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Haumenosauue: “AxtoBerun®, pacteop ans unbexkuuit 40 mr/ma”, 5 ammyn 5 mn
Name: “Actovegin®, solution for injection 40 mg/ml”, 5 ampoules 5 ml

Kareropusa marepuana:

Material category:

Homep marepnana:

Material number:

Howmep cepun:

Batch number:

Homep cepuu SAP:
SAP batch number:

IIponssoaurens:

Manufacturer:

YnakoBmuk / Beimyckaiommii KOHTpOnb KauecTBa:

Packager / Releaser:

Konuuecrso / Uncno ynakosok:
Quantity / Number of SKUs:

JlaTa npou3BoacTBa:

Manufacturing date:

l'ogen po:
Best before:

VicnbiTanns nposenenst no HJI / Cnenuduxamm:

Product tested in accordance with ND / Specification:

T'oToBbIit MPOAYKT

Finished product

6247006

00550424

12770293

000 «Takena PapmaceroTukanc», Poccus

Takeda Pharmaceuticals LLC, Russia

000 «Takena PapmacpioTnkanc», Poccna

Takeda Pharmaceuticals LLC, Russia

52835.000 T

52835.000 PC

04.2024

03.2027

JII1-Ne(000289)-(PI'-RU)-260723

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

HaumeHoBanme
ToKasaTens

Name of characteristic

Tpebosauna H]I / Cnenudumxanym
Criteria in accordance with ND / Specification

PesynbraTsl McnbITaHMi

Test results

Onwucanue [TpospauHblii, XeNTOBATHIN pacTBOP Cootserctryer HJ|

Appearance A clear, slightly yellow solution Complies with ND

[TopnuuaHOCTB. PHbo3ng
MOY€EBOI KHCIOTHI

Bpemsa yjiepkMBaHMA OCHOBHOTO MUK Ha
XpPOMaTOrpaMMe HCIBITYEMOTO PacTBOPA JIOTKHO
COOTBETCTBOBATb BPEMEHU YAEPKUBaHUA
OCHOBHOTO MMKa HA XpOMaTOrpaMmme
craufapTHoro pacreopa Aktoserni® 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

Cootsetctayer HJI

Identity. Uric acid riboside

[Ipospaunoctsb [Tpentapat gomxen ObITh TPO3PAHBIM w
Clarity Medicine should be clear Complies with ND ==

pH 6,5-7,5 7,1

pH

OTHOCHUTENbHAA IVIOTHOCTD 1,0217 - 1,0237 1,0226
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i Tpe6opauua HJI / Crienmmxanmmn PesynbTaThl MCIBITAHMI
nmoKasarens
Name of characteristic Criteria in accordance with ND / Specification Test results
Relative density
Abcopbuus <0,25 0,09
Absorption
Bumumble yacTuibl B coorBerctBun ¢ Tpeboanusmu [D PO CoorsetcrByer H]I
Visible particles In accordance with requirements RF RSP Complies with ND
HeBugumbie yacTHIIB HE < 6000 Y/amn 64 Y/amn
menee 10 Mkm
Invisible particles =210 um < 6000 Part/v 64 Part/v
HeBupamumele yacTuiisl He < 600 Y/amn 2 Y/amn
MeHee 25 MKM
Invisible particles 225 ym < 600 Part/v 2 Part/v
V3enekaeMblit o6beM > 5,0 Mn 5,1 mn
Extractable volume = 5,0ml 5.1 ml
Cyxoii ocTaTok 38 - 42 mr/mn 39 mr/mn
Dry residue 38 - 42 mg/ml 39 mg/ml
BakrepuanbHble < 1,0 E9/mn < 0,1 E9/mn
9H/[OTOKCHUHBI
Bacterial endotoxins < 1,0 EU/ml < 0,1 EU/ml
CrepunbHOCTD [Ipenapat o/mxkeH ObITb CTEPHUIBHBIM CrepunbHbli
Sterility Medicine should be sterile Sterile
Creuud. akTUBHOCTD. 22,0 2,5

Ycunenue nunorexesa

Specific activity. Increase of

lipogenes

Ynakoska ITo 2, 5, 10 mn npenapara B GecliBETHbIE ITo 5 mn npenaparta B 6eCLBETHBIX CTEK/IAHHBIX
CTEK/IAHHbIE aMITy/Ibl ¢ TOUKOM pasnoma. [To 5 amIy/nax ¢ To4koit pasnoma. [To 5 amnyn B
aMIy/l B I/IACTUKOBYI KOHTYPHYIO AYENKOBYIO [1aCTUKOBOM KOHTYPHOM AYENKOBON yrakoske. 1
ynakoBky. ITo 1, 2 uan 5 KOHTYPHBIX AYEIKOBBIX |KOHTYpHAsA A4EHKOBAA YIIAKOBKA C MHCTPYKI[ME
YIAKOBOK C HHCTPYKLMEN 11O TPUMEHEHNIO 0 MPUMEHEHHIO MOMellleHa B KAPTOHHYIO MayKYy.
[IOMELUAKT B KapTOHHY0 Mauky. Ha mauky Ha mauke Hak/eeHbl MpO3pavHbIe 3alUTHbIE
HAK/IEUBAIOT IIPO3PAYHble 3alMTHBIE HAKJIENKN | HaKIeiKi Kpyrioit popmel ¢ ronorpagpuyecknmmn
Kpyr/oit popmsl ¢ ronorpadu4ecKuMu HafIMCAMN ¥ KOHTPO/IEM IIEPBOIO BCKPBITUA
HAIMUCAMI M KOHTPOJIEM NEPBOTO BCKPITHA

Packaging 2, 5, 10 ml of the medicine in colorless glass 5 ml of the medicine in colorless glass with a

ampoules with a breaking point. 5 ampoules are
placed in a plastic blister trays made from
polystyrene foil. 1, 2 or 5 blister trays with
instructions for use are placed in a carton folding
box. Folding box has a transparent protective
circular stickers with hologram script and
controlling of the first opening

breaking point. 5 ampoules are placed in a plastic
blister tray made from polystyrene foil. 1 blister
tray with instruction for use is placed in a carton
folding box. Folding box has transparent
protective circular stickers with hologram script
and controlling of the first opening

YcnoBua XpaHeHUs u
TPaHCIIOPTUPOBKH

Storage and transport
conditions

XpaHHUTDb B 3alIMIIEHHOM OT CBETa MecTe, IIpU
TeMnepatype He Bbime 25°C

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

Store in protected

CpoK rogHocT
Shelf-life

3 roya

3 vears

3 roga

3 vears
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HaumenoBanmue "
AL SN Tpebosanusa HII / Cienpmuxanumn Pe3ynbTaThl MCIIBITAHMIA
Name of characteristic Criteria in accordance with ND / Specification Test results
MapkupoBka B coorBetcTBMM ¢ pasgenom 1.3.2 Coorsercteyer HJI
PerucTpaLMOHHOrO JOChe
Labeling In accordance with section 1.3.2 of registration Complies with ND
dossier
3akmogeHne:
Conclusion:
HaumenoBanue “AxtoBernH®, pacTBop Ana unbekuuit 40 Mr/mn”, 5 ammmyn 5 mn HoMep cepym SAP 12770293
Name “Actovegin®, solution for injection 40 mg/ml”, 5 ampoules 5 ml SAP batch mumber
Cooteercryer TpeboBanmam H]I / Cennduxanmn JITI-Ne(000289)-(PT'-RU)-260723
Complies with the requirements of ND / Specification LP-Ne(000289)-(RG-RU)-260723
Yreepaun: Anuca BopoHoBa [Mara u Bpema nogmucu:  20.MH0H.2024 20:37:11 (UTC+3)
Approved by: Alisa Voronova Date and time signature:  20.JUN.2024 20:37:11 (UTC+3)

CdopMupoBaHO aBTOMATHYECKH 1 MOMMCAHO 3TEKTPOHHONM NMOANNChI0 B cicTeme SAP. JlaHHBII MacmopT KayecTBa OCHOBAH Ha
MOKYMEHTaX, MOAMMCAHHBIX OPUIMHATBHOM TIOAMUCHIO

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




VABHASR CAVXEA 110 HAA3OPY

B COEPE 3APABOOXPAHEHMS

Mara suecennn s

Opranusauns, Homep Homep, nata
% Ipoussoaurem, . . .
AHC Toproeoe nanmenosanme (BBImyCKR10UME Ko ) Crpana Ceenenus o craguax nponssoncrea Hopmatusnas nokymenranus BLITYCTHBINAS B cepun, paspeienns na
Pocanpasnamopa Y e TpaKaAanCKril odopor naprHu Himn
ObmecTeo ¢ orpanyeHnoOf OTBETCTBCHHOCTHIO "Takena ®apmackioTukanc” (000
Avtoperin: pacTeop ma ObuecTBo ¢ orpasesol Takena ®apmackoTranc ), T,.nnw__n (MpouseoauTens Azs.om.an L._et.w Obmectso ¢
WbeKI 40 Mr/n 1 ot OTBeTCTBHHOCTSIO "Takena OrpaHHYCHHOR OTBETCTBEHHOCTHIO "Takena DapmacsiotHkanc” (000 "Takena 000 "Taxena
25.06.2024 . . g - Poccus DapmacsioTHRanc"), Poccus (Ynagosmmk/dacoumx (8 NEPBHYHYIO YIAKOBKY)): JIT-Ne(000289)-(PT-RU)-260723 nn‘ ~ 00550424 -
(5 mn), amnyabi (5), navuxn PapmacsioTHRaNC" (000 - B DapmacsioTHEAIC
Obmectso ¢ orpanuuenno OTBETCTBCHHOCTBIO "Takena Gapmacsothranc” (000

KapToHHsie/ ~

“Takena PapmacsioTuranc”)

"Takena ®apmacsiotkanc”), Poccus (¥ nakommk/dacosmmr (BTOpHUHAR/TPe THUHAS
YNakoBka))




