BATCH QUALITY CETIFICATE FOR MEDICAL PRODUCT Ne 149124
CEPTUDIKAT AKOCTI CEPIT MKAPCLKOIO 3ACOBY Ne 49/24

Product: Cardiomagnyi® Forte, film-coated tablets, 150 mg No30 in bottle /

MpoayxT: KAPTIOMATHIN $OPT

Manufasturing date / [ara BupoBruyTEa: 03,12.2023
Expiry date / Tepmin npunatrocti: 11/2026

Batch number / Cepis: 12790675
Batch size / Poawmip cepii: 17200 packs / ynakosok

11

E, Tabnetku, skputi nniskosoio oBonoHkoto, no 150 mr Ne30 Y thnakoHi

Analysis has been done according to Quality Control Methods / Ananis BUKoHaHui y BignosigHocTi po MKH,

Parameters/ Specification/ Results/
HopMaTreRi nokasHmky Cheundpbixauis Pesynbtamy aHaniay
Appearance / Onuc Visual! White film-coated oval tablets with split core /| Conforms / Bignosinae

Biayanuhuii KOHTpOnL! TabneTky, BKEUTI FAniBkoscio
0GorioHKo10, Giroro KONbOpY, 0BankHOT hopmMi 3 prCKola
Ha ogHomMy Boui

Identity / InenTudixauin
Acetylsalicylic acid /
AueTuncaniiyunoea kuenoTa

{by HPLC)7 BEPX
Complies Ph.Eur, / MatoTs BigroBigati sumoram €8p.
bdapm,

{by Uv) { Yd-cnextpodhotomeTpis

Complies Ph.Eur. / MaioTs BignosigaT sumMoram €ap.
Papm.

Conforms / Bipnosigae

Conforms / Bignosigae

Assay J KinsKicHe BUaHaqeHnA
Acetylsalicylic acid /
ALeTUNCaRiLWNoBa KichoTa

by HPLC ] BEPX
142.5 ~ 157.5 mgttabl |
142,5 ~ 1575 mritabn

150.9 mgitabl
150,8 Mifrabn

Purity /

BUaHaueHHs YucToTy by HPLC / BEPX
Salieylic acid / = 0.8 myitabl (0.5 %) f 0.4 mgltabi /
Caniywnosa mucriota £0,8 Mrfratn, (0,5 %6) 0.4 mrfrabn,
Acetylsalicylsaticylic acid /
AleTuncaniuuricaniuvnosa 204 % 0.12%
KWciora
Salicylsalicylic acid /
Caniwmuncanitanosa kuenota =0.29% <0.05%
Any unspecified impurity /
Byae-ska Hesigoma pomitika 202% <0.05%
Total impurities
(ex. Salicylic acid) /
Cyma scix gomitwox (aa
BYHATKOM CarniuMnoaoi k-Tu) <0.5% 0.1%

- (]
Average mass / by Ph. Eur. 2,957 €Bp. ®apm, 2.6.5 22T myg/
CepegHa maca 210 mg - 250 mg {210 Mr— 250 mr 227 mr

Uniformity of dosage units /

Complies Ph.Eur. / Maiots Bignosinati BuMoram €ap.

Conforms / Binrosinae

OpwopiaHicts noaosanux

OBHHULUE ®apw.

Disintegration / Poanananicts by Ph, Eur./ < 30 minutes / 1 minute /
€8p. Dapm. /< 30 xeunuH 1 xsunux

Dissolution / Pozyunenng by Ph. Eur./ Notiess 85% after 30 minutes (Q=80%)"/ | 102 %

Acetylsalicylic acid /
AUetuncaniyvnosa kuenoTa

€8p. dapm. / He meHwe Hix 85% uepez 30 xaunuy
(Q=80%)"
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BATCH QUALITY CETIFICATE FOR MEDICAL PRODUCT No / 49/24

CEPTUDIKAT AKOCTI CEPI NIKAPCBLKOIO 3ACOBY Ne 49/24

Product: Cardiomagnyl® Forte, film-coated tablets, 150 mg N230 in bottle /

MNpoaykr: KAPQIOMATHIN ®OPT

Manufacturing date / Jara BupoSHuLTEa: 03.12,2023
Expiry date / Tepmin npugarvocti: 11/2026

, TABneTu, BKPUTI NNiskosoo oBonotikoio, no 150 mr Na20 ¥ dnakoHi

Batch number 7 Cepis: 12790675
Batch size / Poamip cepii: 17200 packs / ynakosok

Analysis has been done according to Quality Control Methods ! AHania BUKOHaRME ¥ signoeiaqocTi qo MKS.

NMT 102 CFU/g /
3aranbHa KinbKicTs nafcHsiBux | ApbROMOBUX rpuGis
(TYMC): He Ginbie Hix 102 KYO/r

Escherichia coli absent in 1 gl
BigeytHicTte Escherichia colia 1 r

Parameters/ Specification/ Results/
HopmaTtueHi nokasnuky Cneundikauis Pegynbrath aHaniay

Microbiological purity’ by Ph. Eur. [ €ap. dapm. Conforms/Bignoeigae
MixpoBlonoriyna yncrora! Total Aerobic Microbial Count (TAMC):

NMT 10° CFUrg / _ 0 CFUIg/KYOIr

3araneHa KinkKicTs aepolHux Mikpoopradiamis {TAMC):

He Ginbwe wik 107 KyO/r

Total combined Yeasts/Moulds Count (TYMC): 0 CFUIg/KYOlr

Escherichiacoli absent in 1 g
sigcyTHiGT: Escherichia colig 1 r

1 Actual testing frequency is hased

once a year. /
! Hacrora rposegentn 8Mnpob
NPOBOAUTLCA He pigwe oaHoro

Julia Stolzenburg
Qualified Person /
YnosHoBakeHa ocoba

Date of signature /
fata nignuey:

YBEHHA FPYHTYETLCR Ha cicTemaTiy
pasy Ha pik 32 MeTopoM BUSIPKOBOrO KOHTPOMH.

/i
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CERTIFICATE OF RELEASE AND GMP COMPLIANCE/
CEPTUDIKAT BIANOBIAHOCTI GMP BUNYLLEHOT CEPIT

Product: Cardiomagnyl® Forte, film-coated tablets, 150 mg N230 in bottle /

Mpoaykr: KAPTIOMAIHIN ®OPTE, Tabnetky, BkpUTi nniskosoto oBonotkoto, no 150 mr Ne30 y dinakoxi

StrengthiPotency: 1 tablet contains Acetylsalicylic acid 150 mg /
Cuna ailfakruenicTs: 1 TabneTka MicTTs 150 Mr KcnoTy auetuncaniyunosol

Package size and type: 30 tablets in botile; 1 bottle in carton box /
Poamip Ta Biua ynaxosku: no 100 TabneTok y chnakoHi; fo 7 thnakoHy y KapToHHIk KopoBLi

Marketing Authorization: NeUA/M 0141/01/02/ Peecrpadiine noceigderHs: NeUAM0141/041/02

Dosage form: film-coated tablets, 150 mg /
Nikapcebka hopma; TabfeTKY, BKPUTI NNiBKOROID OT0NOHKO, Ao 150 M

Manufacturing date / Hara BupoBruyTea: 03.12.2023 Batch number/ Cepis: 12790675
Expiry date / Tepmin npugatrocTi: 11/2026 Batch size / Posmip cepii: 17200 packs / ynakonok

Name and authorization number of Manufacturer, responsible for batch release: Takeda GmbH Beiriebsstatte Oranienburg
Ne DE_BB_01_MIA_2022_001 3/

Hazea ta Homep niuenaii BUpoGHuKa, Ak Bunyckae ceplio B 06ir; Takena MbX, micye BUpoGHULITES OpanienGypr,
Ne DE_BB 01_MIA_2022 0013

Address of Manufacturer, responsible for batch release: Lehnitzstrasse 70-98, 18515 Oranienburg /
Anpeca BUpoGHHKS, Ak BUNYCKae cepito 8 o6ir: Menivurrpacee 70-98, 16515 OpanieHBypr
Country of origin: Germany / Kpaita-Bupobumk: Himeyuuus

Certification statement / 3ansa hpo ceprudikavjio:

Name and position ftitle of

person authorizing the batch Julia Stolzenburg
release / Npizauuwe Ta nocaga Qualified Person /
0cobu, ska Buaana goseln Ha ¥YnoBHOBa)eHa ocoba
BUNYCK cepii

. /5
it [V C8. ol
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AEPKABHA CJIYIKBA 3 JJIKAPCBKUX 3ACOBIB TA KOHTPOJIXO 3A
HAPKOTHKAMU Y KHIBCHKIA OBJIACTI

npos. Ceitmranoi Haaii, 3, m.Kuiz, 02099, rex/daxc: (044) 363-06-50
E-mail: dls.ko@dis.gov.ua, Kox ENPIIOY 37078774

BHCHOBOK
Npo sIKICTE BBe3eHOro B Yxpainy JiKapceKoro 3acofy

17.10.2024 Ne 51850/24/10

KAPIIOMATHIJ ®OPTE

(naiivenyearns nikapcskoro 3000y 3rifiHO 3 peceTpariiinmm TIOCBUTICHHAN)
Ta0NEeTICH, BKPHTI ILIIBXOROIO 060I0HK010, 110 150 Mr; 1to 30 Tadnerox y hnaxoni; mo 1
tbaaxony y kapronuiit Kopobni
(dopma BHIycKy, Zo3yBanug, BHA NaKYBAHHA JIKAPCEKOro 3acoby)

Homep peectpaniiinore nocrimuenns UA/10141/0 1/02 crpox i peecrpauiiizoro nocpignerns 01.01,.2009
Cepis nixapcsxoro sacofy Ne 12790675 Kinpxicrs BRe3eHOr0 NMiKkapcrkoro sacofy 17199

Brpobruk Taxema I'm6X, micne BHPOOHHITRA Opanien6ypr, HiMeqarna
(naitmenyBanus BupoBimica RiKapeskoro sacoby, kpania TIOXO/ACHNA)

Breseno B Vipainy Topapucerso 3 06mesxeHOIO Bignosigansuicrio " ACIHO YKPATHA",
inent. xom: 42274733

(maliMenyBaums Ta ko 3a EJIPIIOY ToprmTHal 0co0u a6o piseyme, iM', o Gatbron] chizmunor
0cabH - manpuemus, i atcne TIPOXHBAHNA Ta peccTpaLltiinuil HoMep o6aikopor KAPTKH IIATHHKR
nogatxis abo cepin Ta romep nacnopra)

Iporoxen sisyansiore xonrpomo six 16.10.2024 MNe 3077/5.

34 pesymeratamMu  mepxasmoro KOHTPONIO BCTAHOBNEHO, INO JiKAPCHKHIL 34cif EBE3CHC B Vipainy 3
HOTPHUMAHHAM sunor 32KOHOZABCTRA IOKO 3a0eINeIeH s TKoCT NIKAPChKHX 3acobis.

//5 . @d';/ Bixtop CTE®KIBCHKMI

MARNE (iniuiany ta npiasiue)




JEPKABHA CJIYKBA 3 JIIKAPCHBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMU Y KUTBCHKIN OBJIACTI

ripos. Ceitsimanoi Hanii, 3, m.Kuis, 02099, re/paxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €APTIOY 37078774

BUCHOBOK
Npo AKICTb BBE3EHOr0 B YKpainy JiKapcbKoro 3acody

17.10.2024 Ne 51851/24/10

KAPJJIOMATHLJI ®OPTE

(HaliMenyBaunis Kkapchkora 3acofy 3rifiHo 3 peecTpailiiiHuM NOCBIAMCHIAM)
Ta0JeTKH, BKPUTI IIIBKOBOK 000J10HK010, 110 150 mr; o 30 Tabuerok y duraxoni; o 1
(pJ1aKoHy y KapToHHI KopoOui
((opma BHITYCKY, HO3YBaHHS, BUA MAKyBaHHS NiKapchkoro 3acoby)

Homep peecrpauiifroro nocsiguenns UA/10141/01/02 crpox gii peecrpaniiinoro nocsiguenns 01.01.2099
Cepis nikapcwkoro 3acoby Ne 12794879 KinbkicTsh BBe3eHOTO Nikapebkoro 3acoby 15999

Bupobuuk Takena I'm6X, Micue BupobHuuTBa OpanieHOypr, Himequuna
(HaiiMeHyBaHHS BUpOGHYKa NikapchKoro 3acofy, kpalHa MoXo/LKEHHSA)

Beeseno B YxpaiHy TosapucrBo 3 06mexeHo1o Binnosinaapnicrio "ACIHO YKPAIHA",
inenr. wou: 42274733

(HaiimMenyBanHs Ta koit 38 CAPTIOY topumniaHoi ocobn abo npissuule, iM'd, no 6aThkosi (izuunoi
0cobH - ninpueMis, i Miclle npoxuBaHHA Ta peecTpaliiinmil Homep obNiKoBOT KapTKI MJIATHHKA
nofaTkiB abo cepis Ta HoMep nacrnopTa)

Iporoion Bizyansioro kontpomo six 16.10.2024 N 3077/6.

3a  pesyiabTaTaMd  AepXKaBHOTO KOHTPOJIO BCTAHOBNEHO, IO Jlikapchbkuii 3aci6 Beeseno B Ykpainy 3

JOTPHUMAHHSAM BUMOT 3aKOHOIABCTBA WO 3a6e3MEUEHHS AKOCTI JIIKapChKUX 3aC06iB.
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BATCH QUALITY CETIFICATE FOR MEDICAL PRODUCT Ne / 44/24
CEPTUGIKAT AKOCTI CEPIT NIKAPCBKOIO 3ACOBY Ne 44/24

Product: Cardiomagnyl® Forte, film-coated tablets, 150 mg Ne30 in bottle /
Mpoaykr: KAPQIOMAIHIT @OPTE, taBnetkw, Brpuri nniskosow ofononkoo, no 150 mr Ne30 y dnakoni

Manufacturing date / [lara aupoBnuuyrsa: 10.06.2024
Expiry date / Tepmin npupartwocti: 0572027

Batch number / Cepin: 12794879
Batch size { Poamip cepli. 16000 packs / ynakosok

Analysis has been done according to Quality Control Methods / AHania sMxoHaHui ¥ BignosinHocTi ao MKA.

Parameters/
HopmaTusHi NOKasHnKK

Specification/
Cneyvdikayis

Results/
PesyneTaTti gHaniay

Appearance / Onuc

Visual/ White film-coated oval tablets with split core /
Bisyanbuuit KOHTPOsL/ Tadnerkw, BkpuTi NIBKOBOIO
0B0NOHKOID, BIFIOro KoNLOPY, OBaN6HOT (PopM 3 PUCKOI
Ha opHomy Bou

Conforms / Bignosigae

ldentity / InenTudikauis
Acetylsalicylic acid /
AugTUncaniuunoBa KucoTa

{by HPLC) ! BEPX

Complies Ph.Eur. / MaioTe gignosigaty sumoram €sp.
hapm.

{by UV} [ YO-criektpodoTomeTpist

Complies Ph.Eur. / Maiots signosigari sumoram €8p,
dapm.

Conforms / Binnosigae

Conforms / Bignosizae

Assay I Kinbkicne BusHaueHHs
Acetyisalicylic acid/
AueTuncaniumnosa KmenoTa

by HPLC { BEPX
142.5 - 157.5 mgl/tabl /
142,5 — 157 5 mrfrabn

153.3 mg/tabl /
163,3 mr/rabn

Purity /

BuaHaueHHs uicToTu
Salicylic acid/
Caniuynoesa kuenora

Acetylsalicylsalicylic acid/
Auetuncaniuuricaniumnoea
KucnoTa

Salicylsalicylic acid /
Caniuuncaniumnosa KuenoTa

Any unspecified impurity /
BEyap-axa HeBIROMA ROMILLIKA

Total impurities

(ex. Salicylic acid) /

CymMa BCiX AOMILLIOK (38
BUHSATKOM CANILMNOBOT K-TH)

by HPLC I BEPX
< 0.8 mg/tabl (0.5 %) /
< 0,8 mrfradn. (0,5 %)

£04 %

£0.2%

£0.2%

0.5 %

0.5 mg/tabl /
0,5 mr/rabn.

0.10 %

<0.05 %

<0.05 %

Average mass /
CepepHst maca

Uniformity of dosage units /
QaHOPIAKICTL KO30BAHWX
OAMHALL

by Ph. Eur. 2.9.5/ €sp. ®apm. 2.8.5
210 mg — 250 mg 7 210 mr— 250 mr

Complies Ph.Eur. / MawTb signosinatv sumoram €8p.
dDapMm,

2289 mg/
229 mr

Conforms / Bigniosinae

Disintegration / Posnanaxicts

by Ph. Eur. / < 30 minutes /
Cap. PapM. /< 30 xaunvH

1 minute /
1 XBUITMH

Dissolution / Po3unHeHHs
Acetylsalicylic acid /
ALUETUNCANILUN0BA KUCNOTa

by Ph. Eur. / Not less 85% after 30 minutes (Q=80%)"/
€ap. Qapm. / He meHue Hix 85% vepes 30 xsunuu
{Q=80%)1
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BATCH QUALITY CETIFICATE FOR MEDICAL PRODUCT Ne / 44/24
CEPTURIKAT AKOCT! CEPII JIIKAPCBHKOTO 3ACOBY Ne 44/24

Produci: Cardiomagnyl® Forte, film-coated tablets, 150 mg Ne30 in bottle /
Mpopyxr: KAPHOMATHUT ®OPTE, tabneTtkn, BrpuTi nniskosotd obonoukoio, no 150 mr Ne30 y dnakoHi

Manufacturing date / [lata supobnnurea: 10.06.2024
Expiry date / Tepmiv npugarrocti: 05/2027

Batch nurober / Cepin: 12794879
Batch size [ Poawip cepil: 16000 packs / ynakosok

Analysis has been done according to Quality Controt Methods / AHania Bukonanwit y sBignosianocTi go MKA.

Parameters/
HopmaTusHi NOKasHKku

Specification/
Creumdikauis

Results/
PeaynbTaTty asarisy

Microbiological purity?/
MixpoBionoriuna umuctoTa’

by Ph. Eur. / €sp. Gapm.

Total Aerobic Microbial Count (TAMC):

NMT 10° CFUIg /

JaraneHa KinsKicTs aepobHux Mikpoopraxiamvis (TAMC):
He Binbiue nix 10° KYO/r

Total combined Yeasts/Moulds Count {TYMC):
NMT 102 CFUIg /

3aranHa KinbKicTe nnicHasMX i apikaxkosux rpubis
(TYMC): He Ginbuue Hix 10? KYOnr

Escherichia coli absentin 1 g/
BincyTHicTk Escherichiacolis 11

Not performed on this batch/
He npoBoauThes ANA [aHol cepit

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

once a year. /

' Yactota nposefeHtst BUIpoOYBarHA FPYHTYETLCA HE CUCTEMATIMHOMY OrIisal BUPOBHUYOTD MPOLECY; BUnposysarHs
NPOBOAUTLCA HE PIALIS OAHOrO Pady Ka Pik 3a MeToAoM BUBIPKOBOrO KOHTPOMIO.

Julia Stolzenburg
Qualified Person /
YnosHosaxena ocoba

Date of signature /
Hara nignuey:
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CERTIFICATE OF RELEASE AND GMP COMPLIANCE/
CEPTU®IKAT BIAMNOBIAHOCTI GMP BUMYLWWEHO! CEPIT

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

Mpoayir: KAPOIOMAIHINT @OPTE, rabnerku, sxputi nniskosoto obornonkoo, no 150 mr Ne30 y driakoHi

Strength/Potency: 1 tablet contains Acetylsalicylic acid 150 mg /
Cuna giifaktusHicTs: 1 Tabnertka MicTuTb 150 Mr KMCNOTY aLeTUNCaniuMNosoi

Package size and type: 30 tablets in bottle; 1 bottle in carton box /
Poamip ta Bug ynakosku: no 100 Tabnetok y hnakoHi; no 1 iakoMy y KapToHHIA KopobLli

Marketing Authorization: NeUA/10141/01/02 / PeecTpauiiine nocsiguenns: NeUA/10141/01/02

Dosage form: film-coated tablets, 150 mg /
flixapceka dopwma: rabneTku, BKPUTI NNIBKOBOI 060NOHKOX, NO 150 Mr

Manufacturing date / [lata supobHuiytea: 10.06.2024  Batch number / Cepin: 12794879
Expiry date / Tepwmin npuaarthocti: 0512027 Batch size / Poamip cepii: 16000 packs / ynakosox

Name and autherization number of Manufacturer, responsible for batch release: Takeda GmbH Betriebsstatte Oranienburg
Ne DE_BB_01_MIA_2022_0013/

Hazea va domep niuexsil supobHuxa, skmik Bunyckae cepilo B 06ir: Takena M'MBX, Micue BUPOBHULITBA OpaHienbypr,

Ne DE_BB_01_MIA_2022_ 0013

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

Appeca Bupobuuka, sikui Bunyckae cepho B o6ir Nleniywrpacce 70-98, 16515 OpaHiexBypr

Country of origin: Germany / Kpaiva-supoSHuk: HimeuyuHa

Certification statement/ 3assa npo ceprudikayiw:

| hereby certify that the above information is authentic and accurate. This batch of product has been manufactured,
including packaging/labeling 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. / Lnv nigrsepaikyio, W0 Buileskasana iHdopmauir e
LOCTOBIPHOKW i TOUHOI0. [lana cepis Npogykuil BUTOTOBNEHE (BKIIOYAIOUN YIaKOBKY/MEPKYBAHHS) | NPOBEASHIA KOHTPOSL i1 SIKOCT
Ha BKA3aAHIA OiNbHULL Y NOBHIA BIANOBIGHOCTI 3 BUMGramu GMP, BCTAHOBNEHUMW MICLEBAM PEryNIATOPHUM OPramHoM, a TakoM y
BIANOBIAHOCTI 31 CrieurikaLicio, Wo MICTUTLCA B PECCTPALIMHOMY Q0CHE KPATHU-IMNOPTEPE | B JOChE CReUndikaLin Ha npenapat
ANS JOCHIMKYBAHONO ikapebkoro sacofy. Mporokory supoBHULITEA, YHakoB Tta aHanisy Gyrv nepernaHyTi | BCTAHOBAEHO
signosigricTs GMP.

Name and position Kitle of

person authorizing the batch Julia Stolzenburg
release / [piseuuie Ta nocana Qualified Person /
ocabu, sxa Bnaana 4o3ein Ha YnostiosaxeHa ocofia

aunyck cepiy

//;v
Date of signature / P / ¢
A O A A o ™
Hara nignucy: o1 C '}‘ w%') 6"'{/ / - /KW\W /f'
/.ﬁ;’/}“«,ﬂ/’/.,
o
/
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