BATCH QUALITY CETIFICATE FOR MEDICAL PRODUCT Ne / 49/24
CEPTU®IKAT AKOCT! CEPII JHKAPGHKOIO 3ACOBY Ne 49724

Product: Cardiomagnyi® Forte, film-coated tablets, 150 mg Ne3g in bottle /

Mponykr: KAPKIOMATHIN $OPT

Manufacturing date f Jara BupoBHuyrea; 03.12,2023
Expiry date / Tepmi npugathocTi: 1 1/2026

E, vabnevku, skputi nniskosoio oBonoHkat, no 150 mr Ne

Batch number / Cepin: 12790675
Batch size / Poamip cepii: 17200 Packs / ynakosok

11

30 y donakoHi

Analysis has been done according to Quality Control Methods !/ Avania sukoHaHuG Y BifinosigHocTi go MK,

Parameters/
HopMatieni nokasHmkm

Specification/
Creyndhikauin

Results/
Pesynbtaty axaniay

Appearance / Onnc

Visualf White film-coated oval tablets with split core /

Biayanshmi KOHTpONL! TaBneTky, BXPUT AniBkoRoI0

o6onoHKo0, Girora KONbOPY, CB2NLHOT hopMI 3 pHCKorD
_Ha opHOMY Golli

Conferms / Bianosigae

Identity / lnenTudikayin
Acetylsalicylic acid /
AueTuncaniuunosa kicnoTa

{by HPLC) ! BEPX

Complies Ph.Eur, f MaioTs BifinoBinaTH BUMoram €sp.
Dapm.

{by Uv)/ Y®-cnextpohoromerpis

Complies Ph.Eur, / MaioTs BigNoBigaTh BUAMOram Eap.
®apm.

Conforms / Bianosigae

Conforms / Bignosigas

Assay ! KinsxicHe BuaHaqsHin
Acetylsalicylic acid /
Auetuncaniurrosa xcnoTa

by HPLC /] BEPX
142.5 - 157.5 myitah] /
142,5 - 157,5 mrfrabn

150.9 mgitabl /
150,92 mifrabn

Purity /

BustaueHHs yneroTy by HPLC 1 BEPYX

Salicylic acid s = 0.8 mgitabl (0.5 %) / 0.4 mgltabi /
Caniuvnosa kucriota = 0,8 mr/raBin. (0,5 %) 0.4 MritaBn,
Acetylsalicylsalicylic acld /

AleTuncaniuuncaniyvnosa 204% 0.12%
KMCroTa

Salicylsalicylic acid /

Caniunncaniyunosa kuenora =02% <0.05%
Any unspecified impurity 7

Bypb-ska Hesigoma fomitika 502% <0.05%
Total impurities

(ex. Salicylic acid) /

Cyma scix gomiwox (aa

BYHATKOM CaniuMNoBol K-T1) £05%

Average mass /
CepegHs maca

Uniformity of dosage units /

by Ph. Eur.2,9.5¢ €ep. Papm. 2.9.5
210 mg - 250 mg /210 mr - 250 mr

Complies Ph.Eur. / MaoTs BiANOBIRaTH BiMoram €ap.

22T myg/
227 mr

Conforms / Binrnorinae

OpHopigHicTs noaosanux dapm

OBUHULL ’

Disintegration / PoanananicTs by Ph. Eur./ <30 minufes / 1 minute
€8p. dapM. /< 30 xeunuH 1 Xsunux

Dissolution / PO34UHEHHR
Acetylsalicylic acid /
AueTuncaniyunosa kvcnoTa

by Ph, Eur./ Not less 85% arter 30 minutes {Q=80%)1/
€ap. dapm. / He menwwe Hi% 85% vepes 30 xeumun

(Q=80%)"
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BATCH QUALITY CETIFICAT
CEPTUDIKAT AKOCTI CEPI]

Product: CardiomagnyI® Forte,
Mpogykr: KAPQIOMATHIN ®OPTE

Manufacturing date / lara eupoBHuuTEa: 03.12.2023
Expiry date / Tepmin npugatHoceri: 11/2026

Analysis has been done accordin

g to Quality Control Methods / Axaris BUKGH

E FOR MEDICAL PRODUCT Na / 49/24
NIKAPCBKOIO 3ACOBY Ne 49/24

film-coated tablets, 150 myg N230 in bottle /
. Tabnetky, sxpuTi Nniskoeoio oBonoHkalo, no 150 mr Na30 y dhnakoni

Batch number / Cepis: 12790675
Batch size / Poamip cepil: 17200 packs / ynakosox

aHWiA ¥ sigrioeiaHoeTi o MKS.

Parameters/ Specification/ Resuits/
HopMaTvBKi noxasHuky Cneundikauin PesynetaTit aHaniay
Microbiological purity™ by Ph. Eur. ! €ap. dapw, Conforms/Bignosigae
Mixpo6lonoriyra unerora? Total Aerobic Microbial Count (TAMC):
NWMT 10° CFU!QJ’ _ 0 CFUIg/IKYO/r
3arantHa KinsKicTs aepobHX Mikpoopratiamis {TAMCY):
He Ginbuwe Hik 103 KyO/r
Total combined Yeasts/Moulds Count (TYMC): 0 CFU/g/KYOfr
NMT 102 GFU/g ¢
BaranuHa KinbkicTs nqicmeux i ApbraXOBUX rputis
(TYMC): He Smb_u"e Kk 102 KYO/r Escherichiacoli absent in 1 <]
Escherichia coli absentin 1 g/ BigcyTHicTe Escherichia colig 1 r
Bigeythicts Escherichia coli 5 1 1

1 Actual testing frequeney Is based
once a year. /

! YacroTa nposegentn BUNPOGYBaKHA rpyH
MPOBOAMTECA He piAwe oaHOro paay Ha pik

Julia Stolzenburgy
Qualified Person /
¥nosHopaxena ocoba

Date of signature /
Aata nignucy:

TYETLCA Ha CHCTEMETMQHOMV ornagj B

32 MeTofioM BUGIpKOBOro KOHTPONIO.

/i

A 'é’.gogy
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on systematic review of the manufacturing process; the {est is periormed at least

MpoBHKYOro npouecy; sunpobyraHts




CERTIFICATE OF RELEASE AND GMP COMPLIANCE/
CEPTUDIKAT BIANOBIAHOCTI GMP BUMYLLEHOT CEPIJ

Product: Cardiomagnyl® Forte, film-coated tablets, 150 mg Ne30 in bottle /

Tpoaykr: KAPAIOMAIHIN ®OPTE, Tabnetku, BKpuTi nniskorolo 06onoHkoio, no 150 mr Ne30 y nakori

Strength/Potency: 1 tablet contalns Acetylsalicylic acid 150 mg/
Cuna piffalrveHicts: 1 TaGneTka MICTUTE 150 Mr KucnoTu averuncaniyunosoi

Package size and type: 30 tablets in bottle; 1 bottle in carton box /
Poamip 7a ena ynakoskn: no 100 Tabnetok y chnakoki; no 1 DNaKoHY ¥ KAPTOHHIMH KopobBui

Marketing Authorization; NoeUAHM 0141/01/02/ Peectpaliiive noceiguenHs: NeUAM0141/04/02

Dosage form: fiim-coated tablets, 150 mg/
Nikapebka popma: TabreTky, BKpUTI MiiBkosolo ofonanKolo, o 150 my

Manufacturing date / lara BupoBHuyTaa: 03.12,2023 Batch number/ Cepia: 12790675
Expiry date / TepmiH npugaThocTi: 11/2026 Batch size / Poamip cepii: 17200 packs / ynakosox

Name and authorization number of Manufacturer, responsible for batch release: Takeda GmbH Betriebsstatte Oranienburg
Ne DE_BB_01 _MIA_2022_oo13/

Hazea ta Homep niuenail BUpOGHUKa, AKME BUnyckaec ceplio B 06ir; Takega mBX, mictie eupoBHuuTea OpaHieHGypr,

Ne DE_BB_01_M!IA_2022 0013

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

Agpeca BupoBHUKa, SKMi BUNYycKae cepiio 8 o6ir: JleHiyurpacee 70-98, 16515 OpanienBypr

Country of origin: Germany / Kpaita-enpobHuk: Himegsuna

Certification statement / 3assa npo ceprudikayiio;

H3 BKa3aHi# AinbHUUl v noswif BignosigHocTi 3 BuMoramu GMP, BcraHoenenimy MicLesuM PEFYNATOpHMM opranoM, a Takox ¥
BiANoBIgHOCTI 3i cneungikaLieto, 1o MicTHTLC B PeecTpauiiiHomy nockbe KpalHu-iMIopTepa Yu B gocke creumikauin Ha npenapar
N5 gocnigxyeaxoro nikapcbkoro 3acoby. MpoTokonu eupobHULTBA, ynakosky Ta awanisy Bymu nepernanyti i BCTEHOBNEHO
BifNOBIAHICT: GMP.

Name and position Hitle of

berson authorizing the batch Julia Stolzenburg
release / MNpisavwe ta nocaga Qualified Person /
ocobu, sika Braana aocseln Ha YnoBHOBa)eHa ocoba
BUNYCK cepii

. /5
g YOS DI
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