePROro BCKPEITHA
HEAIMCHAMIL H KOHTPOMEM MEPBOTO BCKPHITIA

| Packaging 2.5, 10 ml of the medicing in colorless glass § mi of the medicine in coforless luss with a
ampoulzs with a breaking point. 3 S ampoules are | breaking point 3 amp aules are placed in a plastic
placed in a plastic blister trays made from hlister tray made from polystvrene foif. | b.’
polvstyrene foil. 1, 2 or 3 blister trays with trary with instruction for use is placed in @ cartrJ.rr
instructions for use are placed in a carton folding | folding box. Folding bax has transparent
hox. Folding hox has a transparent proleciive protective circular stickers with hologran script

cirenlar siickers with hologram script and :md contraliing of the first opening

controlling of the first opening

3awinouense:

Conclusion

Haumenopaune

“Axrosernu®, pecrsop nus ssekunit 40 mi/ma”, § amnyn 5 wa

wosep cepunt 11723414

Name

Coorpercroyer Tpebopameay HIT/ Cretvtduraiut

Complies with the requirements ¢f ND / Specification

Yraepina:

Acmuk AfipaaMss

“Actovegin®, solution for injection 40 mg/mI”, 5 ampoules 5 ml

hatch number

JC-001323-150716 sraouas uasmenenna 1,2, 3,4

(8-00132

Approved by

Hasmik Abrahamyan

dara u BpEMA HOALICIHE

Date and time sighaiire.

3-1350716 including varieiions 1, 2. 3 4

26.JIEK.2019 11:34:33 (LTC+3)
26.DEC.2019 11:34:33 (UTC+3)

CopMHPOBAHO ABTUMETAYCCKM ¥ HULINCAKO 21CKIPOHEOI ORMICEIO B CHETEME SAP. [danmsii DacnopT xauecTra GCHORAN Ha
ROKYMENTAX, IOITHCAEHLIX OPAIFHRILHOIN HOAINCHI0

Automatically generated and signed in SAP with electronic signature. This certificate of unulysis is based on docume ents signed with

the original signature




