TEPKABHA CJYKBA 3 TIKAPCHKHUX 3ACOBIB TA KOHTPO.IIO 3A
HAPKOTUKAMM Y KHIBCBKIN OBJIACTI

npos. Ceitnuunoi Hapii, 3, m.Kuis, 02099, ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €IPTIOY 37078774

BUCHOBOK
PO AKICTH BBE3CHOT0 B YKpaiHy JiKapchKOro 3aco0y
25.10.2024 Ne 54325/24/1010
KAPJIIOMATI'HLI

(HaliMeHYBaHHS TKapChKOro 3acoby 3TiHO 3 peecTpallifHiM TOCBIIYCHHAM)
Ta0JIETKH, BKPUTI ILTIBKOBOIO 000JI0HKO10, 110 75 mr; no 30 Tadierok y ¢uakoni; mo 1
daaxony y kapToHsiii kopooui
(popma BUITYCKY, JO3YBaHHS, BHJI TaKYBaHHS TKAPCEKOTO 3aco0y)

Howmep peectpauiiizoro nocsizuenns UA/10141/01/01 crpox nif peectpauifirioro nocsiguenna 01.01.2099
Cepis mikapcekoro 3acoby Ne 12722852 Kinbkicts BBe3eHOTO JiKapebkoro 3acoby 25200

Bupobuuk Takena ['M6X, micue Bupobruura Opanien6ypr, HimeuynHa
(HaliMeHyBaHHs BUPOBHUKA TiKapCHKOro 3200y, KpaiHa TIOXO/KEHHS)

BeeseHo B Ykpainy ToBapucTBO 3 06MEKEHOI0 BiINOBiNaNbHICTIO "ACIHO YKPAIHA",
inenr. xon: 42274733

(naitMenyBanns Ta kof 3a EJIPTIOY ropuansroi 0cobu abo npizsuILeE, iM's, o BaTbKoBi Gi3nHO]
0CO6H - TiANpHEMIL, i Miclie MPOXUBAKHA Ta peecTpallifiHni HoMep 0631iK0BOT KapTKH ITaTHAKA
IO/aTKiB 260 cepif Ta HoMep NacmopTa)

IpoTokon Bisyanbuoro kontpomo eix 21.10.2024 Ne 3238/3.

3a pesynpTaTaMH [EPXKAaBHOTO KOHTPONIO BCTAHOBJEHO, 110 nikapcskuii  3aci6 BBeseHO B YKpalHy 3

JOTPUMAHHSAM BuMOr 3aKOHOMABCTBA MO0 3a0e3reseHH AKOCTI JIKAPCHKHX 3ac00biB.
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TIEPY)KABHA CJYXBA 3 JIKAPCLKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KHiBCHKINA OBJIACTI

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

BHCHOBOK
Ipo AKICTH BBE3€HOr0 B YKpaiHy JikapchKkoro 3acody
17.10.2024 Ne 51849/24/1011
KAPJIOMAT'HLI

(HaliMeHYBaHHS JiKapChKOro 3aco0y 3rifIHO 3 peccTpallifHUM MOCBITUCHHSM)
Ta6JIeTKH, BKPHUTI ILTIBKOBOIO 060I0HKOI0, 116 75 mr; no 30 TabiaeTok y daakoni; no 1
d1akony y KapToHHil KopoOui

(popMa BHTTYCKY, KO3YBaHHA, BH/ [TaKyBaHHS JTIKapchKoro 3acoly)
Homep peectpauifizioro nocsingerns UA/10141/01/01 crpox aii peecrpauiitroro nocsipuenrs 01.01.2099
Cepis mikapcskoro 3aco6y Ne 12722852 KinbkicTs BBe3eHOTO JTikapebkoro 3acoby 46800

BupoGHHK Taxena I'm6X, micie BupoOHuLTBa Opaniendypr, Himequnna

(naiimMeHyBaHHs BUPOGHHKa JIKapchKOro 3ac00y, Kpaina HOXOKCHHS)

Bsesero B Ykpainy TosapucTio 3 o6Mexenorw Bixnoeizanpuictio "ACIHO YKPATHA",
inent. kon: 42274733

(HaliMenyBaHHs Ta kox 3a EPTIOY ropumuuHoi ocobu aGo mpissuie, iM'd, o 6aTbKoBi Gbiznunol
ocoblt - mimpueMus, 1i Miclie IPOXKHBAHHA Ta peecTpalliiiHyuit HoMep 0611iKOBOI KapTKH MIIaTHHKA
nojarkis aGo cepid Ta HOMep Nacropra)

IIporokoa Bisyansnoro kontpomo six 08.10.2024 Ne 3077/4.

3a pesyneTaTaMM JepKABHOTO KOHTPOMIO BCTAHOBNEHO, o Jikapchkuii 3aci6 BBesewo B Vkpainy 3

JAOTPUMAHHAM BUMOT 3aKOHOJABCTBA IOJ0 sabe3reueHHs AKOCTI TiKapChKUX 3aco0iB.
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JNEP’KABHA CJIVKBA 3 JIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMMH Y KMIBCHKIU OBJIACTI

npos. Ceitnuunoi Haxii, 3, m.Kuis, 02099, Ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox EJIPTIOY 37078774

BUCHOBOK
PO AKICTH BBE3EHOro B YKpaiHy JKapchLKOro 3ac00y
10.10.2024 Ne 50242/24/101X
KAPJIIOMAT'HLI

(HalMeHyBaHHS NiKapCLKOTo 3aco0y 3FifHO 3 peccTpallifHiM TTOCBIMMEHHAM)
Ta6aeTKN, BKPHTI IUIIBKOBOK 060J0HKOIO, 110 75 MI'; 1O 30 Tadnerox y ¢akoni; mo 1
daakony y kapToHHil KopoGui

(thopMa BUIYCKY, JO3YBaHHS, BUJI TaKyBaHHI fiKapebKoro 3acoby)
Howmep peectpauiiiroro nocsimuenns UA/10141/01/01 crpox xii peecrpauifinoro noceiguenus 01.01.2099
Cepis mikapcwkoro 3acoby Ne 12722852 KinskicTs BBE3EHOTO Tikapehkoro 3acoby 28800

Bupobuuk Taxena I'm6X, miciie Bupobuuurea Opagien6ypr, HiMeuunna
(HaliMeHyBaHHS BUPOOHIKA JIIKapCHKOTO 3ac06y, KpaiHa ITOXO0UKEHHS)

Beeseno B YKpaiHy ToBapHCTBO 3 00MEKEHOIO pinnoBinaaenictio "ACIHO YKPAIHA",
imenT. xon: 42274733

(naitmenyBanHs Ta kof 3a EPTIOY ropuauuHoi ocobw a6o npizBuIe, IM's, 110 6aThKOBI (iznTHOI
ocobu - nianpuemus, i Micue IpoXUBaHHA Ta peecTpaltiiiHuit HoMep 00JiKOBOT KAPTKH MIIATHHKA
HozaTkis abo cepif Ta HoMep Macrnopra)

Ipotokon Bisyamsuoro kontpoo six 01.10.2024 Ne 2981/7.

3a pesyasraTaMu JIEPKABHOTO KOHTPONIO BCTAHOBNIEHO, IO mikapchkuil  3aci® BBE3EHO B Vkpainy 3

JOTPHMAHHSM BuMOT 3aKOHOJABCTBA LI0J0 3aGe3neuyeHHs AKOCT] NikapchKuXx 3aco0iB.
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JIEP)KABHA CJIYKBA 3 JJIKAPCbKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMU Y KHiBCBKI OBJIACTI

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

BHCHOBOK
IIPO AKICTH BBE3eHOro B YKpaiHy JIiKapChKOro 3ac00y
10.09.2024 Ne 44887/24/1011
KAPAIOMATHLI

(HaliMeHyBaHR JIiKapchoro 3acoby 3TiAHO 3 PecCTPaLliRHAM TTOCBITYEHHAM)
Ta6eTKH, BKPUTi UIIBKOBOI0 000JI0HKOI0, 110 75 mr; o 30 Tabjerok y (aaxoni; o 1
¢axoHy y KapTOHHiH Kopooui
((popMa EMITYCKY, LO3YBAHHS, BHI MAKYBAHHS JTiKapCLKOro 3acoby)

Homep peectpaiitnoro nocsinsenns UA/10141/01/01 crpox aif peectpaniitoro nocsizuenns 01.01.2099
Cepis nikapcskoro 3acoby Ne 12722852 Kinbkicrs BBe3eHoro mikapeskoro 3acoby 54000

Bupobruk Takeza TM6X, micue BupobuuuTsa OpaHienOypr, HiMeuunHa
(HaliMeryBaHHA BUPOOHAKA JIKapChKOro 3aco0y, KpaiHa [oXoKeHHS)

Baeseno B Ypainy Tosapucrso 3 o6Mesxenoro BixnosinansnicTio "ACIHO
YKPAIHA", inent. xon: 42274733

(HaiimMenyBanns Ta ko 3a EIPTIOY ropuaudHol 0cobu a60 Ipi3BHILE, iM's, 110 GaTBKOBI
imuanoi ocobu - migmpHeMLs, i MicLe TIPOXHMBAHHA Ta peecrpauiiinuii Homep 061ikoBOI
KapTKH MIaTHHKA OJaTEIR 260 cepist Ta HOMEp riacropTa)

TpoToKo.T Bi3yabHOr0 KOHTPOIK Bil 04.09.2024 Ne 2665/1.

32 pesynbTaTaMH JIEPKABHOTO KOHTPONO BCTAHOBJICHO, IO nikapchKuit 3aci6 BBeseHo B YKpaiHy 3

JIOTpI/lMaHHSlM BIMOT 3aKOHOIABCTRA LIOXO 3a0e3I1eUeHHs AKOCTI NiKapChKUX 3ac00iB.
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JIEPKABHA CJIYKBA 3 JTIKAPCBKHUX 3ACOBIB TA KOHTPOJIO 3A
HAPKOTUKAMM Y KUiBCBHKIHA OBJIACTI

npos. Ceitiananoi Hanii, 3, m.Knis, 02099, ten/(paxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €IPTIOY 37078774

BHUCHOBOK
PO AKIiCTH BBE3CHOT0 B YKpaiHy JiKapCLKOro 3aco0y
15.07.2024 Ne 34122/24/10
KAPTIOMAT'HLI

(HaiiMeHyBaHHs TiKapChKoTO 3ac0By 3TiAHO 3 peecTpaniiHiM MOCBI TYCHHAM)
TaGJeTKHU, BKPUTI NJIIBKOBOIO 06010HK00, M0 75 Mr; o 30 TabaeTok y Jrakoni; no 1
daaxony y kapTosHiii Kopobui
(hopma BHITYCKY, L03YBaHHS, BH] NIaKyBaHHs nikapceKOro 3acoby)

Homep peectpanifizoro nocsinuenns UA/10141/01/01 crpox aii peecrpauiittoro nocsiggennx 01.01.2099
Cepis nikapebkoro 3aco6y Ne 12722852 KisibKkicTs BBE3€HOTO MiKapchkoro 3acoby 25200

Bupo6Huk Takena I'm6X, miciie BupobruuTBa Opanienoypr, HiMeuunna
(HaiiMeHyBaHHI BUPOOHHKA JNKapCLKOTO 3acoBy, KpaiHa IOXOMIKEHH)

BaeseHo B YKpainy Tosapucrso 3 oomexenoro BixmosizansuicTio "ACIHO
VKPAIHA", ixenr. xon: 42274733

(HaiimMenyBanns Ta xoj 38 EAPTIOY 1opuandHol ocobu aGo npi3uiLe, iM', 10 HaTBKOBI
dhisnunoi ocoGu - migmpuemus, 1i Micue TPOXUBAHHA Ta peecTpaliiinnuit roMep 0611iKoBOI
KAPTKH MIATHMKA IIOKATKIB 260 cepist Ta HOMeEP 1acrnopTa)

MpoToKo Bi3yalLHOr0 KOHTPOIO Bil 08.07.2024 N. 1974/3.

3a pesynbTaTaMH IEPXKABHOTO KOHTPOMH BCTAHOBIICHO, 100 mikapchkui  3aci6 BBeseHo B YkpaiHy 3

JOTPUMAHHSM BuMOr 3aKOHOJABCTBEA OO0 3a6esneueH s SKOCT JiKapchbKUX 3acobis.
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BATCH QUALITY CETIFICATE FOR MEDICAL PRODUCT Ne/ 26/24
CEPTUDIKAT SIKOCTI CEPIT IKAPCBKOIO 3ACOBY Ne 25/24

Product: Cardiomagnyi®, film
MpoaykT: KAPOIOMATHIN, TabneTky, BKpUTI nniskosoto 06O

Manufacturing date / [lata aupoBruurea: 08.11.2023
Expiry date / TepMiH npraatHocTi: 10/2028

-coated tablets, 75 mg Ne30 in bottle /

Batch number / Cepis: 12722852
Batch size / Poawmip cepii. 328100 packs / ynakosok

oHKO0, No 75 mr Ne 30 y dhnakowi

Analysis has been done according to Quality Control Methods | Anania BukoHaHui y BignosigrocT o MKH

Parameters/
HopMaTUBHI NOKasHNKK

Specification/
CreumndikaLys

Results/
PesynsTaTty ananiay

Appearance / Onuc

Visuall White film-coated heart shaped tablets /
BiayanoHui koHTpons/ Tabnerku Sinoro KoNLOPY, BKPWTH
NHIBKOBGH OBONOHKOH, Y hopMi CTUMIBOBAHOD "CEPUR".

Coniforms / Binnosinae

identity / lnenTudikalys
Acetylsalicylic acid /
AueTuncaniuunosa kuenoTa

{by HPLC)/ BEPX

Complies Ph.Eur. / MawoTb signosigam Bumoram €sp.
dapm.

(by UV) ] Y&-criektpodhoToMeTpin

Complies Ph.Eur. / Maotb sinnosigari aumoram €ep.
dapm.

Conforms | Bignosinae

Conforms / Binnosinae

Assay [ KinbKicHe BUSHAYEHHS
Acetylsalicylic acid/
ALUSTUNCENIUWMIOBE KUCNOTE

by HPLC ] BEPX
71.3 - 78.8 mgftabl /
71,3 - 78,8 mr/Tabn

74.0 mgitabl /
74.0 wrfrabn

Purity /

BuaHaueHHS YMCTOTH by HPLC | BEPX

Salicylic acid / < 0.4 mgltab! (0.5 %)/ 0.2 mgltabl/
Caniunnosa kmenoTa < 0,4 mr/tabn. (0,5 %) 0.2 mriTabn.
Acetylsalicylsalicylic acid/

AueTuncaniuncanyanosa <04% 0.11 %
KUCnoTa

Salicylisalicylic acid / .

Caniyuncaniumnosa kuenoTa 202% < 0.05 %
Any unspecified impurity /

Byab-sika HeBigoMa JOMiLIKa 50.2% < 0.05%
Total impurities

(ex. Salicylic acid}/

Cyma BCiX [AOMILLOK (38

BUHSITKOM CANILMAOBOT K-TH) <0.5% 01 %
Average mass / by Ph. Eur. 2.9.5 / €8p. Papm. 2.9.5 114 myg/
Cepenns Maca 105 mg ~ 125 mg 1105 mr ~ 125 mr 114 mr

Uniformity of dosage units /

Complies Ph.Eur. / MawoTb signosigatv Bumoram £8p.

Conforms / Bigrnosinae

OpHOPIAKICTL NO30BAHKX dapm

onuHULL '

Disintegration / Posnaganicts by Ph, Eur. / < 30 minutes / 1 minute /
Cap. Papm. /< 30 xsunuH 1 XBUNUH

Dissolution / PO3unHEHHR by Ph. Eur. [ Not less 85% after 30 minutes (Q=80%)'/ | 102%

Acetylsalicylic acid /
AueTuncaniywiosa kucnoTa

©ep. Gapm. / He Merwe Hix 85% vepes 30 xBunuH
(O=80%)'

Page 1 0f 2
Crop. 1i32




BATCH QUALITY CETIFICATE FOR MEDICAL PRODUCT Ne / 25/24
CEPTUBIKAT AKOCTI CEPIT IKAPCBKOIO 3ACOBY Ne 25/24

Product: Cardiomagnyl®, film-coated tablets, 75 mg N230 in bottle /
IMpoaykr: KAPQIOMATHIA, Tabnetiv, BKPUTI NNiBROBOK 0BONOHKOI, NO 75 Mr Ne 30 y hnakoHi

Manufacturing date / lata supoBHuurea: 08,11.2023  Batch number/ Cepis: 12722852

Expiry date / Tepmin npuaarrocti: 10/2026 Batch size / Poamip cepii:. 328100 packs / ynakosok
Analysis has been done according to Quality Control Methods | Axania BukoHaHWi y signosigrocti o MKH.
Parametors/ Specification/ Results/
HopMaTUBHI NOKa3HUKY Creundikawia PeayrbTaTit asanisy
Microbiological purity"/ by Ph. Eur./ Cep. dapwu. Conforms / Binnosigae
Mikpoionoriuna uncrora’ Total Aerobic Microbial Count (TAMC):
NMT 10° CFUIg/ 0 CFUig/ O KYOIr

3araneHa KinbKicTe aspoGHux Mikpooprariamis (TAMC):
He Birblue Hix 10° KYOIr

Total combined Yeasts/Moulds Count (TYMC):

NMIT 102 CFUIg / 0 CFUIg / OKYO/r
3arancHa KALKICTL NRICHRBMX | Apixaxosux rpubis
(TYMC): He Ginbiue Hix 102 KYOIF Escherichia coli absentin1g/

Escherichia coli absentin1g/ siacyTricTs Escherichia coliB 17
BincyTricts Escherichiacolis 17 ) f faHol cepll

TActual testing frequency is based on systematic review of the manufacturing process; the testis performed at least
once a year./ ‘

1 YacroTa NPOBEASHHA BUNPODYBAHHS FPYHTYETLCS Ha CACTEMATUUHOMY OFSEl BUPOBHAYOrO NPOLECY, BANPOBYBaHHA
NPOBOAUTLCH HE DIALIE OHOTO Pasy Ha Pik 32 METOLOM BUBIPKOBOTD KOHTPOMK).

- o
. _ ,
Julia Stolzenburg ’ /}/ o N
. Qualified Person/ 70 :
o }/‘f\/‘

YnoprosaxeHa ocoba

&R0y

Date of signature / 24
[ara nignucy. '
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CERTIFICATE OF RELEASE AND GMP COMPLIANCE/
CEPTU®IKAT BIAMOEIAHOCTI GMP BUMYLLEHO! CEPII

Product: Cardiomagnyi®, film-coated tablets, 7§ mg N230 in bottle /
Mpoaykr. KAPQIOMAIHIN, tabnetku, BKpUTI NNiBKOBOI 0BONOHKOID, N0 75 Mr Ne 30 y donaxoHi

Strength/Potency: 1 tablet contains Acetylsalicylic acid 75 mg!
Cuna giifakTsicTs: 1 TabneTka MicTuTL 75 Mr ruenoTi ayeTuncaniyuosol

Package size and type: 30 tablets in bottle; 1 bottle in carton box/
PoaMip Ta sua yrakosku: 1o 30 TabneTok y driakoni; no 1 hnakoHy Y KapTorHi kopoBLy

Marketing Authorization: NeUA/10141/01/01 / PeeccTpaLiitHe NOCBIAMEeHHs! NeUA/10141/01/01

Dosage form: film-coated tablets, 75 mg /
Hikapcwka dropma: TabneTku, BXPUTI NNIBKOBOIO oBonoukow, no 75 Mr

Manufacturing date / [lata supoGuuurea: 08.11.2023  Batch number / Cepis. 12722852
Expiry date / Tepmin npnaatHocTi:10/2026 Batch size / Poamip cepii: 328100 packs / ynakosok

Name and authorization number of Manufacturer, responsible for batch release: Takeda GmbH Betriebsstatte Oranienburg
Ne DE_BB_01_MIA_2020_0030/

Haspa ta HoMmep niLeH3IT BUPOBHKKA, AIGIA BUNYCKAE cepiio B 06ir: Takepa M'MOX, micue BupoGHuLTBa Opaniendypr,

Ne DE_BB_01_MIA_2020_0030

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

Appeca BupoBHUKa, AUV BUNYCKAE cepiio B oBir: NMexiuwrpacce 70-98, 16515 Opanienbypr

Country of origin: Germary | KpaiHa-BupoSHug: HimeuinHa

Certification statement/ 3assa npo cepfwcbixauiro:

| 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 GNP, / Lium ninTsep/ixylo, Wo sulieskasaHa iHhopmauis €
[OCTOBIPHOI | TONHOW. [laHa cepis npOAyKUil BUrOTOBINEHa (BrMIOYALCHN yRaKoBKy/MapKyBaHHs) i MPOBEREHWA KOHTPONS f siKOCT
Ha BXasaHilt AINLHUL] Y NOBHIK BIANOBIRHOCTI 3 BUMOramMm GMP, BCTAHOBREHVMY MICLIEBMM DErynaTOpHUM OpraHom, & TAKOX Y
BIANOBIAHOCTI 3i creumikalielo, WO MICTUTLCR B peECTpaUitHOMY 10Che KpaiHv-iMnopTepa Yy B AoChE crieumdikadin Ha npenapar
A5 QOCHIKYBAHOTO MiKapekkoro 3acody. MpoTokons BupOBHULITEA, YNaKoBKA Ta ananisy Gyru nepernsHyTi i BCTAHOBNEHO
signosigHicTe GMP. )

Name and position Jtitle of

person authorizing the batch - . Jutia Stolzenburg
release / MNpizsuuie Ta nocaga Qualified Person/
ocobu, fKka engana foskin Ha YnosHoaxeHa ocoba
sunyck cepil

. , _
pate of signature/ 9 OY. o %
Dara nignuey: "‘)“ i OY. °8< :(ﬂ/ . / > /MW
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