HaumenoBanue:

Name:

Karteropusa marepuana:

Material category:

Homep martepuana:

Material number:

Homep cepun:

Batch number:

Homep cepun SAP:
SAP batch number:

IIpouseopurens:

Manufacturer:

VYnakoBmumk / BoinycKaromuii KOHTPOIb Ka4ecTBa:

Packager / Releaser:

Kommnyecrso / Yncno ynakosok:
Quantity / Number of SKUs:

JlaTa mpousBocTBa:

Manufacturing date:

T'open mo:
Best before:

Hcnbitanna nposemens: no HJI / Cnemmduxamm:

Product tested in accordance with ND / Specification:

IMacnopr Ne 030001514008
Certificate of analysis Ctpannua 1 u3 5
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“AxkTtoBernH®, pacTBop Ans uabekuumii 40 mr/mn”, 5 amryn 5 mn

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

T'oToBbIit MpOAYKT

Finished product
6247006

00350223

12461433

000 «Takena Papmacerotukancy, Poccusa

Takeda Pharmaceuticals LLC, Russia

000 «Takena PapmaceioTHKanc», Poccus

Takeda Pharmaceuticals LLC, Russia

52156.000 T

52156.000 PC

02.2023

01.2026

JITI-Ne(000289)-(PT-RU)-130721

LP-Ne(000289)-(RG-RU)-130721

HaumeHnoBanne
moKasarens

Name of characteristic

Tpe6osanus H]I / Cnenudmxanym

Criteria in accordance with ND / Specification

Pesynbrarhl McnbITAHMI

Test results

Onucanue

Appearance

ITpospauHbIit, KenTOBATHINi PpacTBOP

A clear, slightly yellow solution

Coorsercrayer HJJ
Complies with ND

[MognuuHocTb. Pubosup
MOYeBOI KMCNOTHI

0,98 - 1,02
Identity. Uric acid riboside

RRTU/R=098- 1,02

Bpems yjep>xnBaHNs OCHOBHOTO IIMKa Ha
XpOMaTOTpaMMe HCIBITYEMOTO PacTBOPa AOMKHO
COOTBETCTBOBATb BPEMEHHM YIEePKUBAHMA
OCHOBHOTO MMKA HA XPOMaTOrpamMMe
craupaptHoro pactsopa AktoBernH® RRT U/R =

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

Cootserctyer HJJ
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IIpospaunocts [Ipenmapat gomxeH 6BITH IPO3PaYHBIM Coorsercrayer HJJ
Clarity Medicine should be clear Complies with ND
pH 6,5-7,5 7.1

pH

OTHOCKHTENbHAA INIOTHOCTD 1,0217 - 1,0237 1,0225
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HaumenoBanme
MoKasaTens
Name of characteristic

Tpebopanua H]I / Cneynduxammm
Criteria in accordance with ND / Specification

Pesynprarel ucnbiTanmii

Test results

Relative density

Abcopbums
Absorption

<0,25

0,08

Bupgumbie uactuist

B cootsercTBuu ¢ TpeGopaHusmu ['® PO

Coorserctayer HJJ

Visible particles In accordance with requirements RF RSP Complies with ND

HeBupgumbie yactTuusl ne < 6000 Y/amn 34 Y/amn

menee 10 MKM

Invisible particles 210 ym < 6000 Part/v 34 Part/v

Hepujiumeie yacTuLbl He < 600 Y/amn 1 Yamn

MeHee 25 MKM

Invisible particles 225 ym < 600 Part/v 1 Part/v

M3Bnekaemsblit 06bem =5,0 M 5,0 mn

Extractable volume = 5,0ml 5.0ml

Cyxoit ocTaTok 38 - 42 mr/mn 39 mr/mn

Dry residue 38 - 42 mg/ml 39 mg/mi

bakrepuansusie < 1,0 E9/mn < 0,1 E9/mn

SH/IOTOKCHHBI

Bacterial endotoxins < 1,0 EU/ml < 0,1 EU/mi

CrepunbHOCTB [Ipenapart fomxeH 6bITh CTEPHMIBHBIM CrepunbHBIit

Sterility Medicine should be sterile Sterile “Takega
Crneund. akTHBHOCTb. >2,0 25 b7 PMaceioTHRa "

Ycunenne numnorexesa

Specific activity. Increase of

Craag

lipogenes

Ynakoska ITo 2, 5, 10 mn npenapara B GecijBeTHbIe ITo 5 mn npenapara B GecLiBeTHBIX CTEKIAHHBIX
CTeK/IAHHbIE aMITy/Ibl C TOUKON pasnoma. [To 5 amry/nax ¢ Toukoit pasnoma. ITo 5 amnyn B
aMITy/T B TUVIACTUKOBYIO KOHTYPHYIO AYEMKOBYIO I/IACTUKOBOJ KOHTYPHOII A4/ KOBOI yrakopke. 1
ynakoBky. [To 1, 2 man 5 KOHTYpHBIX AYEHKOBBIX |KOHTYpHas AYEKOBas YIAKOBKA C MHCTPYKIMeN
YIMAaKOBOK € MHCTPYKLMEN 110 MPUMEHEHHIO 0 MPMMEHEHUIO TIOMeELeHa B KAPTOHHYIO Ma4Ky.
MOMELLAIOT B KapTOHHYI nauky. Ha mauky Ha mauke Hak/TeeHbl MpO3payHble 3alUTHbIE
HAK/IENBAKT IPO3PAYHDBIE 3AUUTHBIE HAKNEHKN | HaK/IeiKku Kpyrioy GopMsel ¢ ronorpaduaeckumn
Kpyrnoit opmsl ¢ ronorpadugecknMm HaJIITUCAMM U KOHTPOJIEM TIEPBOTO BCKPHITHA
HaJIIMCAMI M KOHTPOJIEM IIePBOTO BCKPBITHUS

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 | 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 opening
controlling of the first opening

Mapxkupoeka Ha ammiyny Ha pycckom s3bIKe HAaHOCAT IedaTHBIM | Ha aTuKeTKe Ha pyccKoM sisblKe yKa3aHO:

C1ocoBOM MK HAK/IEMBAOT ITUKETKY CO
cnenyoimm cogepskanneM: Toprosoe
HaMeHOBaHMe Mpenapara ¢ IpeaynpeauTeTbHOM
MapkupoBKoi ®; nekapcTBeHHYI0 GOpPMY;
KOHIIEHTpaLuio B MI/MI1, 06beM npenapara B
aMITy/ie B MJI; HAMMEHOBaHMe U afipec (CTpaHy)

Toprosoe HauMeHOBaHMe IIpenapara ¢
pefyNpeanTenbHON MapKUPORKO# ®;
NeKkapcTBeHHasA GopMa; KOHILeHTpaluus B MI/MII,
06’bEM Tnpenapata B aMIIy/1€ B MJI; HAMMEHOBAaHHUE
u anpec (cTpaHa) dpapMarieBTHYECKOTo

OpeANPUATUA, OCYLLIECTBIAIOIIETO ITPOU3BOJICTBO;
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HaunmenoBanue
MmoKasaTens

Name of characteristic

Tpebosanua H]I / Coenmpuxanumn

Criteria in accordance with ND / Specification

PesynbTaThl MCnbITAHUI

Test results

(dapmalleBTHYECKOTO pefnpHATHS,
OCYIIECTB/AIIIEr0 MPOM3BOJICTBO; IOTOTHI (Ha
AHT/IMICKOM SI3bIKe) BrIajieNblia
PerucTpalMoHHOrO YAOCTOBEPEHNA, HaTy
usrotosnenus ([lata usr.:); Homep cepun
(Cepus:); maTy OKOHYaHUA CPOKa FOJHOCTH
(Topen no:); TexHonornveckue /
MPOM3BOJICTBEHHBIE OTMETKH (1Ipn
Heobxoaumocty). Ha KapTOHHOI MayKe Ha
PYCCKOM si3bIKe yKa3biBarT: Toproeoe
HaMMEHOBaHMe Mpernapara ¢ npefynpeauTenbHO
MapKMpoBKOi ®, rpynnupoBotHOe
Ha¥MEHOBaHMe, IEKAPCTBEHHYI0 PopMy,
KOMM4YecTBO aMITy/l B yIIAaKOBKe, 06beM nperapara
B aMIly/le B M/I, KOHLIEHTPALMIO B MI/MJI, COCTAB
Ha ofiHy amnyny (1 amiyna coep>KuT), Hagucu:
"Crepunbno.", "Croco6bl BBeIeHNA - CMOTPU
uHCTpyKuMio.", "XpaHUTh B HELOCTYITHOM /1A
neteit mecte!", yCIOBUsA XpaHeHus, yCIOBUsA
OTMYCKa; HaMMeHOBaHue, afipec, HoMep TenedoHa
u axca apMaleBTHYECKOTO TIPEAIPUATHA B
Poccuu, ocymecTenAOmEero NpousBoOCTBO U
BBITYCKAKOIIHMIT KOHTPO/Ib Ka4ecTBa; IOToTHIl (Ha
AHTTIMICKOM A3BIKe) BIafieNbIa
PerncTpallMOHHOIO YIOCTOBEPEHNA, HOMEP Cepun
(Cepusa:), naTy OKOHYAHUA CPOKA TOAHOCTH
(FoneH no:), MITPUX-KOJ, HOMEP
perncTpalMoOHHOTO YOCTOBEpEHNA, COco0
npumenenns (JIns Buyrpuaprepuanbuoro /
BHYTPMBEHHOTO / BHYTPMMBILIEYHOTO BBEJIEHWA. ),
rnoGanbHbI MIeHTHUKALMOHHBI HOMED
Toprosoii egnuuisl (KII:), rexnonornyeckue /
MPOM3BO/ICTBEHHbIE OTMETKM (TIpH
HeobxoumocTH). J[IoNnoMHUTENBHO BO3MOXKHO
HaHeceHue CIeYIIMX epeMeHHBIX JAHHBIX:
mathl usroTosnenus (Jlara usr.:), w/wim
KOHTPONBHOTO MAEHTU(DUKALMOHHOTO 3HAKA
(KWM3), w/unu mHAMBUIYaTbHOTO CEPUITHOTO
HOMepa BTOPUYHOI (1OTpeOHTeNbCKOIR)
ynakoeku (CH:). Ha sammrHoit Hakneiike
roorpaMyecKuM CrocoboM yKasbIBaIOT TOTOTUIT
kommanuy "Takeda"

norotur (Ha aHITMICKOM A3BIKE) BIIaJieNel
PerucTpaIrMoHHOrO YAOCTOBEPEHNA, 1aTa
usrotosnenusa ([lata usr.:); Homep cepuu
(Cepma:); maTa OKOHYAHMA CPOKA FOJHOCTH
(Fomen po:); TexHonorn4eckue /
MTPOM3BOJICTBEHHBIE OTMeTKM. Ha KapTOHHOM
MayKe Ha PycCKOM A3bIKe yKasaHo: Toprosoe
HaMMEeHOBAHMeE Mperapara ¢ IpefynpeanTeTbHOM
MapKMpOBKO# ®), rpynmmupoBoYHOE
HaMMEHOBaHMe, leKapcTBeHHas opma,
KOJIM4eCTBO aMIIy/l B yIIaKOBKe, 00beM Ipernapara
B aMIly/le B M/I, KOHLIEHTPALUA B MI/MJI, COCTAaB Ha
onuy ammyny (1 ammyna cofep:kuT), HaAITUCH:
"Crepunbno.", "Criocobbl BBeleHUA - CMOTPH
nHCTpyKuuio.", "XpaHnTe B HEZOCTYITHOM ANA
peteit Mecte!", yCmoBUA XpaHeHU, YCTOBUA
OTIYCKa; HAMMEHOBaHMe, afipec, HoMep TenedoHa
n haxca hapmareBTHYECKOTO MPEITTPUATHA B
Poccuu, ocymectsaAomero mpou3BoiCcTBO 1
BBIMYCKAIOLMIT KOHTPO/b KaueCTBa; IOTOTUIT (Ha
AHITIMIICKOM A3bIKE) BIajieNiel] PerMcTpaliMoHHOTO
ynocroepenus, Homep cepun (Cepu:), gara
OKOHYaHMA cpoka ropuoctu ([logen no:), wrpux-
KOJI, HOMEp PerncTpalMOHHOIO YIOCTOBEPEeHNA,
crniocob npumenenus (s
BHYTPMApTEPHaNbHOrO / BHYTPUBEHHOTO /
BHYTPUMBIIIEYHOIO BBEIEHMA. ), [100a/IbHbII
UeHTUHKALMOHHBIA HOMEP TOPrOBOM eANHUL[bI
(KII:), rexnonornueckne / mpoM3BOLCTBEHHbIE
ormerkyu. HaHeceHsl cepytonme nepeMeHHble
JaHHble: naTa usrorosnenus ([lara mar.:),
KOHTPO/IbHBLIA uaeHTduKaLuonnslit 3Hak (KV3)
M MHAMBUAYANbHBIN CEPUITHBIIN HOMEP
BTOpUYHOI (moTpebuTennbckoit) ynakosku (CH:).
Ha samutHOM Haknelike ronorpa(lmqecng
ciocobom ykasan norotun kommanuu "Takeda"
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Labeling
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Ampoule is applied by printing or by sticking a
label with the following contents in Russian:
Trade name of the medicine with a warning sign
®,; dosage form; concentration in mg/ml, volume
of medicine in ampoule in ml; name and address
(country) of pharmaceutical company, which
performs manufacturing; logo (in English) of
marketing authorization holder; date of
manufacture (Date of manuf.:); batch number
(Batch:); expiry date as "Best before” (Best
before:); technological / production marks (if’
necessary). On the carton box in Russian indicate:
Trade name of medicinal product with warning
sign ®; grouping name, dosage form, amount of
ampoules in packaging, volume of medicine in
ampoule, in mi, concentration in mg/mi,
composition per ampoule (1 ampoule contains),
text "Sterile.", "Methods of introduction - see
instructions."”, "Keep out of the reach of
children!", storage conditions, terms of supply;
name, address, telephone and fax number of
pharmaceutical company in Russia, which
performs manufacturing and releasing quality
control; logo (in English) of marketing
authorization holder, batch number (Batch:),
expiry date as "Best before" (Best before:), bar
code, registration certificate number, method of
application (For intraarterial / intravenous /
intramuscular administration.), global
identification number of the trade item (KP:),
technological / production marks (if necessary). In
addition, it is possible to print the following
variables: date of manufacture (Date of manuf.:),
and/or the control identification sign (CIS), and/or
the individual serial number of the secondary
(consumer) packaging (SN:). On the safety seal by
holographic method indicated the company logo
"Takeda"
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The label of the ampoule indicates the following
information in Russian language: Trade name of
the medicine with a warning sign ®; dosage form;
concentration in mg/ml, volume of medicine in
ampoule in ml; name and address (country) of
pharmaceutical company, which performs
manufacturing; logo (in English) of marketing
authorization holder; date of manufacture (Date
of manuf.:); batch number (Batch:); expiry date as
"Best before" (Best before:); technological /
production marks. On the carton box in Russian it
is indicated: Trade name of medicinal product
with warning sign ®; grouping name, dosage

| form, amount of ampoules in packaging, volume of
medicine in ampoule, in ml, concentration in mg/
ml, composition per ampoule (1 ampoule
contains), text "Sterile.", "Methods of introduction
- see instructions.”, "Keep out of the reach of
children!”, storage conditions, terms of supply;
name, address, telephone and fax number of
pharmaceutical company in Russia, which
performs manufacturing and releasing quality
control; logo (in English) of marketing
authorization holder, batch number (Batch:),
expiry date as "Best before” (Best before:), bar
code, registration certificate number, method of
application (For intraarterial / intravenous /
intramuscular administration.), global
identification number of the trade item (KP:),
technological / production marks. The following
variable date is placed: date of manufacture (Date
of manuf.:), the control identification sign (CIS)
and the individual serial number of the secondary
(consumer) packaging (SN:)

YcnoBus XpaHeHus u
TPaHCIIOPTHPOBKH

Storage and transport
conditions

XpaHuTb B 3alMIEHHOM OT CBETA MECTE, IIPH
TemmepaType He Boime 25°C

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

XpaHuTh B 3alMIIEHHOM OT CBETA MECTe, NPH
Temnepatype He Bbime 25°C

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

Cpok rogHOCTH
Shelf-life

3 roga

3 years

3 roma

3 years

“Takeda

PapwacblOTRKANC
Craan




Cakedds

ITacnopr Ne 030001514008
Certificate of analysis Crpauuua 5 u3 5

Page 5 of 5
3akmoyenne:
Conclusion:
Haumenosanune “AxroBernH®, pacrBop i uHbexkumi 40 Mr/Mn”, 5 ammyn 5 mn Homep cepym SAP 12461433
Name “Actovegin®, solution for injection 40 mg/ml”, 5 ampoules 5 ml RAD barek nimber
Cootsercryer TpeGoBannam HJl / Cnennduxammm JII1-Ne(000289)-(PT-RU)-130721
Complies with the requirements of ND / Specification LP-Ne(000289)-(RG-RU)-130721
Yrepyun: Anuca Boponosa Hdara n Bpema mogmmen:  02.MAV1.2023 13:46:28 (UTC+3)
Approved by: Alisa Voronova Date and time signature:  02.MAY.2023 13:46:28 (UTC+3)

CcopMyporaHO aBTOMATHYECKH 1 [IOAINCAHO I/IEKTPOHHOI IOANUCHI0 B ciucteme SAP. JlaHHBII MacmOpT KayecTBa OCHOBAH Ha
JIOKYMEHTaX, [MOJINCAHHbIX OPUIMHAIBHON MOAIHNCHI0

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

“Takela ,
Qapm&(blﬂﬂﬁaﬂt‘
Cxaan




EATDA A1 .
PEAEPAABHAA ¢
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VXBA TI0 HAA30PY
B COEPE 3APABOOXPAHEHMA

JIEKapCTBEHHBIX CPEACTB N0 COCTOAHMIO Ha 29.05.2023 19:35»

«CBefleHnA o BBOAE B rpaxgaHckuin odopoT B Poccuiickoi denepaynun

Opranusanmus,
Jlara Buecenns B Ipoussoaurens Homep Homep, nara
Toprosoe Caenenns o cragusx BBIIYCTHBIIAS B
AHC (BBIMYCKaOmu#i Crpana Hopmartusnas nokymentanus o CepHH, paspemieHus
HaHMEeHOBaHHe MPOH3BOACTBA rpaXKJaHCKHiH
Pocanpasuanzopa KOHTPOJIb) NAPTHH na HJIII
obopor
O6mecTBo ¢ OrpanMueHHOMN
OTBETCTBEHHOCTBIO "Takeqa
DapmacsioTHkane" (000
"Taxea ®apmacsioTrkac"),
Poccus (Tlpoussogutens
(rotoso# JId)); ObmecTro ¢
OTPAHHYEHHOM
AKTOBErHH®); ObmecTBo ¢ OTBETCTBEHHOCTHIO "Takega
pacTeop ans OrpPaHHYEHHOM Dapmaceiotukanc” (000
HHBEKIHH 40 OTBETCTBEHHOCTHIO "Takeia dapmacsloTHkanc”), 000 "Takema
04.05.2023 mr/va 1 wr. (5 "Taxena Poccus Poccus JIT-Ne(000289)-(PT-RU}-130721 A " 00350223
) — ) " DapmacbloTHKanC
MIT), aMIyJisl (5), DapMacklOTHKAIC ( YHamanx/cpacoBmm (B

MavyKH
KapTOoHHble/ ~

(000 "Takena
®apmacbioTRanc")

NEPBHYHYK) YNIAKOBKY));
O6uectro ¢ orpannuenHoM
OTBETCTBEHHOCTRIO "Takena
®apmacbiotiranc" (000

"Taxena ®apmacsioTrkanc"),

Poccus

(¥ naxosmuk/chacopumx
(BTOpHUHAS/TPeTHYHAS
YMaKkoBKa))




