Ynaxosmnx / Beinyckawomuit koutpoas kagecrsa: 000 «Takena GapmachiotHrancy, Pocena

Haumenosanne: “Axroperun®, pactsop ana nubekuni 40 mrimn”, 5 amn
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Name:

Karcropua marepumana: [oroaniit npoiykt

“Actovegin®, solution for injection 40 mg/ml”, 5 r:mpauhT Smi

1

Material category: Finished product

Hoatep matepnana: 6099753

Material number:

Homep cepun: 01810920

Batch number:

Hosep copun SAP: 12004744

SAP batch number:

Hposasoantens: 000 «Taxeqa PapMacbOTHRAN, Pocena

Manufacturer: Takeda Pharmaceuticals LLC, Russia

Packager / Releaser: Takeda Pharmaceuticals LLC, Russia

Komsruecrno / Yucno ynakosoxk: 30347.000 11T
Quantity / Number of SKUs: 30347.000 PC

Mcnvitanns npopenenst no HIL/ Cremmtuxapm: JIC-001323-150716 rrnioad nsMeHeHns 1,2.3,4,5
Produet tested in accardance with ND / Specification: 1S-001323-150716 including variations 1. 2. 345

Mata nponssancrea: 09.2020

Manufacturing date:

Toaen po: 09.2023

Best hefare:

Hanmenosanue
Tpebo A HJL/ Coenm PeaynbTaThl MCIILITAHMI
A pebosanna HJl/ Cocumbuxannn e3ynbT cn
Name of characteristic Criteria in accordance with ND / Specification Test results
Onucanue [Tpospaunmil, KeATOBATLIA PACTROP Courpercrsyer HJ|
Appearance A elear, slightly yellow solution Complios with NI

[ominuHocTs, Puboanp
MOHCBOI KMCAOTbLL

Identity. Uric acid ribuside

BpeMma yaepANBANKA OCHOBHOTO 1IMKA HA
XPOMATOrPaMMe HCTILITYEMOTO PACTBOPA OMAHO
COOTBETCTBOBATD BPEMEHH YIIEPIKMBAHIA
OCHOBHOI'O TTHKA 113 XPOMATOrpamMme

cranaptHoro pactaopa Axtopernn® RRT U/R =
0,98 - 1,02

The retention time af the main peak in the
chromatogram of the test solution corresponds
with the retention time of the main peak in the

Cootsercrayer HJl

Complies with ND

OTHOCHTeNbNAS [IOTHOCTD

1,0217 - 1,0237

1,0229

chromatogram of Actovegin® standard solution or? '";;?‘“\\_
R V SARRON
[TpospaurocTh Ilpenapat nonen GuiTh NPOIPAYHHIM Cootrsererayer HJl {/&7 .‘%‘ 5 \\«:\
Clarity Medicine should be clear Camplies with ND  |( 4 v:t"’r’é %z \%
pH 65-75 72 %\ *;,; ,_%‘ T /‘,.'5//
PH e e /S
Nz
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HaumeHnopanmue
NOKAIATCAR
Nume of characteristic

Tpeboranna HJL/ Cucuuduxaunn

PesynnTatel ucmL'tannii

Criteria in accordance with ND / Specification Test resuh.*

Relative density l
Abcopbia < 0,25 0,10

Absorption X
Buyumble yacTiIbl [ coorserteTii ¢ Tpedosaiusi 'O Xl Coutserctpyer HJl

Visible particles In accordance with requirements RSP xin Complies with ND \\
Hepuanumbie HacTHILR HE < 6000 Yamn 205 Yamn '
metee 10 My

Invisible particles 210 pym < 6000 Part/v 208 Part/v

Hepuumble 4acTHIH 1e < 600 Y/aMn 24 Y/amn

MeHee 25 MKM

Invisible particles 225 ym < 600 Part/v 24 Partv

Vassekaemblit o0beM 250 Mn 5,1 Mo

Extractable volume 2 5.0ml 5.1ml \
Cyxoit 0CTATOK 38 - 42 mr/mn 40 mr/mn {
Dry residue 38 - 42 mg/ml 40 mgiml \
Barepyansiibie < 1,0 E9/mn < 0,1 EO/mn

IHAVTOKCHIIbL

Bacterial endotoxins

s 1.0 EU/ml

< 0,1 EU/mt

CrepumhHOCTD | penapar fronxen OBITH CTEPHNBHRIM Crepunbrbli
Sterility Medicine should be sterile Sterile
Cneuud. AKTHBHOCTD. 22,0 53

VeuneHste anioreHeaa

Specific activity. Increase of

lipogenes

I

Ynakoska

Puckaging

110 2, 5, 10 ma npenapata p GeciReTHbIE
CTEKIAMMBE AMITY/IbI € TOUKQI PA3NoMa. Tlo 8
aMny/ B NAACTHKORYIO KONTYPHYI0 AYCAKORYIO

YIaKOBOK € HUCTpYKUtedt NO NPUMENEHII0
MOMEHIAOT B KapTOHMY1o nauxy. Ha navuky
HAK/JIeHRBRAOT ltPOJPi‘I!lHe SAUIMTHBIE ll'llKi!L'ﬂl\fH
kpyraoi dopan ¢ ronorpadiUeck M
HAATTMCAMY H KOHTPONEM MEPBOra RCKPbITHA

2. 5, 10 ml of the medicine in colorless plass

placed in a plastic blister trays made from
polystyrene foil. 1. 2 or 5 blister trays with

box. Folding box has a transparent profective
circular stickers with hologram script and
controlling of the first apening

Tlo § MM IpenapaTa B GeCUBETHHIX CTCKIRHHMBIX
AMNYNAX € TOUKO Pa3noMa. lo 3 amuyn ®»
|INACTHKOBOR KOMTYPHORA AMEfiKABO ynakonke. 1

ynakosky. [To 1, 2 #mi 5 KOHTYPHRX AUCITKOBMX | KOHTYPHAA A4CAKOBAA YIIAKORKA MHCTpYKUMel]

110 TIPHMEHCHIO MOMEUIEHA B KAPTORHYIO TAMKY.
Ha natiKe HAKTeeH bl [pO3PatiHEIS 3aUIHTHbIC
Haknefikn kpyrinof Gopmel € roa TpauecKiuMi
HAATIHCAMI U KOHTPOMEM uep:mrl BCKPBITHA

5 mi af the medicine in colorless gfifu.v.\' with a

ampoules with a breaking point. 5 ampoules are breaking poini. 3 umpoulies are plgeed in a plastic

blister tray made from pulystyrene fuil. | blister
tray with instruction Jor use is plaged in a carton

instructions for use are placed in a carton Jolding | folding box. Folding hox has transparcht

protective circular stickers with halogram script
and controlling of the first opening

Mapkuposka

cnocofGoM MK HAKIEHRAIDT ITHKETKY (O
CRENYIILMM COMEPKAHHEM: Topronoe

Mapkuporkoit & 1eKapCTBEHHYTO dopmy,
KOHLCHTPALMIO B MI/MA, olrbeM npenapara &

aMIly/ie R MIT; HAHMEHODAHNUL I ATTPeC (cTpany)

Ha amuyny Ha pyccKOM s3biKe HAHOCAT neyateiM | Ha aTHKeTKe Ha PYCCKO!

HAHMCHOBAHIE NPCMAPATA ¢ PCAYNPEAMTENBHON | ACKAPCTRELINAZ dop

Toproroe HaHMEHOBA
IIPCAynpenmthoﬁ M

olrmem npenapata B

i anpec (crpana) da N /

HPENMPHATHA, OCYUIRTRAGIONErD ponarofFTso;
A
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Haumenopaume
HoKasarens

Nume of characteristic

‘Tpebosanna HJI / Ceunduxaumnu
Criteria in accordance with ND / Specification

PeaynhTaThl HCHBITARMIL

Test result

PApMALIEBTHYECKOTO [IPENNPHATHA,
OCYIIECTRAAIOLIETO [IPOM3BOACTHV; TOTOTHI (na
AUTIMACKOM A3LIKC) BAafienbLa
PEIHCTPALHMOIHOND YIOCTOBCPERIA, fATY
uarotonnerus (JlaTa Har.l); HOMEp cepity
(Cepust:); AaTY OKOIMAMHA CPOKA TOAKOCTH
(Tonen ac:): TeXHONOrnyeckue /
MPOHIBOACTREHHBIE OTMETKH (npn
rReoBxoaumocT), Ha KapTOHHON nayke Ha
PYCCKOM A3bIKE YKAILIBAKT Toprosot
HAMMEHOBANNE NIPENAPaTa ¢ NPEAYNPCLHTENHION
mapkupopkon ®, rpynnuporotioe
HAMMEHOBAHNE, NEKAPCTBERNYI0 DOpMY,
KOAMUECTS0 AMTIYVI B VIIAKOBKE, 00beM Mpenapata
B AMIIY/IE B MA, KOHUEHTPAIHIO B MI/MN, €OCTAB
Ha OfHY amnyny (1 amMnyia coaepAnT), HanmucH:
"Crepabno.”, "Cnocolni BREACHIA - CMOTPH
uscTpykuo.”, "XpaHnTh B HELOCTYIHOM 1A
neteit mecte!”, yonomia XPaHenna, yenorna
OTNyCKA; HAMMENOBAHHE, ANPEC, HUMED tenedona
u hakca (PapMALEBTNYECKOTO NPEIPUATHR B
Pocens, 0cyiecTAAILLEro TPONSHOICTBO 1
BBITYCKAIOTE! KOHTPOTTh Kaect Ba; oToTHi (Ha
AHTMACKOM A3BIKC) BAAMIENbLA
PerMCTPAOHIOIC YAOCTOBEPEHMUA, HOMEP Cepitit
{Cepus:), NaTy OKOHUAHWA CPOKA POHOCTH
(TofleH f107), WTPHX-KOR, HOMEP
PerMCTPAIMONIONO YAOCTOBEPCHUA, cnocod
npusenenna (JQns BHYTpHAPTCPHANLIOTO /
BHYTPUREHIIOIO / BHYTPHMLILLEYHOTO BECLCHHA),
cnoGansustit nueHTHPUEAUMOHHBIA HoMEp
TOProROW eLIHHIIN (KIL:), TexHonornucckme /
NPOMIROACTBCHHBIE OTMETKH (npn
neobxoaumocty), JONONHUTENBHO BOIMOKHO
HaHEeCeHHE CAEMYIONLIX [IEPEMEHTIBIX IAHHHIX!
naTht warotonnenus (Jlara uar.:), wuau
KOHTPONBHOIO uaenTHNKALMOHHOID JHAKA
(KM3), st/umi nuanBHLyanuoro CepMitHoro
1OMEpa BTOPHYHOR (noTpebuTe nhCKOit)
yiakonku (CH:). Ha samurnon Hakneiike
ronorpadmueckuM CIocoboM YKAIBIBAKT I0FOTHI
komnanwit "Takeda"

TOTOTIN (Ha ARTICKOM A3bIKE) BAIETEN
perCTPAIMOHHOrO YIOCTOBEPEINHA, A3TA
waroronnenua (Jara uar.:), nomep cepuu
(Cepuat), 1aTa OKOHMAHNA CPUKA FOAHOCTH
(Tonex poi); 'rcxnnnormecmc\f
HPOH3BOJCTBCHH A OTMETK. Hld KAPTOHHOM
nauKe Ha PyccKOM A3bIKe YKa3aHo: Toprosoe
HalMeloBaHite Mpenapara cn efyTpeanTenbHOM
mapkuponkofi ®, rpynnuposoyHae
HaNMeHOBaHNG, NeKApcThenHag opyma,
KOMHUECTDO aMLIyN B YITAKOBKC ofibem npenapaTa
B AMMYE B b1, KOHLCHTPALMA MT/MA, COCTAR 112
onuy amnyny (1 ammyna copep WT), TAALICH:
“C'repunbﬂo.", "Criocobbl BBEAEHKMA - CMOTPH
MHCTPYKLMI.", "XPAHNTD B HEAOCTYIIIOM ANA
pereit mecTel”, YCNORMA XPaHCHUA, YCA0BNA
OTAYCKA: HAMMEHOBAIINE, AAPEC] HOMCP renedora
it pakca papMaleBTHHCCKORO 1T eNNPUATHA B
Poccin, OCYINECT BAAIOICTO NPAUIBOACTRO 1
RBIMYCKAKUMA KONTPONDL KaUecTBa, I0reTHN (na
AHTNUITCKOM ASBIKE) BAALETEN PETHCTPRIMOHHOTO
YHOCTOBCPLHUA, HOMLP cepsm (Cepua), nara
OKOHY4HHMA CPOKA TOAHOCTH (Iopen ao), WTpix-
K0, HOMEP PErHCTPALMOHHOTD FUOCTOREPEIHA,
cnocol npuvenenus ([ing
BHYTPHAPTEPHATBHOIO / RHYTPHBCHHOTO /
BHYTPUMRITIEHOO sEElenNA, ), rnofanbHslil
uncu-rmtmkamembm HoMep TUProRON U HILILAI
(KIT:), TexHonornucckue / NPOMIBONCTBEHIILIC
ormerky, Harrecetnl ¢nenyiowne nepeMeniie
JAHHbIE: KATA H3LOTORMEHHA (Ilara nar.:),
KOHTPONBHBIA MAHTHOHKALNOHH KT JIAK (KH3)
W HHAMBHAYLILHBIT CEPiitHLIiA HOMEp
BTOPHTION (umpeﬁmenwnom axosku (CHL).
Ha 3autmTHON HakaeliKe 10A0rPADIYSCKHM
crocofoM yKasaH MOTOTIIL KOMIAIH "Takeda"
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Labeling

Ampaoule 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 mi; nume and address
(country) of pharmaceutical company, which
performs manufacturing; logo (in English) of
marketing authorization holder; date of
manufacture (Date of manuf_:).; batch number
(Baich:); expiry date as "Best before” (Best
before:): technological / production marks (if
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The label of the amponle indicates the Jollowing
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 addr J's.\' (country) vf
pharmaceutical company, which performs
manufacturing; logo (in English) of marketing
authorization holder; date of manufacture (Date
of manuf.:); batch munber (Bar h.); expiry date as
"Best before” (Best before:); (e hnolagical /
production marks. On the carton hox in Russian it

necessary). On the carton box in Russian indicate: | is indicared: Trade name of ne icinal product

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 ont of the reach of
children!”, starage conditions, terms of supply;
name, address, telephone and fax number of
pharmaceutical company in Russia, which
performs manufacturing and releasing quulity
control; logo (in English) of marketing
authorization holder, batch number (Batch:),
expiry date as "Best before” (Best before:), har
code, regisiration certificate number, method of
application (For intraarterial / intravenous /
intramuscular administration.), global
identification number of the trade trem (KP:).

technological / production marks (if necessary). In

addition, it is possible to print the following
variables: date of manyfacture (Date of manuf..)

with warning sign ®; grouping pame. dosuye
 form. amount of ampoules in packaging, volume of
medicine in ampoule, in ml, co entration in mg/
mi, compasition per ampoule (1 ampoule
contains), text "Sterile.”, "Methads of introduction
- see instructions.”, "Keep out of the reach of
children!”, storage conditions, wrms of supplv:
name. address. telephane and fux number of
pharmaceutical company in Ruskia, which
performs manufacturing and releasing quality
control; logo (in English) of marketing
authorization holder. batch number (Barch:),
expiry date as "Best hefore” (B t hefore:), bar
code, registration certificate nuonber, method of
application (For intraarterial / intravenous /
intramuscular administration.), global
identification number of the rade item (Ki7:).
technological / production marks, The Jollowing
variable date is placed: date of manufacture (Date
of manuf.:), the control identification sign (CIS)

- |and the indivicial serial mumber of the secondary

and/or the control identification sign (CIS), and’or | {cons umer) 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 ronHoCTH 3 ropa 3 roma
Shelf-life 3 years 3 years
Yenorua XxpaHeHua n XpaHuTh B I0LHIIEHHOM OT CRETA MUCTE, TTPH
p P
TPAHCTIOPTUPORKU TeMnepaType He Brte 25°C Temmepatype He ruute 25°C

Storage and transport
conditions

Stare in protected from light place at a

temperature of not abave 25 °C

Store in protected from light plucé at a
temperature of not abave 25°C

xpﬂHHTb B 3alHILEITHUM OT CS!T&MCCTE. npu
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Conclusion:

Haumenonanue “Axtorerun®, pacTeop ans unbexiysi 40 Mrima”, 5 anmyn 5 i Homep cepun SAR 12004744
Name “Actovegin®, solution for injection 40 mg/ml”, 5 ampoules 5 ml SAP baich mumber
Coornerctsyer tpeosannam HIL/ Cnenndnxannu JIC-001323-150716 sxawwaan wasmencnua 1,2,3, 4,5
Complies with the requirements of ND / Specification L8-001323-150716 incinding variations 1, 2, 3, 45
Yasepaun: Acmuk AGpaaman Dlata n apems nojnucn: 17.0LEB.2021 11:15:35 (UTC-3)
Approved by:  Hasmik Abrahamyan Date and time signature:  17.FEB.2021 11:15:35 (UTC=3)

ChopmupoBalio aBTOMATHHECKHU 1 MOLIMHCAHO ANEKTPOHHOH NOATHCLIO B CUCTEME SAP. JlaHubIi 1aCTOPT KA4ECTER OCHOBAH Ha
KOKYMEHTAX, TTIOANMCAHHBIX OPHTHHAMBIONR NOANMHCHIO

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




