BATCH QUALITY CETIFICATE FOR MEDICAL PRODUCT Ne / 135/23
CEPTU®IKAT AKOCTI CEPII IKAPCLKOIO 3ACOBY Ne 135/23

Product: Cardiomagnyl®, film-coated tablets, 75 mg Ne30 in bottle /.
Mpoaykr: KAPOIOMAIHI, TabneTku, BKpuTi NniBkoeoto 060noHkoi0, no 75 mr Ne 30 y cbnakoni

Manufacturing date / lata supo6Huurtea: 28.03.2023
Expiry date / TepmiH npupatHocTi: 02/2026

Batch number / Cepisa: 12562195
Batch size / Posmip cepii: 318800 packs / ynakosox

Analysis has been done according to Quality Control Methods / AHanis BUKOHaHWM Yy BignosigHocTi o MK

Parameters/ Specification/ Results/
HopMaTtuBHi NOKasHWUKK Cneuudikaviis PesynbTati aHanizy
Appearance / Onuc Visual/ White film-coated heart shaped tablets / Conforms / Bignosigac

BisyarnbHuii koHTpone/ Tabnetku Ginoro konbopy, BrkpuTi
nNiekoBo GONOHKO, y hopmi cTUnizoBaHoro "cepus".

Identity / IgeHTucbikauin
Acetylsalicylic acid /
AueTtuncaniuunosa kucnoTta

{by HPLC)/ BEPX

Complies Ph.Eur. / MatoTe Binnosinati BuMoram €np.
Dapm.

(by UV) ! Yd-cnekrpodoTtometpis

Complies Ph.Eur. / MaioTs Bignosigatv sumoram €sp.
dapm.

Conforms / Bignosigae

Conforms / Bignosigae

Assay / KinbkicHe BU3HaueHHs
Acetylsalicylic acid /
AueTuncaniuunosa KucnoTta

by HPLC / BEPX
71.3 -~ 78.8 mgitabl /
71,3 — 78,8 mr/tabn

75.4 mgltabl /
75.4 mr/tabn

Purity /
BraHaveHHs ynucToTu by HPLC / BEPX
Salicylic acid / < 0.4 mgltabl (0.5 %) / 0.2 mgltabl /
Caniuvnosa kucnota < 0.4 mr/tabn. (0,5 %) 0.2 mr/Taon.
Acetylsalicylsalicylic acid /
AueTtuncaniyuncaniumnosa <04 % 0.11%
Kucrora
Salicylsalicylic acid /
Caniumncaniumnosa kucnora <02% <0.05%
Any unspecified impurity /
Byab-sika HeBiaoma aomilLKa <0.2% <0.05%
Total impurities
(ex. Salicylic acid) /
Cyma Bcix poMmiLuok (3a
BUHATKOM CaniLuUnoBof K-Tw) <05% 0.1%

- 0
Average mass / by Ph. Eur. 2.9.5 ] €8p. ®apm. 2.9.5 113 mg/
CepepgHn maca 105 mg — 125 mg /105 mr — 125 mr 113 mr

Uniformity of dosage units /
OpHopigHicTk A030BaHNMX
OAVHNLL

Complies Ph.Eur. / MaioTe BignosinaTtu sumoram €sp.
dapm.

Conforms / Bignosigae

Disintegration / PosnagaHictb by Ph. Eur. / < 30 minutes / 1 minute /
€8p. dapm. /< 30 xaunuH 1 xBUNWH
Dissolution / PosuuHenns by Ph. Eur. / Not less 85% after 30 minutes (Q=80%)"/ | 101 %

Acetylsalicylic acid /
Auetuncaniynnosa kucnorta

€8p. ®apm. / He meHwe Hix 85% vepes 30 xsunuH
(Q=80%)’
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BATCH QUALITY CETIFICATE FOR MEDICAL PRODUCT Ne / 135/23
CEPTUDIKAT AKOCTI CEPII NIKAPCbKOIO 3ACOBY Ne 135/23

Product: Cardiomagnyl®, film-coated tablets, 75 mg Ne30 in bottle /
Mpoaykr: KAPAIOMAFHIN, TabneTku, BkpUTi NNIBKOBOK 060M0HKOW, N0 75 mMr Ne 30 y dhnakoHi

Manufacturing date / lata snpo6ruurea: 28.03.2023
Expiry date / Tepmin npuaatHocTi: 02/2026

Batch number / Cepin: 12562195
Batch size / Poamip cepii: 318800 packs / ynakosok

Analysis has been done according to Quality Control Methods / Ananis BukoHaHWU# y BignosiaHocTi go MKSI.

Parameters/
HopMaTtunBHi nokasHunku

Specification/
Cneundikauia

Results/
PeaynbTaTtn ananisy

Microbiological purity?/
MikpoGionoriyHa uncrtora’

by Ph. Eur. / €ep. dapm.

Total Aerobic Microbial Count (TAMC):

NMT 10% CFU/g /

3aranbHa KinbkicTe aepoBbHux MikpoopraHizmis (TAMC):
He GinbLue Hix 10° KYO/r

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

3ararnkHa KinbKicTb NNICHABUX | APIXIKOBUX rpubis
(TYMC): He BinbLue Hix 102 KYO/r

Escherichia coli absentin1g/
BigcyTHicTb Escherichiacolis 1

Conforms / Bignosigae

0 CFU/g / O KYO/r

0 CFU/g / 0 KYOIT

Escherichia coli absentin 1 g/
BiACYTHICTb Escherichia colig 1
fi AaHoi cepii

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

once a year./

' YacToTa npoBeaeHHs BUNPOGYBAHHS PPYHTYETLCH Ha CMCTEMATUYHOMY OrnsAi BUPOGHUYOro npoLecy; BUnpoGyBaHHS
NpOBOAUTLES HE pife OAHOTO Pasy Ha pik 32 MeTOA0M BUBIPKOBOMO KOHTPOMIO.

Julia Stolzenburg
Qualified Person /
YnosHoBaxeHa ocoba

Date of signature /
laTta nignucy:

1

7

2023
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CERTIFICATE OF RELEASE AND GMP COMPLIANCE/
CEPTU®IKAT BIANOBIAHOCTI GMP BUMNYLLEHOT CEPIT

Product: Cardiomagnyl®, film-coated tablets, 75 mg Ne30 in bottle /
MpoayxT: KAPAIOMAIHIJ1, TabneTtku, BKpuTI NNiBKOBOIO OBOMNOHKOIO, No 75 mr Ne 30 y tbnakoHi

Strength/Potency: 1 tablet contains Acetylsalicylic acid 76 mg /
Cuna pjiifakTnBHicTb: 1 Tabnetka MICTUTL 75 Mr KMCTIOTH aLeTUNCANILMMOBOI

Package size and type: 30 tablets in bottle; 1 bottle in carton box /
Poamip Ta Bupa, ynakosku: no 30 TabneTok y chnakoHi; no 1 hriakoHy y KapTOHHIMA Kopobuj

Marketing Authorization: NeUA/10141/01/01 / Peectpauiithe nocsinuenHs: NeUA/10141/01/01

Dosage form: film-coated tablets, 75 mg /
Nixapcbka cpopma: TabreTkn, BKpUTI NNIBKOBOIO 0GONOHKOIO, NO 75 Mr

Manufacturing date / [lata supo6bnuyTtea: 28.03.2023 Batch number / Cepisi: 12562195
Expiry date / Tepmin npugatHocTi:02/2026 Batch size / Poamip cepii: 318800 packs / ynakosok

Name and authorization number of Manufacturer, responsible for batch release: Takeda GmbH Betriebsstatte Oranienburg
Ne DE_BB_01_MIA_2020_ 0030/

Ha3ga Ta Homep niuensii BupoGHUKa, AKUIA BUNYCKae cepito B 06ir: Takeaa MMEX, Miclie BUpOGHULTBA OpaHieHbypr,

Ne DE_BB_01_MIA_2020 0030

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

Appeca BupoGHuKa, IKUA BUNyCKac cepilo B o6ir: JleHilwTpacce 70-98, 16515 OparieH6ypr

Country of origin: Germany / Kpaina-Bupo6Huk: Himeuunna

Certification statement / 3asBa npo ceptudikaujio:

I 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. / Liym nigTeepaxyio, Lo BUWLEBKa3aHa iHOpMaLjs €
AOCTOBIPHOIO | TouHOI0. [laHa cepist NpoayKLji BUroToBneHa (BKNHOYaun ynaKkoBKy/MapKyBaHHs1) | NpOBEAEHUIn KOHTPOIb iT SKOCTI
Ha BKa3aHif AiNbHUL ¥ NOBHIA BIANOBIAHOCTI 3 BUMOramn GMP, BCTAHOBREHUMU MICLIEBAM perynfitopHum OpraHoMm, a Takox y
BIAMOBIAHOCTI 3i cneuydikavlielo, WO MICTUTLCS B PEECTPALIHOMY 0CHE KpaiHu-imnopTepa 4m B Aocke cneludikaLiiin Ha npenapat
ANs AOCNiMKyBAHOTO Mikapcbkoro 3acoby. poTokonu BUpPOGHMLTBA, ynakoBku Ta aHanisy Oynm nepernsHyTi i BCTAHOBREHO
BianosigHicTe GMP.

Name and position /title of

person authorizing the batch Julia Stolzenburg
release / MNpi3Buwle Ta nocaga Qualified Person /
ocobu, ska Buaana Ao3Bin Ha YnoeHoBgXeHa ocoba
BUNyck cepil

Date of signature /
Java nignucy:

e s,

JOKYMEHTIB N
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TEPY)KABHA CJIVKBA 3 JTIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMH Y KHiBCBKIN OBJIACTI

nipos. Ceitanunoi Hapii, 3, M.Kuis, 02099, ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog EPIIOY 37078774

BHUCHOBOK
PO AKIiCTH BBe3€HOro B YKpaiHy JiKapchKoro 3aco0y
25.10.2024 Ne 54325/24/1011
KAPJAIOMAT'HLI

(HaliMeHyBaHH JIiKapChKOT0 3ac0by 3TIMHO 3 peecTpaLlifHuM MOCBIIYCHHAM)
Ta6JIeTKM, BKPUTI IUIIBKOBOIO 060JI0HKOI0, 110 75 MT'; IO 30 Taduerox y daaxoni; no 1
daakoHy y KapToHHiil Kopob6ui
(dpopma BUITYCKY, IO3YBaHHA, BHJI TAKYBAHHS NKAPCHKOTO 3acoby)

Howmep peectpaniiizoro nocsinuenns UA/10141/01/01 crpox aii peectpauiinoro nocsiguenns 01.01.2099
Cepis mikapcskoro 3aco6y Ne 12722852 Kinbkicts BBe3eHOr0 Tikapeskoro 3acoby 25200

Bupobuuk Takena T'mM6X, micie Bupo6uuira Opanien6ypr, HimeuunHa
(HaliMeHyBaHHs BHPOOHHKA JIIKapCHKOTO 3aco6y, kpaiHa TIOXOKEHHS)

BeeseHo B YpaiHy ToBapucTBo 3 06Mexenoo Binnosinansuicrio "ACIHO VKPAIHA",
iment. xom: 42274733

(RaitMenyBanHs Ta ko 3a CAPTIOY ropuanaHoi 0cobu abo npizsuiLe, iM's, 10 BaTbKoBI BizuaHOT
0CO6H - TiAnpyeMI, i Micle MPOXHBAHHA Ta peecTpalliiiHuit Homep 0611ikoBOT KapTKH IIATHHKA
mojaTkie abo cepis Ta HOMEP NMacmopTa)

IpoTokox Bisyanbioro konrpomo eix 21.10.2024 Ne 3238/3.

3a pesynbTaTaMM JEpXKaBHOIO KOHTPONIO BCTaHOBIEHO, 1IN0 nikapcekuii 3aci6 BBeseHo B VYKpalHy 3

JOTPUMAHHAM BiMOT 3aKOHO/IABCTBA MO0 3a0e3NeHeHHA AKOCTI MIKAPCHKUX 3ac00biB.
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JEPKABHA CJIVIKBA 3 JIKAPCHKUX 3ACOBIB TA KOHTPO.JIIO 3A
HAPKOTHKAMH YV KUIBCHKIN OBJIACTI

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

BHCHOBOK
PO AKICTH BBE3€HOro B YKpaiHy JIikapchKoro 3acooy
17.10.2024 Ne 51849/24/101X
KAPAIOMATHLI

(HaliMEHYBaHHS NTiKapchKOTo 3ac00y 3TiHO 3 peecTpallifHIM MOCBIIICHHSM)
Ta6JaeTKH, BKPUTI ITIBKOBOIO 000J0HKOI0, 0 75 Mr; o 30 TabaeTok y duiakoni; mo 1
¢uiakony y KapToHHii Kopooui

(popma BUTIYCKY, TO3YBaHHA, BU NMaKyBaHHs JlikapchKoro 3acoby)
Homep peectpaniitroro nocsizuenns UA/10141/01/01 crpox xii peectpaniitroro nocsipuenss 01.01 .2099
Cepis nmikapcekoro 3acoby Ne 12722852 KinbkicTs BBe3eHoro Jikapehkoro 3aco6y 46800

BupoGHHK Taxena I'm6X, micue Bupo6uuiTea Opanienbypr, HimeuunHa

(waiimMeRyBanHs BUpoGHUKa JiKapchKoro 3aco0y, kpaiHa MOXO/UKCHH)

Baeseno B Ykpainy ToBapucTBo 3 06Me:xenow BixnosizanpnicTio "ACIHO YKPATHA",
inenT. kon: 42274733

(HaitMeHyBaHHs Ta Kol 32 €JIPTIOY ropuaudHoi ocobu afo npissuie, iM's, no 6arbkosi ¢iznunol
ocobut - miampuemus, fi Micue POXKHBAHHA Ta peecTpallifiunit Homep 06MiKOBOT KAPTKH MIIATHHKA
nojarkis abo cepis Ta HOMep Iacnopra)

Iporokon Bizyansnoroe kontpoio six 08.10.2024 Ne 3077/4.

3a pesylbTaTaMu JepKaBHOTO KOHTDONIO BCTAHOBIEHO, WO Jikapcwkuif 3aci6 BBesewo B VYkpainy 3

JOTPUMAHHSAM BuMor 3aKOHONABCTBA MO0 sabe3neueHHa AKOCTI NiKapchKuX 3aco0iB.
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NEPKABHA CJIYKBA 3 JIKAPCBKMX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMH Y KUIBCBKIN OBJIACTI

nipos. Ceitiuunoi Hapii, 3, M.Kuis, 02099, ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €APTIOV 37078774

BUCHOBOK
PO SAKICTH BBE3€HOr0 B YKpaiHy JiKapCLKOro 3aco0y
10.10.2024 Ne 50242/24/1011
KAPJIOMATHLI

(HaliMeHyBaHHS TiKapChKOro 3acoby 3rifHO 3 peecTpallifiHiM MOCBiTHEHHAM)
Ta6J1eTKM, BKPHTI IUIIBKOBOK 0G0JI0HKOIO, 110 75 MI'; 110 30 Tabaerok y drakoni; mo 1
daakony y kapToHHiil Kopo6ui

(hopma BHITYCKY, JO3yBAaHHSA, BUJ NaKyBaHHS fikapceskoro 3acoby)
Howmep peecrpaiittoro rocsinuerns UA/10141/01/01 crpox aif peecrpauiiiroro nocsiguenus 01.01.2099
Cepis mikapckoro 3acoby Ne 12722852 KinbKicTh BBE3€HOTO Mikapeskoro 3acoby 28800

Bupobruk Taxena [M6X, micue Bupobruurea Opagienbypr, HiMeuunna
(naliMeHyBaHHA BUpOOHUKA MTiKapChKOTO 3ac06y, KpaiHa ITOX0/KEHH)

Beeseno B YKpainy ToBapHCTBO 3 00MEKEHOKO pinnosigaaenictio "ACIHO YKPATHA",
iment. kon: 42274733

(naitmenyBarHs Ta ko 3a €JIPTIOY ropuanuHOL ocobu abo npispulLe, iM'd, 110 6aTbKOBI (iznuHOI
ocobu - mignpueMi, 1i Miclc IPOXHBaHHA Ta peecTpaniiiHuii HoMep 0611iKOBOT KapTKH MIATHHKA
oZaTKiB 260 cepia Ta HOMEp Nacnopra)

IIpoToKo Bi3yaJbHOr0 KOHTPOJIIO BiX 01.10.2024 N 2981/7.

3a pesymbTaTaMH JEpXKaBHOTO KOHTPOJIO BCTAHOBIEHO, IO mikapchknii  3aci6  BBe3eHO B VYkpainy 3

JOTPHMAHHSAM BuMor 3aKOHOJABCTBA LOJO 3aGe3neueHHs AKOCTI JIKapChKHX 3aco0iB.
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JIIEP)KABHA CJIYIKBA 3 TIKAPCHKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMU Y KHIBCHKI OBJIACTI

npos. CeiTimunoi Hanii, 3, m.Kuis, 02099, Ten/paxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €JIPTIOY 37078774

BHUCHOBOK
TPO AKICTH BBE3€HOT0 B YKpaiHy JIKapCHKOro 3ac00y
10.09.2024 Ne 44887/24/1011
KAPTIOMATHLI

(HaliMeHyBaHRA TiKapchkoro 3acoby 3rifHO 3 peccTpaliiiHHM TOCBITIEHHAM)
Ta6NAeTKH, BKPUTI TUTIBKOBOI0 000JI0HKO0I0, 10 75 MI'; 1O 30 Taéaerok y duraxoni; no 1
daaxoHy y KapTOHHiH KopoGui

((hopma ERIYCKY, 03YBAHHS, BUA MAKYBAHHA JiKapcbLKOro 3acoby)
Homep peectpauiitroro nocsinyenns UA/10141/01/01 crpox xif peectpauifinoro nocsizuenns 01.01.2099
Cepis nikapcbkoro 3acoby Ne 12722852 KinbKicTh BBE3€HOTO JiKapebkoro 3acoby 54000

Bupobuuxk Takexa I'm6X, micue BupobruuTea Opanien6ypr, HiMequnHa
(HaliMeHyBaHHS BUPOOHHKA JTiKapChKoro 3ac00y, KpaiHa NOXOJUKCHHS)

Baeseno B Ypainy Topapucreo 3 o6Mesxenoo Bignoriganbuicrio "ACIHO
YKPAIHA", inenr. xon: 42274733

(HaiiMenypanss Ta koA 3a €JIPIIOY opuan4Hoi oco6t a6o mpi3BuLLe, iM's, o 6aTHKOBI
pimuarof 0coby - miamMpHeMU, ii MicLe TIPOXMBAHHS T2 peecTpaiiiituii HoMep 061iK0BOT
KapTKH MIaTHHAKA NojaTEiB abo cepis Ta HOMeEp riacriopTa)

TIpoToKo Bi3yaabHOro KOHTPOK) Bil 04.09.2024 Ne 2665/1.

32 pesyNbTaTaMH JEPKaBHOTO KOHTPOJO BCTAaHOBJICHO, IO nikapcekuil  3aci6  BBeseHo B YKpaiHy 3

JIOTpI/lMaHHSlM BIMOT 3aKOHOJABCTBA IOXO0 3a0€3IeHEHHS AKOCTI NiKapchKUX 3ac00iB.
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TIEP’KABHA CJIYKBA 3 JIKAPCBKHAX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KMiBCBHKIH OBJIACTI

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

BHUCHOBOK
PO AKICTH BBE3¢HOT0 B YKpaiHy JiKapchKoro 3aco0y
15.07.2024 Ne 34122/24/10
KAPJIOMATHLI

(ualiMeHyBaHHS JTiKapchKoTO 3acoBy 3TiAHO 3 peecTpalifHiM TIOCBITYCHHAM)
TaGJIeTKH, BKPUTI NJIIBKOBOKO 000J10HKO¥0, TT0 75 Mr; 110 30 TabueToK y (urakoHi; no 1
daakony y KapToHHiii Kopooui
(hopma BUMYCKY, J103yBaHHS, BH NaKyBaHHs nikapceKoro 3acoby)

Homep peectpaifinoro nocsinuenns UA/10141/01/01 crpox aii peectpauiitioro noceinuenns 01.01.2099
Cepis nikapcbkoro 3acoby Ne 12722852 KinbkicTs BBE3eHOTO Hikapehkoro sacody 25200

Brpo6HUK Takxena I'm6X, micue Bupo6uuuTBa Opanien6ypr, HimeuwnHa
(HaifMenyBaHH] BUPOOHUKA J1IKapCLKOTo 3ac0By, KpaiHa UXOIKEHHs)

BaeseHo B YkpaiHy Tosapucreo 3 odmexenoro Bigmosinansuictio "TACIHO
VKPAIHA", inenr. xon: 42274733

(naiiMeHyBaHHA Ta KOX 38 €IPTIOV 1opuanuHoi ocobu abo npizeuiie, iM's, 1o GaTHKOBI
dhisnumnol ocobu - mianpremu, ii Micue IPOXUBAHHA Ta peectpauiitauii Homep 061ikoBoI
KapTKH IIATHHKA NOAATKiB 260 cepis Ta HOMep TacIopTa)

TIpoToKoN Bi3yadbHOro KOHTPOJIIO Bil 08.07.2024 N2 1974/3.

3a  pesynbTaTaMM AEPKABHOTO KOHTPONIO BCTAHOBJIEHO, 1110 nikapcekuil  3aci6 BBeseHo B VYKpaiHy 3

JAOTPUMAHHSAM BUMOT 3aKOHOJIABCTBA OO 3a6e3neyeHns AKOCTi JIIKapChKHX 3ac06iB.
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& Takedal

BATCH QUALITY CETIFICATE FOR MEDICAL PRODUCT Ne / 26/24
CEPTUDIKAT SKOCT! CEPII NIKAPCBKOIO 3ACOBY Ne 25/24

Product: Cardiomagnyl®, film-coated tablets, 78 mg Ne30 in bottle /
MpoaykT: KAPOIOMAIHUL, TatneTky, BKPUTI NNiBKOBOK 0BOMOHKOIWD, N0 75 Mr Ne 30 y chnakoHi

Manufacturing date / [lata aupoBruuraa: 08.11 2023 Batch number / Cepis: 12722852
Expiry date / Tepmin npuaatHocTi: 1012026 Batch size / Poamip cepii. 328100 packs / ynakoBok

Analysis has been done according to Quality Control Methods ! Axania BukoHaHuit y signosigHocTi go MK,

Parameters/ Specification/ Results/
HopMaTUBHI NOKa3HWKK Crieumgikauist PesyneTaty ananiay

Appearance / Onuc Visuall White film-coated heart shaped tablets / Conforms / Binnosipae
BisyanbHui koHTpons/ Tabrerkm Hinoro KoNbOPY, BKPUT
AIBKOBOI OBONIOHKOH, Y (hOpMi CTUIBOBAHOMD "CepUR”.

identity / lnenTudikaLiin {by HPLC) ] BEPX Conforms / Bignosigae
Acetylsalicylic acid / Complies Ph.Eur. / MaioTs signosigar samoram €sp.
AueTuncaniuunosa KuenoTa dapm.

(by UV) | Yo-crektpocdoToMeTpis

Complies Ph.Eur. / MaioTh signosijati suMoram €8p. Conforms / Binnosinae

dapm.
Assay [ KinbKicHe BUBHaYeHH: by HPLC J/ BEPX .
Acetylsalicylic acid / 71.3 - 78.8 mgltabl / 74.0 mgitabl /
AueTUNCAnNiuWIoBa KUCNoTa 71,3 - 78,8 mr/tabn 74.0 wmrfrabn
Purity /
BU3HAYEHHS YUCTOTH by HPLC / BEPX
Salicylic acid / < 0.4 mgitabl (0.5 %)/ 0.2 myltabl /
Canumnosa KMenoTa £ 0,4 mritabn. (0,5 %) 0.2 mrivabn.
Acetylsalicylsalicylic acid /
Auetuncanuuncaniyunosa £04% . 0.11%
KUCHoTa :
Salicylsalicylic acid / .
Caniyuncaniyunosa kuenora £0.2% < 0.05 %
Any unspecified impurity /
Byab-sika HEBiaoMa AoMiLIKa 502% < 0.05 %
Total impurities

{ex. Salicylic acid} /
Cyma BCIX [JOMILIOK (3

BUHSTKOM CARILMNOBOT K-TH) <0.5% 0.1 %

Average mass / by Ph. Eur. 2.9.5/ €gp. ®apm. 2.9.5 114 mg/

Cepepris maca . 105 mg - 125 g {105 mr ~ 125 mr 114 wr

Uniformity of dosage units / Complies Ph.Eur. / MaioTs ignosigatis eumoram €8p. Conforms / Bignosipae

OnHopiaHICTL NO30BAHUX dapm

onuHULL '

Disintegration / PoanaganicTe by Ph. Eur. / < 30 minutes / 1 minute /
€ap. Papm. /< 30 xBuruH 1 xBUnuK

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

Acetylsalicylic acid / ©ep. Gapm. / He mewwe Hix 85% vepes 30 xeunvd

Aueruncaniyanosa kucnoTa (0=80%)'
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BATCH QUALITY CETIFICATE FOR MEDICAL PRODUCT Ne / 25/24
CEPTU®IKAT AKOCTI CEPII NIKAPCBKOIO 3ACOBY Ne 25/24

Product: Cardiomagnyl®, film-coated tablets, 76 mg N230 in bottle /
IMpoaykr: KAPGIOMATHIN, Tabnetku, BKPUTI NNiBKOBOK 0GONOHKOW, MO 75 Mr Ne 30 y chnakoHi

Manufacturing date / Jata supobHuLTea: 08.11.2023
Expiry date / Tepmin npuaatrocti: 10/2026

Batch number / Cepis: 12722852
Batch size / Poamip cepii: 328100 packs / ynakosok

Analysis has been done according to Quality Control Methods / Axaris BuKoHaHui y eigriosigrocTi 80 MKH.

Parameters/
HopMaTuBHi NOKasHUKA

Specification/
Crieumdpikania

Results/
PesynbTaTtit aHasnisy

fMicrobiological purity/
Mikpotionoriyna vucrora!

by Ph. Eur./ Cep. dapm.

Total Aerobic Microbial Count (TAMC):

NMT 10° CFUIg/

3arankHa KinbKicTb aepoGHux Mikpoopratiamis (TAMC):
He Binblue Hixk 10° KYOIr

Total combined YeastsMoulds Count (TYMC):
NMT 102 CFUIg /

3arancHa KNbKICTs NNICHARKX | ApbKaKoBUX rpubis
(TYMC): He Binbuue Hix 107 KYO/r

Escherichia coli absentin 1g/
BincyTricTs Escherichia colis 11

Conforms / Bignosigae

0 CFUIg/ 0 KYO/r

0 CFUIg/ O KYO/r

Escherichia coli absentin1g/
siacyTHicTb Escherichia colis 11
s pamol cepil

T Actual testing frequency is based on systematic review of the manufacturing process;

once a year. /

1 Yacrota NposeaeHHs BUNPO

NPOBOAATLCS HE DIALUE OAHOTO Pasy Ha Pik 3a METOLOM BUBIPKOBOTO KOHTROMO.

Julia Stolzenburg
. Qualified Person /
YnosHoBaxeHa ocoba

Date of signature /
[ara nignucy:

24

o

e s

/

ALO2Y

e
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the test is performed at least

BYBaHHA PPYHTYETHCA Ha CUCTEMATUMHOMY OrAsAl BUPOBHUYOrO NPOLECY; BUNPOGYBaHHS




CERTIFICATE OF RELEASE AND GMP COMPLIANCE/
CEPTUOIKAT BIANOEIAHOCT! GMP BUMYLLEHO! CEPII

Product: Cardiomagnyl®, film-coated tablets, 7§ mg Ne30 in bottle /
Mpoaykr: KAPGIOMAIHIN, Tabnetiy, BKPUTI NNIBKGBOIO OBONOHKOIW, N0 75 Mr Ne 30 y donakoHi

Strength/Potency: 1 tablet contains Acetylsalicylic acid 75 mg!
Cuna piilaktveHicts: 1 TabneTka MICTUTL 75 Mr KUCNOTH ayerTuncaniyuiosol

Package size and type: 30 tablets in bottie; 1 bottle in carton box!
Poamip Ta sug yriakosku: ne 30 1abneTok y (rakoHi, no 1 hnaKkoHy Y KapTOHHIA kopoBui

Marketing Authorization: NeUA/10141/01/01 / PeeccTpaljiiiHe NOCBIMEHHS! NeUA/10141/01/01

Dosage form: film-coated tablets, 75 mg /
fikapebka opma: TabneTky, BXPUTI NNIBKOBOI0 ofonoukoio, NO 75 mr

Manufacturing date / [lata supoBuuurea: 08.11.2023  Batch number / Cepis: 12722852
Expiry date / Tepmit npuaaTHocti: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/

Haapa Ta Homep nileHsii BUpOOHUKA, A BUNYyCKae cepiio B 06ir: Takepa M'mGX, micue BupoBHULTBa OpanieHbypr,

Ne DE_BB_01_MIA_2020_0030

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

Appeca BupobHuKa, AKKit BUNycKac cepiio B oBir: NexiLyutpacce 70-98, 16515 OpawieHbypr

Country of origin: Germany / KpaiHa-BupoSHug: HimeuiunHa

Certification statement / 3assa npo cepmcbikauib:

| hereby certify that the above information is authentic and accurate, This batch of product has been manufactured,
including packaging/labeling and quality contro! 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. / Lum ninTsepukyio, Wo ByliesKkasaHa iHhopmaLis €
[OCTOBIPHOIO | TOUHOW. flana cepis pOAYKUIl BUrCTOBNEHA (BKMIOYALONN YNaKoBKy/MapKyBaHHs) | MPOBEAEHWA KOHTPONS 1 HKOCTI
Ha BKAJAHIN AINbHUL Y NOBHIA BIANOBIAHOCTI 3 BAMOraMu GMP, BCTAHOBNEHUMM MICUSBUM PEryniTOpHMM OpraHom, a TAKOX Y
aignosigHocTi 3i cneuwdikalyien, o MICTUTLECR B peECTpaLifHOMY JOCHE Kpainv-iMnopTepa 4u B AOCkE crieumdikaLin Ha npenapar
ANS ROCIAKYBAHOro JTiKapeLKoro 3acody. MpoTokons BUPOBHALTBA, YNakoBky Ta ananisy 6ynv nepernsnyTi | BCTAHOBNEHO
BignosigHicTe GMP. )

Name and position /title of

person authorizing the batch - : Jutia Stolzenburg
release / lNpissuule Ta nocaga Qualified Person /
ocobu, sKa Buaana [o3sin Ha YnosHoeaxeHa ocoba
aunyck cepil

. , _
Date of signature/ 9 ON . T %
Dara nignuey: "‘)“ l Oy 08( :J(/ : / ®) éﬂ,w
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