JEPKABHA CJIYKBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KUIBCBKIN OBJIACTI

npoB. Ceitmmunoi Hanil, 3, m.Kuis, 02099, ten/bakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €APIIOY 37078774

BUCHOBOK
NpPo AKICTh BBE3€HOr0 B YKPAiHy JiKAPCHKOTr0 3ac00y
10.10.2023 Ne 49234/23/1011
KAPAIOMAT'HLJI

(HafiMeHyBaHHS JIiKapcbKOTO 3aco0Y 3TiHO 3 peecTpauiifHuM IOCBiTYeHHIM)
TalJIeTKH, BKPHUTI ITiBKOBOIO 000JI0HKO10, 10 75 Mr; mo 100 Tadaerok y duiakoHi; mo 1
db1aKoHy Y KAPTOHHIH KOpoOIIi

(dopma BuITyCKY, TO3yBaHHs, BH] IAKyBaHHI JTiKapChKOro 3acoly)
Howmep peectpamniitroro nocsimaenns UA/10141/01/01 crpox gii peectpaniiinoro mocsimaenns 01.01.2099
Cepis mikapcekoro 3aco6y Ne 12518835 KinbKicTs BBe3€HOTO JliKapchKkoro 3acoby 82779

Bupo6Huk Taxena I'Mm6X, micrie BupoOHUIITBa OpanieHOypr, HiMmeuunna

(naiiMeHyBaHHS BUPOOHHUKA JTIKapCHKOTO 3aC00Y, KpalHa IOXOIKEHES)

Baeseno B Yxkpainy ToBapucTso 3 o6Mexkenolo BixmosinaasaicTio "ACIHO YKPATHA",
inent. xox: 42274733

(naiiMenyBanus Ta xox 3a €JIPTIOY ropumirdnoi ocobu abo mpispume, im's, mo 6aTekoBi disumaHOT
ocobu - mimnpremMus, i MicLie IPOXKUBAHHA Ta PEECTPALIHHNA HOMep OOIIKOBOI KAPTKH IUIATHHKA
HIOJATKiB a60 cepis Ta HOMep MmacuopTa)

Iporokon Bisyansuore xontpouio ig 02.10.2023 Ne 3153/7.

3a pesympTaTaMH JAEPKABHOTO KOHTPOJI) BCTAHOBJIEHO, IMO JIKAPCBKWEM 3aci0 BBe3¢HO B YKpaiHy 3

JAOTPHMAHHAM BHMOT 3aKOHOJABCTBA MO0 3a6e3IeYeHHs AKOCTi TiKapChbKUX 3ac00iB.

Ipuaa ITAJIAMAP

(nianwuc) (ininian Ta npissrme)




BATCH QUALITY CETIFICATE FOR MEDICAL PRODUCT Ne / 114/23
CEPTU®IKAT AKOCTI CEPIT NIKAPCBKOIO 3ACOBY Ne 114/23

Product: Cardiomagnyl®, film-coated tablets, 75 mg Ne100 in bottle /
Mpoaykt: KAPOIOMATIHIN, TabneTkun, BkpuTi NniBkoBoto obonoHkow, no 75 mr Ne 100 y dnakoHi

Manufacturing date / Jata eupo6Hiurea:16.01.2023
Expiry date / Tepmin npupatHocTi: 12/2025

Analysis has been done according to Quality Control Methods / Axania BukoHaHuit

Batch number / Cepis: 12518835
Batch size / Poamip cepil: 98500 packs / ynakosok

BignosigHocTi o MKH

Parameters/
HopmaTtveHi NOKE3HNKM

Specification/
Crieyndikauis

Results/
Pesynetaty aHanisy

Appearance / Onuc

Visual/ White film-coated heart shaped tablets /
BisyanuHuit koHTpone/ TabneTku 6inoro kKoNbopy, BKPUTI
NNiBKOBOID OBONOHKOK, Y hopMi cTunizoBaHoro "cepus’.

Conforms / Bignosigae

Identity / laeHTndbikaujis
Acetylsalicylic acid /
AueTuncaniunnosa kucnoTa

{by HPLC) / BEPX

Complies Ph.Eur. / MatoTb BignosiaaTtv Bumoram €ep.
dapm.

(by UV) / Y®-cnekTpodoToMeETpIs

Complies Ph.Eur. / MawoTb BignosigaTtv Bumoram €8p.
Papm.

Conforms / Bignoeigae

Conforms / Bignosigae

Assay / KinekicHe BUSHauYeHHA
Acetylsalicylic acid /
AueTuncaniunnoea KUCroTa

by HPLC / BEPX
71.3 - 78.8 mg/tabl /
71,3 — 78,8 mr/itabn

75.7 mgitabl /
75.7 mritabn

Purity /
BusHaueHHs YnucToTH by HPLC / BEPX
Salicylic acid / < 0.4 mgitabl (0.5 %) / 0.1 mgltabl /
Caniuunosa kucnoTa < 0,4 mr/tabn. (0,5 %) 0.1 mr/Tabn.
Acetylsalicylsalicylic acid /
AlueTuncaniuuncaniynnoea £04% 0.08 %
KucnoTa
Salicylsalicylic acid /
Caniuuncaniuunoea kucnorta £0.2% <0.05%
Any unspecified impurity /
Byab-Aka HeeigoMa AoMiLKa £0.2% <0.05%
Total impurities
(ex. Salicylic acid) {
Cyma BCix JoMiWok (3a
BMHSATKOM CaniunmnoBoi K-Tu) <0.5% 0.1 %

» 0
Average mass / by Ph. Eur. 2.9.5 / €gp. Papm. 2.9.5 112 mg/
CepepHs maca 105 mg - 125 mg /105 mr— 125 mr 112 mr

Uniformity of dosage units /
OpHopigHicTe A030BaHUX
OfHULb

Complies Ph.Eur. / MatTb Bignoeigaty BuMmoram €8p.
®apm.

Conforms / Bignosinae

Disintegration / PosnagaricTe by Ph. Eur. / < 30 minutes / 1 minute /
e€ep. Papm. /< 30 xBUNKH 1 XBUNWH
Dissolution / PozuyuHerHs by Ph. Eur. ! Not less 85% after 30 minutes (Q=80%)"/ | 102 %

Acetylsalicylic acid /
AueTuncaniuunosa kucnoTa

€sp. PapmM. / He meHLWe Hix 85% qepes 30 xeunuH
(Q=80%)’

Page 10of2
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BATCH QUALITY CETIFICATE FOR MEDICAL PRODUCT Ne / 114/23
CEPTU®IKAT AKOCTI CEPII NIKAPCBKOIO 3ACOBY Ne 114/23

Product: Cardiomagnyl®, film-coated tablets, 75 mg N2100 in bottle /
Mpoaykr: KAPJIOMATHI, TabneTkwn, BKpWTI NniBkoBoto 06010HKOW, No 75 Mr Ne 100 y dpnakoHi

Manufacturing date / Jara eupoGHuutea:16.01.2023
Expiry date / Tepmin npupaTHocTi: 12/2028

Analysis has been done according to Quality Control Methods / AHania BUKQHaHWA

Batch number / Cepis: 12518835
Batch size / Poamip cepii: 98500 packs / ynakosok

gignosigHocTi Ao MKA

Parameters/
HopMaTuBHI NOKasHUKK

Specification/
Creuudbikaums

Results/
PesynbTaty aHanisy

Microbiological purity"/
MikpobionoriyHa yncToTa’

by Ph. Eur. / €sp. ®apm.
Total Aerobic Microbial Count (TAMC):
NMT 10° CFUIg /

BaransHa KinbkicTe aepoBHKUX MikpoopraHismis (TAMC):

He 6inbwe Hix 10° KYO/r

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

BaransHa KinbKiCTb NIICHABWX | APIXKIKOBUX rpubis
(TYMC): He 6inbwe Hix 102 KYO/r

Escherichia coli absentin1g/
BiacyTHicTb Escherichiacolip i r

Conforms / Bignosigae

0 CFUI/g / O KYO/r
0 CFU/g / O KYOIr
Escherichia coli absentin1g/

BiacyTHicTb Escherichia colis 11
ANA paHoi cepil

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

once ayear./

' YacToTa NpoBefeHHs BUNPOGYBaHHSA IPYHTYETLCS HA CUCTEMATAYHOMY OrnAal BUPOBHUYOro NpoLiecy: BUNpobyBaHHA
npoBOAMTLCA He piflle 0[HOro pasy Ha pik 3a MeToaoM BUBIPKOBOrO KOHTPOMIO.

Julia Stolzenburg
Qualified Person /
YnoeHoBaxeHa ocoba

Date of signature /
JaTa nignuey:

ol

AL 2023
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CERTIFICATE OF RELEASE AND GMP COMPLIANCE/
CEPTU®DIKAT BIAMOBIAHOCTI GMP BUNYLEHO! CEPIT
Product: Cardiomagnyl®, film-coated tablets, 75 mg N2100 in bottle /
MpoaykT: KAPOIOMAIHIN, TabneTkun, BkpyTi NniBkoBoto 060noHkoto, no 75 mr Ne 100 y cdnakoHi

Strength/Potency: 1 tablet contains Acetylsalicylic acid 75 mg /
Cuna gii/akTuslicTb: 1 TabneTtka MICTUTL 75 M KMCAOTW aleTuncaniunnosor

Package size and type: 100 tablets in bottle; 1 bottle in carton box /
Poamip Ta eug ynakosku: no 100 TabneTok y dnakoHi; no 1 dnakoHy y KapTOHHIA kopoBui

Marketing Authorization: NeUA/10141/01/01 / PeecTtpaliiiHe noceipyenHa: NeUA/10141/01/01

Dosage form: film-coated tablets, 75 mg /
Nikapcbka dopma: TabneTkn, BKpUTI NNiBkoBO 060NOHKO, Mo 75 Mr

Manufacturing date / lata BupoGHuuTea: 16.01.2023 Batch number / Cepis: 12518835
Expiry date / Tepmin npugatHocTi: 12/2025 Batch size / Poamip cepii: 98500 packs / ynakosok

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

HasBa Ta Homep niueHsii BUpo6HUKa, AKKIA BuNyckae cepiko B 06ir: Takena MMBX, micue supobHuutea OpaHieHbypr,

Ne DE_BB_01_MIA_2022_0013

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

Appeca BUpoGHMKa, AKKIA BUNYcKae cepito B o6ir: leniywrpacce 70-98, 16515 OpaHienbypr

Country of origin: Germany / KpaiHa-Bupo6Huk: HimeuuuHa

Certification statement/ 3asea npo ceptudikaLio:

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. / Lium niaTeepaxylo, WO BULLEBKa3aHa iHopmalia €
NOCTOBIPHOIO | TOMHOIK. [laHa cepis NpoayKuii BUrOTOBNEHa (BKNIOYAKYM YNAKOBKY/MapKyBaHHA) | NPOBEAEHUA KOHTPOSb i1 AKOCTI
Ha BKasaHiil AinbHWUI y MOBHIKA BignosigHocTi 3 BumoraMu GMP, BCTAHOBNEHUMW MICLIEBUM PErYNATOPHUM OPraHoM, a Takox y
BiANOBIAHOCTI 3i cneuudikaLlicto, WO MICTUTECH B PEECTPaLIRHOMY AOCKE KpaiHW-iMnopTepa 4u B AOCLE cneuudikaLlia Ha npenapaT
ONS OOCTi4XyBaHOro nikapcbkoro sacoby. MpoTtokony BUpoBHWUTBa, yriakoBkM Ta aHaniay Oynu nepernanyTi i BCTaHOBMEHO
BignoeigHicte GMP.

Name and position fitle of \
person authorizing the batch Julia Stolzenburg %
release / MNpisBuiLe Ta nocaga Qualified Person / /
ocobu, sika Buaana gosein Ha YnoBHoBaxeHa ocoba

BUNYCK cepii

Date of signature/ AL O 202D

Oara nignucy;

Page 1 of 1 N e
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AEPIKABHA CJIYIKBA 3 JIKAPCbKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCBKIA OBJACTI

npoe. Ceitmrrol Hanii, 3, m.Kuig, 02099, ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.nua, Kog €APTIOY 37078774

BHCHOBOK
Npo AKiCTH BBE3¢HOr0 B Y KpaiHy Jikapchroro 3acody

12.09.2023 Ne 44254/23/10

KAPJIOMATHLI

(HalMEHYBAHHA NIKAPCHKOTO 32c00y 3TigHO 3 peecTpauifHHM MOCBIAICHEAM)
TabMeTKH, BKPHTI IIiBKOBOK 000,10HK010, 110 75 Mr; no 100 TabaeTok y fuakoni; no 1
duiaKony v KapToHHi#i Kopobui

(thopma BimTycKy, Ho3YBaHIDL, BHI HAKYBAHHA JMKAPCEKOrO 3ac00y)
Howmep peectpaniiiroro noceimaerss UA/10141/01/01 crpok aii peectpaniinoro mocsigaerrs $1.01.2099
Cepis nikapcrkoro 3acoty Ne 12445073 KinkkicTs BRE3EHOTO Aikaperkoro 3acoby 98699

Bupo6umk Taxena I'm6X, Micie BupoGHunITEBa Opanien6ypr, HiMeuunna

(maiiMeHyBaHHA BAPOOHUKS MKApCEKOTe 3acoly, KpalHa NOXOMKEHHN)

Beesero B Yxpainy ToBapHcTRO 3 06MexeHo BiTmOBiAaNBHiCTIO "TACTHO YKPATHA",
inenr. xom: 42274733

{majiMeHyBaHEA Ta KoZ 38 €APIIOY wpuaminoi ocobn abo npisemme, iM'a, mo Garexoet diznanol
ocobH - mianpueMin, ii Micite MpoXKUBEHHA T4 peccTpaniiinnii Homep oOniKoRO] KAPTKH INATHHKA
mOPATKIE 260 cepid Ta HOME] MacTopTa)

MpoToexox eizyansHoro kentpoao eig 11.09.2023 Ne 2797/4.




BATCH QUALITY CETIFICATE FOR MEDICAL PRODUCT Ne / 33/23
CEPTU®IKAT AKOCTI CEPII NIKAPCBKOIO 3ACOBY Ne 33/23

Product: Cardiomagnyl®, film-coated tablets, 75 mg N2100 in bottle /
Mpoaykr: KAPOQIOMAIHIN, Tabnertkw, BkpuTi nniekosoto o6onoxkoto, no 75 mr Ne 100 y dnakoHi

Manufacturing date / flata eupo6rnurea:08.01,2023
Explry date / Tepmin npuagathocti: 12/2025

Batch slze / Poamip cepil: 98700

Batch number / Cepin: 12445073

packs / ynakoBok

Analysis has been done according to Quallty Control Methods / AHanis BMKOHaHWiA v BignosigHocTi a6 MKS

Parameaters/ Specification/ Results/
HOpMETHRHI NOKA3HUKM Cneumcbikauia Pegynerati aHanisy
Appearance / Onvc Visuall White fiim-coated heart shaped tablets / Conforms / Bignosigae

BiayaneHuii koHTpoNL TabneTku Ginoro KoNLOpY, BKPUTI
nniekoeoto oBonoHkolo, y GopMi cTunizosaHoro "cepusa”.

Identity / laeHTuchikauia
Acetylsallcylic acid /
AueTuncaniuMNoBa KMCNoTa

{by HPLC) { BEPX

Complies Ph.Eur. / Maots Bignosiaari BuMoram Esp.
QapM.

{by UV) | Y@-cnextpodoTomeTpia

Complies Ph.Eur. / Maoms Bignoeigam simoram €8p.
dapM.

Conforms / Bignoeigae

Canforms / Bignoeigae

Assay / KinbkicHe BusHauYeHHA

by HPLC f BEFX

Acetylsallcyllc acid / 71.3 — 78.8 mgHabl / 75.6 mgftabl /
AueTyncaniyunosa kuenoTa 71,3 - 78,8 MriTabn 75.8 mrfrabn
Purity {

BuaHaueHHn ynucTatu by HPLC { BEFX

Salicylic acid / £ 0.4 mgitabl (0.5 %)/ 0.2 myitabl /
Caniunnoea kucnora £ 0,4 mrirabn. (0,5 %) 0.2 mritatn.
Acetylsalicylsalicylic acld /

AleTincaniysncaniuwnopa 504% 0.08 %
KWcnoTa

Sallcylsalicylic acid /

Caniunncaniyunosa kucnoTa £0.2% < 0.05%
Any unspecified impurity /

Eyab-Aka HeBinoMa foMiLLKka £0.2% < 0.05%
Total Impurities

(ex, Salicylic acid)/

Cyma Bcix goMmilwok (3a

BUHATKOM CaniLMnNoBOT K-TH} £0.5% 0.1 %
Average mass / by Ph, Eur. 2.9.5 €gp. ®apm. 2.8.5 i 113 mg!
CepenHa maca 105 mg = 125 mg /106 mr— 125 mr 113 mr

Uniformity of dosage units /
OnHopIAHICTE J030BAHUX
OaMHNUL

™ Byuoram G\&Rff
JTOKY MEHTIB \’

Complies Ph.Eur. / MaioTb Bi,
Gapm.

Conforms / Bignosigae

1\

Disintegration / Po3napaHicTe

"53UM"

by Ph. Eur. / < 30 minutes /
£ap. dbapm. /< 30 xpunun « I

x minute /
XBUNUH

Dissolution [ PoéanEHHa
Acetylsalicylic acld /
AueTnncaniunoea kucnoTa

by Ph. Eur. / Not less 85% a mmutes (Q-su%)‘y,t

/102%

€8p. dapm. / He MeHLLEe Hix 8 3 30 XBUTMHY ‘/“ \ /.
{Q=80%)" J\jl 83 S 3/

\‘Q‘fﬁ 2] 1“/
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BATCH QUALITY CETIFICATE FOR MEDICAL PRODUCT Ne / 33/23
CEPTU®IKAT AKOCTI CEPIT NIKAPCLKOTO 3ACOEY Ne 33/23

Product: Cardiomagnyl®, film-coated tablets, 75 mg Ne100 in bottle /
Mpoaykt: KAPQIOMATHIN, Ta6neTkn, BkpuTi nniskosole 06onoHkolo, no 75 mr Ne 100 y donakoni

Manufacturing date / JaTa supoSuuyea; 08.01.2023
Expiry date / TepMiH npwaaTrocTi: 12/2025

Batch number / Cepin: 12445073
Batch size / Pasmip cepi: 98700 packs / ynaxkosok

Crop.1is 2
Analysis has been done according to Qualltyr Control Methods / AHania BUKCHaHWIA ¥ BiANCBIAHOCTI Ao MKS
Parameters/ Specification/ Results/
HopMaTHBHI Nnoka3HWuKkK CneLudikauma PesynsTaTi aHaniay

Microbiological purity"/
MikpoGionoriyHa YucToTs!

by Ph. Eur. f €sp. tapm.
Total Asroblc Micrebial Count (TAMC):
NMT 102 CFUIg /

He Ginbwe Hix 10° KYOir

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

3araneHa KinbKicTe NAICHABKX | ApiIXOBUX rpnbie
(TYMC): He Ginbiue Hix 102 KYO/r

Escherichla coll absentin1g/
BigcyhicTe Escherichiacolig1r

3arankHa KiNbKICTL aepoﬁl-mx mikpoopraHismie {TAMC):

Not performed on this batch /
He npoBoanTLes ANA AaHOT cepil

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

once ayear. !

1 Yacrora nposeneHHsA BUNPoGYBaHHA rpyHTyeThcn Ha cucTeMaTUuHOMY OMAAi BUpoBHdoro npolecy; BUnpobyeauHs
NPCBOAUTLCA HE PiAlLe COHOM Pasy Ha PIK 32 METOAOM BUGIDKOBOMO KOHTPOMID.

Dr. Daniela Heller
Qualified Person f
¥noeHobaxeHa ocoba

Date of signature /
Oata nignucy:

(). Ml

A4.08.2033
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CERTIFICATE OF RELEASE AND GMP COMPLIANCE!/
CEPTU®IKAT BIANOBIAHOCTI GMP BUMYLIEHO! CEPI

Product: Cardiomagnyl®, film-coated tablets, 76 mg Ne100 In bottle /
Mpegykr: KAPAIOMATHIN, TabneTku, BKpUTI nniskoBoo 0G0ROHKOK, No 75 Mr Ne 100 y dnakoHi

Strength/Potency: 1 tablet contalns Acetylsalicylic acid 75 mg /
Cuna piifakTneHICTL: 1 Tabnetka MiCTUTE 75 M KMCNOTH aueTUNCANIUMROBOT

Package size and type: 100 tablets In bottle; 1 bottle in carton box !
Possip ta Bug ynakosku: no 100 TaBnetok y dnakeHi; Ne 1 hnakoHy y KapToHHii kopobui

Marketing Authorization: NeUAM0141/01/01 / Pegcrpauilive nocsiaverHs: NeUA/10141/01/01

Dosage form: film-coated tablets, 78 mg /
Nixapckka hopma: TAGNETKW, BKPUTI NMIBKOBOK OBONOHKOWS, NG 75 Mr

Manufacturing date / fllata BupobruuTea: 08.01.2023 Batch number / Cepia: 12445073
Expiry date / Tepmin npuaaTHOCTI: 12/2025 Batch size / Poamip cepii: 98700 packs / ynakosok

Name and authorization number of Manufacturer, responsible for batch release: Takeda GmbH Betriebsstatte Oranienburg
Ne DE_BB_0O1_MIA_2022 D013/

Haasa Ta HoMep niyeH3ii BUPOBGHKMKA, AKMIA BUNycKae ceplio B oBir: Takega MMEX, Micue BupoBHULTBa OpaHieHGypr,

Ne DE_BB_01_MIA 2022 D013

Address of Manufacturer, regponsible for batch release: Lehnitzstrasse 70-88, 16515 Oranienburg /

Appeca Bupo6HuKa, KM BURYCKAE cepilo B obir: NleHiywrpacee 70-88, 16515 Opanienbypr

Country of origin: Germany / KpalHa-BupoBHuk: HimeuunHa

Certification statement/ 3ansa npo ceptudhikauio:

| 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 iocal 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 nigteepmuyio, wo BuweBkasana iHGopMaLis &
AOCTOBIPHOK) | TOUHOW. [laHa cepis NpoAYKUIl BUrOTOBMNEHA (BKIIMAIOHW YNaKOBKY/MAPKYBSHHSA) | NPOBEASHWE KOHTPOML T AKOCTI
Ha BKa3aHiA AiNbHAL ¥ NOBHINA BiaNoBIgHOCTI 3 BUMoramMn GMP, BCTAHOBNEHUMY MICUSBAM PErYIIATOPHWM OPraHOM, & TAKOX y
BianoBIAHOCTI 3i cneLwpikauier, WG MICTUTLCA B PEECTpaLitHOMY AOCKE KPATHW-IMNOPTEPa YK B A0CkE cneuudikalil Ha npenapaT
ANA AocniIpKyBaHoro nikapcekoro 3acoby. MpoTokonu BUpOGHULTBA, YNakoskW Ta aHanisy Gymv nepernsHyTi i BCTAHOBMEHO
BipgnoeigHicTs GMP,

Name and position ftltle of
person authorizing the batch
release / Mpizeuwie Ta nocana
ocobl, Aka erupana Ao3ein Ha
BUNycK cepil

Date of signature /

Aara nignuecy: / ? 03 ma?s

Page 1 of 1
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JAEPKABHA CJIYIKDBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJHIO 3A
HAPKOTHKAMH Y KHIBCLKIH OBJACTI

mpos. Ceitmaaaoi Hagil, 3, M. Kuie, 02099, ten/dakc: (044) 363-06-50
E-mail: dls ko@dls.gov.ua, Kog €EAPIIOY 37078774

BHCHOBOK
Npo AKIiCTHL BBE3¢HOI0 B YKpaiHy JikapchbKoro 3acody
17.10.2024 Ne 51848/24/1011
KAPJIOMAT'HLI

{HaHMeHYRAHHA MiKapchkoro 3acoby 3riTHO 3 peccTpaniiHHM IOCBIAICHAAM)
TadIeTKH, BKPHATI ILIIBKOBOIO 000JIOHKO0I0, o 75 Mr; mo 100 Tadnerox y daiaxoni; mo 1
durakony y KapToHHi#i Kopoomi

(topMa BHITyCKY, I03YBAHHA, RH]] HAKYBAHHA JKAPCEKOTO 33coly)
Homep peectpaniiinoro nocgimacrns UA/10141/01/01 crpox aii peccrpaniiinoro mocsimaeara ¢41.01.2099
Cepin mikapcekoro 3aco6y Ne 12722855 KimLKicTh EBe3€HOTO JiKapchKoro 3acoby 29272

BHpoSHEK Takema I'M6X, Miciie BHpoOHHITTBA OpanicaOYpr, HiMewanHa
(HaliMeHyBaHHA BHPOGHAKA KAPCEKOTO 3aco0y, KpaiHa TOXOKeHHA)

Brezeno B Yxpainy ToBaprcTBO 3 00MexeHOI0 BifmoBinaasaicTio "ACIHO YKPAIHA",

inent. xox: 42274733
(HaliMeHyBaHHA Ta ko[ a €JTPIIOY loparuIHo] ocoliH abo Mpi3EHme, iM'A, Mo 6aTkKoRi $izmamol
ocobH - mianpHemn, 1i MicIie TPOXKHBAHNHA Ta peccTpanifinyi HoMep o0NiKORO]1 KAPTKH IIIATHHKA
IOJATKIE aff0 cepii Ta HOMED HacIopTa)

I potokoen Bizsyannaoroe xearpoo six 08.10.2024 N 3077/3.

3a pe3VNBTATAMH JepKABHOTO KOHTPONIO BCTAHOBICHO, IO JOKAPCRKHA 3acié BBeseHo B YKpaiHy 3

JAOTPHMAHHAM EHMOT 3aKOHOJABCTBA MO0 3a0e3MeIcHAA AKOCTI MiKapChKAX 3acobiE.

A 1 3 28\
;LU K¥YM FHT ‘hé\
- : @;’/ Bikrop CTE®KIBCHKHIA

V=2
{iriuiany Ta npiyanuie)}




BATCH QUALITY CETIFICATE FOR MEDICAL PRODUCT Ne / 28/24
CEPTUDIKAT AKOCTI CEPII NIKAPCbKOIO 3ACOBY Ne 28/24

Product: Cardiomagnyl®, film-coated tablets, 75 mg Ne100 in bottle /
Mpoaykr: KAPQIOMATIHIN, TabneTku, BrpuTi nniskoecky oGononkoio, no 75 mr Ne 100 y dnakoni

Manufacturing date / lata eupoGruuTtea:14.11.2023
Expiry date / Tepmid npugatHocTi: 10/2026

Batch number / Cepin: 12722855
Batch size / Poamip cepii: 87700 packs / ynaxoBok

Analysis has been done according to Quality Control Methods / Axanis Bukosasni ¥ signosigHocTi Ao MIKA
Parameters/ Speclfication/ Results/
HOpMATHEHI NOKAHWUKK Cneuwdixawia PesynsTaTu aHaniay
Appearance / Onue Visual/ White film-coated heart shaped tablets / Conforms / Bignosipae
BisyansHuid xoHTpone/ Tabnetiu Ginoro xonkopy, BKPUTI
nnieskoeow oGONOHKOIO, ¥ dOpPMi cTMNIZORAHOMD "cepus”.
Identity / InedTudikaujia {by HPLC) / BEPX Conforms / Bignoeinae
Acetylsallcylic acid / Complies Ph.Eur. / MaoTs signosigam aumoram Sep.
ALeTUNCaniUWNOBRa KMCNOTA dapm.
{by UV) | Yd-cnextpotboToMeTpiA . .
Complies Ph.Eur. / MaiTe sinnosinati sumoram €ep. Conforms / Bianosinae
dapm.
Asgsay ! KinexicHe BUSHaHEHHA by HPLC { BEPX
Acetylsalicylic acid / ' 71.3 - 78.8 mg/tabl / 756.1 mgitabl /
ALemncaniunnoea KuCnoTa 71,3 -78,8 mrfrabn 75,1 mrfrabn
Purlty {
BH3HANEHHS YWCTOTH by HPLC / BEPX
Salicyllc acid / < 0.4 mpftabl (0.5 %) / 0.2 mgttabl /
Caniuunosa mcnoTa < 0.4 mritabn. (0,5 %) 0.2 mrfrabn.
Acetylsalicylsalicylic acid /
AueTancaniyuncaniynosa 504% 0.11%
KucnoTa
Salicylsalicylic acid /
CaniuuncaniyanoBa KMcnoTa £02% <0.05%
Any unspecified impurity /
Byae-sika Haeiaoma AOMILKE £0.2% <0.05 %
Total impurities
(ex. Salicylic acid) /
Cyma pcix gomiluok (sa s T
BUHATKOM CaniLWNOROT K-Ti) <0.5% Am 0.1 %
Average mass / ur, 29.5 $a§ 1M12mgl
CepenHa maca ! Li)lw MO 112 wr ‘ '
Uniformity of dosage units / %, Ph.Eur. / BUMOraM Eep Conforms / Bianosinae
OpHopigHICT, A030BAHUX E £Lm J s l )
OAUHULIL
Disintegration / PoanaaaHicte Ph.Eur. / < 30 minute_g‘?,f . 1 minute {
BANVR > /. 1 XBANUH
Disaolution / PoauMHeHHS . B 55 85% afler 30 minutes (Q=80%)'/ | 101 %
Acetylsalicylic acid / €pp. dapm L HiK 85% qepes 30 xBunuH
AueTMncaniyunoea KWCnoTa (Q=80%)1

Page 1 of 2
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BATCH QUALITY CETIFICATE FOR MEDICAL PRODUCT Neg / 28/24
CEPTUGIKAT AKOCTI CEPIT NIKAPCBLKOIO 3ACOBY Ne 28/24

Product: Cardiomagnyl®, film-coated tablets, 75 mg Ne100 in bhottie /
NpoaykT: KAPAIOMAIHIN, TabneTtkn, srputi NNiekosoo oSononkoio, no 75 mr Ne 100 y dnakoui

Manufacturing date / [lata supoSunuTea:14.11.2023  Batch number / Cepin: 12722855

Expiry date / Tepmit npugatHocTi: 1012026 Batch size / Poamip cepil; 97700 packs / ynakoeok
Analysis has been done according to Quality Control Methods / Ananis BukgHanuil y signosigrocTi 1o MKA
Parameters/ Specification/ Results/
HopmaTWeHi noxasHukM Cneuncikauma PesynbTatvt asanisy
Microblologlcal purity’/ by Ph. Eur. ! €Bp. ®apm. Not performed on this batch /
MixpoGionoriyHa yncToTa' Total Aerobic Microbial Count (TAMC): He nposoamTeCA ANA AaHol cepil
NMT 10° CFUIg !
BaranuHa KinekicTs aepolHmx MikpoopraHismie {TAMC):
He Ginbiue Hix 10° KYO/r
Total combined YeastsiMoulds Count (TYMC):
NMT 102 CFU/g /
Baranbha KineKkicTs NRicHABWX | apbxarosux rpubie
(TYMC): He Ginbwe nix 107 KYOIT
Escherichia cofi absentin1g/
BigcyTHicTe Escherichia colie 1T

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

1 YacToTa NposegeHHA BUNpobyBaHHS FPYHTYETECA HA CHCTEMATUMHOMY OMsAl BUPOGHUWMOro npoLecy; aunpolyBaHHs
NPOBOAMTLCA HE PiALLe OAHOO pasy Ha pik 3a MeToAoM BNGIPKOBONO KOHTRONK.

Julla Stolzenburg %
Qualified Person / '
YnoexosaxeHa ocoba

B e 04, 2O
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CERTIFICATE OF RELEASE AND GMP COMPLIANCE/
CEPTU®IKAT BIANOBIAHOCTI GMP BUMYLLEHOT CEPII
Product: Cardiomagnyl®, film-coated tablets, 756 mg Ne100 in bottle /
Mpoayxr: KAPAIOMAIHIN, TaGneTkw, 8kpuTi nniekoeoio oGonorkow, no 75 mr Ne 100 y donakoHi

Strength/Potency: 1 tablet contalns Acetylsalicylic acld 75 mg /

Cuna gilfaktueHicTe: 1 TalineTka MICTUTE 75 Mr KMCNOTH augTUncaniyvnoeot

Package skze and type: 100 tablets in bottle; 1 bottle in carton box /

Poawmip Ta Bug ynakoeky: no 100 TaGneTok y thnakoHi; no 1 GnakoHy y xapToHHIA kopobui
Marketing Authorization: NdUAMO141/01/01 / Peectpauivive noceiguenns: NeUAM0141/01/01

Dosage form: film-coated tablets, 75 mg /

Nixapcbka chopma: TaGNETRM, BKPUTI NNIBKOBOID OBONOHKOID, NO 75 Mr

Manufacturing date / lata upoSanuTea; 14.11.2023 Batch number / Cepia: 127228685

Expiry date / TepMin npuaatHocTi: 10/2026

Batch slze / Poamip cepil; 97700 packs / ynaxoceok

Name and authorization number of Manufacturer, responsible for batch release: Takeda GmbH Betriebsstatie Oranienburg

Ne DE_BB_01_MIA_2022_0013/

Hasea Ta HoMep nileHall BUpoGHMKa, AKMH BUNYCKae cepio B o6ir: Taxena MwGX, micue BupobHuuTea OpanienSypr,

Ne DE_BB_01_MIA_2022_ 0013

Address of Manufacturer, responsible for batch release: Lehnitzstrasse 70-98, 16515 Oranienburg /
Anpeca supoSHMKa, AkMiA BUNycKae cepito B oBir: Nleniuwrpacce 70-98, 16515 OpaxieHGypr

Country of origin: Germany / Kpafna-sBupobunk: HiMemuvna
Certification statement/ 3anea npo ceprwdikauii:

| hereby certify that the above information is authentic and accurate. This batch of product has been manufactured,
including packaging/iabeling 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 flle for investigational Medicinal Products. The batch processing, packaging and analysis
records were raviewed and found to be in compliance with GMP. / LiuM ninTeepiiyro, WO BULLSBKA3AHa IHPOPMaUiR €
[AOCTOBRIPHOK | TOUHO. [laHa cepin NpoAYXLT BMrOTOBNEHA (BKNICHAIONYM YNAKOBKY/MAPKYBAHHA) | NpoeegeHwid KOHTPONL 1T ARDCT]
HA BKA3AHIA QINLHUL Y NOBHIA BIANOBIAHOCTI 2 BuMoraMu GMP, BCTAHOBNEHWMI MICLEBAM DErYNATOPHAM OPraHoM, & TakoX y
signosigHocTi 3i cneundikauierd, Wo MICTUTECA 8 peecTpaLiiHomMy SOCLE KpalHM-IMNOPTEPa UM B A0CkE creundikaiik Ha npenapaT
ANR ACCRigXYBAHOM nikapcekony 2acofy. MNpoTokonk ewpoBHULTEA, YNaKoBKW Ta asanizy Gynu nepernadyTi | BCTaHOBNEHO

eignosigMicTe GMP.

Name and position ititle of
person authorlzing the batch (e : & O,J’
release / Mpissuwe Ta nocaga . I 11‘5\%\"\
0cobu, Aka BUAANa [O3BIN HA JOKY MEHTIB A%\

\

BUNYCK cepil }%\}
Date of signature / 0?(4 | \(:«/.f 3
Data nignucy: 0 LY/

Page 1of 1
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Julia Stolzenburg
Qualified Person /
YnoeHoeaweHa ocoba



AEPKABHA CJYIKBA 3 JJIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMH Y KUIBCBKIM OBJIACTI

npoB. Ceitnuunoi Hanii, 3, M.Kuis, 02099, ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kon €JPTIOY 37078774

BHUCHOBOK
Npo AKICTH BBE3EHOI0 B YKpaiHy JikapchbKoro 3aco0y

18.10.2024 Ne 52390/24/10

KAPJIIOMATI'HLJI

(HaiiMeHyBaHHs NIKapcbKOro 3acoly 3rifHO 3 PEECTPaniiiHUM NOCBIAYECHHAM)
Ta0JIETKH, BKPHTI MJIIBKOBOIO 000/10HKO010, 10 75 Mr; mo 100 Tabuerok y duiakoni; no 1
(haakoHy y kapToHHiil KopoOui

({opma BunycKy, 103yBaHHS, BUI MAKyBaHHS Jlikapchbkoro 3acoby)
Howmep peecrpauiitnoro nocsizuenns UA/10141/01/01 crpox aif peccrpauiitnoro nocsinuenns 01.01.2099
Cepis nixapcbkoro 3aco6y Ne 12786600 KinsxicTs BBE3€HOrO sikapckkoro 3acoby 97199

BupoGrux Takena 'M6X, micue BupoGuuuTBa OpanieHOypr, Himeuunna
(HaliMeHyBaHHS BUpOOHKKA JIKApChKOro 3acoby, KpaiHa IOX0HKeHHS)

Beeseno B Yipainy ToBapucTBo 3 06Mexeno10 BianoBinaabHicTio "TACIHO YKPATHA",
inenr. kon: 42274733

(naitmenyranHs Ta ko 3a €IPTIOY ropuamuHoi ocobu abo npiseuiue, iM's, o 6arbkoBi (isnuHol
ocobu - nignpueMus, ii MicLe NpoXyBaHHs Ta peecrpauiiinuit nomep 06J1iKOBOI KapTKU MIaTHUKa
nozarkis aGo cepist Ta HOMEp Mnacrnopra)

MpoTokoa BisyansHoro xontposo sig 11.10.2024 Ne 3115/1.

3a pesyiabTaTaMH JEpPXaBHOMO KOHTPOJIIO BCTAHOBJEHO, MO JikapchkuH 3aci6 BBeseHo B Ykpainy 3

AOTPHMAHHSAM BuMOT 3aKOHOAABCTBA LWIOAO 3a0€3MNeUEHHS KOCTI Jikapcbkux 3aco0iB.

% . 24 Bikrop CTE®KIBChKHH
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BATCH QUALITY CETIFICATE FOR MEDICAL PRODUCT Ne / 48/24
CEPTU®DIKAT SIKOCTI CEPII NIKAPCBKOMO 3ACOBY Ne 48/24

Product: Cardiomagny!®, film-coated tablets, 76 mg Ne100 in bottle /

Mpoayxt: KAPLIOMATHIT, TabneTiy, BKPWTI NNIBKOBOIO O

Manufacturing date / [lata supofHuyrea: 26.02.2024
Expiry date / Tepmis npugatHocti: 01/2027

Analysis has been done according to Quality Control Methads / AHania BUKOHaHUH

Gonowkoio, no 75 mr Ne 100 y danaxoHi

Batch number / Cepis: 12786600
Batch size / Poamip cepil. 97200 packs / ynaxosok

sinnosigHocTi 4o MKA

Parameters/
HopMaTnBHI NOKA3HUKM

Specification/
Crieundixauis

Results/
PeaynbTaTu ananisy

Appearance / Onuc

Visuall White film-coated heart shaped tablets /
BisyansHui KOHTPORk/ Tabnetka Hinoro KoNLOpY, BKPUTI
MriBKOBOIO OBONOHKOW, ¥ (POPMI CTUNIZOBAHOM "cepus”.

Conforms / Binnosinae

identity / lnentudikauis
Acetylsalicylic acid /
AueTuricaniuunosa kmenota

(by HPLC) / BEPX

Complies Ph.Eur. / MaioTk signosiaati sumoram €8p.
dapm.

(by UV)/ Y&-criexrpodoToMeTpist

Complies Ph.Eur. / MatoTe BinosinaTi Bumoram €sp.
dapm.

Conforms / Bigrosinae

Conforms / Bignosipae

Assay | KinbKicHe BUIHAYEHHA
Acetylsalicylic acid /
AueTvncaniyunosa KuenoTa

by HPLC / BEPX
71.3 - 78.8 mgitabl /
71,3 — 78,8 mriTabn

75.4 mgltabt /
75,4 mr/rabn

Purity /
BuaHadueHHs YMCTOTH

by HPLC 1 BEPX

Salicylic acid / £ 0.4 mg/tabl (0.5 %) / 0.3 mg/tabi/
Caniuunosa Kucnora £0,4 mrfrabn. (0,5 %) 0,3 mr/tabn.
Acetylsalicylsalicylic acid /
AueTuncaniumncaniupunosa <0.4% 0.06 %
KuenoTa
Salicylsalicylic acid/
Caniuuncaniynosa KucnoTa $0.2% <0.05 %
Any unspecified impurity /
Byab-sika HeBifioMa AoMilLKa £0.2% < 0.05%
Total impurities
{ex. Salicytic acid)/
Cyma BCix AOMiLLIOK (3
BUHATKOM CaniLuMnosol k-Tv) $0.5% 0.1 %

. 3
Average mass / by Ph. Eur. 2.9.5/ €sp. dapm. 2.9.5 114 mg/
CepepHs Maca 105 mg ~ 125 mg /105 mr ~ 125 mr 114 mr

Uniformity of dosage units /

Complies Ph.Eur. / MatoTs BiANOsifaTi BUMOram €rp.

Conforms / Bignosigae

QpHOPIAHICTL AO30BAHUX dapm

OLVHULD ’

Disintegration / Posnananicts by Ph. Eur. | < 30 minutes / 1 minute /
€s8p. dapm. /< 30 xBunuH 1 XBUNUH

Dissolution | Po34uuHeHHs by Ph. Eur./ Not less 85% after 30 minutes (Q=80%)'/ | 102 %

Acetylsalicylic acid /
ALETURCANILMNOBA KUCNOTA

€sp. dapm. / He menwue Hix 85% vepes 30 xBunuH
(Q=80%)"
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CERTIFICATE OF RELEASE AND GMP COMPLIANCE/
CEPTUDIKAT BIANOBIAHOCTI GMP BUNYLUEHOT CEPII
Product: Cardiomagnyl®, film-coated tablets, 75 mg N2100 in bottle /
Mponyxt: KAPJIOMATHIN, TabneTku, BKpWTI NNIBKOBOK 0BOMOHKOI, N0 75 Mr Ne 100 y chnakoui

Strength/Potency: 1 tablet contains Acetylsalicylic acid 75 mg /
Cuna Aii/akTvenHicTs: 1 TabneTia MiCTuTs 75 Mr KUCHOTH aLETUNCANILMNOBOT

Package size and type: 100 tablets in bottle; 1 bottle in carton box/
Poamip Ta BuA ynakoeku: no 100 tabnetoky nakoHi; no 1 HNakoHy y KapTOHHIN kopodui

Marketing Authorization: NeUA/10141/01/01/ Peccrpauiite nocsiguenHs: NeUA/10141/01/01

Dosage form: film-coated tablets, 75 mg /
Nikapcbka opma: TabreTk, BKpUTI NNIBKOBOK 0BOMOHKO, NO 75 mr

Manufacturing date / [Jata supoGruyTea: 26.02.2024  Batch number / Cepisn: 12786600
Expiry date / TepmiH npuaatHocTi: 01/2027 Batch size / Poamip cepii. 97200 packs / ynakosok

Name and authorization number of Manufacturer, responsible for batch release: Takeda GmbH Betriebsstatte Oranienburg
Ne DE_BB_01_MIA_2022 0013/

Haaga Ta HoMep NniueHail BUPOBHUKa, KWK BMNYCKaE cepito B oBir: Takepa MMEX, Miclie BupoGHuLTea Opaniendypr,

Ne DE_BB_01_MIA_2022 0013

Address of Manufacturer, responsible for batch release: Lehnitzstrasse 70-88, 16515 Oranienburg /

Appeca BUpobHuKa, sikui Brnyckae cepito B o6ir: Neniywrpacce 70-98, 16515 Oparienbypr

Country of origin: Germany / KpaiHa-supo6Huk: HiMewuuna

Certification statement/ 3asnga npo ceptudikauito:

1 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. / Lium nigTeepxyto, W0 BULEBKa3aHA inchopmain €
[OCTOBIPHOIO | TOUHOI0. [laHa Cepis NPOAYKLT BUrOTOBNEHa (BKIIOHAI0NM YRAKOBKY/MapKyB&HHS!) | NpOBEAEHUA KOHTPOA® 1T AKOCTI
Ha BKa3aHii AiNbHUL Y NOBHIA eignosigHocTi 3 sumoramu GMP, BCTaHOBNEHNMA MicLIeBUM PEryNAaTOPHUM OPraHoM, & Takox y
BignoBinHoCTI 3i cneLmdikaLieo, WO MICTUTECS B PEECTPALIAHOMY AOCHE KpaiHu-iMnopTepa UM B 1oCke CheundikaLii Ha npenapat
Ans gocnifpkysaHoro nikapcskoro 3acoBy. fpoTokonu BUPOBHULTBA, YNAKOBKM Ta aHarisy Gynu nepernanyTi i BCTAHOBNEHO
gignosinHicte GMP,

Name and position /title of

person authorizing the batch Julia Stolzenburg
release / MNpissuuje Ta nocaga Qualified Person /
ocobu, Aka BrMaana [o3sin Ha YnosHopaxeHa ocoba

BUnycK cepil /
Date of signature / BA P Doy %{ d /,w/
[ara nignucy: : V
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BATCH QUALITY CETIFICATE FOR MEDICAL PRODUCT Ne / 48/24
CEPTUGIKAT AKOCT! CEPI JIKAPCBKOIO 3ACOBY Ne 48/24

Product; Cardiomagny!®, film-coated tablets, 75 mg Ne100 in bottle /
MpoayxT: KAPOQIOMATHIM, TaBneTku, BKpUTI nNiBKOBOIO oBonoHkow, no 75 mr Ne 100 y dnakoHi

Manufacturing date / Jata supoBevursa: 26.02.2024  Batch number / Cepisi: 12786600

Expiry date / Tepmin npugatHocti: 01/2027 Batch size / Posmip cepil: 87200 packs / ynakosok
Analysis has been done according to Quality Control Methods / Anania sykonaHui signosigHocTi go MKHA
Parameters/ Specification/ Results/
HopMaTuBHI NOKASHWUKY Creuumdikaums PesynsTatv aHanisy
Microbiological purity/ by Ph. Eur./ €ap. Papm. Not performed on this batch /
MikpoBionoriuna yucrora' Total Aerobic Microbial Count (TAMC): He nposoauTLCR AN AaHoi cepii
NMTYT 10° CFUIg !

JaranbHa KiNbKiCTb aepobHux Mikpoopratismis (TAMC):
He Ginwbwe wix 103 KYOIr

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

JaranbHa KinbKiCTb NAICHABUX | Apikaxoanx rpubis
(TYMC): He Ginbiue Hix 102 KYOIr

Escherichia coli absentin 1 g/
BigcyTHictk Escherichiacolig 11

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

1 YacroTa NposeaeHHst BUNPOBYBaHHs PYHTYETLCH Ha CUCTEMATUYHOMY OrfIsfi BUPOBHUUOTD Npouecy; surpofysanHs
NPOBOAUTLCS HE PIALLE OAHOMO Pasy Ha pik 33 METOLOM BUBIpKOBOrO KOHTPOMO.

Julia Stolzenburg
Qualified Person /
YnosHoBaxena ocoda

Date of signature /
Hara nigrmcy:
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JNIEPJKABHA CJYKBA 3 JIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMMH Y KHiBCHKII OBJIACTI

npoB. Ceitnuunoi Hanif, 3, m.Kuis, 02099, ten/daxc: (044) 576-40-41
E-mail: dis.ko@dls.gov.ua, Kox €JIPTIOY 37078774

BUCHOBOK
Mpo AKicTL BBe3eHOro B YKpaiHy JikapcbKoro 3acody
05.12.2024 Ne 62278/24/1011
KAPJIOMATHILJI

(uanmcuynamm Hll('lpCbKOFO 33C06y 3[‘111”0 3 pCCCTpaILH/IHMM ﬂOCBl}I‘-lCHHSIM)
TaGaeTKH, BKPUTI IIiIBKOBOIO 000/10HKOI0, 110 75 MT; 1O 100 Tabaerox y ¢paaxoni; mo 1
daakony y kapToHHiii kopoGui

((popma BUITycKy, KO3yBaHks, BIA NAKYBAHHA JiKapCLKOTo 3ac0by)
Homep peccrpauiitnoro nocsinuenns UA/10141/01/01 crpok aifl pecerpauiiitoro nocsinuents 01.01.2099
Cepis nikapebkoro sacoby Ne 12786606 KistbKicTh BBE3EHONO Jiikapebkoro 3acoby 45599

BupoGnux Takena I'm6X, micue BupoGuuirsa Opanien6ypr, HiveuunHa

(saitmenyanus supoGuika nikapebkoro 3acoly, kpaita TOXOUKEHHS!)

Baeseno B Yipainy ToBapucTBO 3 06Mexenoo Bixnosinansuicrio "ACIHO YKPAIHA",
inent. won: 42274733

(Haitmenysarus ta koA 3a CAPIOY topuanumoi ocobn abo npi3puuIe, iM's, 110 Garbrosi dizunol
oco6u - nianpuemi, it Micue npoNMBaHiL Ta pecc*rpauxmmn Homep 061111(0301 KapTKM MUIATHIKA
noaarkis aGo cepist Ta HOMEp NacTIOpTa)

[porokon Bisyanbnoro kowrpomo sia 26.11.2024 Ne 3732/1.

3a  pesynbTartamMu  AEPKABHONO  KOHTPOJIO  BCTAHOBJIEHO, IO nikapchkuit  3aci6  BBeseno B Ykpaiuy 3

[lOTpI/lMaHHﬂM BUMOT 32KOHOAABCTBA LOA0 3a0e3rneucHHs TKOCTI JiKapehKuX 3ac06iB.

e
r' YOI, (/ Onsra EPLOMEHKO
B (n Ym;sadcq&q&{?} ﬁg%%ﬁr KOHTPOIO) (niarme) (ininiany ra npizsrwe)
%} N, M. Or5§
\4,:9’17* 1%0‘;\3’5‘



AEPKABHA CJIYKBA 3 JIIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMU Y KHIBCBKIN OBJIACTI

npos. Citnuunoi Hanil, 3, m.Kuis, 02099, ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kon €JIP[10Y 37078774

BUCHOBOK
Npo sAIKiCTH BBE3€HOr0 B Y KpaiHy JiKapchbKOro 3acody

11.11.2024 Ne 57293/24/10

KAPAIOMAT'HILJI

(HafimenyBatug JHKapebKoro 3acoby 3rijto 3 peccTpattiiinim nocigueHsM)
TA0JIETKH, BKPUTI ILITiIBKOBOIO 000/10HK010, 10 75 Mr; no 100 Tabaerok y ¢aakoni; no 1
(J1aKoHY Y KapTOHHI#i KopoOui

(hopma Burycky, 103yBanis, BUA NAKYBAHHA JiKapebKoro 3acoby)
Homep peecrpauiitnoro nocsiguenns UA/10141/01/01 crpox aif peecrpauiiinoro nocsinuenns 01.01.2099
Cepis sikapebkoro 3acoby Ne 12786606 Kinbkicrs esenoro sikapeskoro 3acoby 43200

Bupo6uik Taxena 'm6X, micue BupoGHuuTBa Opanienbypr, Himeuunna
(nHafimenyBanus BUpoOHUKa JiKAPCLKOTO 3acofy, KPAiHa OXOKEH )

Baeseno B Yipainy ToBapucrBo 3 06Mexenol0 Bignosinansuictio "TACIHO YKPATHA",
inenr. kon: 42274733

(naiimenysanns Ta koa 3a €JIPTIOY 1opuuuunoi ocobu afo npissuiue, im'st, 1o Sarbkosi (iznunot
0co0H - nignpuemus, il Micle NPOXMBAHIS Ta peceTpauilinmii Homep 06RIKOBOT KAPTKM NAATHHKA
nonarkis afo cepist Ta HOMep racnopra)

porokoa Bisyaabnoro kourposmo sin 04.11.2024 Ne 3408/1.

3a  pesyibTaTaMK  CPKABHOTO  KOMTPOJNIO  BCTAHOBICHO, 10 Jikapchbkuil  3aci6  Bseseno B Yipalny 3

AOTPHMAHHSM BUMOT 3aKOHOAABCTBA 11010 3abe3neueHts SKocTi fikapebkux 3acobin,
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BATCH QUALITY CETIFICATE FOR MEDICAL PRODUCT Ne 147124
CEPTUDGIKAT AKOCTI CEPII NIKAPCBKOIO 3ACOBY Ne 47124

Product: Cardiomagnyl®, film
MNponyxT: KAPQIOMAHI, TaBneT, B

Manufacturing date / Jata eupoGruyrsa: 26.02.2024
Expiry date / TepMiH npuaaTHocTt: 01/2027

Analysis has been done according to Quality Control Methods ! Axania BUKOHAHMKM

coated tablets, 75 mg Ne100 in hottle /

Batch number / Cepis. 12786606
Batch size / Posmip cepil: 88800 packs / ynakosok

puTi Mnipkosoio 0BONOHKOW, NO 75 mr Ne 100 y hnakoui

pignosigpocTi ao MKA

Parameters/
HOpMAaTMBHI NOKA3HWKW

Specification/
Cneuudikauis

Results/
PesynoTaTty ananisy

Appearance / Onuc

Visual/ White fitm-coated heart shaped tablets /
BisyansHuit KOHTPOM/ TabneTku BINOro KONLOPY, BKPATI
NAIBKOBOIO OBONONKOI, Y (OPMI CTUMI3OBAHOTO "cepus'.

Conforms / Binnosisae

identity / inenTudikauin
Acetylsaiicylic acid /
AlgTuncaniumnosa Kuenova

{by HPLC)! BEPX

Complies Ph.Eur. / MaioTb signosinaTv sumoram €8p.
dapm.

{by UV} YO-criexTpodoTomeTpis

Complies Ph.Eur. / MaoTs 8igrosifati sumoram £8p.
dapm.

Conforms / Bignosinae

Conforms / Bignosinae

Assay / KinbKiCHe BUSHaueHHs
Acetylsalicylic acid /
ALeTUncaniymnosa KnenoTa

by MPL.C / BEPX
71.3 — 78.8 mg/tabl |
71,3 - 78,8 mritabn

74.3 mgltabl/
74,3 mr/itabn

Purity /

BusHaueHHR HACTOTH by HPLC | BEPX

Salicylic acid / S 0.4 mgltabl (0.5 %) 0.3 mgltabl /
Caniunnosa KuernoTa < 0,4 mrirabn. (0,5 %) 0,3 mr/tabn.
Acetylsalicylsalicylic acid/

Aueruncaniuuncaniyunosa £0.4 % <0.05%
KucroTa

Salicylsalicylic acid /

Caniuuncaniumnosa xucnota £0.2% < 0.05 %
Any unspecified impurity /

Byfb-AKa HEBIZOMA [JOMILLKE £0.2% < 0.05%
Total impurities

{ex. Salicylic acid)/

Cyma BCix AOMILIOK (38

BAHATKOM CANILMIOBOT K-TU) <0.5%

<reporting threshold %

Average mass /
Cepepnrn Maca

Uniformity of dosage units /
OpHOPIgHICTL A030BAHUX
OAUHMLL

by Ph. Eur. 2.9.5( €ep. ®apm. 2.9.5
105 mg ~ 125 mg 1105 my - 125 mr

Complies Ph.Eur. / MaioTb signosinaT Bumoram €sp.
dapm.

143 mg/
113 mr

Conforms / Bignosinae

Disintegration | PoanananicTs by Ph. Eur. /< 30 minutes / 1 minute /
€pp. ®apm. /< 30 xBurivH 1 XBUANUK
Dissolution / Posunberns by Ph. Eur. / Not less 85% after 30 minutes (Q=80%)t/ | 101 %

Acetylsalicylic acid /
AueTuncaniumnosa knenota

€ap. Gapm. / He meHuie HiX 85% vepea 30 xBunvH
(Q=80%)'
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BATCH QUALITY CETIFICATE FOR MEDICAL PRODUCT Ne / 47/24
CEPTUDIKAT AKOCT! CEPI NTIKAPCHKOIO 3ACOBY Ne 47/24

Product: Cardiomagnyl®, film-coated tablets, 75 mg Ne100 in bottle /
Npogyxr: KAPLIOMATHIT, TaBneTku, BrpuTi NAIBKOBOI 060MI0HKOK, 10 75 Mr Ne 100 Y (PNaKoH|

Manufacturing date / [Jata supobruursa: 26.02.2024
Expiry date / Tepmin npuparqocti: 01/2027

Analysis has been done according te Quality Control Methods / AHania sBukoHaHwh

Batch number / Cepis: 12786606
Batch size / Poamip cepiii 88800 packs / ynakosok

BignosianocTi 4o MK#A

Parameters/
HopMaTtueHi nokasmHuku

Specification/
Creundikaums

Results/
Pesynsrarty ananiay

Microbiological purity’/
MikpoGionoriusa uncroTa’

by Ph. Eur./ €sp. dapm.
Total Aerobic Microbial Count (TAMC):

Mot performed on this batch/
He NpoBOANTLEA ANA NaHoT cepil

NMT 102 CFUIg |
3aranea KinekicTs aepoBuux mikpooprawismis (TAMO):
He Sinswe Hix 10° KYOrr

Total combined Yeasts/Moulds Count (TYMC):
NMT 10° CFUIg /

3aranbHa KinkKicTs NRICHABMX | ApDIIDKOBUX rPUBIB
(TYMC). He Ginviue Hix 102 KYO/r

Escherichia coli absentin 1 g/
BipcyTHicts Escherichia colis 11

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

' YacToTa nposeaeHHs BUNpoByBaKHs FPYHTYETLCS Ha CHCTEMATUYHOMY OrfAAl BUPOGHUHOre npoyecy; sunpodyBsanus
NPOBOAUTRCS HE PiZtLe OQHOTO PA3Y Ha PIK 338 METOHOM BHBIPKOBOTO KOHTPOIO.

7
Julia Stolzenburg S
Qualified Person [ ‘/w 7 s
YnosHoBaxeHa ocoba o -
;o

Date of signature / //

ate of signature - (/ ~
Hara nignvecy: 5’7 4 o0 v ({
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CERTIFICATE OF RELEASE AND GMP COMPLIANCE/

CEPTUDIKAT BIAMNOBIAHOCT! GMP BMHYU.{EHOT CEPI
Product: Cardiomagnyl®, film-coated tablets, 75 mg Ne100 in bottle /
[poaykT: KAPLIOMAIHI, TabneTy, BKpUTI NNiBKOBOIO 0BOMIOHKOIO, N0 75 mr Ne 100 y chnakoni

Strength/Potency: 1 tablet contains Acetylsalicylic acid 76 mg/
Cwna pilfakrusicts: 1 TAGnRETKa MICTUTE 75 MP KMCNOTH ALETUIICANiLMNoBOT

Package size and type: 100 tablets in bottle; 1 bottle in carton box /
Poswmip Ta eug ynakoski: 1o 100 tabneTok y hriakoHi; 10 1 GHRakoHy y KapTOHHIR KOpPoOL

Marketing Authorization: NeUA/10141/01/01 / Peecrpauiitie NOCBIIMEHHS. NeUA/10141/01/01

Dasage form: film-coated tablets, 75 mg/
Nikapcuka dopma: TabneTm, BKPUTI MIBKOBOIO OOONOHKOO, N0 75 Mmr

Manufacturing date / Jata supobunyrea’ 26.02.2024 Batch number / Cepist 12786606
Expiry date / Tepmin npugarrocti: 01/2027 Batch size / Posmip cepii. 88800 packs / ynakoBok

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

Hazga Ta Homep niensii BUpoBHIKA, AKMIA BUANYCKaE cepito B 0bir: Takepa I’ MOX, Micue BupobHulTBa Opatierdypr,

Ne DE_BB_01_MIA_2022_0013

Address of Manufacturer, responsible for batch release: Lehnitzstrasse 70-98, 1651 5 Oranienburg /

Appeca BupoGHKKa, AKKA BUNYCKAE cepito B 06ir: Nexiyurpacce 70-98, 16515 OpanieHBypr

Country of origin: Germany / Kpaina-supoBruk: HimeuuuHa

Certification statement/ 3assa npo ceprudikauio:

i hereby certify that the above information is authentic and accurate. This batch of product has been manufactured,
including packaging/iabeling and quality control at the ahove 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 MHATBEPAMYIo, WO BULIEBKA3AHA iHdpopmauis €
pocrosipHow | Tourow. Jlana cepin NpoayKuii BUroToseHa {(BRITOUEIOYN ynamn«y/mapxyaamm) i NpoBEaeHUi KOHTPONL 1l AKOCTH
Ha BKazaiit DinbHULL Y NOBHIG BIANOBIAHOCTI 3 BUMOTaMN GMP, BCTAHOBNEHUMM MICLIEBUM PeryIATOPHAM OPraHom, & TakoX y
gifnosigHoCTi 3i cretudikauiero, Wo MICTUTHCA B PEECTPALIRHOMY ROCHE KpaiHu-imnopTepa Yn B 0CkE cneumdikauin Ha npenapar
ONA AOCNIKYBAHOTO NIKAPCHLKOTD aacoBy. MpoTtokonn supoBHuiiTea, ynakoaku Ta ananiay By NeperfiaHyT i BCTAHOBNEHO
signosigHicTs GMP.

Name and position ftitle of

person authorizing the batch Julia Stolzenburg
release / [pissuie Ta nocana Qualified Person /
ocobu, siKa Buiana [oasist Ha YnosHosaxeHa ocoba
BUNyck cepil

Date of signature /
Hara nignmey:

.0 02y
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