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Hanlmenonanne: “Akroeerun®, pactsop mus uHbeKUMiL 40 Mrimin”, 25 amnyn 2 mn
Name: “Actovegin®, solution for injection 40 mg/ml”, 25 ampoudes 2 ml

! Kareropns marepuana: ToroBbrit mpogyxr

Material category: Finished product

Homep matepuana: 6099752

Material number:

! Homep cepun: 00190221

Batch number:

Homep cepun SAP: 120%1468

SAP bqtch number:

Uponssogurens: TAKETA ABCTPMSA Tw6X, ABcTpua

Manufacturer:

Takeda Austria GmbH, Austria

Ynaxosuux / Belnyckatomuii Konrpons Kauecrsa;

Packagér / Releaser;

: Konmgecrro / Yucno ynaxorox:
= Quantity / Number of SKUs:

Harz npoussopcraa;

000 «Takepa Papmacsrotnkancy, Poccus

Takeda Pharmacenticals LLC, Russia

13860.000 IMT

1381?0.000 PC
02.2021

Manfacturing date:

. Tomen go:
. Best before:

HWcnprranya oposegens: mo HIJ / Cneg”mdmxamm:
: LS-001323-150716 including variations 1, 2, 3, 4,5

Product tested in accordance with ND / Spec:ﬁcation

02.2024

|
JIC-001323-150716 pxniovan usMmenenus 1,2, 3,4, 5

Haumenosamme
nolx‘:a'aa'renﬂ chﬁonalm: HO/ Cl;leuanu‘;xannn Peaynbrarm nq:bn'almﬁ
; .y Criteria in accordance with ND / Specification Test results
Name of characteristic e 1 pecifi
Onucanue IIpospavHbLt, XKeNTOBATEI PacTBOP Cootsercreyer HJ[
Appearance A clear, slightly yellow solution Complies with ND

Hognuunocrs. Pu6oany Bpems ynepxupanus QCHOBHOTO IUKa Ha Cooreercreyer HJT
- | MOUeBOIT KMCTOTHI XPOMATOTpaMMe UCITHITYEMOIO PACTBOPA JA0MKHO
: COOTBETCTBOBATD BPEMEHU YAep KMBaHus

) OCHOBHOI'O MUKA HA XPOMATArpaMMe
crannap"moro pacrsopa Aktosernn® 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 inain peak in the
chromatogram of 4 ctovegin@ﬁ standard solution
RRTU/R=0,98 - 1,62 '

Identity. Uric acid riboside Complies with ND

IIpospauHocrs IIpenapar gomxen 6uTh np??patmbnvx Coorsercrayer HJJ
Clarity Medicine should be clear ! Complies with ND
pH 6,5-7,5 | 7,0
pH .‘ :

1,0217 - 1,0237 1,0235

OTHOCUTENBHAA MNOTHOCTE
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Haumenobauue
ImoKasarena

Name of characteristic

Tpe6osanua HJI / Cnenpdmxamyn
Criteria in accordance with ND / Specification

PesynbraThl scusrranmi
Test results

Relative density

Ycunenne nunorenesa

Specific activity. Increase of
lipogenes |

A6copbums <0,25 N 0,10

Absorption r.!

Bumumele yactuist B coorBeTcTBMM ¢ 'IpeGOBaHf'&HMM Te X Cootmercreyer HJI
Visible particles In accordance with requirenients RSP XIIf Complies with ND
Hesupgumnie HaCTHIIbI He < 6000 Yfamn g 110 Y/amn

Menee 10 mkm |

Invisible particles 210 pm < 6000 Part/v 110 Partiv
Hesupumeie yactuis He < 600 Y/amn ! 5 Y/amn

Menee 25 mMxmM :

Invisible particles 225 pn < 600 Partiv : 5 Partiv
WapnexaeMulil o6bem > 2,0 M ! 2,0 M
Extractable volume =2,0mi | 2,0ml

Cyxoit ocraTok 38 - 42 mr/mn 1 41 mr/mn

Dry residue 38- 42 mg/ml | 41 mg/mi
BaxTepuanbunte < 1,0 E3/mn ‘|‘ <{,1 E9/mn
SHAOTOKCHHEI :

Bacterial endotoxins <10 EU/J;MI < 0,1 EU/ni
CrepwibHocTh Ipenapar iomxeH GHITh CTEPMALHBIM Crepuabubii
Sterility Medicine should be sterile Sterile

Crrenudy. akTuBHOCTS, =20 2,9

Ynaxopka

Packaging

[Io 2, 5, 10 Mz npemapaTta B Gecuipernsie
CTEK/IAHHLIE AMITYIIEL C TOYKOH pasnoma. [To 5
aMIy/ B ITaCTMKOBYIO KOHTYPHYIO AYEAKOBYIO
ynaxozsxy. Ilo 1, 2 mau 5 KOHTYPHEIX A4efiKOBBIX
YTAKOBOK,C MHCTPYKUME! 110 NPUMEHEHUIO
NOMELAIOT B KAPTOHHYIO nalﬁncy. Ha mauxy
HAKIEMBAIOT PO3PAYHLIE 3aMMTHEIE HAKNEHKY
KpyTnoit ¢opmel ¢ ronorpacb?mecxumu
HAM[IIMCAMM M KOHTPO/IEM TNEPBOTO BCKPHITUA

2, 3, 10 mi of the medicine in|colorless glass
ampoules with a breaking point. 5 ampoules are
placed in a plastic blister trays made from
polystyrene foil. I, 2 or 5 blister trays with
instructions for use are plackd in a carton folding
box. Folding box has a transparent protective
circular stickers with hologram script and
controlling of the first opening

ITo 2 mn npenapara B 6ecIBETHBIX CTEK/ISHHEIX
aMnynax ¢ Toukoi pasaoma. Ilo 5 amyn B
OACTMKOBOM KOHTYPHOM A4CHKOBOH YIIAKOBKe, 5
KOHTYPHBIX THEHKOBBIX YTIAKOBOK € MHCTpPYKLmeit
110 MPMMEHEHNIO IOMELLEHB B KaPTOHHYIO MavKy.
Ha na'ke naxseeHs! Ipo3payHbie 3aLMTHHE
HaK/Te KN KPYImoit (popMbl ¢ ronorpaduyecKumu
HaJIMCAMMN ¥ KOHTPOMIEM NEPBOTO BCKPHITUA

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

Storage and transport
conditions

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

Cpox TORHOCTH 3 roma 3 rona

Shelf-life 3 years 3 years

Ycnorua xpanennn u Xpanuuthb B salMILEHHOM OTICBETA MEcTe, IPK XpauuTs B 33IMMLIEHHOM OT CBETA MECTe, IIDH
’ P 1 ? P

TPAHCOOPTHPOBKN Temneparype ue Beie 25°C | TeMnepaType He Bhiie 25°C

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




HaumeHoBanmue

NMOKA3aTe
Name of characteristic

Tpéﬁonaﬂna HI / Cirepupuxamym
Criteria in accordance with ND / Specification

PesymbTarst Mcrbrra it
Test results

Mapkuposka

Ha amityny Ha pyccKoM sI3BIKe HAHOCAT IeYaTHBIM
€11oco60M MM HAKIEUBAIOT STUKETKY CO
CIepylouM copiepakanmem: Toprosce
HaMeHOBAHME NPENapaTa ¢ NpeyIpeauTenLHO
MapKupoBKoit ®; TexapcTBeHHyI0 dopmy;
KOHIEHTPALMIO B Mr/MJI, 06beM IpenapaTa B
aMnyrne B M/; HAMMEHOBaHMe U ajipec (cTpaky)
dapmanesiieckoro npermpuaTus,
OCYLIECTR/IIONIETO NPOM3BOACTEO; IOTOTHI (Ha
AHITIMICKOM A3bIKe) BIaflesiblia
PErHCTPAMOHHOTO YAOCTOBEPEHMS, JaTy
narotopaenus (Jata uar.:); Homep cepun
(Cepus:); naTy OKOHMAHMA CPOKA FOTHOCTH
(Tomen po:); Texnonornyeckne /
NPOUSBOACTBEHHbIE OTMETKH (NpU
Heobxogumoctu). Ha Kapronnoit mauxe ua
PYCCKOM A3bIKe YKa3BIBAIOT: TOProBoe
HaMMEHOBaHMe MPErapaTa ¢ NpeRyIpeRuTenbHokM
MapKupoBKoll ®, TpynnuposovHoe
HaMMEHOBAHME, TIEKAPCTBCHHYIO (opMYy,
KOZMYECTEO AMITYA B YIIAKOBKE, 06 beM npenapara
B amIIy/ie B M/, KOHLICHTPALIMIO B MI/MJI, COCTaR
Ha OpHY amnyay (1 ammyira cogepxuT), HagnKcK
"Crepunuho.", "Criocobbl BREfieHNA - cMOTPH
UHCTPyKuMio.", "XpaHuTe B HEZOCTYIIHOM #iA
Aerert MecTe!", ycnoBuA XpaHeHus, ycmonus
OTMycKa; HauMeHOBak e 1 afpec (cTpany)
tpapmauerTHuECKOTO NpeANpUATI,
ocymecm;:lmomero [POM3BOJCTBO; NOrOTHI (Ha
AHUIMIHICKOM A3BIKE) Baagenbla
PETHCTPALMOHHOTO YAOCTOBEPEHMS,
HAaMMeHOBdHMeE, afpec, HoMepa Tenedona 1 daxca
¢apmauesmiryeckoro npeg npusatusa 3 Poccnn,
OCYLIECTB/IAIOLIETO YIIAKORKY, M BBUIYCKAIOIIIH
KOHTponb Kayecrea: OO0 "Takena
DapmachioTuranc”; Homep cepuu (Cepus:), gary
OKOHUAHUA CpOKa rogrocTy (Tofer J0:), WTpUX-
KOJ, HOMEP PerMCTPalMOHHOIO YAOCTOREPEHIA,
cnoco6 npumenenus (Tia
BHyTpuap'Tepuanbﬁoro / BHYTPUBEHHOTO /
BHYTPUMBIIIECYHOTO BRELCHNA. ), IN00aIbHBII
MACHTU(DUKALMORHELT HOMEp TOPIOBOI eRVHMLbE
(KIL:), rexnonoruveckue / npousBoACTEeHHELE
OTMETKM (i‘lpu Heob6xoguMocTH). JlomonHMTenbHo
BO3MOXKHO, HAHECEHUE CIEHYIOLIMK EPEMRHHEIX
TAHHBIX. JATHI usroroaneﬂnﬁi (Hara uar.:), u/wn
KOHTPO/ILHOTO HACHTNUKANMOHHOTO 3HAKA
(KU3), n/mnu migupupyansHoro CEpPMITHOrO
HOMepa BTopuHoM (oTpefurensckori)
ynaxorku {CH:). Ha sanmurHoit Hakneiixe
rofiorpaduecKuM CocooM YKashiBaIOT IOTOTHIT
Kommamun-"Takeda"

Ha aTuKeTKe Ha PYCCKOM A3LIKE yKasaHo;
Toprosoe nauMeHOBaHMe TpenapaTa ¢
TIpeAyIpeUTENLHOM MapKypoBKoi ®;
NICKApCTBENHaA (JOpMa; KOHIEHTPAUMS B MI/MI,
o6bem npenapara B aMnyse B M/, HaMMEHOBaHNE
u apec (cTpana) (apMarieBTHYECKOro
NIPEAIIPUATUSA, OCYLICCTBIAIOLETO IPOUSBOACTEO;
noroTin (Ha aHCAMICKOM ASKIKE) BAafenel]
PErMCTPALMOHHOrO YAOCTOBEPEHMA, NaTa
nzrorosnenus ([ara usr.:);, HoMep cepun
(Cepna:); gaTa OXOHYAHMS CPOKA TORHOCTH
(Tonen po:); Texnonormyeckue /
NpOMSEOACTBEHHEIE OTMeTEM. Ha KapronHoit
navyie Ha pyccKoM faklke YKasaHo: Topropoe
HaMMeHOBaHMe NIPENapaTa ¢ NpefynpeauTebHOM
MapKuposxoi ®, rpynnuposo4noe
HaMMeHOBaHue, JIeKapCcTBeHHas (opma,
KO/IYECTBO AMILY) B YTIAKOBKe, 06'beM npenapara
B aMITy/I€ B M/I, KOHLIEHTPAIMS B MI/MJI, COCTAB Ha
opuy amnyny (1 aMnyna cogepaxuT), Hagmucn
"CrepunbHo.", "Crioco6r1 BBegeHNA - CMOTpPH
MHCTPYXIMIO.", "XpaHUTh B HEROCTYIIHOM Ay
AeTelt Mecrel”, yCOBYA XpaHeHUs, YCnoBMs
OTITYCKa; HAMMEHOBaHMe U afipec (CrpaHa)
(apmanesTiyeckoro npeanpuATH,
OCYLIECTBIAIOLErO NIPOM3BOACTBO; IOTOTIUI (Ha
aHDJIMICKOM A3bIKE) BAAJCAEL] PETUCTPALMOHHOIO
YROCTOBEPEHUA, HAMMEHOBAHME, agpec, HOMepa
Tenedona u daxca dhapmaleBTHIECKOTO
npeanpuaTua B Poccuu, ocymecTEsomero
YTIAKOBKY ¥ BBHITYCKAIGLIMIA KOHTPOMh KauecTBa:
000 "Takeza ®apmaceioTHKaNC"; HOMep cepyy
(Cepna:), gaTa OKOHYAHMS CPOKA FOTHOCTH
(Togen no:), wrpux-Kon, HoMep
PerMcTpauoHHGro YROCTOBEPEHHA, CNOCo
npuMeHenua (A1 BHyTpUapTepUanbHoro /
BHYTPMBEHHOTO / BHYTPMMBULEYHOTO BEEAEHMA.),
o0 HbLI MAEHTUhUKAMOHHENT HOMCEp
Topropoii eguuuier (KII:), Texuonormyeckue /
NpPOM3BOACTEEHHBIE OTMETKM. Hanecenst
CAEAYIONME TIEPEMEHHEBIE JaHHBIE: JATa
usrotosnennsa (flaTa nar.:), KORTpORbHEI
vpenTUdMKAIMOHEbI sHak (KM3) u
MHAMBUAYQIbHELT CEPUITHELN HOMCP BTOPMYHOI
(noTpeburenscxoit) ynakosxu (CH:). Ha
3allMTHON HaK/eliKe ronorpaduueckum
crioco6om ykasan norotun xommanny "Takeda
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Labeling

Ampoule is applied by printing or by sticking a
label with the following contents: Trade name of
the medicine with a warning sign ®; dosage form;
concentration in mg/mi, volume of medicine in
ampotle in mi; 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 forn, 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 and address (country) of
Ppharmacetitical company, which performs
manufacturing; logo (in English) of marketing
authorization holder, name, address, telephone
and fax number of pharmaceutical company in
Russia, which performs packaging and releasing
quality control: "Takeda Pharmaceuticals Ltd™:
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 thefollowing variables: date of manufacture
(Date of manuf.:), and/or the control identification
sign (CIS)ff'and/or the individual serial number of
the secondary (consumer) packaging (SN:). On
the safety }&ea! by holographic method indicated

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
marfacturing; logo (in English) of marketing
authorization holder; date of manufacture (Date
of maryf.:); 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/
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 and address (country) of pharmaceutical
company, which performs manufacturing; logo (in
English) of marketing authorization holder, name,
address, telephone and fax number of
pharmaceutical company in Russia, which
performs packaging and releasing quality control:
"Takeda Pharmaceuticals Ltd": batch number
(Batch:), expiry date as "Best before” (Best
before:), bar code, registration certificate number,
method of application (For intracrterial /
intravenous / intramuscular administration. ),
global identification munber 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:). On the safety seal by holographic method
indicated the company logo "Takeda”

3axmouenue:
Conclusion:

Hanmenopamne

the company logo "Takeda"

!
!

‘J':

4

“Axrosermm®, pacTBop 1A uabeximii 40 mr/mn”, 25 amnyn 2 mn

nomep cepun SAP 12071468

Name

!
Coorsercryer TpeGorannam HJT / Cm:_l.l_nquauun

“Actovegin®, solution for injection 40 mg/ml”, 25 ampouies 2 m]

SAP batch number

71C-001323-150716 pwniouan namenenusn 1,2, 3, 4, 5

; I
Complies with the requirements of ND / Specification
Yreepaun: Vnbsa Moxpos l Hara u Bpema mognucn:
Approved by: Ilya Mokhrov J Date and time signature:

CdopmupoBano asToMaTHMECKY U TTOAT
I

'
i

JOKYMCHTAX, MOOIIUMCAHHEIX OPHUIMHANBH |Iv1 NOANMCHIO

L5-001323-150716 including variations 1,2, 3, 4, 5

07.MI0H.2021 12:03:48 (RUS03)
07.JUN.2021 12:03:48 (RUS03)

gcano SNEKTPOHHOI NIOANMCLI0 B cucTeme SAP. JlaHHbI MACIOPT KavecTBa OCHOBAH HA

Awtomatically generated and sig

‘the original signature

1

3

l

i

|

ned in SfﬁP with elecironic signature. This certificate of analysis is based on documents signed with



DEAEPAABHAS CAYKEA 110 HAAZOPY
B OOEPE 3APAROUNPAHEHNA

«CBefeHuna o BBOAE B rpaxaaHCKuit obopoT B Poccuiickoil Gefjepaumm neKkapcTBeHHbIX
CpeacCTB Mo COCTOAHUIO Ha 17.07.2021 11:33»

s S Hara PHECENMAR 555 TOPIOBOE o - s figusm= MpowseopATenbo - |. <o | — Coencsms o CTAZHAX—mr] . . HopmaThsran.... ). — Awu i SN mmﬁs P Iwmm._mm? AdTa
AHC HAHMEHOBAHKE (BBuTYCKAOURET KORTPOAL) Crpaia APOHIBOUCTEA OKYMEHTAL[HA BRULYCTHBII:A & CEpIH, Paspenenua
Pocanpaeuapsopa Y HHH KORTP P . okys . rpaxAaHCKHE oGopor napTua na HIIIL
AkToBervH®; pacTrop O6mecTBO ¢ orpasHHYEHHOM MMMMMHMMMMMH%,‘“MM@
09.06.2021 Nqs MMEEEVE_E aﬂw._.%w 1 Mwwhmmwmﬂwwﬂa AMMME Poccna | (Bee cramm, exmouas JIC-001323-130521 Muo%awﬁwmgq. oo190221 | -
naykH mmu.._.ammvﬁ\ - . BEINYCKAIOHH KORTPOJL:

"Taxepa dapmacbioTHranc")

KauecTBa))




