Vrakopmuk / Buiyckatouinit KOKTPOiL KRUCCTBA:

Konsuruecrno / Uncno ynaxosok:
Quantity / Number of SKUs:

Mcnsrranua nposepenm uo HI/ Cnenuduxammms:
Product tested In accordance with ND / Specification:

HauMeHOBAHME!

% AxToperun®, pacTnop AnA urbexyii 40 Mi/p”, 5 amiyn 10 mn

Name:

Kareropua marepuana: [OTOBbIH PONYKT

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

Material category: Finished product

Homep MaTepuana: 6128569

Material number:

Homep cepun: 01760920

Batch number:

Homep cepun SAP: 11978631

SAP batch number:

IlpouaBoOUTEND:

000 «Takena PapmacbioTHKANCH, Poccna

Manufacturer:

Takeda Pharmuceuticals LLC, Russia  *

000 «Taxena dapMachloTHKanc», Poccua

Packager / Releaser.
15228.000 1OT

Takeda Pharmaceuticals LLC, Russia

15228.000 PC

Jlata mpomssopcrea: 09.2020

Manufacturing date:

l'open no: 09.2023

Best before:

JIC-001323-150716 Brmonan uasenenus 1,2,3,4,5

LS-001323-150716 including variations 1, 2, 3, 4, 5

H H
:::'::a::;!:‘m Tpebusanun HIL/ Cnenuduxanmuu PesynbTaThl HCTIBITAIMMA
Name of characteristic Criteria in accordance with ND / Specification Test results
Onucanue [TpospayHblit, eNTOBATHE PacTROP Cootserctyer H]l
Appearance A clear. slightly yellow solution Complies with ND

Topnuunocts. Puboaun
MOMCBOR KMCNOTH

BpeMa yaepxuBaiiKa OCHOBHOIO MMKA HA
XPOMATOTPaMME HCIILITYEMOTO PACTBOPS HO/KHO
COOTBETCTDOBATD BPEMeHI YAEPHHBAHHA
OCHOBHOTO ITHMKA 118 XPOMATOrpaMme
ctanpaptHoro pactoopa Akrosernn® RRT UR=
0,98 - 1,02

Cooraetcrayer HJl

Identity. Uric acid riboside | The retention time of the main peak in the Complies with ND

chromatogram of the test solution corresponds

with the retention time of the main peak in the

chromatogram of Actovegin® standard solution

RRT U/R = 0,98 - 1,02
TpospauHacTd [Ipenapar gomxeH 6LITh UPO3PAYHEIM Coorsetctayer H]l 5
Clarity Medicine should be clear Complies with ND (& "Takeqa C-.’é
pH 6,5-7.5 78 a\ T oTHRAC" S
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pH )
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Haumenosane

TpeGopanna HI / Cucundnxanmu

PeaynsraTnl ucnsiTanmi

0Ka3aTena
Nomé of characteristic Criteria in accordance with ND / Specification Test results
Relutive density
Abicopbuma 50,25 0,10
Absorption
BuMMBle MacTHL b B cooraercrann ¢ tpefosanuamy I'd Xill Cootpercoyer HIL
Visible particles In accordance with requirements RSP XIII Complies with ND
HepuavMule vacTHIL e < 6000 Y/amn 422 Y/amn
MeHee 10 MxM
Invisible partivles 210 ym < 6000 Partiv 422 Parttv
HeBuanMble 9acTHIbE He < 600 Wamn 15 Y/amn
MeHee 25 MKM
Invisible particles 225 ym S 600 Parlv 35 Partv
Hapnekaemuiit ofvemM 2 10,0 Mn 10,2 mn
Extractable volume 210,0mi 10,2 mi
Cyxoit ocTaTox 3R - 42 mr/mn 41 mr/mn
Dry residue 38 - 42 mg/mi 41 mg/mi
Baxrepuansunie < 1,0 E3/mn < 0,1 E3/mn
SHAOTOKCHIIE
Bacterial endotoxins < 1,0 EU/ml <01 EUiml

Crepunbiocts TTpenapar ftomkeH GBITh CTEPUABHBLIM Crepunvabii
Sterility Medicine should be sterile Sterile
Crenmdp. axTMBIOCTD, 22,0 4,1
Yewunensme nunoreresa

Specific activity. Increase of
lipogenes

Vnaxonka

Packaging

ITo 2, 5, 10 ma npenapara B GecupeTAne
CTEK/LAHHLIC AMILY/IBL € TOUKOR pasnoMa. Ilo §
AMITY7 B [INACTHKOBYKD KOHTYPHYIO AeAKOBYIO
ynaxosky. [To 1, 2 unu § XOHTYPHRX mieftKoBBIX
YNAKOBOK € HHCTPYKIHefl TIO NpHMenelinio
NOMEIAoT R KAPTOHHYIO nauky. Ha mauky
HAKNeURAIOT NPO3PAUIIbIE SALUMTHLIE HAKACHKH
Kpyrao# opms ¢ romarpadmaeckumu
HAANMUCAMN M KOHTPOJIEM TIEDROTO BCKPBITHA

2, 5, 10 ml af the medicine in colorless glass
ampoules with a breaking point. 5 ampuules 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
bux. Folding bax has a transparent protective
circular stickers with hologram script and
controlling uf the first opening

[To 10 mn npenapaTa 8 GeCUBETHHIX CTEKARHHKIX
ammynax ¢ TouKoit pasnoma. [To 5 ammyn »
MNAacTHKOBOI KOHTYPHOR AYefikoBOf ynakorke, |
KOHTYPHAH HYCAKOBAA YNIAKORKA C WHCTPYKIUER
110 [IPUMCHEHHIO NOMEIIEHA B KAPTOHHYI0 NAUKY,
Ha nauxe nakneeHs! npospadHble 3amuTHble
Haxknefiku xpyrnodt papmn ¢ ronorpadmecknmm
HALITHCAMU X KOHTPOJIEM IIEPBOTO BCKPHITHA

10 ml of the medicine in colorless glass with a
hreaking point. 5 ampoules are placed in a plastic
blister tray made from polystyrene foil. | 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

Mapxuponka

Ha aMilyny Ha pyccKoM A3kIKe HAHOCKT MeUaTIIbIM
£nocoboM HAK HAKNEWBAIOT STHKETKY CO
cnegyownm conepxannem: Toprosoe
1QMMELIOBAKAE IIPCMIAPATA € NPEAYNIPENHTENhHOM
Mapkuponxoil ®; nekaperscHHyio hopmy;
KOHLEHTPALMIO B MI/MA, 06beM NpenapaTta
aMnyne B MA1; HaMMEHOBAHHME M aapec (cTpany)

.
P Ir

Ha arukerke Ha pycckom a3 3aHO: “5\"3%

Toprosoe HaumeHOBaHME apara ¢ NE

npejiyupeanTensHOA Ma
nexapervennon Gpopma;
ofiheM npenapaTa b aMn

I'Ipennpnﬂ‘rml, DCYluec‘rimn X Ilpo“ﬂﬂo
D
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Haumenonanue
MOKa3aTeNA

Nuame of characteristic

Tpebosanua H]I / Cenudukxaymu
Criteria in accordance with ND / Specification

Pe3ynmbTaThl HCIIBITAMHIH
Test results

(PApMALICBTHYCCKOTD NpeNnpHATHA,
OCYUICCTBIAIOLEID IIPOHSRONCTRAO; TOTOTHTT (Ha
AUMIMACKOM H3LIKC) BIAACAbLA
PETHCTPALMOHHOL'O YAOCTOBEPEHMA, ATy
uarotoBnckua ([lara usr.:); HoMep cepuu
(Cepnaz); AaTy OKOHYAHHA CPOKA TOJIHOCTH
(Tomen po:); TcxHONOrMYeckue /
NPOMIBOACTBCHHLIC OTMETKH (NpH
neobxogumocti). Ha KaproHnoi nauke Ha
pycckom A3uIKe ykaausator: Toprosoe
HAMMEIIODaIMe MPENAPATE C IPCAYIPESUTENBHOK
Mapkuposkoit ®, rpyrmuposouHoe
HAaUMEHOBAHKe, IeKAPCTBEHHYIO GOpMY,
KOMUIECTBO AMITY/ B yIaKopke, 06beM npenapara
R aMMy/e B MJI, KOHLEHTPALMIO D MI/MJI, COCTaB
Ha ofiHy aMmyny (1 aMmyna copepXxut), HAZMUCH:
"CrepunbHo.", "Criocobsl BBERENHA - CMOTPH
WHCTPYKLMI0.", "XPaHUTL B HENOCTYIIIOM ANA
neted mecre!", YCNOBUA Xpanenus, ycnoBus
OTIyCKa; HauMellopalue, afpec, HoMep Teiedona
W dakca papMaLIEDTHUECKOTO MPEANPUATHA B
Poccun, ocyiecTaAIONEr0 NPOHIBOACTEO A
RHIMYCKAWNIN{ KOHTPOND KauecTa, NOroTHn (1a
aHrTUACKOM A3MIKE) BRafenbla
PETHCTPAIHOHHOTO Y/IOCTOBEPEHMS, HOMEP CEPHH
(Cepua:), naTy OKOHUAHMSA CPOKA TORHOCTH
(Tonen fo:), IMTPUX-KORA, HOMEP
PETHCTPALIMOHHOTO YAOCTOBEPEHUA, cnocol
npumeHenua (Jina BHYTpHApTEpHANLIIOrO /
RHYTPHBEHHOTO / BHYTPHMBILIEYIIOrO BBEACHHA. ),
rnobanbHL MAEHTUOMKALMOH LI HOMep
Toproroft eguunis (KII:), Texnomoruueckie /
NPOMIBOJICTBEHHBIE OTMETKH (IIpH
HeobxonumocTy). ononHKTeNbII0 DOIMOXHO
HAHECEHME CRENYIOMIHUX TIePEMEHIIBIX ARHHDIX:
naThi uaroronenus (Hata uar.:), u/unn
KOHTPONBHOTO MASHTHHHKAHOHHOIO S3HAKA
(KM3), w/umy MHIMBUIYaNbHOTO CepHANIOTO
HOMepa RTOpUYHO (MToTpebUTEnLCKO)
ynakonku (CH:). 11a saupsTHo# nakneiixe
ronorpagutieckim cnocoboM yKasLIDaIoT TOroTHII
Komnanuu "Takeda"

NOFOTHII (HA AHTZIMMCKOM fA3bIKe) BAAJeneL]
PETUCTPALIMOHHOTO YAOCTOBEpENHA, AaTa
waroTornenun (JaTa War.)); noMep cepuy
(Cepus:); maTa OKOHTAHKA CPOKA TOMIIOCTH
(Tonen fo:); Texnonoruyeckue /
npouasoncTeenibie otMerki. Ha kapronnoi
TaYKe HA PYCCKOM A3bIKe yKasaHo: Toprosoe
HAMMEHOBAHME NPENapaTa ¢ NPEAYNPEAHTENbHON
MapKupoBKoii ®, rpynnuponouiioe
HaWMeHOBAHMe, TeKApCTRelan Gpopma,
KOIMTUYECTRO aMITYN B YTIAKOBKeE, obbem npenapata
B aMITyNE B MJ/T, KOHIIEHTPAIIMA B MI/MJI, COCTAB Ha
opHy aMmymy (1 aMnyna CONEpMT), HaNTACH:
"CrepunsHo.”, "Cnocobk RREIGHUA - CMOTPH
HHCTPYKLHMK.", "XPAHUTh B HEMLOCTYTIHOM JU1A
Jercit mecre!”, yenoBua XpaHeHus, yernosus
OTIyCcKa; HAMMEHQBAHUE, aipec, HoMep Tenedoxa
u thakca QapmaneBTHIECKOTO IPEANPUATHA B
Poccum, 0CynIeCTRAAIOLIETO TIPOM3BOACTBO H
BBRINYCKAKMUA KOHTPOND KATECTBA; MOroTuM (i1a
SHIHACKOM AAKIKE) RTATIENEL] PETUCTPALIMONHOrD
yADCTOBEPERHA, HOMep cepuu (Cepua’), Rata
okon4anus cpoka roguoctd (Fonew noz), mTpHx-
KOJi, HOMEP PEFUCTPALIHOHHOTO YAOCTOBEPEHA,
cniocob npumeHerua (s

BHYTPHaPTCPHANBHOTD / BHYTPUREHHOTO /
BHYTPHMBILEYHOTO BRENEHHA.), THOBATRH bTit
MACHTH(PHKALHMOHHBIA HOMED TOPTOROA EAMHMIIH
(KIT:), rexnonoruueckre / Mpou3RoAICTBEHHbIE
orMeTkn. Hanecenn cnenyionine nepeMenHbie
JaHHble: [aTa HaroTorneHuA (JlaTa uar.:),
KOHTPONbHAI HAEHTHQUKAIMOHH RN 3raK (KM3)
A HHUMBUIYaNnbHBIA CEpUAHBIR HOMEp
sropuyHon (notpebutennckof) ynakosxu (CII:).
Ha sawurHon Hakneltke ronorpaduneckum
ciocoGoM ykasaH noroTun koMmanuiu "Takeda"
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Labeling

Ampoule is applied by printing or by sticking a

cL = 152 g i

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 autharization holder; date of
mamyfacture (Date of manyf..); bateh number
(Baich:); expiry dute 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
ampuoule, in ml, concentration in mg/mi,
composition per ampaule (1 ampoule contains),
text "Sterile.”, "Methody of introduction - see
instructions.”, "Keep out of the reach of
children!”, storage conditions, terms of supply;
name, adiress, telephone and fax number of
phurmaceutical company In Russia, which
performs manyfacturing and releasing quality
control; lugo (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 o print the following
vaviables: date of manufacture (Date of manuf.:),

T R
The label of the ampoule indicates ihe following
information in Russian language: Trade name of
the medicine with a warning sign ®; dosage form;
concentration in mg/ml, volume of medicine in
ampaule in ml: name and address (country) of
pharmaceutical company, which performs
munufucturing; logo (in English) of marketing
authorization holder; date of manufacture (Date
of mamuf.:); bulch number (Buich:); expiry date as
"Rest 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, inml, concentration in mg/
mi, composition per ampoule (1 ampoule
contains), text "Sierile.”, "Methods of introduction
- see instructions.”, "Keep out of the reach of
children!", storage conditions, terms of supply;
name, uddress, telephone and fax number of
pharmaceutical company in Russla, which
performs manyfacturing and releasing quality
control; logo (in English) of marketing
authorization holder, batch number (Baich:),
expiry date as "Best before" (Besi before:), bar
cade, registration certificate number, method of
application (For intraarterial / intravenous /
intramuscular administration,), global
identification mumber of the trade item (KP.),
technological / production marks. The following
variable date is placed: date of manufacture (Date
of manyf::), the control identification sign (CIS)
and the individual serial number of the secondary

and’or the conirol identification sign (CIS), and/or | (consumer) packaging (SN:)

the individual serial number of the secondary

(consumer) packaging (SN:). On the safety seal by

holographic method indicated the company logo

"Takeda”
Cpok roguocTy Jropa 3 ropa
Shelf-life 3 years 3 years
Ycenopus xpanenua u XpauuTh B 3a0{MIIETIIOM OT CBETA MECTE, NPH XpaHuTh B 321UIIIEHHOM OT CBETa MECTe, TIpH
TPaHCNOPTHPOBKU TeMmepaType He Bunue 25°C ‘TeMnepaType He Boimie 25°C
Starage and transport Store in protected from light place ul u Store in protected from light place at a
conditions temperature of not above 25 °C temperature of not above 25°C

Takean
Papuacomrngac”)
LEaag




Jaxkmorenme;

Conclusion:

Haumenopaumne “Axrosernu®, pacTRop nnn webekunit 40 mr/ma”, 5 amnyn 10 mn nomep cepun SAP 11978631
Name “Actovegin®, solution for injection 40 mg/ml”, 5 ampoules 10 ml SAP baich number
Cootaercreyer tpeGonanuam HJI / Cueymdmranus JIC-001323-150716 sxnovan namenenna 1,2, 3, 4,5
Complies with the requirements of ND / Spevification 1.5-001323-150716 including variations !, 2, 3, 4, 5
Yreepann: AcMuK AfpaaMan Hara u pema mogmuen: 17, JTEK.2020 10:55:03 (UTC+3)
Approved by:  Hasmik Abrahamyan Date and lime signature:  17,DEC.2020 10:55;03 (UTC+3)

CihopMHPOBaHO aBTOMATHYECKH M OAIIMCAHO BTEKTPOHHOM MOAMICHIO B cHcTeme SAP, JlaHHBIf NacnopT KaecTBA OCHOBAN 11a
AOKYMEHTAX, MORMHCAINLIX OPHIHHANLHONA TIOAMHCHIO

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




