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- Hausenopanue: “Axtoperni®, pacrsop ans nusekuuit 40 mr/mMa”, 5 aMaynm 5 mit

Name: “Actovegin®, solution for injection 40 mg/nl”, 5 ampoules 5 mi

Kareropus marepuaina; ['0TOBRI OPOIYKT

Material category: Finished produict

Houep mareprana: 6099753

Material number:

Homep cepun: 00420220
Batch number:

Homep cepun SAP: 11854063
SAP batch number:

Ipoussoputens: OO0 «Takega PapMacbioTUKANC), Poccus

Manyfactwrer: Takeda Pharmaceuticals LLC, Russia

VYnaxopuux / Brumyckaromuit KONTpOas Kayecrua: 000 «Takena Papmacbioturancy, Poceus
Packager / Releaser: Takeda Pharmaceuticals LLC, Russia

Konuyecrso / Uucno ynaxopox: 30555.000 WT
» Quantity / Number of SKUs: 30555.000 PC

Nara npoussogcrea: 02.2020

Manufacturing date:

Topen go: 02.2023
Best before:

Mcrmrramss nporeaens no HIT / Crneundumamuu: 1C-001323-1 50716 knwouan mameHenun 1,2, 3, 4
Product tested in accordance with ND / Specification: LS-001 3231! 50716 including variations 1, 2, 3, 4

H;:::t:::::;;ue TpeGopanun H]I / Cneundnraiyiu . PesyanTaTnl MCnmrTanuii
Name of characteristic Criteria in accordance with ND / Specification |, | ' Test results
Onucanue TIpospauHbiit, XENTOBATEI PACTBOP Cootsercrayer HIl
Appearance A clear, slightly yellow solution . Complies with ND
Topauunocts, Pubosun Bpema yIepXMBaHMU/I OCHOBHOTO MUka Ha CootsercrayeT HI
MOUEBOH KUCTOTH XPOMATOTPAMME HCOBLITYEMOTO PACTBOPE ROMDKHO
COOTBETCTROBATH BPEMEHU YACPHHRAIIUA
OCHOBHOFO MKKA Ha XPOMATOrpamMme L
crangaprioro pacraopa AxTtopertn® RRT UR =
- 0,98 - 1,02 _ *
Identity. Uric acid riboside | The retention tine of the main peak in the Complies with ND
chromatogram of the test solution corresponds
with the retention tine of the main peak in the
chromatogram of Actovegin® standard solution .
RRTU/R =098 - 1,02 A o
TTpospaunocts Tipenapat gomier Ghivh NPOIPaUTILIM Coorsercrayer H * c;»‘)’:_ ’% . ;:: v
Clarity Medicine shonld be clear Complies with NO\Q, 22 S }
pH 6,5-75 7.2
pH
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Haumenonanue
MOoKu3aTENA

Name of characteristic

Tpebopauus HIL/ Crienudnrauum
Criteria in accordance with ND / Specification

PesynpTatol HCMLITARI
Test results

OTII0CHTENbIIAA TAOTHOCTD 1,0217- 11,0237 1,0224
Relative density

Abcopbuus <025 0,10
Absorption

Braumble HacTHP
Visible particles

B coorpercTaun ¢ Tpefiosarsiamu [ XIII
In accordance with requirements RSP Xt

Cootsercroyer HI|
Complies with ND

Heeupumble 4acTHLbI HE < 6000 Y/amn 156 Y/amn
menee 10 Mxm

Invisible particles 210 pm < 6000 Partly 156 Partv
Hepupumile YaCTHLB! HE < 600 Y/amn 13 Y/amn
MeHee 25 MEM

Invisible particles 225 pn < 600 Part/v 13 Parthv

M senexaemblit 06meM 250mn 5,0 mn
Extractable volume 2 5,0ml 5.0ml
Cyxnit 0cTaTOK 18 - 42 Mr/mn 40 mc/mn
Dry resichie 38 - 42 mghnl 40 mg/ml
BaxrtepuaibHbie < 1,0 E9/mn <0,1 Ed/mu
SHAO'TOKCMHhI

Bacterial endotoxins < 1,0 EUfnl < 0,1 EU/ml
CrepupHocTs TIpenapaT ROMKEH 6biTb CTEPHIBHBIM CrepuneHbli
Sterility Medicine should be sterile Sterile

AHOMaNbHas TOKCUYHOCTD

Abnormal toxicity

Tlpemapat JOMKER GbITh HETOKCHIHBIM
Medicine should be non-toxic

Cootpercrayet HJL
Complies with ND

Crieupdp. aKTHBHOCTD.
Veynenne nunorereaa

Specific activity. Increase of
lipogenes

MensiraHus HA BeLECTBA Tlpenapat 1¢ AOMKEH obnagath nenpeccopisiy | COOTBETCTRYET HI

[eNpeccopHOro fehc HCACTRUEM

Depressor substances test The medicine shotld show na depressor activiyy Complies with ND
220 2.5

MapkupoBKa

Ha aMmyTy Ha PYCCKOM A3bIKE HAHOCAT
feyaTHbIM CrOcofOM MIH HAKITEHRAIOT ITHKETIY
€O CNEAYIOWUHUM COAEPIKAIACM.

Toprosoe KAUMEHOBAHKE [penapara ¢
npeaynpeAUTETHOR mapkmposko#
neKapcTBeHHy1o GopMy; KouitelTpauio B mr/

M1, O6beM MPenapaTa B AMITYNC B M,
HanMesopanKe U anpec (CTpaxy)
(hapPMBLEBTHIECKOrO MPEANPUATUA,

OCY LIECTRILTIOWETO NPOHIBONCTEO; noroTua (Ha
aurHiicKoM A3biKe) BraaenLua
PErHCTPaUHOHHCTO yUOCTOBEPEHHS, AATY
wsroTopnetus (JlaTa uar.); HOMEp CepHu
(Ceps:); AaTy OKOHUSHHA CPOKA rOAHOCTH
(ToneH 10%); TexuonorHieckue /
T(POHIBOACTBEHHBIE oTmerkH (npn
HeoGXOAUMOCTH).

Ha 3THKETKE HA PYCCKOM A3BIKE yKa3sano:
Topropoe HAWMEHOBAHKE Npenapara ¢
npen.ynpenmem.unn mapkupossol ®;
nexapcToertan Gopma; KOHLEHTPALHKA B Mr/ma,
ofbeM mpenapara B aMOyne B Ma; HAUMEHOBAHHE
u aapec (cTpaa) GApMAUEBTH'IECKOTO
MPEQTPHATHA, OCYILECTRAAMOUETO NPOHIBOACTBO;
noroTn (Ha aurnuicKoM A3L1Ke) BARALICIL
PErHCTPAUHOHHOTO YAOCTOBEPEHHA, nara

UITOTORJIEHKA ':/:—-u ReARRep CepHH

(Cepnn’); paTa g OCTH
~. AL

(Tonex A0:);

1POH3BOAC
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HaumMenonanue
MNOoKa3aTEnAa

Name of characteristic

Tpcbopanun HIL/ Creuudiiarni
Criteria in accordance with ND / Specification

PeaynbTarst nerLranuin

Tes! results

Labeling

Ha kapTOHHOM MakKe Ha PyCCKOM A3BINKE
YKA3BLIBAIT:

"'oprosoe HaUMeHOBAIUE TIpenapara ¢
npemynpeanTensiiod Mapkupopioi ®,
FPYTTHHPU BOYMIOC HAK MEHODAUIKE,
JICKApCTBEHHYIO QOPMY, KOAUNECTBO AMILYT B
ynaKonke, 06beM npenapara b aMnyne b M,
KOHUEHTPALMIO B M1/l COCTAD 18 OJIHY amITyy
(1 amtiyna COREPHHT), HAUITHCH: "CrepunbHo.”,
"Crniocobel BUCHCHUS - CMOTPH UHETPYKTIHIO.",
"XpaHuTL B HEAOCTYILHOM ANA pered mectel’,
YCNOBUS XPAHERUR, YCNOBURA OTITYCKA;
nauMeHoBaHKe, aupec, HOMEpR Tenedora ¥ cpaxca
hAPMALIETHYECKOTO TIPELIIPUATH B Pocern,
OCYWIECTBAAIOLICTO NPOUIBOACTIO M
BBUIYCKAIDIMA KOHTPO)Ih KAHECTBR; NOrOTU
(Ha aHrAKACKOM agbIKe) BRAAENbUA
PerUCTPALMOHHONO YHOCTOBEPEHMI, (tomep
cepun (Cepus:), BATY OKOHUAHMA CPOKE
ropnocty (Coxent 201), INTPUX-KOM, HOMEP
pPErMCTPAIHORROrD YAOCTOBEPEHMU, crocod
npumererus (Ina BHYTPUAPTCPUANLHOTO /
sHyTpuBeHHOTO / BUYTPUMIILEYITOTO
BRegeliva.), rRoBanbHbIA H,ﬂcﬂmdmxauummbm
1HOMep TOPToBOi eUHMLIEL (KIL:),
TexnoiorHyeckye / POU3BOACTBEHINIC
oTMetku (npu HeaSXOMUMOCTH).

FonoMiuTeNnbHO BO3MOKHO HaHeceHue
CAEAYIOLIUX NEPEMEHHBIX IAItIELX: naThl
waroropienun (Jlata uar.), u/unk KoirrpoILHOTe
WAeHTHQUKALMOHHOTO 31taxa

(KMU3), w/uny visiuuKAyansHOro CCPUTTHOTO
HOMEpA BTOPUMHOM {norpebuTensckoil)
YTIaKOBKH (CH:).

Ha sawuriiof Hakneite ronoTpagu eciuss
cLiocoBoN yKasplBaoT A0TOTHN TCOMTIAHUK

“Takeda"

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 i mg/m, 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.i; batch number
(Batch:); expiry date as "Best before” (Best before:);
technological / production marks (if necessary).

Ha 1apTOHHOJ Nayke 1ta PyCCKOM ASBIKE yKasaHo:
Topronoe HaumMenobaHue fpenapara c
DpeRyNPeRATENRHOK Mapkuposkoil ©,
FpYTIMPOBOYHOE {|AMEHOBAHME, NEKAPCTBCHHAA
dopma, KOAHHECTBO AMTY) B YIAKOBKE, ofihem
npenapara 8 aMryne B MA, KOHUEHTPALUA B
MI/M1, cocTaB Ha oty aMnyny (1 amnyna
COREpPMT), HAATHCH! "Crepuabto.”, "Criocobu
BBENEHIUS - CMOTPH HHCTPYKLMIO. , "Xpauurs B
HeJOCTYTIHOM ANA HeTel Mecrel”, ycnosun
‘KPaH!‘HHH, YCHOBUHA OTOYCKA; naumMerioBaHue,
anpec, Homep Tenediona u daxca
apMAenTHIECKOTO NPEANPUATHA B Poccus,
OCYLLECTBARIOUErO TPOMIBOACTHO #
SBINYCKAIOLIMA KOKTPONS KAUecTaa; IOroTHI {na
AHT/IMACKOM ASBIKE) BAALNEI} PErUCTPaUHOHHOIO
YROCTOBEPEHMI, HOMED cepmun (Cepin:), naTa
OKQHMAHUSA CPOKa rOIHOCTH {Tonen 10:), IWTPHX-
KOA, HOMEP p!l'l‘lCTpa'LlMOHHOI‘O yJLOCTOBE‘PCHKH,
enocab npumenerns (dna

BHYTPUAPTEPHAILHOrO / BITYTPUBEHHOTO /
BHYTPUMBILLEYHOTO pRefeHsL. }, TnoBanbHoIRA
JIEHTMOUKALIHORHBIR HOMEP TOPTOBOS CAMRMILL
{KTL:), Texnonornyeckue / npouSBOACTBEHHbIE
OTMETKH.

HarteceHs C/IeAYIOULUE EPEMEHHBIC JTAHADIE: LAT
usroroenenus (Jara Wars), KOHTPOAbHBIA
waeHTHUKALHOHHLIHA 8HAK

{K13), WHMBMAYyanpUBH cepuiinbif HOMEP
RTOPHYHOIH (noTpeGuTenckait) ymaxKonku (CH:).
Ha saumTHof HAKICHAKe Tanorpaduteckun
cnocoBoM yKA3aH NOTOTHIT KOMIAHKN "Takeda"

The label of the ampoule indicated the following
information in Russian language:

Trade narme of the medicine with a warning

sign®; dosage form; conceniration in mg/ml,
volume of medicine in ampaule it ml; name and
address (country) of pharmaceutical company,
which performs manufacturing; logo (in English} of

marketing a atign holder; date of
manufa emyignuf )i batch number

efore” (Best before:);

ical / production e
A \
Pop, L

.
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YenoBHS XpaHeHna i
TPRHCTIOPTHPORKH
Storage and transport
conditions

TeMnepaType He shiue 23 e Gl

In protected from light
temperature not above 25 %

place at  the

H::,t:;i::;:rm "I'peGoBansta HIL / Crenuipuxauun Peaynbrats! MCIBITAMMKIL
Name of characteristic Criteria in accordance with ND / Specification Test results

On the carton box in Russian indicate: On the carton box in Russian it is indicated:
Trade name of medicinal product with warning Trade name of medicinal product with warning
sign ®; grouping name, dosage form, amount of sign ®; grouping name, dosage form, amount of
ampoules in packaging, volume of medicine in ampoules in packaging, volume of medicine in
ampoule, in mi, concentration in mg/ml, ampoule, in inl, concentration in mg/ml,
composition per ampoule (1 ampoule contains), composition per ampoule (1 ampoule contains),
tex! "Sterile.", “Methods of introduction - see text “Sterile.”, "Methods of introduction - see
instructions.”, "Keep out of the reach of childrent. | instructions.”, "Keep out of the reach of childven!",
storage conditions, lerms of supply; name, storage conditions, terms of supply; name, address,
address, telephone and fax number of telephone and fax number of pharmaceutical
pharmaceutical company in Russia, which company in Russia, which performs manufacturing
performs manufacturing and releasing quality and releasing quality control; logo (in English) of
control; logo (in English) of marketing marketing authorization holder, batch number
authorization holder, batch number (Batch:), (Batch:), expiry date as “Best before” {Best before:),
expiry date as “Best before” (Best before:), bar bar code, registration certificate number, methad of
code, registration certificate number, methoed of application (For intraarterial / intravenous /
application (For intraarterial / infravenous / intramuscular administration.), global
intramuscular administration.), global identification number of the trade item (KP:),
identification number of the trade ilem (KP:), technological / production marks.
technological / production marks (if necessary).
In addition, it is possible to print the following The following variable date is placed: date of
variables: date of manufacture (Date of manuf:), | manufacture (Date of manuf.:), the control
and/or the control identification sign (CIS), and/ identification sign (CIS) and the individual serial
or the individual serial number of the secondary number of the secondary (consumer) packaging
(consumer) packaging (SN:). {SN:).
On the safety seal by holographic method On the safety seal by holographic method indicated
indicated the company logo “Takeda” the company logo "Takeda"

VraKoBKa Ilo 2, 5, 10 mn npenapara B GecuBeTHEIE Tlo 5 Mn npenapata B BaC1|BETHBIX CTEKTAHHBIX
cTeKNANKBIE aMIYTIBL € TOUKOA pasioma. [1o 5 ammynax ¢ Touxoft pasnoma, lo 5 amnyn B
AMILYa B NIACTHKOBYH KOHTYPHY1O A4eHKOBYIO NAACTHKOBOA KOHTYPHON AYEiiKOBOMA ynaKosice. 1
ynaxosxy. TTo 1,2 miu 5 KOHTYpHbIX A4ERKOBBIX | KOHTYPHAN AYefiKoBAs YTIAKOBKA C MHCTPYKLHER
yTIAKOBOK C MECTPYKIUAEH 110 MPUMEHEHUIO {10 IPMMEHEHKIO ITOMELLEHR B KAPTOHHYIO MAkKY.
NOMeILatoT B KAPTOHHYIO rayKy. Ha na4ky Ha nauxe HakneeHb NpospayHbie saliUTHbIE
HAKAEWBAIOT MPOspayHsle SAUIUTHEIE HAKNTEAKK HarsefKs Kpyrnon c]:opuu < ronorpad,m%iccnumu
Kkpyrnoit gopmel ¢ ronorpadHueckMMK HAZNHCAMK ¥ KOHTPO/IEM NEPBOTO BCKPLITHA
HafTMCAMM ¥ KOHTPOAEM TIEPBOTO BCKPBITHA

Packaging 2, 5, 10 il 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 ampovles are placed in a plastic
placed in a plastic blister frays made from blister tray made from polystyrene Jfoil. 1 blister
polystyrene foil. 1, 2 or 5 blister trays with tray with instruction for use is placed in a carton
instructions for use ave placed in a carlon folding | folding box. Folding box has transparent
box. Folding box has a transparent protective protective circulgiZZHg pitk hologram script
cireular stickers with hologram script and and controlling g
controlling of the first opening >\

CpoX rofiHOCTH 3 roga 3 rona \\

Cpox zodrocni 3 years 3 years
B  aaWWmEHHOM OT CBETa MCCTE  NpH B 3amuuy Te  npH

\-.. _""3 A x "
In protected fronF=
temperature not above 25 °C.
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3awmoycHne:
Conclusion:
Haumenopanue “AxroRerHR®, pacTROp ANA MHBEKUU 40 mr/mn™, 5 axnyn 5 M nomep cepuu SAP 1 1854063
Name “Actovegin®, solution for ijection 40 mg/mi”, 5 ampoules 5 ml AP batch numbey
Coorsercrayer TpeSosaumanm HJL/ Crnenuduxaunn 71C-001323-150716 sxmouas usmenenus 1,2, 3, 4
Complies with the reguirements of ND / Specification LS5-001323-150716 including variations 1, 2, 3, 4
YrBeppgun: Hata ¥ NOANMCH! ,_J ‘

WAMA NbHWK OKK /HEAD OF GO ‘ 11.0 5 2020 // .
Approved by: s AGPAAMAN / H. ABRAHAMY AR Date and signature:

oGl s .




