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Haumenosaune: “Axroserin®, pacrsop ana uivekiit 40 mr/ma™, S amiyn 5 mn
Name: “Actovegin®, solution for injection 40 mg'mi”, 5 ampoules 5 ml

Kareropua marepuana

Material category.

Howmep marepmana:

Material number:

Hosmep cepun:

Batch number:

Hosep cepun SAP:
SAP batch number:

IIponasoante/n:

Manufacturer

Vnakosnux / Bollyckaonnit KOUTpOah Kauecrna:

Packager < Releaser

Konumuecrso / Mucio ynakosok:
Quantity - Number of SKUs.
Jlata npoussoncrea:
Manufacturing date:

Tojien no:

Best before:

Menptranna nposeaennt no HIL/ Cnetndmxanmn:

Product tested in accordance with N Specification.

[oTOBLIN NPOAYKT

Finished product

6099753

02021019

11731517

000 «Takega ®apmacsoTixanc», Pocens

Tukeda Pharmaceuticals 1.1.C, Russia

000 «Takena Dapmachiotikancy, Poccus

Takeda Pharmacewticals LLC, Russia

29650.000 1T

29650.000 PC

10.2019

10.2022

JIC-001323-150716 sxmovan namerictus 1,2, 3,4

LS-001323-150716 including variations 1. 2. 3. 4

Haumenosanne ;
Tpetosanna HJL/ Crienmnduxarsn Pe3ynnTaThl MCIBITAHMA
IoKasaTe/s
Name of characteristic Criteria in accordance with ND / Specification Test results
Onucanne [Ipo3paunbiit, 3eNTOBATHLT PRCTBOP Coorsercrayer HII
Appearance A clear, slightty yvellow solution Complies with ND

Monnuuuocts, Pubosun

MO4YEBOI KNCNOTbL

ldentity. Uric acid riboside

Bpemst ynep:KusaHus OCHOBHOTO MUK Ha
XPOMATOTPAMME HENBITYEMOTO PaCTBOPA JIO/IKHO
COOTRETCTBOBATb BPEMEHIT YIEPKUBAHMA
OCHOBHOTO I1Ka Ha XPOMATOrpaMMe
cranpaprHoro pactsopa Axrosernn® RRT UR =
0,98 - 1,02

The retention time of the main peak in the
chromatogram of the test solution corresponds
with the retention time of the main peak in the
chromatogram of Actovegin® standard solution
RRTU/R = 0.98-1.02

Coorsercrsyer HJI

Complies with ND

[TpospaunocTs Mpenapat nonken OpTh MPOIPAUHBIM Cootaercrayer HJ \
Clarity Medicine should be clear Complies with ND \\
pH 6,5-7.5 7.1

pH
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Haumenosauie
noKa3are/ns
Name of characteristic

Tpebopanna HJT/ Cnenpndukansm

Criteria in accordance with ND © Specification

PeaynnraTsl HCIBITAUMI

Test results

OTHOCHTENbIAN NNOTHOCTE

Relative densily

1,0217 - 1,0237

1,0225

I WEUS———

ABcopbuns

Absorption

< 0,25 Onur.En
< )25 ABS

0.09 Ont.En
0.09 ABS

Buaumble yacTULUB!

Visible particles

B coorsercramm ¢ rpeboanuanm I'P X1

tn accordance with requirements RSP NIiI

Cootsercrsyet Hi
Complies with ND

Heruaumble 4acTUlLbl He
menee 10 MKM

[nvisible particles 210 pm

< 6000 Yiamn

< 6000 Part'y

135 Y/amn

135 Party

Heruanmbie yacTHLbl He
meHee 25 MKM

< 600 Yamn

13 Y/amn

Invisible particles 225 pm < 600 Part'v 13 Part’y
VMarnekaemblit oGbem > 5,0 Mmn 5,0 mn
Fxtractable volume > 5.0ml s.0ml

Cyxoft 0cTaToK

Dry residue

38 - 42 mr/mn
38 - 42 mg'ml

41 mr/mn

41 mg m!

Baktepuansbiibe < 1,0 E9/mn <0,1 E9/mn |
ANOTOKCHHbI ; |
Bacterial endotoxins < 1.0 EU/m! ! < 0.1 £Uml

CrepuiibHOCTb IMpenapat pomxen GbiTh CTEPUAbILIM ‘CTCpl-mbllhlﬁ

Sterility Medicine should be sterile Sterile

Anomanbiad TOKCUUHOOTD

Abnormal toxicity

Mpenapatr poasen ObITh HETOKCHUHBIM

Medicine should be non-toxic

Coorsercrayer HJ
Complies with ND

McnbiTaHKA Ha BeleCcTra
IENPECCOPHOrO JleAc

Depressor substances fest

[Mpenapat He JOIKeH ofnagath NeNpeccOpHbIM
NencTBUEM

The medicine should show no depressor activity

Cootnercrayet HJI

Complies with ND

Cneund. akTHBHOCTb.
Yeuaenue MMnoreHesa

Specific activity. Increase of
lipogenes

220

2.8

Mapkuposka

Labeling

B cootsercTann ¢ HL

Complies with ND

Cootsertcrayer Hjl
Complies with ND

N

g Bt
4ooeh
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Hanmenosaune . 4
Tpebosanua HJL/ Cnenndmxanmn Peaynbrarsl Mcnbitanmnit
MOKA3ATe/ A ]
Name of characteristic Criteria in accordance with ND - Specification | Test results
Ynaxkosxa o 2, §, 10 mn npenapata B Gecuperible [1o 5 Mt npenapata B GeCUBETHBIX CTEKARHILIX
CTEKMAIHBIE AMITYAB! ¢ TOMKOM pa3noma. 1o 5 aMnynax ¢ Toukoft pasznosa. Ilo 5 amnyn s |
AMNYA B TNACTUKORYIO KOUTYPHYIO AYEHKOBYIO NAACTUKOROT KOHTYPHOIT 4efIKOROI yrakopke. |
ynaxonky. [To 1, 2 unu 5 KOHTYPHBIX AYEIKOBBIX | KOHTYPHAR RUEIKOBAA YIAKOBKA C MHCTPYKILIEH
YMAKOBOK € MHCTPYKLUICH 1O TPUMEHEHHID 110 MPHMCHEHIIO NOMELIEHA B KAPTOHHYIO NAUuKY.
TOMEILAT B KaPTOHHYIO nauky. Ha nauxy Ha nauke Hak/IeeHbl TPO3PAUHBIE 3AUUITHYIE
HAKNENBAIDT NPOIPAUHbIE 3AUDBITHRIE HAKNCHKY | HAK/IOTKH KPYIoit Gopybl ¢ ronorpadiiueckinm
Kpyrnoit opmst ¢ ronorpadudeckinm HAITMCHAMM 1 KOHTPOJIEM IIEPBOIO BCKPHITHA
HAAMHCAMUI M KOHTPO/IEM NEPBOTO BCKPBITHA
Packaging 2.5, 10 ml of the medicine in colorless glass 5 mi of the medicine in colorless glass with a
anmpoules with a breaking poimt. 5 ampoules are | breaking point. 5 ampoules are placed in a plastic
placed in a plastic blister trays made from blister tray made from polyvstyrene foil. 1 blister
polystyrene foil. 1, 2 or 5 blister trays with tray with instruction for use is placed in a carton
instructions for use are placed in a carton folding | folding box. Folding box has transparent
box. Folding box has a transparent protective protective circular stickers with hologram script
circular stickers with hologram script and and controlling of the first opening
controlling of the first opening
Jakmovcnue:
Conclusion:
Haumenosanune *Axroserun®, pacrsop aas uubekunin 40 me/ma™, § amuyn 5 mn womep cepun 11731517
Name *Actovegin®, solution for injection 40 mg/ml”, 5 ampoules 5 ml hateh number
Cootsercrayer Tpebosannam HJL / Cneundmranun JIC-001323-150716 sxnwouas namenenus 1,2, 3,4
Complies with the requirements of ND / Specification LS-001323-150716 including variations 1, 2. 3, 4
Yreepmun: Makcum Mursen Tlata w pema nogrmcen: 29 4HB.2020 08:07:24 (CET)
Approved by: Maxim Mityaev Date and time signature: 29.JAN.2020 08:07:24 (CET)

ChopMMpOBAHO ABTOMATHMECKM W ITOAMKCANO HIEKTPOHHOI NOANNCHIO B cncTeme SAP, [lanibift NacnopT KavyecTsa OCHOBAH Ha
[OKYMEHTAX, HOMMMCAHIIbIX OPUTKHANBION NOATHCHIO

Automatically generated and signed in SAP with electronic signature. This certificate of analysis is based on documents signed with
the original signature

“APMAChOTHRS 2




