CERTIFICATE OF RELEASE AND GMP COMPLIANCE/
CEPTU®DIKAT BIANOBIAHOCTI GMP BUNYWEHOT CEPIT

Product: Cardiomagnyl®, flilm-coated tablets, 75 mg Ne30 in boftle /
Mpoaykr: KAPRIOMATHIN, Ta6neTkw, BKPUTI NNIBKOBOO DGONOHKOIO, No 75 Mr Ne 30 y cbnakoki

Strength/Potency: 1 tablet contains Acetylsalicyllc acid 76 mg /
Cuna pltfaktiericTs: 1 TabneTka micTaTs 75 Mr KACNO™ aderuncaniuwnosol

Package size and type: 30 tablets in bottie; 1 bottle In carton box /
Poasip Ta By ynarosku: no-30 rabnerok Y dnakosi; no 1 pnakory Y XKApTOHHIW kopofiLj

Marksting Authorization: NeUAM0141201/01 / PeecTpauiive nocsigueHus; NeUA/10141/01/01

Dosage form: flim-coated tablets, 75 mg/
Nixapcbka dopua: TabneTkm, BKpUTI NNIBROBOKY OGONOHKOK, No 75 Mr

Manufacturing date / Java enpoSuuyTea: 11.01.2021 Batch number / Cepls: 12019802
Expiry date / Tepmin npugathocri:01/2024 Batch size / Poswip cepil: 326300 packs / ynakopox

Name and authorization number of Manufacturer, responsible for batch release: Takeda GmbH Betriebsstatte Oranisnburg
Na DE_BB_D1_MIA_2019_0008 /

Ha3sba Ta nomep niuewal BUpoGHKKa, Ak BHIyckae cepiio B obir: Takena Mv6X, micue aupoSHuYTaa Opanientiypr, Na
DE_BB_01_MIA_2018_0009

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

Aapeca aupoSHMKa, AKUR BUnyckae cepho B obir: Ileniuurpacce 70-98, 16515 OpatierGypr

Country of origin: Germany / Kpaina-8npoBHuK: Himerriuna

Certification statement / 3assa npo ceprucpikaliso:

I hereby certify that the above infarmation Ig authentic and accurate. This batch of product has been manufactured,
Including packaging/labsling and quality control at the above mentioned site (e) in full compilance 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 reviewsd and found to be In compRance with GMP. / Lium NIATBEPAXYH, WO BUiLjeaNasaHa indbopmatin ¢
nocronipnplo 1 TouHOI0, Aana cepln NPORYXRUIT BUIOTOBNEHS (BRITIONSHOLM YNAKoBKy/MapKyBakHR) | NpoBEASHUA XOHTPOM, T AIKOCTI

BianosigHicTs GMP,

Name and posltion fitle of

person authorizing the batch Julla Stolzenburg
release / Mpiseniue Ta nocana Qualified Person /
ocobu, AKa Buaana nossin Ka YnosHosaxeHa ocoba
Bunycx cepil

Date of signature / /Q, OL{': '@2"
Rara nignmcy: ‘
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BATCH QUALITY CETIFICATE FOR MEDICAL PRODUCT Ng / 52/21
CEPTUDIKAT SKOCT! CEPIl NIKAPCLKOIO 3ACOBY Ne 52/21

Product: Cardiomagny|®, film-coated tablets, 75 mg Ne3l in bottle /
Mpoayxr: KAPLIOMATHIS, TaBrarky, sxpuTi nniskosoio oBonoHkowo, no 75 e Ne 30 y chnakosi

Manufacturing date / flava supoSHuLaa; 11.01.2021
Expiry date / Tepmin npuaatocyi: 01/2024

Batch number / Cepls: 12019802
Batch size / Posmip cepil: 325300 packs / YNAaKosox

Analysis has been done according to Quallty Control Methods / Axanis BukcHatmi y signosigHocTi go MKA.
Parameters/ Specification/ Rosults/
HopMaTheHi noxasHmim Creyudiratin PeayrTams ananisy
Appearance / Onuc Visual/ White film-coated heart shaped tablets / Conforms / Bianosigae

BiayarnuHuit koHTpons/ TatneTku Ginoro KONLOPY, BKPATI
NAIBKCROI 0GONOHKOK, ¥ POPMI CTUNIZOBAHOrD “cepus”.

Identity / |aenriuikauin (by HPLC) 1 BEPX Conforms / Bignoeinae
Acetylsalicylic acid / Complies Ph.Eur. / Masrs signobiaatv sumoram €sp.
Auernncaniuunoba KucnoTa Dapw,
(by UV) | Yo-criexrpohoromeTpia . .
Complles Ph.Eur. / Malots ainnosigaty anmoram Cep. | COnforms / Bignosinae
Dapm.
Assay / KinbxicHe Bu3Havesnn | by HPLC ] BEPX
Acetylsalicylic acid ! 71.3 - 78.8 mglitabl/) 75.0 mghabl /
Aletuncaniiunoea kwenota . 71,3~ 78,8 mrtrebn 75.0 mrirabn
Purity | B
BuaHauenHa yicToTyY by HPLC ! BEPX
Salicylic acid / % 0.4 mgitab! (0.5 %)/ 0.10 mghtabi /
Caniyunosa kwcnora $ 0.4 mrfrabn. (0.5 %) { 0.10 mrirabn
Acetyisalicylsalicylic acid /
Austuncaniyuncaniuunosa 0.4 % 0.09 %
Kucnora
Sallcyisaticylic acld /
Caniyncaniuunoaa rucnora S$0.2% < 0.05 %
Any unspecified impurity /
Byns-ska Hesinoma pomilxa S0.2% < 0.05%
Total impurities
(ex. Salicylic acid) /
Cyma BCIX AOMIOK (32
BHHATKOM CaniLJRNoBOT K-TH) $05%
0.08 %
! Average mass / by Ph. Eur. 2.8.5/ €ep. ¢apm. 295 114.0mq/
| Cepeghn maca 105 my - 125 mg /105 wr ~ 125 mr 114.0mr
! Uniformity of dosage units / — Conforms / Bignoainae
OR0PIICTS HOSGBANIX g:;r:‘plles Ph.Eur. / Maiors signosigam eumoram €ap. Bia
OfivHALL ’
Digintegration / Poangnamicts | by Ph. Eur, / < 30 minutes / 1 minute /
— €8p. Dapm. /< 30 xsusun 1 X8UruH
Digsolution 7 Posumrents by Ph. Eur./ Not less 88% after 30 minutes {Q=B0%}/ | 102 %

Acetylsalicylic acld 7
Auemncaniuunoaa KuenoTa

€ap. Gapm. / He MeHIe Hix B5% vapes 30 xawnud
(Q=80%)"
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BATCH QUALITY CETIFICATE FOR MEDICAL PRODUGT Ne / s2/21
CEPTU®GIKAT AKOCTI CEPIT NIKAPCbKOIO 3ACOBY Ne 52/21

Product: Cardiomagnyl®, film-coated tablets, 75 mg Ne30 In bottie /
Mpagykr: KAPJIOMAIHI, TabneTku, BKPUTI NNiBKOBOIO 0BONOHKOI, No 75 Mr Na 30 Y hnakoHi

Manufacturing date / [lata BupoGHuuTER: 11.01.2021
Expiry date / Tepmin npugarsoct); 01/2024

Batch number / Cepin: 12019802
Batch size / Péamip cepil: 325300 packs { ynaxopok

NMT 10° CFurg
3aransha KnbKicT 88poGHUX MIKpOOpraKismis (TAMC):
Ha Ginbwe Hbx 10° KYO/r

Total combined Yeasis/Moulds Caunt {TYMC):
NMT 10 CFU/g /

3aransHa KALKICTL NNiCHRBUX | ApbKIKOBMX rpnGie
(TYMC): He Ginswe Hix 102 KYOIr

Escherichla colt absentin 1 g/
BigeyTricTs Escherichia colia 1 r

) Analysis has been done according to Quality Control Methods ) Aranis sukoHaHMR y eignosiaHocti no MKA..
Paramaoters/ : Specification/ Results/
Hopmatveni nokasHuim Cneyudixauust Pesynsrati ananisy
Microblological purity’/ by Ph.Eur./ €ep. ®apn. Not performed on this batch /

MixpoGionoriyHa suctoTa’ Totai Aeroblc Microblal Count {TAMC): He nposoauT:Ccs Ans pano! cepii

1 Actual testing frequancy is based on =

once ayear./

1 Yacerora nposeneHHs BUNPOGYBAHHRA I'DYHTYETLCA Ha CUCTBMATUMHOMY OrnRgi

NPOBORKUTLCA He piALe OAHOM pasy Ha PiK 38 METOAOM BubinxoBoro KOHTPOSIO.

Julla Stolzenburg
Qualified Person /
YnosHosaxena ocoba

Date of sighatura /
Lava nipnucy:
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HAEPHUIIKCITYXBA
AEPYKABHA CIIYXKBA 3 JI IKAPCBKHX 3ACOEBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMU Y KHIBCHKINA OBJIACTI

npocnckr Banepia JloGanoncukoro, 51, M. Kuis, 03110, Ten/akc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,i_m:ps:/lwww.dIg.gov.ua, Kon €/IPIIOY 37078774

BUCHOBOK

PO AKICTHL BBe3enoro B Ykpainy JKApPCLKOro 3acoby

26.04.2021 Ne 21093/21/10

KAPTIOMATHLI

tnafimenysais Jikepenkoro 33co0Y 30inH0 3 peeeTpanidiy NOCHIAMCHHSM)
Tabaerkn, BRpuri naiBkoBsoio ofiononkoio, 110 75 Mr no 30 radaeror ¥ thaaxoni; no |
$aakony y kaprouuiii Kopobui

POpMa BHRYCKRY, 03 FRAHHA, BHJ NAKYBaHHs Bixa CLKOI 3aco0y!
3 Y

Homep peectpauiiinoro nocuinuenns UA/10141/01/01 CTPOK AT peecrpatiftnoro nocsizucnus 01.01,2099

Cepin nikapeskoro zacody Ne 12019802 Kinskicts nBe3enoro nikapcnkoro sacody 223200
BupoBani Taxepa TM6X, Micue BupoSunnTea O panienGypr, HiMeuunua

(naliMenyoanns supobumka rikapeskoro sacoby, kpaiia HOXOAMCHHA)

Bueseno s Yipainy Tonapucrso 3 o6mecenow sinuosinansiicro "ACIIHO YKPAIHA",
inewr. won: 42274733

(naiiventynany ta kog sa CAPLHOY IopHAIYHOT 0cobn afio npispHine, 1M, N0 Barhkosi Dizduno!
ocobiu - nianpucsus, 1T Micte NPORKBIALHA TU peccTpAnifinmi womep oBnikanai KAPTEH NARTHEKA
nogarkin aGo cepin va HOMCP nactiopra)

Mpororon sisyanktnoro wowrpoao sin 21.04.2021 M 1259/1.

34 pesynnraramp ACPIARHOIO  KOHTPOMIO HCTHHORACHO, w10 JsrikapehkMil  3aci®  gscicHe & VYipaigy 3
IlOTpHM AHHIM sumor JAKOHO/ARCTRA WIONO 3abesncucHig
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CERTIFICATE OF RELEASE AND GMP COMPLIANCE/
CEPTU®IKAT BIAMNOBIAHOCT!I GMP BUMYLWEHO! CEPI

Product: Cardiomagnyl®, film-coated tablets, 75 mg Ne30 in bottie /
Mpoaykr: KAPQIOMATHIJ, Tabnetku, BKpUTI NNIBKOHOIO OBONOHKCK, M0 75 Mr Ne 30y chnaxoHi

Strength/Potency: 1 tablet contains Acetylsalicylic acid 75 mg/
Cuna fii/akTMBHICTb: 1 TabneTtka MiCTUTb 75 M KUCNOTY aLieTuncaniuunosol

Package size and type: 30 tablets in bottle; 1 bottle in carton box/
Poamip Ta Buf ynakosku: no 30 TabneTok y hriakoHi; no 1 driakony y KAPTOHHIN xopobul

Marketing Authorization: NeUA/10141/01/01 / PeecTpauiite noceigdenna: NeUA/10141/01/01

Dosage form: film-coated tablets, 75 mg/
Nikapceka dopma: TabneTku, BKpUTI nniskosoro ofoncikota, no 75 mr

Manufacturing date / [lata BupoGHuuTea: 10.01.2021  Batch number / Cepist: 12022043
Expiry date / Tepmis npuaatHocti: 01/2024 Batch size / Posmip cepii: 324000 packs / yrakosok

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

Ha3ba Ta HoMep niuexsii BUPOGHMKa, siit BUNY ckae cepho B 0BIr: Takena "MBX, miclie BupobHuuTea Opaniendypr,

Ne DE_BB_01_MIA_2020_0030

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

Anpeca BUpoBHKKa, AKKMIA BUNYCKae cepito B 0Bir: Jlewijuwrpacce 70-98, 16515 Opatienbypr

Country of origin: Germany / Kpaina-supoGHuk: HimeuunHa

Certification statement/ 3assa npo ceptudikaiin:

| 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 nigrBep/kyio, WO BulleBkadaHa iHhopmalid €
[LOCTOBIPHOHO | TOUHOIO. [laHa cepist NpoAykLii BUroToBrEHa (BIITKOHaloum yNakoBKy/MapKyBaHHRA) | NPOBEAGHWR KOHTPONG i SKOCTI
Ha BKa3aHil ANbHWLI y NoBHI BignosinHocT 3 BuMoramu GMP, BCTaHOBNEHUMM MiCLIEBUM DETYNSITOPHUM OPraHoM, a TakoX Y
BiANOBIRHOCTI 3 CneuvdIiKaLieo, Lo MICTUTLCS B PEECTPaLIRHOMY A0CLE KpaiHU-iMnopTepa uM B A0Cbe creludikalii Ha npenapar
ANS [OCTiMKyBaroro nikapcekoro sacoby. MpoTokonu BUpobHULITBA, YNAKoBKW Ta auanizy Gynu nepernanyTi | 8CTaHOBNEHD
sigrosigHicT GMP.

Name and position /title of

person authorizing the batch Benjamin Przybylo
release / MNpizenilie Ta nocaga Qualified Person/
ocobu, sika Buaana Ao3sin Ha YhoBHOBaxeHa ocoba
BUNyCK cepii

Date of signature /
[ara nignney:
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BAT

Product: CardiomagnyI®, film-coated tablets,
MpoayxkT: KAPLIOMATHIN, TabneTky, BKPUTI NIiBKOBOIO

Manufacturing date / [lata BUpPOOHULTBA! 10.01.2021
Expiry date / Tepmin npuparHocTi: 01/2024

__Analysis has been done according to Qu

Parameters/
____HopmatueHi nokashuky
i Appearance / Onuc

iy

Uldentity / lnermvdikauis
| Acetylsalicylic acid /
AueTvncaniuunosa KucnoTa

“Assay / KinbkicHe suaHaqeHHs
Acetylsalicylic acid /
AueTancaniuuniosa kucnota

! Purity /
BUsHaueHHsI YNCTOTU
Salicylic acid/
Caniyvnosa Kucrnora

Acetylsalicylsalicylic acid /
AueTuncaniuuncaniyunosa
KucnoTa

Salicylsalicylic acid /
Caniuuncaniynnosa kucnota

i

| Any unspecified impurity /
| Byab-sika HesigoMa [ioMituKa

Total impurities
(ex. Salicylic acid) /
Cyma BCiX AOMILLOK (32
BUHSITKOM CariLnnoBOi K-TH)

“Average mass /|
. CepepHsi Maca

|

fﬁl')'”i'é_ih”téé"’ra{i&'ﬁ?"Eééﬁéiémoﬁf

|

Uniformity of dosage units /
O[HOPIRHICTE AO30BAHKUX
OaUHNLIL

Dissolution / Po3uiHeHHs
Acetylsalicylic acid /

§

by HPLCTBEPX

“Visuail White film-coated heart shaped tablets |

CH QUALITY CETIFICATE FOR MEDICAL PRODUCT Ne / 83/21
CEPTUOIKAT SIKOCTI CEPII JIIKAPCBHKO

O 3ACOBY Ne 93/21

75 mg Ne30 in bottle /
oBonoHKon, No 75 mr Ne 30 y dhriakoHi

Batch number / Cepis: 12022043
Batch size / Poamip cepil: 324000 packs / ynakosok

ality Control Methods / Axania BuKOHaHWi y BIANOBIAHOCT] A0 MKA.
Specification/ 1 Results/
Cneymdikauis R
| Conforms / Bignosinae
BisyanbHuit KOHTpONL! TabneTku GinOro KoMLopy, BKPUTI |
AIBKOBOIO OBONOHKOK, Y (HOPMI CTUMIZOBAHOTO "cepus”
(by HPLC) / BEPX
Complies Ph.Eur. / MaioTb BiroBigaTv sumoram £8p.
dapm.
(by UV} !/ Y®-crexTpoioTOMETPIs
Complies Ph.Eur. / MaioTe Bignosinatv sumoram €8p. |
dapm.

. Conforms / ?,Xi,d[‘loraiuae
|
]
|

Conforms / Bignosinae

71.3 - 78.8 myitabl /
71,3 — 78,8 mrftabn

75.8 myltabl !/
75.8 mritabn

by HPLC I BEPX
< 0.4 mg/tabl (0.5 %) /

< 0,4 mrfrabn. (0,5 %)

010 mgftabl/
1 0.10 wmrfratn

04 % 1 0.08 %
i
!
<0.2% | <0.05%
<0.2% | <0.05%
|
i
by Ph. Eur. 2.8.5/ €8p. dapm. 2.9.5 112.7 mg /!
105 mg — 125 mg /105 mr — 125 mr 112.7 mr

Complies Ph.Eur. / MaioTe Binnosinatv sumoram £8p.
dapm.

by Ph. Eur. /<30 minutes/ <1 minute /

€Bp. ®apMm. /<30 xBAMH B | <A xon
by Ph. Eur. ! Not less 85% after 30 minutes (Q=80%)"/ 1; 101 %
Cep. dapm. / He mera Hix 85% uepes 30 XBUNUH !

€Bp. dapM. /< 30 xBUMMH

(Q=80%)"
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BATCH QUALITY CETIFICATE FOR MEDICAL PRODUCT Ne / 93/21
CEPTUGIKAT SKOCTI CEPIT MKAPCHKOTO SBACOBY N2 93/21

Product: Cardiomagny!®, film-coated tablets, 76 mg Ne30 in bottle /
Mpoaykr: KAPIOMAHN, taBneTiu, BkpuTi niiisxosoio 060NOHKoW0, no 75 mr Ne 30y thnakoni

Manufacturing date / flara supobunyrsa: 10.01.2021 Batch number / Cepis: 12022043
Expiry date | Tepumis npuparnocti: 01/2024 Batch size | Posmip cepilt 324000 ;:zz(:::&s / yru;m(.)i;mx

Analysis has been done acrardm to Quality Control Methods / Anaiia o
Parameters/ ; Specification]
HopmaTusHi NokaaH Creundivatins

“Wicrobiological p !)y Ph. Eur. / €8p. Odpm
MixpoSionoriyna uscrora’ Total Aerobic Micrabial Count {TANC):
NVIT 10° CFUIg /
i JaraneHa Knekicre aspobhux Mikpooprasismis (TAMO):
He Ginbiue Hix 10° KYOIr

Total combined Yeasts/Moulds Count {TYMC):
NMT 10° CFUlg /

BaranbHa KnbicTs nnickseuy | apirawoswx rpubia i
(TYMC): He Ginbise Hik 102 KYO/r ;

OHEHni / (l/{“(,:f

| Escherichia coli absentin 1 g/ j

| BincyTHicTs Escherichia coli s 11 B
1 Actuai testing frequency is based on systematic review of the manufacturing pmres : the test is parformed at least
once a year. /
1 UaeToTa npoBeaeHHs! BUNPOBYBaHHS PPYHTYETLCS Ha CUCTEMATAHOMY Ornanl BUPOGHUNOTD NPOUECY, BUNPOBYBEHHS!
NPOBOAVTLES HE PIALLE OAHOIO PA3y Ha PIK 32 METOAOM BUBIBKOBOIO KOHTPOIIO.

Benjamin Przybylo (N
Qualified Person /
YnopHoBaXeHa oc0ba

Date of signature /
[lara ninnucy:

Page 2 of 2
Crop.2i32

P
G alia N

W ol KO
R 7
//-—'

W
B

) g,\‘
— (iR mn\& /

e e




_ N
JEPAIIKCITYXBA
JEPKABHA CJIYIKBA 3 JHKAPCBKHUX 3ACObIB TA KOHTPOJIIO 3A
HAPKOTHKAMHA Y KHIBCHKIM OBJIACTI

npocnekT Banepis Jlo6anosebkoro, 51, M. Kuis, 03110, ten/daxe: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,h_gtps://www.dls.gov.im, Kon €IPTIOY 37078774

BUCHOBOK
PO AKICTH BBE3CHOro B Y Kpainy JiKapchLKoro 3acoly

17.06.2021 Ne 33033/21/10

KAPJIIOMATHLI

(natimentynats siikapenroro 3acoly 3riHo 3 peecTpaiiiiuM MOCRiTMenHsiM)
TaBJICTKH, BKPHTI IIBKOBOIO 0601011010, 110 75 M13 110 30 Tabaerox y uiaxoni; mo 1
daakony y kapronnii kopobui

(popma BHIYCKY, JIO3YBANHS, BHIL TAKYBAHIIA nikapesKoro 3acoly)

Homep peectpaiitnoro nocsimuenns UA/10141/01/01 crpok aif peectpauiiinoro nocsiiers 01.01.2099

Cepis nixapcbkoro 3aco6y Ne 12022043 Kinpkicts BBE3eHoro Jikapeskoro 3acoby 212400
BupoGuuk Taxena 'M6X, Micnie Bupobuunrsa Opanien0ypr, Himeuunna

(naitMenyBans BupoGHHKa Jikapcebkoro 3acoly, kpaina HOXOJUKCHHST)

Beeseno B Ykpaiiy Tosapucrso 3 obmekenoio Biuopinansuicrio "ACIHO YKPAIHA",
inenr. wou: 42274733

(maitmenysanus ta kox 3a €/IPIIOY 1opuauumiol ocofu abo npizeuue, iM's, 1o 6aTrxoni Gizuunoi
ocolOu - NiANPHEMIL, TT MICUC NPOXHBAiHS Ta peecrpaitiiitiit nomep ofHiKOBOT KapTRit 1T
nogarkis abo cepis Ta HOMEp HACNoOPTa)

Ipotoxon Bisyansuore kourposo six 11.06.2021 Ne 2010/1.

3a pesyjabTaraMH  JEPKABHOrO KOHTPOJIO  BCTAHOBJICHO, IO nikapcbkuif  3aciG  Beeseno 8 Ykpainy 3

JIOTPHMABHAM BIMOT 3aKOHONABCTBA LIOAO 3afesnedeHHgKoCT] nikapehKHx 3acobin.
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