BATCH QUALITY CETIFICATE FOR MEDICAL PRODUCT Ne / 40/24
CEPTURIKAT AKOCTI CEPII IIKAPCBKOIO 3ACOBY Ne 40/24

Product: Cardiomagnyl® Forte, film-coated tablets, 150 mg Ne100 in bottle /
Mpopykr: KAPOIOMATHIN ®OPTE, Tabnetkn, skpuTi nNiskosoo oBonoxko, no 150 mr Ne100 y ¢prakoHi

Manufacturing date / [lata supoBruuTea: 11.10.2023
Expiry date / Tepmin npuaarHocTi: 09/2026

Analysis has been done according to Quality Control Methods / Anania Buxkoraqmil

Batch number / Cepia; 12763580
Batch size !/ Posmip cepii. 49500 packs / ynakosok

pignosigHocTi o MKH.

Parameters/
HopMaT#eHi NoKasHmin

Specification/
Cneundikadis

Results/
Pesynbrati ananiay

Appearance / Onuc

Visuall White film-coated oval tablets with split core /
BizyaneHui konTpons/ TaBneTkuy, BKpUT NRiskaBok
oBonoHKolo, Binoro Konbopy, CBanNEHOT HOPMY 3 PUCKOK
Ha ogHOMy Gouli

Conforms / Bignosifase

Identity / |aeHTudikanis
Acetylsalicylic acid /
AUETUNCAniUMNOBa KMCAoTa

{by HPLC) I BEPX

Complies Ph.Eur. / MawoTs signosigatv eMMoram cep.
dapm.

{by UV} / Yd-cnekTpodotomeTpis

Complies Ph.Eur, / MaioTs BiiNOBinaTH srMoram €sp.
Gapm.

Conforms / Bignoeigae

Conforms / Bignosinae

Assay | KinekicHe BU3HaYeHHR
Acetylsalicylic acid /
AueTtuncaniyunosa kucnoTa

by HPLC / BEPX
142.5 - 157.5 mgitabl {
142,5 — 157,5 Mritabn

150.0 my/tabl {
150,0 mrfrabn

Purity /
BuaHaueHHA YucToTH by HPLC / BEPX
Salicylic acid / £ 0.8 mgitabl (0.5 %) / 0.4 mgitabl /
Caniuwunosa kuenoTa = 0,8 mr/rabn. (0,5 %) 0,4 mr/Tabn.
Acetylsalicyisalicylic acid /
AueTuncaniunnicarivmnosa £04% 0.10%
RMCNOTa
Salicylsalicylic acid /
Caniunncanilmnosa KMenoTa £0.2% <0.05 %
Any unspecified impurity /
Byae-aka Hesigoma goMmilka £0.2% <0.05%
Total impurities
{ex. Salicylic acid)/
Cyma Beix AOMILWOK (3a
BUHATKOM CariLMnosol k-Ti) <0.5% 01 %

. a
Average mass / by Ph. Eur. 2.9.5/ €ep. dapm. 2.9.5 228 my i
Cepenna Maca 210 mg - 250 mg / 210 mr— 250 mr 229 wmr

g"’f°'F“".V of dosage units / Complies Ph.Eur. / MawoTb signosinatit Bumoram €8p. Conforms / Bignosinac
AHOPIAHICTE A030BAKNY dapht.
OAVHWL
Disintegration / PosnaganicTe by Ph. Eur. / < 30 minutes / 1 minute /
Esp. Papm. /< 30 XBunuH 1 x8unvH
Dissolution | PosustenHs by Ph. Eur. ! Not less 85% after 30 minutes (Q=80%)"/ | 98 %

Acetylsalicylic acid /
AueTuncaniuwnosa KucnoTa

€8p. Gapm. / He MeHwe Hix §5% veped 30 xBunuH
{Q=80%}'
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BATCH QUALITY CETIFICATE FOR MEDICAL PRODUCT Ne / 40/24
CEPTUDIKAT AKOCTI CEPIT MKAPCBKOIO 3ACOBY Ne 40/24

Product: Cardiomagnyl® Forte, fitm-coated tabiets, 150 mg Ne100 in bottle /

MNpoaykr: KAPQIOMATHIN ®OPTE, TabneTkn, BKPUTI NIHEKOBO0 obononkow, no 150 mr Ne100 vy dinakoHi

Manufacturing date / [lata supoGHuyrsa: 11.10.2023  Batch number / Cepis: 12763580

Expiry date / Tepmis npuaarrocTi; 09/2026 Batch size ! Poamip cepil: 49500 packs / ynakosox
Analysis has been done according to Quality Control Methods / AHania BUkDHaHWI ¥ sianosigHecTi ao MKH.
Parameters/ Specification/ Results/
HopmMaTubHi NokazHMKu Crneyudiikauis PesynbTaTu aHaniay
Microbiological purity?/ by Ph. Eur./ €sp. dapm, Not performed on this batch /
MikpoGionoriyna yucToTa! Total Aerobic Microbial Count (TAMC): He nposogutcs ans gavHok

NMT 10* CFU/g /
3aransbHa KinsKicTE aepobHtx Mikpoopratismis (TAMC):
He Birbwe Hix 10° KYOIr

Total combined Yeasts/Moulds Count (TYMG):
NMT 102 CFUIg /

3aranbHa KinbKicTL NITICHABYX | OPIKIKOBHX rpuGia
{TYMC). He 6inble #ix 102 KYO/r

Escherichia coli absentin 1 g/
BiacyTHicTs Escherichia colie 1 r

cepun 1

1 Actual testing frequency is based on systematic review of the manufacturing process; the test is performed at least

once a year. /

" YacToTa npoBeaeHHs BUNpOBYBaHHS PRYHTYETBEA Ha CUCTEMATMYHOMY OrNARl BUPOBGHUOro npouecy, sunpobyBsaHHs

NPOBOAKMTLEA HE PiOLLE OFHOIO pasy Ha PiK 38 MeTOL0M BUBIPKOBOrO KOHTPONH.

Elena Puhimann “ (/ﬁ_\
Qualified Person / é/ f .

YnosHosaxeHa ocoba

Date of signature / O;}‘ 06. 7_/‘@2}—(

Hara nignwvcy:
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CERTIFICATE OF RELEASE AND GMP COMPLIANCE/
CEPTUGIKAT BIANOBIOHOCTI GMP BUMYLLEHO| CEPIT
Product: Cardiomagnyl® Forte, film-coated tablets, 150 mg Ne140 in bottie /
Mpogyxt. KAPAIOMATHIN ®OPTE, Tabnerkv, BKpUTI NNiskoso0 oBonoHkow, no 150 mr Ne100 ¥ hr1akoHi

Strength/Potency: 1 tablet contains Acetylsalicylic acid 150 mg /
Cwna pitfakTveHicts: 1 Tabnetka MicTUTL 150 Mr KWCHOTH aueTuncaniunnosoi

Package size and type: 100 tablets in bottle; 1 bottle in carton box /
Poamip Ta sup ynakoaku: no 100 TaBneTok y dmakoHi no 1 NAKOHY ¥ KIPTOHHIN kopobyi

Marketing Authorization: NeUA/M0141/01/02 / PeecTpalliitie noceingueqHn. NeUA/10141/01/02

Dosage form: film-coated tablets, 150 mg /
Nikapcoka thopma: TaGrieTk, BkpUTI NAIBKOBOIO OBANOHKOIO, NO 150 Mr

Manufacturing date / laTa supoBHuyTaa: 11.10.2023  Batch number / Cepis: 12763580
Expiry date / TepmiH npugatHocTi: 09/2026 Batch size / Poamip cepii: 48500 packs / ynakosok

Name and authorization number of Manufacturer, responsible for batch release: Takeda GmbH Betriebsstatte Oranienburg
Na DE_BB_01_MIA_2022 0013/

Haaba 1a Homep niuen3ii Bupoinuka, SKUI Burtyckae ceplio B o6ir: Takepa MudX, micue BupoBuuyTea OpasienBypr,

Ne DE_BB_01_MIA_2022 0013

Address of Manufacturer, responsible for batch release: Lehnitzstrasse 70-98, 16515 Cranienburg /

Apnpeca BUpoGHUKa, AKMA BUNYCKaE Capilo B o6ir: JeHiywTpacce 70-88, 16515 OpaHienGypr

Country of origin: Germany / KpaiHa-BupobHuk: Himeuumna

Certification statement / 3asiBa npo cepTudikatyiio:

I hereby certify that the above information is authentic and accurate. This batch of product has been manufactured,
including packaging/tabeling and quality control at the above mentioned site (s} in full compliance with the GMP
requirements of the local Regulatory Authority and with the specifications in the Marketing Authorization of the importing
country or product specification file for Investigational Medicinal Products. The batch processing, packaging and analysis
records were reviewed and found to be in compliance with GMP, / Uum nigreepaxyio, wo suweskasaHa indopmalia &
AOCTOBIpHOIW | TouHoWw. [ana cepin npoaykuil BUroToBNEHS {BRITION2IOYM YNaKOBKY/MapKyBaHHA) | NpoBEREHWN KOHTPONt 1f AKOCTI
Ha BKA3aHIA AINBHULI ¥ NOBHIA BIANOBIGHOCTI 3 BUMOramu GMP, BCTaHOBNEHIMI MICLEBAM DETYNATORHUM OPrasoM, a Takowx ¥
8IZNOBIAHOCTI 31 cneLmMdixauiern, Wo MicTUTLES 8 PEECTRALIRHOMY AOCHE KPATHU-IMIOPTEPE YK B AOCLE cneundikaui Ha npenapar
ANA Qocnifxyeaxoro nixapcekoro 3acoby. lMpoTokonu BUPOSHULTRA, yriakosku Ta avanisy Gynu NERErNaHY T | BCTAMGBNEHO
eiqnoBigHicTe GMP.

Name and position fitle of

person authorizing the batch Elena Puhimann
release / Mpissuwe 1a nocaga Qualified Person /
ocobu, sixa Bugana noasin Ha YnosHoBaKeHa ocoBa

BUNYCK cepif —
Date of signature / 07 .06 .20 : 6 ﬁQL@__’__\

Oara nignucy:
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