VnakoBmuk / Belmyckaromuii KOHTPOIb Ka4ecTBa!

Komudecrso / Yncmo ynakoBok:
Quantity / Number of SKUs:

Wcnbiranus nposeaenst no HII / Coennduxanun:

Product tested in accordance with ND / Specification:

Kareropuna marepuana:

ITacmopt Ne 030001814827

Certificate of analysis Crpannua 1 n3 3

HaumenoBanmue:
wmr, 30 TabneTok
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Kapguomarums, TabeTku mOKpeIThIe IIeHOYHOI 06omoukoit, 150 mr + 30,39

Name:

T'oToBBII IPOIYKT

Cardiomagnyl, film coated tablets, 150 mg + 30,39 mg, 30 tablets

Material category: Finished product

Homep matepuana: 6128598

Material number:

Howmep cepun: 02561125

Batch number:

Howmep cepun SAP: 12995940

SAP batch number:

IIpousBoguTenn.

00O «Takema apmacbloTuKanc», Poccusa

Manufacturer:

Takeda Pharmaceuticals LLC, Russia

00O «Takema apmacboTuKanc», Poccusa

Packager / Releaser:

159230.000 IIT

Takeda Pharmaceuticals LLC, Russia

159230.000 PC

Iara mpousBoacrea: 11.2025

Manufacturing date:

Topen go: 10.2028

Best before:

JIIT-Ne(001000)-(PT-RU)-271223

LP-Ae(001000)-(RG-RU)-271223

HaumenoBanme
IOKa3aTesa
Name of characteristic

Tpebosanus HJI / Coeundukammn
Criteria in accordance with ND / Specification

PesynpTaThl MCIIBITAHNIA
Test results

Onucanne TabmeTkn, IOKPBITHIE ITIEHOYHOI 000T0YKOIL, TabmeTku, IOKPBITHIE ITIEHOYHOI 000T0YKOIL,
6eroro 1jBeTa, OBAJIbHON (POPMBI € PUCKOIL Ha 6eroro 1;BeTa, 0BaIbHOI (GOPMBI C PUCKOIT Ha
OIHOJ CTOPOHE OIHOJ CTOPOHE

Appearance White film-coated oval tablets with split coreon | White film-coated oval tablets with split core on
oneside oneside

IopmmHHOCTD Bpems ymep>kuBaHMA OCHOBHOTO IIMKa Ha CootserctByer H]J

aneTU/ICaTNIUIOBO XpoMaTorpaMme MCIbITYEMOTO PacTBOPa JOKHO

KHUCIOTBI COOTBETCTBOBAaTb BPEMEHM YAeP>KMBaHNUA NIMKa

| dentity of acetylsalicylic acid

AeTU/ICANIIVIIOBOM KMCTIOTHI Ha
XpoMaTorpaMMe CTaHAAPTHOTO pacTBOpa
ANeTU/ICATNIIVIIOBO KVMCIOTEI

The retention time of the main peak in the
chromatogram of the test solution corresponds to
the retention time of the peak of acetylsalicylic
acid in the chromatogram of standard
acetylsalicylic acid solution

Complieswith ND

[MogIMHHOCTD MarHUS
TUAPOKCUAA

O6pasoBaHue 6emoro ocagka

Cootsercrayer H]JJ
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HaumenoBanue
OoKa3aTensa

Name of characteristic

Tpe6osanust HIT / Cnenndukammn
Criteria in accordance with ND / Specification

PesynbTaThl MCIIBITAHUIA
Test results

| dentity of magnesium
hydroxide

The formation of white precipitate

Complieswith ND

CpepHsas macca
Average mass

210 - 250 mr
210 - 250 mg

232 mr
232 mg

ORHOPOJHOCTb MacChl

Uniformity of mass

OrkoHeHNe OT cpepHeit Maccol: [y He MeHee 18
n3 20 Tabnerok momkHo 661Th <= 7,5 % [Ina He
6oiee 2 u3 20 TabneToK HOMKHO ObITh <= 15 %

Deviation from average mass: For not less than

18 out of 20 tablets <= 7,5 % For not more than 2
out of 20 tablets<= 15 %

CoorserctByer HJI

Complieswith ND

PactBOpenne He menee 85 % 3a 30 mun (Q = 80) CootsercrByer HJI

Dissolution Not less than 85 % (Q = 80) Complies with ND

IIpumecnu:

Impurities:

Canmuuunosas KUCI0Ta <20% 0,1%

Salicylic acid

Aunermwrcamuumncammimrosas | < 1,0 % 0,0 %

KIC/TOTA

Acetylsalicylsalicylic acid

CanuimacanumiaoBas <02% 0,0%

KICITOTA

Salicylsalicylic acid

Epunnynas <0,2% 0,0%

HenaeHTUPUIMPOBaHHAs

pUMech

Sngle unidentified impurity

Cymma Bcex npumeceit, ucki. |< 1,0 % 0,0%

CTMUWI. K-Ty

Total impurities, exclud.

salicylic acid

Komuu. onpep,. 143 - 158 mr/Tab 151 mr/tab

aIeTU/ICATUIIVIOBOIT

KMUCIOTHI

Assay of acetylsalicylicacid | 143 - 158 mg/tab 151 mg/tab

Kommu. onpen. maruus 28,9 - 31,9 mr/Tab 31,5 mr/Tab

TUPOKCHLA

Assay of magnesium 28,9 - 31,9 mg/tab 31,5 mg/tab

hydroxide

MapxupoBka B coorBercTBUM C paspenom 1.3.2 CootserctByer H]JJ
PEerucTpanuoHHOTO JOChe

Labeling In accordance with section 1.3.2 of registration Complieswith ND

dossier

Omnucanne YIakoBKM

ITo 30 mwan 100 tabmeTok B cTeKIsIHHDIE PITaKOHDI
KOPMYHEBOTO 1]BeTa, YKYIIOPEHHbIe
HaBMHYMBAIOIIENCSA KPHILIKON 6emoro useta (13
[IOIMATIIEHA) C BMOHTMPOBAHHOI CheMHOI
KaIICy/IOl C CU/IMKAaTeeM U KOMIbLIOM,

ITo 30 TabmeToK B CTeK/IAHHbIE (HTAKOHBI
KOPUYHEBOTO [[BETA, YKyIOPEHHbIE

HaBMHYMBAIOIIENCSA KPHILIKON 6emoro useta (13
[IO/IMATIIEHA) C BMOHTMPOBAHHOI CheMHOI

Kancynoﬁ C CMJIMKareneM u KojabloMm,
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HaumenoBanue
OoKa3aTensa

Name of characteristic

Tpe6osanust HIT / Cnenndukammn
Criteria in accordance with ND / Specification

PesynbTaThl MCIIBITAHUIA
Test results

Packaging description

obecreunBaoIIM KOHTPO/Ib IIepPBOTO BCKPLITHA.
OpnyH prakoH ¢ MHCTPYKIMeN! 10 IPUMEHEHNIO
ITIOMELIAIOT B KAPTOHHYIO ITa4Ky

30 or 100 tabletsin brown glass bottles, sealed
with a screw cap, white color (polyethylene) with
mounted removable capsule with silica gel and
ring for assuring of the first opening control. One
bottle with patient information leaflet is placed in
cardboard box

obecreunBaoIM KOHTPO/Ib IIePBOTO BCKPLITHA.
OpnyH prakoH ¢ MHCTPYKLHMEN! 10 IPUMEHEHNIO
IIOMEIIEeH B KAPTOHHYIO TTaYKy

30 tabletsin brown glass bottles, sealed with a
screw cap, white color (polyethylene) with
mounted removabl e capsule with silica gel and
ring for assuring of the first opening control. One
bottle with patient information leaflet is placed in
cardboard box

Cpoxk rogHocTH (XpaHeHNsT)
Shelf-life (storage)

3ropma
3years

3ropma
3years

Ycnosus xpaHeHus u
TPaHCHOPTUPOBKY

Sorage and transport
conditions

XpaHuThb Ipu TeMIitepartype He Boiie 25 °C

Sore at a temperature of not above 25°C

XpaHuThb Ipu TeMiteparype He Boiie 25 °C

Sore at a temperature of not above 25 °C

3akmroueHmne:
Conclusion:;

HaumenoBanue

Kappuomaruu, TabneTky MOKpBIThIE ITIEHOYHOIT 060104K011, 150 Mr +

30,39 mr, 30 Tabnerok

HoMep cepuu SAP 12995940

SAP batch number

Name

Cootsercrryer Tpe6osannam H]I / Cnenudukanym

Complies with the requirements of ND / Specification

YrBepaun:

Anuca BopoHoBa

Cardiomagnyl, film coated tablets, 150 mg + 30,39 mg, 30 tablets

JIIT-Ne(001000)-(PT-RU)-271223

Approved by:

AlisaVoronova

HaTa " BpeMs NOAIUCH:

Date and time signature:

LP-Ne(001000)-(RG-RU)-271223

03.[JEK.2025 10:46:35 (UTC+3)

03.DEC.2025 10:46:35 (UTC+3)

CdopmMupoBaHO aBTOMAaTHUYECKM U TIOAIIMCAHO /IEKTPOHHON MOANNChIO B cucteMe SAP. [JlaHHBIN TacmopT KayecTBa OCHOBAH Ha
TOKYMEHTAaX, IO/IIVICAHHBIX OPUIMHAIBHOM IO/IIVICHIO

Automatically generated and signed in SAP with electronic signature. This certificate of analysisis based on documents signed with

the original signature





