HaumenoBaume:

Name:

Kareropua marepuana:

Material category:

Homep marepuana:
Material number:
Homep cepumn:
Batch number:

Homep cepun SAP:
SAP batch number:

IIponssopurenns:

Manufacturer:

Vnakopmuk / Beimyckarommil KOHTPO/Ib Ka4ecTBa:

Packager / Releaser:

Konmnyecrso / Uncno ynakosox:
Quantity / Number of SKUs:

[laTa mponssojcrBa:

Manufacturing date:

l'open po:
Best before:

Wcnbitanus nposenens: no HJI / Cnennduxampmmn:

Product tested in accordance with ND / Specification:
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“AxtoBernH®, pactBop g uabekuuii 40 mr/ma”, 5 amnyn 10 mn

“Actovegin®, solution for injection 40 mg/ml”, 5 ampoules 10 ml

l'oToBbIit mpORYKT

Finished product

6247007

00340324

12745686

000 «Takena PapmacbroTnKancy, Poccna

Takeda Pharmaceuticals LLC, Russia

000 «Takepma Papmaceiotnkancy, Poccusa

Takeda Pharmaceuticals LLC, Russia

26296.000 IIT

26296.000 PC

03.2024

02.2027

JITI-Ne(000289)-(PI-RU)-260723

LP-Ne(000289)-(RG-RU)-260723

HaumeHoBaHUe
moKasartens

Name of characteristic

Tpe6osanusa HJI / Cneunduxanum
Criteria in accordance with ND / Specification

PesynbraThl MCHbITaHMIA

Test results

Onucanue

Appearance

ITpo3pauHslil, )KeATOBATHIN PacTBOP

A clear, slightly yellow solution

Coorsercryer HJI
Complies with ND

[MopnuuHoCcTh. Pubosus
MOY€eBOI KMCIOTHI

Identity. Uric acid riboside

Bpems yfep:kuBaHMs OCHOBHOTO IMKa Ha
XPOMaTOTpaMMe HCIIBITYEMOrO PACTBOPA OMKHO
COOTBETCTBOBATH BPEMEHM YAEpPKUBAHUA
OCHOBHOTO TIMKa Ha XPOMATOrpaMMe
cranpaptHoro pacrBopa Akroernun® RRT U/R =
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=098-1,02

Cootsercryer H]I
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Complies with ND

o
10 9~

[TpospayHocTh [IpenapaTt gomxeH GBITh IIPO3PA4YHBIM

Clarity Medicine should be clear Complies with ND ke D
pH 6,5-75 7,1

pH

OTHOCUTeNbHASA II/IOTHOCTD 1,0217 - 1,0237 1,0227




ITacopt Ne 030001667414

Certificate of analysis Crpanuua 2 us 3

Page 2 of 3

HaumenoBanue
IMOoKa3zaTensa

Name of characteristic

Tpe6osauusa HJI / Cienmduxanym
Criteria in accordance with ND / Specification

PesynbTaThl MCTIBITAHMI

Test results

Relative density

Abcopbuus
Absorption

<0,25

0,09

Bupgumbie yacTui bl

B cootretcTBuM ¢ Tpebopauuamu I'D PO

Cootserctayet H]J

Visible particles In accordance with requirements RF RSP Complies with ND
HeBuaumble 4acTUIIBI HE < 6000 Y/amn 417 Y/amn
menee 10 MkM

Invisible particles =10 ym < 6000 Part/v 417 Part/v
HeBugumblie 4acTUIBI He < 600 Y/amn 13 Y/amn
MeHee 25 MKM

Invisible particles 225 um < 600 Part/v 13 Part/v
V3BnekaeMblil o0beM > 10,0 mn 10,2 mn
Extractable volume 2> 10,0 ml 10,2 ml
Cyxoit ocTaTok 38 - 42 mr/mn 39 mr/mn
Dry residue 38 - 42 mg/ml 39 mg/ml
bakrepuanbHbie < 1,0 E9/mn < 0,1 E9/mn
9H/[OTOKCHHBI

Bacterial endotoxins < 1,0 EU/ml < 0,1 EU/ml
CTepHIbHOCTD [Mpemnapart gomkeH ObITh CTEPUIBHBIM CrepunbHBII
Sterility Medicine should be sterile Sterile
Crerud. akTMBHOCTb. >20 3.1

Ycunenue nunoreHesa

Specific activity. Increase of
lipogenes

Ynakoeka ITo 2, 5, 10 mn npenapata B GecLiBeTHble ITo 10 ma npenapata B 6eCLiBETHBIX CTEK/ISHHBIX
CTeK/IsTHHBIE aMITy/Ibl C TOUKOIT pasnoma. ITo 5 aMIy/1ax ¢ TOYKoi pasnoma. ITo 5 amnyn B
aMITy/l B IVIACTUKOBYH KOHTYPHYIO AYEAKOBYHO ITACTMKOBOJ KOHTYPHOI A4YEAKOBOM ynakoBke. 1
ynakoBky. [To 1, 2 uan 5 KOHTYPHBIX A4€KOBBIX | KOHTYpHAs AYEKOBAA YIIAKOBKA C MHCTPYKIMEN
YIAKOBOK C MHCTPYKIIMel MO MPUMEHEHHIO IO IPUMEHEHHIO TIOMelIleHa B KAPTOHHYIO MavKy.
MOMELAI0T B KAPTOHHYIO Tauky. Ha mauky Ha mauke HakmeeHbl mpo3pavHble 3alIUTHBIE
HaK/IeMBAKT IPO3payHble 3ALIMTHBIE HAKIENHKY | HAK/IeHKH KPYr/oit popMsl ¢ romorpadudeckuMu
Kpyr/oit popMpl ¢ ronorpadpuyeckumMn HA[ITUCAMM M KOHTPOJIEM TIePBOTO BCKPBITUA
HaJMCAMI M KOHTPO/IEM TIePBOTO BCKPBITHA

Packaging 2, 5, 10 ml of the medicine in colorless glass 10 ml of the medicine in colorless glass with a
ampoules with a breaking point. 5 ampoules are | breaking point. 5 ampoules are placed in a plastic
placed in a plastic blister trays made from blister tray made from polystyrene 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 W
controlling of the first opening .SW& e

Mapkuposka B coorBercTBuM ¢ pasgenom 1.3.2 Coorsercreyer H]I / SON
PEeruCTPALIOHHOIO JOChe

Labeling In accordance with section 1.3.2 of registration Complies with ND
dossier \

Cpok rogHocTi 3 ropma 3 roma

Shelf-life 3 years 3 years
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Haunmenopanue
MoKasaTena
Name of characteristic

Tpebosanua HJI / Cnemuduxanmm
Criteria in accordance with ND / Specification

PesynbTaThl MCIIBITAHMIA

Test results

Ycnosusa XxpaHeHUA 1
TPAaHCIIOPTUPOBKU

Storage and transport
conditions

XpaHUTb B 3aUIMIEHHOM OT CBETa MECTE, IIpH
TemmepaType He Bhiure 25°C

Store in protected from light place at a
temperature of not above 25 °C

XpaHuUTD B 3aLIMINEHHOM OT CBETa MeCTe, NpU
Temreparype He Bbiite 25°C

Store in protected from light place at a
temperature of not above 25°C

3aknw4uenne:
Conclusion:

HaumenoBanmue

“AxTtoBernu®, pactsop gns unbekiuit 40 mr/ma”, 5 amnyn 10 mn

Homep cepum SAP 12745686

Name

Cootsercreyer TpeboBanmam H]I / Cnennduxaumn

Complies with the requirements of ND / Specification

YrBepaun:

Anuca Boponosa

“Actovegin®, solution for injection 40 mg/ml”, 5 ampoules 10 ml

SAP batch number

JITI-Ne(000289)~(PT-RU)-260723

Approved by:

Alisa Voronova

I[a'ra M BpeMA NOANNCH:

Date and time signature:

LP-Ne(000289)-(RG-RU)-260723

08.M10/1.2024 11:16:46 (UTC+3)

08.JUL.2024 11:16:46 (UTC+3)

CopMupoBaHO aBTOMATHYECKH M TIOATMCAHO 3MEKTPOHHON MOANMCHIO B cucTeMe SAP. JlaHHBIN MacmopT KayecTBa OCHOBAH Ha

JAOKYMEHTAX, MOANHNCAHHBIX opumnananoﬁ MOAIIMNUCHIO

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

the original signature
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IAPABOOXPAHEL

«CBEAleHMA, BHECEHHLIE B aBTOMATU3UPOBAHHYIO MHDOPMALIMOHHYIO CUCTeMy PocanpasHag3opa nepes BBOAOM B

rPaxAaHCcKuin 0BopoT cepuin, NApTUA NeKapcTBEHHLIX CPpeAcTB/ MHopMauma o BbigaHHbIx POC3ApaBHaA30pOM pa3pelleHuax
Ha BBOJA B rPamAaHCKuin 050poT B POCCUACKOR Degepaumn Cepuu uan NapTuu MMMyHOBNONOrMYECKOro NeKapcTBEHHOTD

npenapaTa, No COCTOAHWMIO Ha 16.07.2024 10:15»

Mara specewss & n i Opraupsaums, Honsep Howep, pata
AHC Toprosoe HAHMEHOBAHNEC ql-....:a.!l renTpons) Crpana ¢ o P Ba HopuaTHesas aoKy Mes TalHg BHNYCTHRIIAS & cepii, PROpeIReHRE Ha
Pocyapasuagsopa N SRR ¥ pask ASHCKHH 0bopoT wAPTHH B
Obmectso ¢ onpammcnsoi oTsercrsewnoc e "Taxeas Gapuacsomiman” (000
& . “Taxesm Gapsaceioruxanc™), Poccis (Mposssogrrens (rotosoit 1)), Obmectso ¢
Axtoners®; pacTaop Ake C RO S 225“.» OFpaHHYEHION oTseTCTBeRROCTIN T akega Mapsackorisanc” (OO0 "Takesa R
5 aesckipdt 40 srfsor |, OTReTCTREHIOC TR0 “Takega o o ” . OO0 “Takena
08.07.2024 Pocens Dapscanruranc”), Poccms (Y aaxosgua/dac onsgik (8 NEpRismys YKoy ) J-NeADOUZ8Y - PT-RU 260723 o 4 00340324
{80 aua, mammyms L), Supnmienian; (OO0 Ofmectso ¢ orpamcminl oTBCTCTBeunoCcTa0 “Taxens GapsacoTikanc” (OO0 TR
TP Kapromey = Tasem Sageaciioturanc™) “Takesa Gapuacemmukanc”), Poccud (¥ nekosspe/dac ok (BTOpHuaR/Tpernmas
YTGKOBKA )}




