JEPKABHA CJIYIKBA 3 JIIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHIBCHKIN OBJIACTI

npos. Ceitmuunoi Hanil, 3, m.Kuis, 02099, ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €APIIOY 37078774

BUCHOBOK
NPo AKicThL BBE3€HOI0 B YKpaiHy JiKapcbKoro 3acody
17.10.2024 Ne 51848/24/1011
KAPJTIOMAT'HLJI

(HaliMeHyBaHH# JiKapCbKOTro 3aco0y 3TifiHO 3 peccTpaliitHAM ITOCBINYEHHAM)
Ta0JIeTKH, BKPUTI IUTiIBKOBOIO 000JI0HKOI0, 110 75 Mr; o 100 Taéserok y ¢uaxoni; mo 1
(dJ1axony y kapToHHil kKopoOui

(tbopma BUITYCKy, [O3YBaHHS, BUA NAKyBAHHSA NIKapchKoTo 3acoby)
Howmep peecrpaniitaoro noceigaenns UA/10141/01/01 crpox gii peectpanittnoro moceiguennsa 01.01.2099
Cepis nikapcrkoro 3acoby Ne 12722855 Kinbkicts BBe3€HOr0 Nlikapehkoro sacoby 29272

Bupo6ruk Takena 'M6X, micue BupoOHunTBa OpanienOypr, HiMeuunna

(HaliMenyBaHHS BHPOGHHKA JiKapchKoro 3acofy, KpaiHa ITOXOKEHH)

BaeseHo B Ykpainy ToBapHCTBO 3 0GMeKeHoI0 BilnoBinaabHicTI0 "ACTHO YKPATHA",
inent. xon: 42274733

(nafiMeHyBaHHA Ta xof 3a €IPTIOY ropuautHoi ocobu abo mpispwile, iM'sA, no 6aTekori diznuHOT
ocobu - mianpueMd, if Miclue IpoXHBaHHA Ta peecTpauifinuil HoMep 061iKOBOT KAPTKH IIaTHHKA
IoAaTkKiB abo cepis Ta HOMep NaclopTa)

Hpotokon Bisyansuoro xourposo six 08.10.2024 Ne 3077/3.

3a pesympTaTaMH JepXKaBHOIO KOHTPONKO BCTAaHOBNEHO, IO JKapchkWif 3acif BBeseHo B VYkpaiHy 3

JOTPUMAHHAM BuMor 3aKOHOAABCTEA 100 3a0e3MIeUeHH AKOCTI IKAPCHKUX 3aC00IB.
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HEPIJKABHA CJIIVKBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHIBCHKIHN OBJIACTI

npos. Ceitnugnol Hagii, 3, M.Kuig, 02099, ten/daxc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua, Kox €IPTIOY 37078774

BUCHOBOK
PO AKICTh BBE3€HOI0 B YKpaiHy JiKapchKoro 3acody
10.10.2024 Ne 50241/24/1011
KAPAIOMAT HLJI

(HaliMEeHyBaHHS JIKApChKOTo 3aco0Y 3TiRHO 3 peecTpaliifHiAM oCBiNeHHAM)
Ta0JIETKH, BKPUTI IUIIBKOBOIO 060JI0HKO10, 110 75 mr; o 100 Tadierox y durakoni; mo 1
(J1aKkoHY Yy KapTOHHIM Kopooui
(dhopma BHIYCKY, J03YBaHHA, BHI NaKyBaHHS JKapCLKOTO 3ac0o6y)

Homep peectpauiiinoro nocsiguenns UA/10141/01/01 crpok aii peecrpaniitaoro nocsimuenns 01.01.2099
Cepis nixapcnkoro 3acoby Ne 12722855 KinekicTs BBE3€HOTO Mikapeskoro 3acoby 32400

Bupo6HHK Takena I'M6X, Miciie BupoGHunTBa Opanien6ypr, Himeuunua
(HaliMeHyBaHHS BUPOOHHKa JiKapCchKOTO 3ac0o0y, KpaiHa IMOX0KEHH)

Baeseno B Yrpainy ToBapucTBO 3 06MexeH00 BignoBinanbhicTIo "ACIHO YKPAIHA",
inent. kon: 42274733
(raiiMeHyBanns Ta ko 3a €PIIOY 1oprauuHoi ocobn aGo npiseHiue, iM's, o 6aTekosi QisudHOT

0co0H - miAnpreMus, 1 Micie IPOXKUBAKHS Ta peecTpauliifHuil HoMep 06MIKOBOT KAPTKH IIIATHHKA
nonatkie abo cepis Ta HoMep macroprTa)

Iporoxoa Bisyaasuore xonrpomo six 01.10.2024 Ne 2981/6.

3a pesynpTaTaMM JEpXXaBHOTO KOHTPOJNIO BCTAHOBJIEHO, INO JHKapchkmif 3aci6 BBeseHo B VYkpaiHy 3

JOTPUMAHHSAM siMor 3aK0HOAABCTBA W00 3abe3IIedeHHs AKOCTI IKapChKUX 3acobiB.
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AEPKABHA CJIYKBA 3 JIKAPCBKUX 3ACOBIB TA KOHTPOJTIO 3A
HAPKOTUKAMM Y KAIBCHKIN OBJIACTI

npos. Ceitmmanoi Hagii, 3, m.Kuis, 02099, ren/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €IPTIOV 37078774

BHCHOBOK
PO AKICTH BBE3EHOI0 B YKpaiHy JiKapcbKoro 3acody
12.09.2024 Ne 44889/24/10
KAPIATOMATHIJI

(naliMenyBaHHA NTKaPChKOro 3aco0y 3riLHO 3 peecTPatifHUM ITOCBiAUEHHAM)
TabJIETKH, BKPUTI ILTIBKOBOIO 000JI0HKOK0, 10 75 Mr; mo 100 Tadierox y dpaakoni; mo 1
hi1axony y KapToHHI Kopooui
(dopma BUIyCKY, NO3YBaHHS, BUA NaKyBaHHS JIKapChKOro 3acoby)

Howmep peecrpauiiinoro noceiguenns UA/10141/01/01 crpox xii peectpaniiinoro mocsixuenns 01.01.2099
Cepis nixapcskoro 3acoby Ne 12722855 Kinbkicrs BBE3€HOTO MiKapeskoro sacoby 36000

Bupo6uux Takena 'M6X, micue BupoOHuITBA OpanienOypr, HiMeuunna
(maitmenyBanHs BUpOOHHKa JTiKapchKoro 3aco0y, Kpaita MoXoIKeHHs)

Beesero B Yipainy ToBapucrso 3 oGMexenoro Binnosinansuictio "ACIHO
YKPAIHA", igenT. won: 42274733

(naiiMenypanns Ta koj 3a €JIPIIOY 1opuamyHoi ocobu aGo npizsuiue, imM'a, 10 6aTbkosi
disnyHol 0co6H - miANpPHEMLL, Ti Micle MPOXUBAHHS Ta peecTpallifauil HoMep o6NikoBol
KapTKH NIIaTHUKa NOJaTKiB a00 cepis Ta HoMep macmopTa)

Tporokon Bisyansuoro koutposo Big 09.09.2024 N 2665/3.

3a pesynmbTaTaMM JEpXKABHOrO KOHTPOIK BCTAHOBNIEHO, WI0 JIKApCBKMH 3aci6 BBesemo B VYipainy 3

JOTPUMAHHSAM BuMOr 3aKOHOTABCTBA 1100 3abe3neueHHs AKOCT] TikapchkuX 3acobis.
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BATCH QUALITY CETIFICATE FOR MEDICAL PRODUCT Ne / 28/24
CEPTUGIKAT AKOCT!I CEPI NIKAPCLKOIO 3ACOBY Ne 28/24

Product: Cardiomagnyl®, film-coated tablets, 75 mg Ne100 in bottle /
Mpoayxr: KAPOIOMATHI, taBneTkv, BrpuTi nniekosoo oBonodko, no 75 mr Ne 100 y dnakoni

Manufacturing date / Jara supobuvursa14.11.2023
Expiry date / Tepmin npugatrocti: 10/2026

Batch number / Cepis: 12722855
Batch size ! Poamip cepii; 97700 packs / ynakosok

Analysis has been done according to Quality Control Methods / Aranis sukoHaHuit v signosigHocTi 4o MK

Parameters/
HopMaTuBHI NOKa3HMKK

Specification/
Cneundikauis

Results/

PeaynotaTy adaniay

Appearance / Onuc

Visuall White film-coated heart shaped tablets /
BisyanuHult koHTpons! Tabnetkw 6irnoro Kosnsopy, BRpUT
TBKOBOID OBONOHKOK, ¥ (GopPMI CTUIi30BAHOTO "cepust’.

Conforms / Bignosinae

Identity / ([nexrudikaulis
Acetylsalicylic acid /
AueTuncaniyunosa kucrnorta

{by HPLL) /| BEPX

Complies Ph.Eur. / MawTb signosigati sumoram €8sp.
dapm.

{by UV) ! Yd-cnekrpodorTomerpis

Complies Ph.Eur. / MaioTs signosigati sumoram €ap.
dapm.

Conforms / Binnosipae

Conforms / Bignosinae

Assay / KinbKicHe sy3Havexus
Acetylsalicylic acid /
AueTuncaniynnosa kuenota

by HPLC / BEPX
71.3 - 78.8 myg/tabl /
71,3 — 78.8 mriratin

75.1 mgitabl /
75,1 wmrfrabn

Purity /
BU3HaYEHHS YICTOTH

by HPLC / BEPX

Salicylic acid / < 0.4 myltabl (0.5 %) / 0.2 mg/tabl/
Caniyunosa kucnota 50,4 mr/rabn. (0,5 %) 0,2 writabr.
Acetylsalicylsalicylic acid /

AueTtuncaniugricaniumnosa <04 % 0. 1%
KenoTa

Salicylsalicylic acid /

Caniuuncaniumnosa kucnoTa <0.2% < 0.05 %
Any unspecified impurity /

Byzb-aka Hesigoma foMiLlKa $0.2% < 0.05 %
Total impurities

{ex. Salicylic acid) {

Cyma Beix fJoMituok (3a

BUHSATKOM CANILMNOBOT K-TH) <0.5% 0.4 %
Average mass/ by Ph. Eur. 2.9.5/ €ep. ®apm. 2.9.5 112mg |
CepepHst maca 105 mg — 125 myg /105 mr — 126 mr 112 mr

Uniformity of dosage units /

Complies Ph.Eur. / MatoTs signosinam syumoram €sp.

Conforms / Bignosipae

OpHopiaMICTL A030BAHUX dapm

OLMHVLIL '

Disintegration / Posnapanicrs by Ph. Eur. / < 30 minutes / 1 minute /
€pp. Gapm. /< 30 xennun 1 XsunuH

Dissolution / PoaunHeHHs by Ph. Eur. [ Not less 85% after 30 minutes (Q=80%)'/ | 101 %

Acetylsalicylic acid /
Auertuncaniyunosa KuenoTa

€sp. ®apm. / He meniue Hix 85% vepes 30 xaurnv
(Q=80%)"
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BATCH QUALITY CETIFICATE FOR MEDICAL PRODUCT Ne / 28/24
CEPTUOIKAT AKOCT! CEPII NIKAPCBLKOIO 3ACOBY Ne 28/24

Product: Cardiomagnyl®, film-coated tablets, 76 mg Ne100 in bottie /
MpoaykT: KAPLIOMAIHI, TabneTkw, skpuTi nniskobow oBonoHkoto, no 75 mr Ne 100 y dnakoi

Manufacturing date / [lava BupotHursa:14.11.2023 Batch number / Cepist: 127228585

Expiry date / Tepnin npuaarrocri: 10/2026 Batch size I Posmip cepii: 97700 packs / ynakosok
Analysis has been dong according to Quality Control Methods [ Arania BukoHaHmit signosiaHocTi go MKH
Parameters/ Specification/ Resuits/
HopmaTtuaHi NnokasHuku Creundikayun Pegynstatu awaniay
Microbiological purity?/ by Ph. Eur. / €sp. ®apm. Not perforred on this batch/
MikpoBiorioriuna wucrora’ Total Aerobic Microbial Count {TAMC): He NpoBoAUTLES AN Aaxol cepii
NMT 103 CFU/g /

Baranbha KinbKicTe aepofHux mikpoopraxiamis (TAMC):
He Binbiue Hix 10° KYO/r

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

3aranbHa KinbKiCT NNicHABWX | apbxrpkosux rpulis
(TYMGC): He Ginbiue Hix 10? KYOIr

Escherichia coli absentin1g/
BigcyTHicte Escherichiacolip1r

T Actual testing frequency is based on systematic review of the manufacturing process; the test is performed at least
once a year. /

1 Yacrora nposeneHHs BunpoByBants FpYHTYETECA HA CMCTEMATUUHOMY Ornsial BupoBHUIoro npouecy; BUnpoGyBaHs
NPOBOANTLECS HE pifille OAHOTO pasy Ha pik 3a METOHOM BUBIPKOBOIO KOMTROMMO.

Julia Stolzenburg
Qualified Person /
YnosrHosaxeHa ocoba

Date of signature / yz(/ O 200 {/

[ara nigrivey:
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CERTIFICATE OF RELLEASE AND GMP COMPLIANCE/
CEPTU®IKAT BIAMNOBIAHOCT! GMP BUMYWEHOI CEPII
Product: Cardiomagnyl®, film-coated tablets, 75 mg Ne100 in bottle /
Mpoaykr: KAPLIOMAIHIN, TabneTtku, Brputi nniskosoto 06onoxkoio, no 75 mr Ne 100 y dnaxoHi

Strength/Potency: 1 tablet contains Acetylsalicylic acid 75 mg /
Cuna gilfakrueHicTsb: 1 Tabnetka MICTUTE 75 Mr KUCHIOTY aueTuncaniumnosol

Package size and type: 100 tablets in bottle; 1 bottle in carton box/
Poamip ta ug ynaxkosku: no 100 Tabnetok y ¢nakodi; no 1 GrakoHy y KapTorHin kopotui

Marketing Authorization: NeUA/0141/01/01 / Peccrpauiline noceiguents; NeUA/10141/01/01

Dosage form: film-coated tablets, 75 mg/
Hixapcwka dropma: Tadbnierku, skpuTi nniBkosoto 060NIOHKOW, Mo 75 Mr

Manufacturing date / ara supobHuurea: 14.11.2023  Batch number / Cepis. 12722855
Expiry date / Tepmis npugatrocti: 10/2026 Batch size / Poamip cepii. 97700 packs / ynakosok

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

Hazsa Ta Homep niuensil BupoGHUKa, sikMi BUNYycKae cepito B 06ir: Takepa TMBX, Micue BupobrulTea Opaniendypr,

Ne DE_BB_01_MIA_2022_0013

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

Anpeca BupobHuka, akui Bunyckae ceplio B ofir: Jleniuwrpacce 70-98, 16515 OpanienGypr

Country of origin: Germany / Kpaina-supobruk: Hiveuuuna

Certification statement/ 3aasa npo ceprtucikaliiio;

| 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. / Lium niateepmixyio, W BUweskasaHa iHdopmalia €
LOCTOBIPHOHO | TOuHOW. [laHa cepisi npoiyKkuil BUroToBNeHa (BKNKMAIOMY YIIEKOBKY/MaPKYBaHHA) | NPOBEASHUI KOHTPOMb 1T AKOCT
Ha BKa3aHIN aineRuli ¥y nosriA BignosigHocTt 3 BuMoramu GMP, BCTaHOBMNEHUMI MICLIEBUM PErYNATOPHUM OPraHoM, a Takox y
BIANOBIAHOCTI 3i cneuvdikauielo, Wo MICTUTLCS B PEECTPALIIIHOMY JOCBE KpalHU-IMNopTepa Yy B AOCLE Crieundikauii Ha npenapat
ANA 0OCnigKyBaHoro nikapcokoro 3acofy. poTokonu supoBHuLTBaE, ynakosku Ta aHanisy Gynm nepernsHyTi i BCTAHOBIEHO
BignosiaHicTs GMP.

Name and position ftitle of

person authorizing the batch Julia Stolzenburg
release / MNpissuwe 1a nocana Qualified Person /
ocobu, sika BUAAna 403sin Ha YnosHosaxeHa ocoba

BUNYCK cepil

Date of signature /

Qata nignuey: 0?([0 l S0 ;)t/
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