HNEPKABHA CJOY>XBA 3 JIIKAPCHKUX 3ACQEIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KNIBCBKIN OBJIACTI
npog. CeiTnuunoi Hanmii, 3, m.Kuis, 02099, Ten/daxkc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog € IPTIOY 37078774

Npo SIKICTb BBE3EHOr0 B Y KpaiHy JIIKapcbKOro 3acofy

17.04.2024 N 18155/24/10

____________________________________________________ ~ KAPJIOMAI'HLJI ®OPTE

(HaliMEHYBAHHS JIIKAPChKOro 3aco0y 3riIHO 3 PEECTPALItHHUM TTI0CBIIUCHHSIM)
Ta0JIeTKHU, BKPHUTI IIIBKOBOK 000/10HK010, 110 150 Mr; mo 100 Tabaerok y ¢paaxkoni; no 1
¢1aKkoHy y KapTOHHIH KOpoO1i

(popma BUNYCKY, J03yBAKHS, BU MAKYBAHHS JIKAPCHKOT0 3ac0o0y)

Homep peecrpaniiinoro nocsiguennss UA/10141/01/02 crpox aii peecrpaniiinoro nocsiguenns 01.01.2099

Cepis nikapcbkoro 3aco6y Ne 12713587 Kinsxicrs BBe3eHOTO Nikapeskoro 3acoby 48899
BrpoGHic Takena 'M6X, micue BupoGuuuTBa Opanien6ypr, Himeuunna
(HaMEeHyBaHHs BUPOOHHKKA JIIKapCLKOro 3acofy, kpaiHa MOXOMKEHHS)
Baeseno B Yipainy ToBapucrio 3 o6mexenoro pianosigaanuictio "ACIHO YKPAIHA",
~inent. kon: 42274733

(HaiiMenyBaHHs Ta Ko 3a CHAPITOY opuauinol ocobu abo npizsuule, iM'st, 1o 6aTbKOB1 (PI3ZUUHO]
0COOM - TIANPUEMI, 1T MICUE MPOXKUBAHHS Ta PEECTPALIHHUI HOMEP 00 IIKOBOI KapTKH IIaTHHKA
[10aTKIB abo cepist Ta HOMEP Macrnopra)

3a  pesyibTaraMu  J€pKABHOTO KOHTPOJNIO BCTAHOBJIEHO, IO JiKapChkuit 3aci® BBeseHO B Ykpainy 3

AOTPHMAHHAM BuMOr 3akOHOLABCTBA LWOAO 3a0e3MeUeHHS AKOCTI JIKapChbKHX 3aco0iB.
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BATCH QUALITY CETIFICATE FOR MEDICAL PRODUCT Ne / 17/24
CEPTU®GIKAT AKOCTI CEPIT JIKAPCBKOIQ 3ACOBY Ne 17/24

Product: Cardiomagnyl® Forte, film-coated tablets, 150 mg Ne100 in bottle/ |
TMpoaykr: KAPQIOMATHIT OOPTE, vabnetky, skpuri nniskosoo ofionoukow, no 150 mr Ne100 y dinaroni

Manufacturing date / [lata supoBunyrea: 26.11.2023  Batch number / Cepis: 12713587

Expiry date / Tepwmin npugarnocti: 10/2026 Batch size 7 Poamip cepii: 48800 packs / ynakoBok
Analysis has been done accarding to Quality Control Methods [ Anania BukoHanuit y Bignosignocti go MKH.
Parameters/ Specification/ Results/
..FlopMaTiBHi NoKasHKK e Creumdikaus PesynbTaty aHaniay
Appearance / Onuc Visuall White film-coated oval tablets with split core/ | Conforms / Binnoginae

BisyansHuin KOHTPOre! TabneTku, BKpUTI NNIBKOBOIO
OOONOHKOIO, DINOTO KONLORY, 0BanLHOI hopmMK 3 PUCKOK)
HaogHomy Qout

Cldentity / lnentudikauis (by HPLC) 7 BEPX o 1 Conforms / Bigrosinae
i Acetylsalicylic acid / Compiies Ph.Eur. / Maote signosigaty sumoram €ep.
AUeTncaniuinoBa KUenoTa Qapm.

(by UV} | YO-criektpothoTomeTpis

Complies Ph.Eur. / MaioTs signosigami eumoram Cap. | —onforms / Bianoainae

dapm.

| Assay [ Kinokiche Buanauens | by HPLC 1 BEPX [T
1 Acetylsalicylic acid/ 142.5 — 167.5 mgltabl / 150.0 mygltabl/

AleTuncaniumMnosa KucnoTa 1425 - 157 5 mritabn 150,0 mrfrabn
..... p .&‘%}-E§m7‘"ﬂ“"w"wum Y —— - . \ .- B B A A N L b AL B kP A R E IR R R R A ——
| BUsHaUeHHst uncTomm by HPLC / BEPX

Salicylic acid / < 0.8 mg/tabl (0.5 %)/ 0.3 mgitabt /
Caniuunosa guenota < 0,8 mrfrabn. (0,5 %) 0.3 mritabn.
| Acetylsalicylsalicylic acid / -
I AueTuncaniuuncaniuwnosa 0.4 % 0,11 %
| wucriora

| Salicylsalicylic acid/
1 Canuyuncaniuyunosa KuenoTa < 0.2 % < 0.05 %
| Any unspecified impurity / -
byb-AKa HeBIAOMa JOMILLKA 20.2% < (.05 %
| Total impurities

i {ex. Salicylic acid)/

| Cyma acix pomitok (3a |

| BUHATKOM Caniyunosor K-TiH) < 0.5 % 0.4 %

—— O T 0L B < SO
| Average mass / by Ph. BEur. 2.8.5/ ©ap. ®apm. 2.9.5 226 mg/

| CepepHs Maca 210 mg -~ 250 mg / 210 mr — 250 mr 226 mr

| _:-Unif{)rmiwef dosade units / —_ | . R Conforms / Bigniosigae
| OpHopigHicTs aososaux gZ?Mpi:es Ph.Eur. / Mawore. gignosigary suMoram €ap.

| OANHMLEE ‘

| Disintegration / Posnapavicts | by Ph. Eur. / < 30 minutes | 1 minute’]

| e SBD. PADM, < 30 xBATAR S ixewnw
| Dissolution / PosunHenHs by Ph. Eur. / Not less 85% after 30 minutes ((3=80%)"'/ | 87 %

| Acetylsalicylic acid / Lep. Papm. / He Menuie vk 85% yepes 30 xsunud

| AleTuncaniyuiosa KucnoTa (Q=80%)
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BATCH QUALITY CETIFICATE FOR MEDICAL PRODUCT Ne/ 17/24
CEPTUBIKAT AKOCT! CEPI NIKAPCEKOI'O 3ACOEBY Ne 17/24

Product: Cardiomagnyl® Forte, film-coated tablets, 150 mg Net00 in bottle/ |
Mpoaykr: KAPQIOMATHIN ¢OPTE, tabnertku, BKPUTI rtiBrosow obonoukon, no 150 mr Ne100 v driakoni

Manufacturing date / [lava supobuvytea: 26.11.2023
Expiry date / Tepmin npuaaTHoCT,

Batch number / Cepis: 12713587

10/20286 Batch size / Posmip cepil. 48900 packs / ynaxkopok

o Bnalysis has been done according to Q‘:‘.‘:"aiiyicg_mrcl Methods | Arania BUKOHauul v pignosigHocTi fo MKSH.

Parameters/
HOPMATUBHI NOKA3HAKY

"Pe‘iicmbiciogical purity
| MikpoBionorivHa unctoTa

2N et BN b i o s o gt il Rt

Specification/
R e CNEUAY
by Ph. Eur. / Cap. dapm.
Total Aerobic Microbial Count (TAMC):
NMT 10° CFUIg | -
JararsHa KiNnbKiCTs aepobumux mikpoopramismis (TAMC):
He Binsuie Hix 10° KYO/r
Total combined Yeasts/Moulds Count (TYMC):
NMT 102 CFUIg / )
3aransHa KinbKiCTb MIiICHABKX | APDRIPKOBUX rprbis
(TYMC): He Ginbwe nix 102 KYOrr
Escherichia coli absentin {1 g/
BigcytricTs Escherichiacolis 171

| Conforms/Bianosigae

| 0 CFUIGIKYOIr

| 0 CFUIg/KYOIr

Resuits/
_Pesyrnbraru aHasay

.........................................

Escherichiacoli absentin 1 ¢
BigCcyTHiCTE Escherichiacolis 11

44444

TTI I - pad g

1 Actual testing frequency i based on systematic review of the manufacturing process, the test is performed af loast

once a year. /

' Yacrora nposefeHHs BUNpoByaanHs FOYHTYETLCS HA CHCTEMATUMHOMY Orrisgl supoBHUYOro npouecy: BUMRODYBAHHS
POBOANTLCA He PIALIE OAHOTO PA3Y Ha PiK 33 MEeTOLOM BUBIDKOBOTO KOHTPOMIO.

Julia Stolzenburg
Qualified Person/
YnoanosaxeHa occta

Date of signature /
Jara nignicy:

Page 2 0f 2
Crop.2i32




CERTIFICATE OF RELEASE AND GMP COMPLIANCE/
CEPTUDIKAT BIANOBIZHOCTI GMP BUMYWEHO! CEPI
Product: Cardiomagnyl® Forte, film-coated tablets, 150 mg Ne100 in bottle /
Mpoayxr: KAPOIOMAIHIT ®OPTE, TabneTku, BKPUTI NiBkoBol oBonoxkoo, no 150 mMr Ne100 v dnakowi

Strength/Potency: 1 tablet contains Acetylsalicylic acid 150 mg /
Cuna piifaktusnicrs: 1 TabneTtia MicTUTs 150 Mr KMCROTY AUETUNCATILMNIOBOT

Package size and type: 100 tablets in botte: 1 bottle in carton box 1 | .
Poamip Ta sug ynakosku: no 100 TabneTok y hrakoHi: no 1 (PrakOHY ¥ XKAapTOHHIK Kopobuji

Marketing Authorization: NeUAM 0141101102 / PeecTpalinxe nocsingdernst NeUA/M10141/01/02

Dosage form: film-coated tablets, 150 myg /
Jlikapebka opma: TabneTku, BKPUT NNIBKOBOK CEONOHKOW, o 150 mr

Manutacturing date / [lata BupoGhnyrsa; 26.11.2023  Batch number / Cepin; 12713587
Expiry date / Tepmin npugarthocti; 10/2026 Batch size / Posmip cepil: 48300 packs / ynakosok

Name and authorization number of Manufacturer, responsible for bateh release: Takeda GmbH Betriebssiatte Oranienburg
Ne DE_BB_01_MIA 2022 0013/

Haapa ta Howep niuensii BUDOBHUKSE, KW Bunyckae cepio B obir Takena MMBX, micue supoBumyrea OpanienBypr,

Ne DE_BB_01_MiA_2022 0013

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

Anpeca Bupobruka, sikvii Burtyckae cepio B obir: Hewiywrpacce 70-98, 16515 Opaniexbypr

Country of origin: Germany / KpaiHa-Bupobumnk: HiMmeudnHa

Certification statement/ 3asisa npo ceprudikauiio:

| hereby certify that the above information is authentic and accurate. This batch of product has been manufactured,
Em;iu'dmge pﬁckagiﬁgnabeimg 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. / Lnm nigTeepmxylo, Wo BulleskasaHa iHgopmauis &
[OCTOBIDHOK | TOUHO0. [lama cepis npoaykuii BUreTosMneHa (BKIIHONAIOUN YNEKOBKY/MBPKYBAHHS) | NPOBEASHWN KOHTROMb T SKOCT
Ha Brasanii aineuuLj y NoBHIG BIAHOBIHOCT 3 BUMOramy GMP, BCTaHOBMEHUMK MICLEBUM PErynsTOPHUM ODraHOM, a Takom y
BIANOBIAHOCTI 31 cneundikauieo, Lo MICTUTHLES B PEECTPAUIMHOMY JOChE KRATHU-IMICPTERE YU B B0CKE CneLmdikalii Ha npenapar
ANs QOCAIDKYBAHOIO MIKapceroro 3acoty. [poTokonu BAPODHULITBA, yNakoskk Ta adanisy Gyrnu nepernsMyT | BCTAHOBNEHO
sinnosinHicTs GMP.

Name and position Hitle of

person authorizing the bateh Julia Stolzenbuirg
release / Tpisauuie Ta nocaga - Qualified Person /
ocobu, sra Brupana [o3sin 1a YrnosHoBaxeHa 0co6a

BUMYCK cepii

Dato of signaturs | 15°01 2. 500504

ara nigrcy:
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