(rakede

CERTIFICATE OF RELEASE AND GMP COMPLIANCE/
CEPTU®IKAT BIANOBIAHOCT| GMP BUMYILEHOI CEPI|

Product: Cardiomagny|® Forte, film-coated tablets, 160 mg Ne100 in bottie /
Mponykr: KAPAIOMAIHINT ®OPTE, Tabnertiu, BxpuTi nniskosow obonoHkoo, no 150 mr Ng 100 y dnakoHi

Strength/Potency: 1 tablet contains Acetylsalicylic acid 150 mg /
Cwuna pgit/acrvBHicTs: 1 TaGneTka MicTnTs 150 Mr KUCNOTH AUETUNCANILKUNOBOY

Package size and type: 100 tablets in bottle; 1 bottle in carton box/
Posmip Ta g ynakosku: no 100 TabneTok y hnakoHl; no 1 drakeHy y kapTonHi kopoBui

Marketing Authorization: NeUAM0141/01/02 / Peectpauiive nocsinuedna: NeUAM0141/01/02

Dosage form: film-coated tablets, 150 mg /
Nikapcbka dopma; TabneTsu, BKpUTI NNIBKOBO0 0GONOHKOKW, 10 160 Mr

Manufacturing date / Jata anpoBHuyrea: 09,12,2020  Batch number / Cepis: 12013092
Expiry date / TepMin npugaTHocTi: 12/2023 Batch size / Poamip cepii: 27700 packs / ynakoBok

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

Hasba Ta Homep niuexail BUpobHUKE, AW BUNYyckae cepilo 8 06ir: Takeaa TMBX, Mice supobrnyrea OpanicHBypr, Ne
DE_BB_01_MIA_2020_0030

Address of Manufacturer, responsible for batch release: Lehnitzstrasse 70-98, 16616 Oranienburg /

Appeca supoGHuxa, aumil sunyckae cepito B 06ir: Neniyurrpacee 70-88, 16515 OpanieHbypr

Country of origin: Germany / Kpalna-BupoBHux: HimeyuuHa

Certification statement / 3asma npo ceprudlkaliio:

| 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 (g) 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 nigreepmxyio, WO BMLEBKa3aHA iHDOPMELIR ¢
LOCTOBIPHOW | TOUKOIO. [laHa cepis Npogykuil BAroTOBNeHAa (BXIIOHAIOYM YNAKOBKY/MAPKYBaHHS) | npoRefeHA KOHTPONL T SKOCTi
Ha BKa3aHii dinbHuyl y nosHid sianosiaHocT 3 aumoramy GMP, BCTEHOBNEHAMY MICLIEBUM DEryfsTOPHWM OPraHoM, A Takox y
pignoslanocTi 9i cneundikaLiel, Wo MICTUTACA B peecTRaLiiHOMY ROCHE KpalHU-iMNOopTeps UM B A0CkE cheuMdikaLii Ha npenapar
AN JocniaxKyeaHoro nikapobkoro sacofy. MpoTtokonk supoBGHULTEE, YNAKOPKU Ta aHanisy Bynu nepernsikyTi | BCTBHOBNGHO

pignosigHicTs GMP.

Name and position ftitio of

peraon authorizing the batch Varena Olivier
release / Mpissnwe Ta nocaga Qualified Person /
ocobu, Aka sufana noasin Ha YnosHorawkeHa ocoba

BUNycK cepil . i

Date of signature / :
Rara rianvcy: 06.05.2021 | 0F.62 3G
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BATCH QUALITY CETIFICATE FOR MEDICAL PRODUCT Ne/ 71/21
CEPTU®IKAT AKOCTI CEPIT JIIKAPCBLKOTO BACOEBY Ne 71/21

Product: Cardiomagnyl® Forte, film-coated tablets, 150 mg Ne100 in bottle /
Mpoaykr: KAPIIOMAIHIS1 ®OPTE, TabneTku, BkpUTi Nniskosoio 06onoHkow, no 150 mr N2100 y dnakoki

Manufacturing date / [lata eupoSnuyrea: 09.12.2020
Expiry date / Tepmin npunatHocTi: 12/2023

Analysis has been done according to Quality Control Methods [ Arania BukoHaHwi

Batch number / Cepisi. 12013092
Batch size / Posmip cepil: 27700 packs / ynakopok

signosigHocTi A0 MKH,

Acetylsalicylsallcylic acld /

Parameters/ Speclification/ Rasuits/
HopmaTvBsHi NoKaIHuEY Cneuucikauin Pesynbratv gHarisy
Appearance / Onuc Visual! White flim-coated heart shaped tablets / Conforms / Binnosigae
BisyanbHuit KOHTpons/ TabneTku, Bkputi nniskosowo
oforcHKoI0, GInNoro KONbopy, 0BanbHO! POPMU 3 PUCKCID
Ha opHamy Boyj —
Identity / lnerTudikayis (by HPLC) { BEPX Conforms / Binnoeigac
Acetylsalicylic acld / Complies Ph.Eur, / Maots slanoinaTu Bumoram €ap.
AlusTyuncaniuunosa kuenoTa dapmM.
(by UV} 1 Yd-cnekrpodoTomeTpin ;
Complies Ph.Eur. / Marots signosigam sumoram €ap. | Conforms / Bignosinae
Gapm.
Assay / KinbKicHe BU3Ha4&HHA by HPLG / BEPX
Acetylsalicylic acid / 142.5 = 157.5 myitabl / 149.0 mgitabl
AlsTUncaniyunoea KucnoTa 1425 - 157,5 mr/ratn, 149.0 mr/Tabn
Purity {
Bu3HaYeHH:A YHCTOTY by HPLC | BEPX
Salicylic acid / S 0.8 mg/tabl (0.5 %}/ 0.27 mghtabl /
Caniuvnosa xucnoTa < 0,8 mr/rabn. (0.5 %) 0.27 mritabn

Acetylsalicylic acid {
AueTtuncaniuunosa kvenoTa

Eep. Gapm. / He meriua Kix 85% vepea 30 xBUNKMH
(Q=60%)"

Alemwncanigancaniuyunoea S04 % 0.18 %
KACHOTA
Sallcylsallcylic acid / |
Caniuuncaniypwnosa sucnata £0.2% 1 <0.06%
Any unspecifiad impurity / )
Bynb-aKa HesigoMa aomMiwka S$0.2% 1 €0.05%
Total impurities
{ {ex. Salicylic acid) /
Cyma peix gomitok (aa :
BUHSATKOM CanilMnoBoY K-Tu} £0.5% | 0.15 %
Average mass / by Ph. Eur. 2.9.5 1 Cap. ®apm, 2.6.5 2268 mg/
CepenHsi Maca 210 mg - 250 mg [ 210 Mr =250 mr | 226.6 Mr
Uniformity of dosage units / ; | Conforms / Binnosigae
OlproplaHICTs A0I0EaHIK g:pmfrues Ph.Eur. / Maars BignoBiaaTk BuMoram £sp.
OANHULE ’
‘Disintegration / Poanaaanicts | by Ph. Eur. / < 30 minutes { <iminute)
EBp. dapm, /< 30 xpunuH <1 XBMVH
Dissolution / PosusHaHHs by Ph. Eur. / Not less 85% after 30 minutes (Q=B0%)'/ | 101 %
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BATCH QUALITY CETIFICATE FOR MEDICAL PRODUCT Ne / 71/21
CEPTUDIKAT AKOCTI CEPIT NIKAPCLKOIO 3ACOBY Ne 71/21

Product: Cardiomagnyl® Forte, film-coated tablets, 150 mg N2100 in bottle /
MpoayxT: KAPQIOMAIHIUT ®OPTE, TabneTku, BKpUTI NniBkogolo oBonoHkolo, ne 150 Mr Ne100 y cnakoHi

Manufacturing date / Jara supobumsirea: 09.12.2020  Batch number / Cepin: 12013092

Explry date / Tepmin npugatHoct: 1212023

Batch slze | Poamip cepil: 27700 packs / ynakopok

MikpoSlonoriuHa yucroral

Total Aerobic Micrabial Count (TAMC):

NMT 102 CFUIg !/

JaranuKa KinbKicTs aspobHnx Mixpoopraxiamie (TAMC):
He Ginbwe rix 10° KYOIr

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

3aranuHa KinekicTs MIICHABKX | APHRIPKOBUX rpubia
(TYMC): He Ginbuie Hix 10° KYO/r

Escherichia coll absentin1 g/
Bigcymicts Escherichiacolis 11

Paramgters/ Specification/ Results/
HopmMaTHaHi NoKEsHUKM Cneyudirauus PesynsraTy aHaniay
Microbiological purity/ by Ph. Eur. [ €gp. ®apm. Not performed on thig batch /

He nposoputecs Ans gaqol cepil

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

onceayear. |

! YacroTa npoBeASHHA BUNPOGYBAHHS IPYHTYETLCH Ha CUCTEMATUHMHOMY OFMALE BUPOBHUMOND NpoLiecy; BUnpoGysaHHA
NPOBOLMTLCS He PiSLUe OAHOTO PA3y Ha Pik 32 METOHOM BUGIPKOBOID KOHTPONIO.

Verena Olivier
Qualified Person /
YnosHoBaMeHa ocoba

Date of signature /
Rara nignucy: 08.03.2021

U gt
08,0320
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JEPHHIKCITYXBA
JIEPIKABHA CHYKBA 3 JEKAPCBKIX 3ACOBIB TA KOHTPOJRO 3A
HAPKOTHKAME V KHIBCHKI OBJACTI

npocnext Banepis JlobaHorcskoro, 51, M. Kuis, 03110, ren/dake: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua,https://www.dls. gov.ua, Kog €/IPTIOY 37078774

BUCHOBOK
fpo fKicTs BBE3eHOro B Y Kpalny Jdikapehxoroe 3acoly

17.05.2021 l MNe 24910/21/10

KAPHIOMATHIJL ®OPTE

(naliMcHyBaHHS TiKkaPCRKOro 3acofy ITIAN0 3 peccTPANiAHKM ORI AMERITM}
TabaeTkM, BKPHTI IUHBKoRo0 o06ononroio, xo 150 vr mo 100 radixerox y dhaakoui; mo 1
diNAKOHY ¥ KAPTOMIiH KopoGui

(dopna BHNYCKY, A03YBAHHA, BUAL UAKYBAEHS NIKANCRKOTO 3ac06y)

Homep pecctpamiiinoro nocsixucnast UA/10141/01/02 crpox aii peectpaniiinoro wocriguenns 01.01.2099

Cepis nixapcsxoro sacoGy Ne 12013092 Kinnkicrs BBE3enOro Hikaperkoro aacoGy 27700
Bupobuns Taxena I'm6X, micue supoOuruursa Opanicabypr, HiMewmna
{(uafiMCHYBAHRE BAPOBHHEKA JIKAPOLKOro 3acofy, KPajHA NOXDLKCHHES)
Becacno B Vkpaiuy Topapuerno 3 obmexenoio rinnosinansuicrie "TACIHO VKPATHA",
inenr. wox: 42274733

(maiiMenysanis Ta kox 3a EPTIOY opaanrunoi ocoGn a60 npizeuue, iM's, o Sarsxosi {isuyaol
ocobn - nianpreMny, il MICUE HPWKEBAHHA T2 peecTpanilinuii rromep ofaikoRol KApIKA InaTHIRA
nogatkis abo cepia Ta HOMED HACNOPTA)

HpoToxon sizyaasuoero xouvpome cix §7.05.2021 M 1480/2.

3a pesyabraraMy  JEPKABHOTO KOHTPOMO  BCTAHOBJIEHO, 1O yikapcpkuit  2aci6  spbeseno B Vipaiwy 3
AOTPHMAHH M srMOr 3aKDHOJABCTRA WOKO 3abe3nedeny grocTi Jixaperkux 3acobie.

Onexciit COJIOAPAH

{(ininianu Ta npizpuiLe)
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CERTIFICATE OF RELEASE AND GMP COMPLIANCE!/
CEPTU®IKAT BIAMOBIAHOCTI GMP BUMYLIEHOT CERIl

Product: Cardlomagnyi® Forte, film-coated tablets, 160 mg Net00 in bottle
[pogykr: KAPBIOMATHIN POPTE, Tabnerxu, BRPUTI NniskoBoio oBonoHkow, no 150 mr Ne 100y ¢hnakoki

Strength/Potency: 1 tablet coniains Acetylsalicylic acid 150 mg/

Curna gitaxruaniers; 1 Tabnena Mictuts 150 pr KucnoTy aueruncanivunoaol

Package size and type: 100 tablets in bottle; 1 bottle in carton biox
Po3mip Ta pug ynarosru: no 100 rabnerok y nakowi: no 1 thNAKOHY ¥ KBPTGHHI xopobui

Marketing Authorization: NeUA/10141/01/02 / Peectpaiiiie nocaiguenms: NeUAY10141/01/02

Dagzage form: film-coated tablets, 160 my /

Fiikapenis dhopua: TalneTxu, BXpuTi NNIBKkoBOK 060noHKoI, 1o 150 Mr
Manufacturing date / flara BupoBHuLTBa: 10,12.2020 Batch number/ Cepin: 12016248

Expiry date / Tepmin npugarrocTs: 1212023

Name and zuthorization number of Manufacturer, responsible for batch release:

e DE_BB_01_MIA_2019 0008 /

Hassa va kemep niuensiy BHPOBHUKA, sikmii BUnycxac cophio B 06ir: Taxena mGX,

DE_BB_01_MIA_2019_0008

Batch size / Poauip cepir; 48300 pecks 7 ynaopok

Micue BupobiuyTea OpaHienBypr, Ne

Address of Manufacturer, responsible for batch releasa: Lehnitzstragse 70-88, 16515 Oranienburg }
ALpoca Bnpobunia, siuii BURYyCKac cepi 8 obir: Nexivurpacce 70-98, 16515 Qpanlenbypr

Country of origin; Germany/ KpaTHa-Brnpo6uuk: Himewwina

Certification éta!emenl/ Jansa npo cepruicayiio:

including packagingflabeling and uality control at the above mentioned site {8} in full compliance with the GMP
resjuirements of the local Regulatory Authority and with the specifications In the Marketi ng Authorization of the importing
counitry or product specification file for Investigational Medicinal

records were reviewsd and to be in
AGCTORIPHOW | TOMHOID, Haxa

sigqugignipmﬁ GMP.

Hamie and position ftitle of
pergon authorizing the batch
release / Mplssuyie ta nocana
ocoli, are Bupana 8O3IBIN Ha
Bunycr ceply - -

Date of signature /
Dara nisxngccy: 25.02.2021
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Inal Products. The batch pracessin
compliance with GMP, / Liam niqfupmxyuo, Wo BUuleRKaIgHA THbOPMaigs ¢

i aK08 Kylmapxysauun) I npoBsenelinig KOHTEONG TV sixocH
L3 BRASAHIA ginbHULY y NOBHIA BIANOBIAHOCTI 3 BUMOramM GMP, scrarosrienmmm Mictuesum POTYRATOpHAM Opratom, a TaKow y
BlignoBigHceT 3 Criayndlkatiiens, wo MicTUTLCR A PEECTPALIMHOMY A0CkE kpathi-imnopTapa wi B pocse cneundikaiilit 1a npenapar
AR gocniprysatoro NiXapcekoro 3acoby. Npotoxonu 8upobiHuuTea, ynakoexu Ta aHanisy Gynm

{M’:}\ "y

Gepin NpoRyKUT BuroTomnena (BKMHaYBIONM yn

Ih eun 29 € Aoty O

S S
Benjamin Przybyle
Qualified Person /
YrioeHOBaXERa 0c06a
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BATCH QUALITY CETIFICATE FOR MEDICAL PRODUCT No 166/21

CEPTU®IKAT AKOCTI CEPI[ NIKAPCBKOrQ

3ACOBY Ne 56/21

Product: Cardiomagny!® Forte, film-coated tablets, 150 mg N2100 in botte !
Mpoa KAPAIOMArHIN GOPTE, rabnetky, BKp WY nniskoacio o6ononkoi, na 150 mr Ne100 y chnaxoui

Manufacturing date / [lara supcBruuTBa: 10,12,2020
Expiry date / Tepmis npuaaTHocT: 1212023

Batch number / Cepin: 1201 6243
Batch size / Poamip cepir: 48300 packs / ynaxosox

Analysis has been done according to Quallty Contral Methods / AHBnNI3 BUKOHAHMM y BignosinHocri fo MK,

Param,mru Specmcgﬁopf Results/
' Hp_gma‘mgu TIOKB3HIKI N Cnet_.@_;g)‘l* ais ’ . PO3ynLTITH aHanizy |
‘L Appearance / Onuc Visual/ White fiim-coated heart shaped tabiets / Confarms / Bianonigae
BlayansHil korTpons/ Tabnerxw, sxputi rniBKoRGIO
060n0HKDI0, Ginoro kanbopy, oBaNLHOY thopmu 3 pUcKoio
g Ha onHomy Goyl ) .
Identity / laewTudixayin {by HPLC) / BEPX Conforms / Bignosigae
Acelyisalicylic acld / Complies Ph.Eur. / MatoTe signorinam Bumcram Cap.
Auetuncaniuvnosa kucnnra Dapm,
(by Uv) ¢ Ylti-mexrpodmmnemin . X
Compligs Ph.Eur. / MaioTs signosizaTa aumoram €ep. | Conforme / Bignoninae
Dapm,
Assay / Kinukice Buswaverin | By FIPLG 7 BEPX
Acetylsaticyllc acld / 142.5 - 187.5 mgitab) 150.8 mpitabl 1
AueTinceniununosa kueroTa 142,6 — 157,5 mrfrabn " 150.6 mrératn
Purity / ‘ ‘ N
Buanavenma uncrori by HPLC / BEPX
Salicylic acid / £ 0.8 mgitabl (0.5 %) 0.28 mghtab /
Caniyunosa xucnora £0,8 mrirabn, (0,5 %) 028 mrfvatn
Acatylsaﬁcylsaileytic acid/
BTURCaniLuNcaniuunosa $04% 0.12%
K1enoTa
Salicylsalicylic scld / ;
Ceniuuncaniyunosa fucnoTa s50.2% <0.05 %
. Any unspecified impurity / !
bynb-mxa Hesinoma gomituka 50.2% <0.05%
Total impurities
{ex. Salicylic acid)/
Cyma-scix somiwox (3a
BMHATROM caniywnosol K-TH) 05, 012%
“Average mass/ by Ph. Eur, 2.6.5 €sp. BapM. 2.5.5 Rt Imgy
Cepentin maca 210 mg - 250 mg / 210 Mr— 250 mr- 272w
Unifermity of dosage units / ; . Conforms / Bianosigae
OAHOPIRHICTS RO3ORMr 4 , g:,',",.f"“ Ph.Eur, / Matons BlanoBina™ suMoram Erp. i
CIMHALE, i
 Disintegration 7 Poanaganicts | by Ph, Eur. /< 30 minufeg ] T C<Aminute )T e
€80. Gapm. / < 30 xaunm e 31 xeumun o
Oissalution / Posunnarnmn by Ph. Eur. f Not less B5% after 30 minutes {Q=80%)"/ 1 100%
Acetylsallcylic acid / €ap. Dapm.  He menwe Him 85% vepes 30 xgumm
AleTHncaniyunoea KuenoTa , (Q=80%)"
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Takeda

BATCH QUALITY CETIFICAT
CEPTUDIKAT SIKOCTI CEPI|

Product: Cardiomagnyi® Forte, film-coate
Npogyxr: KAPAIOMAIHIN DOPTE, rabneriu, BKpPUTI

Manufacturing date / flata BupoBbHuTsa; 1

E FOR MEDICAL PRODUGT Ne/ 56121
NIKAPCLKOIO 3ACOBY Ne 58/21

d tablets, 150 mg Ne100 in bottle /
NiBKOBOO OBONCHKOI, NO 1

50 mr Ne100 y dhnaroni

0.12.2020 Batch number { Cepin: 12016248

Explry dats / Tepmin npuaATHOCTI: 12/2023 Batch size / Poamip coplii: 48300 packs / ynakosox
—.._Analysis has besn done according to Quality Control Methads 1 Ananis BukoHanuh y eianoalgocri ao MKS.. ;
Parameters/ i Specification/ " Rasuits/ 1
____Hopmatueni nokaskmim Cneundgikaups Pesyrwraty avanisy |
Microhbiological purity™/ | By Ph. Eur. / €ep. dapm, Not performed on this batch /
MikpoGionoruna wicrora? Total Aeroblc Micrablal Count {TANC): He nposogurecs ana nawor capif'
NMT 10* CFurg
3arankHa KinkKIcTL aepobumx Mikpoopranizmie (TAMCY:

He Binblwe Hix 10° KYO/Ir

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

3aranbHa knekicTs NNICHABMX | BPIKIOBHX 1pubina

| (TYMC): He Binswe Hix 10 KYO/r

Escherichia coli absent In 1 gl

! Actual testing frequency ia based
once ayear. /

" Yacrora nposeaers sun
NpOBOLANTLER Me piawe:

.

Bénjafith Przybylo
Qualified Person /
YnosHopaxeHa ocoba

Date of signature /
Aara ninnuey: 25.02.2021

Bigeymvicts Escherichia coli Bir

on aystematic review of the manufacturing pracass;

GAHOFD pady Ha pik 33 METOAOM BMBIPKOBOrO KOHTPOMHO.

Page 2 of 2
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HAEPHUIIKCIIYKEA
AEPXKABHA CIIYIKEA 3 JIKAPCBKHX 3ACOEIB TA 'KOHTPOJIIO 3A
HAPKOTHKAMM ¥ KHIBCBKTH OBJIACT

npocnexr Banepis JIoGaHoncmom, 51, M. Kuis, 031 10, Ten/dake: (044) 363-06-50
E-mail; dls.ko@dls.gov.ua,mmﬁg’/www,dls.ggv.ua, Kox €TPTIOV 37078774

BHCHOBOK ~
Ipo sKicTL BBe3eHoro B Ykpainy aikapeskore 3acoly

15.03.2021 Ne 9651/21/10

KAPTIOMATHLJI ®OPTE

(HatiMenyeauHs nixapcsxoro 3acoby srinno 3 peeotparituing 1ocBiTueHHAM)
TabaeTkn, BKpHTi mLniBkoBoIO obononxoro, no 150 mr; o 100 Tabaerox y $raxoni; o 1

bnaxony y kapronuii Kopobni

(dopua Bumycxy, AO3YRAHA, BH/L NIAKYBAHHA aixapcrxoro 38¢06y}

Homep pecctpaniiinoro nocsimuenug UA/10141/01/02 CTPOK All peecTpanitizoro noceimuerns 01.01.2099

Cepia nixapcskoro zacoby Ne 12016248 Kimskicts ssessnoro nikapcroro sacosy 48300
BHpoGHmx Tarena I'M6X, micre BHPOGHAITRA Opanicu6ypr, Himewgpya:
(naltucHynanms BHpoSimka Nixapcskoro 3acoby, xpaina HOXOMNCHHK)
BBesero  Vxpainy Torapuerso 3 06mesxeno Bianosizansricrio "ACTHO YKPAIHA",
inen. xon: 42274733

(HabvenyBanin T2 xoy 72 CAPTIOY ropmmanot 0co6H alo Tipismne, iM's, no Garsxan] diseanoi
0CO0H - mimpuemng, ii sicne npoxumanng ta peccTpusyinmit HoMep obnikanot KePTKH INaTHEK,
: noxarkis 860 cepis Ta HOMED nacnopra)

Mporokea shyansuore kourpomo six 04.03.2021 N 0587/1.

3a  pesymsratamu ACPRABHOTO  KOMTpOmO ; » IO JiKapchkul  3aciG BBE3CHO B Vpaliyy 1
AOTPHUMAHHAM sunmor 3aKOHONABCTHA MOAO 3a6eIneqeHuy ocTi nikaperkux 3acoGis
’ﬂ_.,,..":?;:tt:m%
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AEPYJIIKCITYXXBA
AEPHKABHA CJIIVIKBA 3 JIIKAPCI)KI.%'IX 3ACQBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMH ¥ KHIBCBKII OBJACTI

npocnexT Banepis JloBanoscskoro, 51, u. Kuis, 03110, ren/dakc: (044) 363-06-50
E-mail: dls_ko@,dis.gov.ua,https:/fwww.dis.g_@.ua, Kon €JIPTIOV 37078774

BHCHOBOK
PO #KIiCTh BBE3EHOTO B Yxpainy aikapcskoro 3acoly

15.03.2021 Ne 9652/21/10

KAPAIOMAI'HIJI ®OPTE
(Hafimenynanng TMKAPCLKOro 3acoby srinme 3 pecctpauiiinmmg TIOCBIAYEHHANM )
TabneTKky, BRKpITi nAiBKOBOIO o6oaoHK010, 110 150 Mr o 100 Tabd/jeTok y tduaxoui; no 1
tdunaxony y kapronuiii Kopooui
{thopma Bunycry, AOIYBAHHS, DU NAKYBAHHA MKAPChKOrD 3acoby)

Homep peectpauitinoro nocsingenns UA/10141/01/02 CTpoK mif peectpaniitnoro nocsineenus 01.01.2099
Cepis nikapcekoro sacofy Ne 12016249 Kinbkicrs BBE3eHOTO Mikaperkoro zacoby 48600

BupoGunxk Takena I'm6X, micre BHpoGHuITEa Opanienbypr, Himeuunna
(HaHmenysanus sipobnuka niKAPCEKOTO 3acody, kpaina NOXOJKEHHN)

Beeseno o Yipaiiy Torapucrso 3 06Mexenor0 BiAnoBigansnicTio "ACIHO YKPATHA",

igenr. wou: 42274733
(nafiMenysanua Ta ko 32 EAPIIOY lopraxaLol ocofu aGo npissuie, in'a, 1o Garnkoni dissearar

0Cco6H - nianpuemuy, it Micie NpOHBAHHR T4 PECCTPALiHHEN HOMEp obnikosol KapTKH NAaTIIMKL
uoxarkin abo cepis ta HOMEPp Hacnopra)

IIporokon sisyanenoroe konrpomo six 04.03.202] Ne 0587/2.

3a  pesynsrataME  mepxaBHOro KOHTPOMIO  BCTAHOBJEHO, MmO Jikapchkmil  3aci6 BBE3CHO B VYkpaiiy 3 ’
\

ﬂOTpHMﬂHHHVM‘ BHUMOT 32KOHOJABCTRA MO0 3a6e3neyer s 0

CTi MKapCLKHX 3ac061B.
.

o F

BactynHuk HavanbHuka Cuysxbu L Omexciii COJIONIPATA i
...... e SN M 3 : i 1-,—:,’: e — e e et

(i'r:}‘ca;uonagcqﬁa_opranylm:p ABHOTO KOHT[HNIIO) (minrmc) {imindany ta TpisBHLULE) I

;. "s_“K PRI ;.v.__-," .
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CERTIPICATE OF RELEASE AND GMP COMPLIANCE/
CEPTU®IKAT BIAMOBIAHOCTI GMP BUNYLIEHO! CEPI|

Product: Cardiomagny|® Forte, film-coated tablets, 150 mg Ne100 in bottle /
Mpoayir. KAPOIOMATHIN DOPTE, rabneriu, BKPWTI nniekoBoio obornioHkole, no 150 mr Ne 100 Y thrakoHi

Strength/Potency: 1 tablet contalns Acetylsalicylic acid 150 mg/
Cuna pilfakusHicTs: 1 TabreTka MicTuTe 150 Mr kicnoTy aleTincaniunnosof

Package size and type: 100 tablets in bottle; 1 bottle in carton box /
Poswmip & Biug ynakosku: no 100 TabneTox y dnakoHi: no 1 DNaKeHY y KAPTOHHIM kopobui

Marketing Authorization: NelUAM0141/01/02 / PeecTpallifitie nocsiguesns: NeUAMO141/01/02

Dosage form: film-coated tablets, 150 mg /
Nikapcoka dhopmas TabneTkW, BKpUTI nniskoroo oBoncHkow, no 150 Mr

Manufacturing date / Jata aupoGHuyrea: 10.12.2020 Batch rumber / C:_epin: 12016249
Expiry date / Tepmin npuAaTHoCTI: 12/2023 Batch size / Poawip cepii: 48600 packs / YNakosok

Name and authorization number of Manufacturer, responsible for batch release: Takeda GmbH Betriebsstatte Oranienburg
MeDE BB 01_MIA_2019 0009 /

Hassa Ta womep niuenaii BUPOGHUKA, AKMiA BUNyCKae cepio B obir: Takega 'MGX, Micue aupoHuLTRa OpatHicuBypr, Ne
DE_BB_01_MIA_201 S _0009

Address of Manufacturer, responsible for batch release: |ehnitzstrasse 70-98, 16515 Oranienburg /
Appeca BHPOGHUKa, AKUA BunycKae cepiwo B 06ir; NeHilyumrpacce 70-98, 16515 OpanienBypr
Country of origin: Germany / Kpaina-pupoGumi: Himeuuura

Certification statement / 3aspa npo cepTudikallio:

| 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
reguirements of the local Regulatory Autharity 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, / Unm nigreepayio, uio Bulleskadara iHhopmauis e
AocToBipHOW | Tounoio. [ana cepis Npoaykuil BUroTosneHa (BKMIOuZIOUK YNaKOBRY/MapKysaHHA) | NPOBEAEHUA KOHTROAL 1T AKOCT
Ha BEA3AHIN AiNbHULI y noakil BIANOBIAHOCTI 3 BUMOramu GMP, Bcranosnenumi vicuesmm PEIYNSTODHUM OpraHomM, a Takox y
BlANCEiAHGCTI 31 cneudikalies, Wo MiCTUTLCR B PRECTpaUIMHOMY AoCLE KpaiHu-iMNopTepa UM B Aoche cneumchikauin Ha Npenapat
AN8 AOCHIMKYBAHOTO NiKapCskoro 3acoBy. MpoTokonu BUPOBHULITEA, yNaKosku Ta aHanizy Gynum NepernadyTi i BcTaHoBnero
BiONoBigHicTs GMP,

Name and position ftitle of

persen autherizing the batch Benjamin Przybylo
release / Mpiseuue ta nocaga Qualified Person /
0cobu, AKa sunana go3sin Ha YnosHosaxeHa ocota
BUNYyCK cepil

Date of signature /
Hara nignucy: 25.02.2021

Page 1 of 1
Crop. 1i3 1 L




BATCH QUALITY CETIFICA
CEPTU®IKAT AKOCTI CEPI]

Product: Cardioma

TE FOR MEDICAL PRODUCT Ne 185721
NIKAPCBKOIO 3ACOBY Ne 55/21

gnyi® Forte, film-coated tablets, 150 mg N2100 in bottle /

Mpopykr: KAPQIOMATH! GOPTE, tabnetku, BKPUTI NNIBKOBOW oBononkolo, no 150 mr Ne100 ¥ hrnakowi

Manufacturing date / Hara supoGHuyTea: 10.12.2020
Expiry date / TepMix npugateocTi: 12/2023

Analysis has been done according to Quality Con‘t‘tsz!,.hie}bg@_ﬂﬁﬂanis.Bmipﬂ_aﬁmix

Batch number / Cepia: 12016249
Batch size / Poanip cepii: 48600 packs { ynarkosok

BianosigxocTi 4o MKS,

P Parameters/

" Appearance 7 Orivc

| Identity / Inermvcbikauis
| Acetylsalicylic acid /
J Auemuncaniuunosa Kucnora

i

|

| Assay / Kinbkicie BMaHAYEHHS
i Acetylsalicylic acid /

i Auetvncaniuunosa kucnota

o

Purity |
BusHaueuna yucToTy
Salieylic acid /

Carniyunosa kuenora

Acetylsalicylsalicylic acld /
| Auemncaniumncaﬂfumosa
| KMCNOTa

© Sallcylsalicylic acid /
Caniunncaniuvnosa KucnoTa

. Any unspecified impurity ¢
Byae-ska Henigoma AOMillka

! Total impurities

{ex. Salicyllc acid) /

Cyma seix gomiluok (aa

© BUHATKOM CRANILWNGBOT K-Th)

| Average mass /

! Cepenwn maca

. Uniformity of dosage units /
| Onsopigricts £030BaHKX

| OOMHWUL

Disintegration / PoanagaHicTs

' Dissolution / Posunreris
| Acetylsalicylic acid f
- AueTUncaniuunosa xucnoTa

Specifications i

Lreuudkadin
cated heart shaped tahlets /
| Bisyanshui xoHTpons/ TabneTky, BrpuTi nniskonoio

oBonokkow, Binoro ¥ONLOpy, 0BanbHOT hopMu 3 prckalo
‘ HaopHomy Goyi
i (by HPLC)/ BEPX

 Visuall White film-c

Complies Ph.Eur. / MaioTs BIANOBIOATY BUMOraM €bp.
Dapm.
i (by UVy/ Y®-cnextpodiotomeTpin
Complies Ph.Eur. / MaioTs BIANOBIAATY BUMOIam €ep.
| dapm.

IbyHPLC/BEPK —
. 142,5 = 157.5 mgjtabl /
| 142,5 - 1575 ar/rasn

|
i
o
i
|
i
i
i
i

| by HPLC / BEPX
i S 0.8 mgltabl (0.5 %) /
| S0.8 mrfrabn. (0,5 %)

<0.4%

=02%

202%

£05%
| by Ph.Eur. 295/ €ap. dapm 585
210 mg - 250 mg / 210 Mr — 250 mr

Complies Ph.Eur. / Maiots
Dapum.

BiAnoBinaTH BUMOram €8p.

|
J _ B :
l by Ph. Eur. / < 30 minutes /
Eap. dapm. /< 30 xemnun ———
J by Ph. Eur. / Not less 859, after 30 minutes
| €Bp. PapM. / He menwwe i
[ {Q=80%)"

(Q=60%)"
W B5% vepea 30 xpunuy

Page 1 of 2
Crop. 132

i

_l010%
| 225.4 mg/
!

Resuits/
-on.. PE3yNETATM ananiay
Conforms / Bignosigae

Cohforhé / Efqndaﬁﬁae

Conforms / Bignosigae

' 150.5 mgftabl /
¢ 150.5 MriTatn

| 0.27 mgitabl /
- 0.27 Mritabn

010 %

<0.05%

<0.05%

2254 mr

i Conforms / Bizinosinae
H

' <1 minute /|

5__5771'_‘>ngnuH_
(102%

4
i




BATCH QUALITY CETIFICATE FOR MEDICAL PRODUCT Ne / 55/21
CEPTHU®OIKAT SIKOCTI CEPIT MIKAPCLKOIO 3ACOBY Ne 55/21

Product: Cardiomagnyi® Forte, film-coated tablets, 150 mg Ne100 in bottle /
Mpoaykr: KAPOIOMATHIN ®OPTE, tabneTku, BKDWTI NNIBKOBOG obonoxkow, no 150 mr Ne100 vy dnakoni

Manufacturing date / flara BUpOGHUUTBa: 10.12.2020 Batch number / Cepin: 12016243
Expiry date / Tepmin npunartocri: 1272023 Batch size / Poamip cepii: 48600 packs / ynakoeok
— - — Analysis has been done according to Quality Control Methods ! Avania sukonanmi y signosigroci Ao MKA..

Parameters/ l Specification/ i Results/
i Hopmarveii nokasimks o Crheyvgpikaums .. PE3yNETATH AHENIaY .
i Microbiological purity/ by Ph. Eur. / €gp. Dapm. Not performed on this hatch 7

i MikpoBionoriuna yueraral Total Aerobic Microblal Count {TAMC): [ He nposoaurnes AnA Aanal cepir
| NMT 103 CFUIig/ i
i 3aransHa KinbkicTs aepobHux Mikpooprasiamia (TAMC): |

i He BinbLue i 103 KYO/r

l

[ ' Total combined Yeasts/Moulds Count (TYMC):

i ¢ NMT 102 CFUIg ¢

{ i 3aranbHa KinbkicTs NNICHABIX | APiXmIOBMX rpubie
! | (TYMC): He Binewe wix 102 KYOIr

i Escherichia coli absent intg/
Actual osting frooii - BiacyTHicTs Escherichia ool oL O N R ssong. |
* Actual testing frequency is based on systematic review of the manufacturing Process; the test is performed at least
once a yezr, /
"Yacrora NOOBELEHHA BUNPOOY8aHHR IPYHTYETLEA Ha CuCTEMaTUYHOMY ornsgi BUpoGHWIOro npouecy; BunpobysaHia
NPABOAUTLEA He pigwe oguoro pasy Ha pik 3a MeTenom BrBipKoBoro KOHTPOMO.

Benjamin Przybylo
Qualified Person /
¥nosrosaxena ocoba

Date of signatura /
Hara nignucy: 25.02.2021

Page 2 of 2
Crop. 2i22




S marriv,

CERTIFICATE OF RELEASE AND GMP COMPLIANCE/
CEPTU®IKAT BIOMOBIAHOCT GMP BUITYLLEHOT CEPII

Product: Cardiomagnyl® Forte, film-coated tablets, 150 mg Na100 in bottle /
Fipopyxr: KAPZIOMATHHT ®OPTE, Tatinetiu, BKpUTI NNIBKOBOIO OBONOHKEK, Ne 150 Mr Ne 100 y nakoh!

Strength/Potency: 1 tablet contains Acetylsalicylic acld 160 mg /
Cvina ail/akTuBHicTs: 1 TaGReTKS MicTUTE 150 Mr KMCNOTA dueTHncanminoact

Package size and type: 100 tablets in bottle; 1.bottle in carton box /
Poamip Ta eng ynaxkoaxu: no 100 raBnetox Y dnakoHi; no 1 niakoHy y KapTOMHIN. kopoBLj

Marketing Authorization: NeUA/M 0141/04/02 / PeecTpauinba noceinuenns: NeUAM0141/01/02

Dosage form: film-coatad tablgls, 160 mg /
Nikapcrsxa gopmas TabneTki, BRpUT nNiskoacio 0B0NnOHKOH, No 150 mMr

Manufacturing date / flava supoGkmurea: 10,12.2020 Batch number / Cepin: 12018260
Explry date / Tepmin npngatHogTh: 12/2023 Batch size / Poawip cepil: 48200 packs / ynakosox

Name and authorization humber of Manufacturer, responsible for batch release: Taketla GmbH Betriebsstatte Oranienburg
Ne DE_BB_01_MIA_2018_0009/

Hassa e Homap niuenal BWpoGHuKa, AKME BURYCKAE COpiio B ObIr: Takega TmGX, micle supaBimLraa OparienBypr, Ne
DE_BB_01_MIA_2019_0009

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

Afpeca anpoBShuxe, AKKUK BUYCKac ceplio v obir: Tenlynrpaces 70-88, 16515 Opanlerbypr

Country of origin: Garmany } Kpata-aupoGum: HimeuwuHa

Cestification statemant/ 3anpa ripo ceprudixalgin:

! hersby certify that the above information Is authentic and accurate. This batch of product has bean manufactured,
including packagingliabeling and quality controf at the above mentioned slte (s) In full compliance wilh the GMP
requirements of the local Regulatory Authority and with the specifications in the Marketing Authorization of the impaorting
country or product specification file for Investigational Medicinal Products. The batch processing, packaging and analysis
records were reviewed and fotind to be in compliance with GMP. / Lium niarsapgxyio, wo BMWEBKAIAHA Hopmaluin ¢
AOCTORIPHOW | TOuHOW. JlaHa cepin MPOAYKYT BUrOTORMBHA {BrmouaoMm YNEKABRY/MAPKYBAHNA) | NPORGAEHIA KOKTPONS T koG
w2 Braganlit ginsHuli'y noswik sianoaiaHoeT! 3 BUMOraMy GMP, acTanoBneHuMy micueenm: PBIYNATOPHAM OPraHom, B TAEoK ¥
signosigvocT] al cnewudiraLlien, wo Micruiees B peecTpauliiomy gocke kpaTHu-IMROpTepa WM B QOCHE cnauudiixkauiid Ha npenapar
AN ACCNIyBAHOrO Mikapcskaro 2acoby. Mpororkany supobHuiTea, ynakosku 7a exaniay Bynw riepernaNyTi i BCTaHoBREHO

BipnoaigHicTe GMP, ;

Name and position ftitle of B ;,?7'-«

person authorizing the batch Baﬁ]&m‘; Przybylo
releage / Npisaviue T nocana Qualified Person/
ocodi, fika Buaana noseln Ha YrosHopaxeHa ccoba
ehnyex cepit

Date of signature /

Hata nipnucy: 26.02.2021

Page 1 of 1
Crop. 1i9 4
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BATCGH QUALITY CETIFICATE FO

R MEDICAL PRODUCT Ne /54/21

CEPTUGIKAT AKOCTI CEPII NIKAPCBKOrO 3ACOBY Ne S4/21

Product: CardiomagnyI® Forte,

film-coated tablets, 150 mg Ne100 in bottle /

Mpogyxr: KAPIOMATHIN ®OPTE, TalneTku, BKpWTi NNIBKOBOK D60NOHKOK, N 150 Mr Ne100 y dinaxoni

Manufacturing date / lara supoShuiraa; 10.12.2020
Expiry date / Tepmin npungTHocTi: 12/2023

Batch-number / Cepis: 12016250
Batch size / Poamip cepit: 48200 packs I ynaxosok

Analysis has been done aceording to Quality Control Methods / Ananis suxouan i BlanoeigHocTl o MK,
Parameters/ ' Specification/ ' Resuits/
HopmaTuenl noxaskmim Crneuudicavin , Peaynutam ananiay
Appearance / Onuc Visual/ White fiim-coated heart shaped tabiets ! Conforms / Binnoaigae
Bisyanuhit kowTpons! Tabneru, BKpUT Nhigkasoio ;
oBonoHKoK, Binoro KONbOpy, osansHoT hopMK 1 puckoic
Ha paHOMY Bowl
Identily / luewTudbiraisn {by HPLC)/ BEPX Conforms / Bianosiaae
Acatyisalicylic acid / Complies Ph.Eur. / MaioTs sigriosinatv bumoram Esp,
Ayemncaniuunosa xcnora Papm.
{by UV)} Yo-cnexrpodoromerpis ) .
Complies Ph.Eur. / Maiams slnosinat suworam Gap, | Conforms / Bianosinae
Dapm.
Assay | KinokdcHe anaHauennn | by HPLC/BEPX
Acetylsalieylic acid / 142.6 - 1575 mgitatil 7 149.3 mgitabl /
aninoea kucnora 142,5 — 157 .5 mrfrabn 149.3 mriTatn
Purity 7 — | 7
BuaxaveHHs wictatu by HPLC 7 BEPX
Salicylic acld / £ 0.8 mg/tabl (0.5 %)/ 0.22 mg/tabl /
Carniywosa kucnora 50,8 mrfrabn, (0,5 %) 0.22 mrivabn
Acatyisalicylsalicylic acid /
AlsTuncaniuwncaniuanosa 204 % 0.13%
KucnoTa
Salicylsalicylic acid /
Cariiyuncaniuxnosa knenota s02% <0.05%
Any unapecified Impurity /
Byae-sia nesinoma gomitlika £0.2% <0.05%
Total npurities * ’
{ex« Sallcylic acid) /
Cyma'acix aomiuok (3a
BUHATKOM CaNILMNoBoT K-T4) $05% 013%
Average mass / by Ph. Eur. 2.9.6/ €sp. Gapm. 285 227 amgy
Cepania Maca 3 210 mg - 250 mg / 210 Mr - 250 mr 227 4 ur
Uniformlty of dosage units / : " : Conforms / Bignosigae
Omoplabicrs & i : g:::‘pﬂee Ph.Eur. / Mawts slanosinarm sumoran ©ap, :
ORyHMALE j ) ;
| Disitagration / Posnapanicre | by Bh. Eur.7 <30 minutes / <4 minute §
i, €ep, SapM. / < 30 xBunuM . < 1. xBunue
Dissolution 7 Poauuhenis by Ph. Eur. ] Not less 85% after 30 minutes (Q=80%)7/ | §a2% o
Acatylsalicy¥c acid / i €pp. Dapm. / He metwe Hbx BS% wepes 30 xeurnm
ETACArILMNOBA KUCNOTa | {Q=80%)" ‘

Page 1of2
Crop. 1ia2
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BATCH QUALITY CETIFICATE FOR MEDICAL PRODUCT Ne / 54/21
CEPTHU®IKAT AKOCT! CEPI JNKAPCBLKOIO 3ACOBY Ne 54/21

Product: Cardiomagnyi® Forte, film-coatod tablets, 150 mg Ne100 in bottle /
Npoayxr: KAPLIOMATHINT GOPTE. TabnoTk, srpuTi nnlEKGROI obononkow, na 150 mr Ne100 y nakoni

Manufacturing date / flara BupoGHmyTEa: 10.12.2020  Batch number/ Cepla: 12016250
Expiry dute { Topitin npnaaTHoctl; 1212023 Batch she ! Poamip <Bpli: 48200 packs / ynakopok

Analysis has besn done according to Quality Control Methods { Axania BUXOHAHWA y slanosianoc o MKS..

Parameters/
Hopmartusni nokasHuiu

e on & i

Specification/ Results/
Cneundbikaiiun ) o PesyniTar asanisy

Microblological purity']
i MikpoBionariuka unerora?

i

ance a year., /

1 Yacrota npoBagEHMA BUNPOGyBan
NPOBOAUTECH He piale oaHOre pa

e
Benjaniin Przybylo
Qualified Person /
YnoeHosawena ocota

o

Data of signature /
Bara ninmey: 25.02.202 1

1 Actual tasting frequency is base

by Pt Eur. / €ap, Gapm, ; . Not performed on this batch /
Total Aerobic Microbial Count (TAMC); He nposapurecs ing gamor ceplr
NMY10°CFuUIg /

3arancHa KinskicTs epubhix MRPOOPraniamia (TAMCY;
He Ginbiue wix 10% KYO/r

Total combined Yoasts/Moulds Count(TYMC):

NMT 107 CFuig!

Jaranbua KiALKICTh PicHABRMX 1 HPIRIDROBHX rpuGin
(TYMC): He Ginsuwe nix 102 KyOjr

Escherichia coli absent in 1 gf

1 Bigeyruiots Escherichia colip 1 r

on systematic review of the manufacturing process; the test is performed at least

HA TRYHTYSTLCA Ha CUCTEMATUYHOMY OrMAgl BHEOBHICED npouecy; aunpolyagmus

3y HR Pk 38 MeToaom 8ubiprosoro koHTpLMNO.,

Page 2 of 2
Crop. 2is 2
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JEPXJIKCITYXEBA
AEPIKABHA CIYXKFBA 3 JIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMA Y KHiBCBKIH OBJIACTI
npocnexT Banepis JloGaHoBchkoro, 51, M. Kuir, 03110, Ten/akc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua,hitps://www dls.gov.ua, Kox €PTIOY 37078774

BHCHOBOK
1po AKicTH BBE3€HOro B Yxpainy aikapcskoro 3aco0y

16.03.2021 Ne 10705/21/10

KAPIIOMATI'HLII ®OPTE

(HaHmeHynanns nixapesxoro aacoGy ariwe 3 pceﬂpaniﬁnmnocai)memu)
rabaerxu, BrpaTi naiBkoBolo 060a0aK010, no 150 Mr no 100 Tabaerok y paaxoni; uo 1

toraxony y kaprouniii kopo6ui

{dopwma surycxy, nosysanms, sin NAKYRANHA RIKAPCEKOrO 3ac00Y)

Homep peectpauiitnoro mocsimenna UA/10141/01/02 CTpOX Aif peectpaniitoro nocningernx 01.01.2099

Cepis nixapcrkoro 3aco6y Ne 12016250 Kinsxicts BBesenoro nixapcskoro 3aco6y 48200
BupoGuuk Takenta I'M6X, micne BrpobupnTBa Opanicnt r, HiMeuymma
(nulucHysauns BupalamKa Rikapeskoro 3ac00y, kpaina TIOXOAMEHHNR)
BreseHo B Yxpalny To‘aapnc-rpo 3 obmMexenoio Bimosinaasaicrio "ACIHO YKPATHA",
inewy, xon: 42274733

(naiimeitypanus Ta ko aa EHPIIOY OprIILIOT 0coGH 880 npi3RuDIe, IM'K, 110 GarEROm dizranol
o0coGH ~ nianpremus, i Micne nposmarma Ta peecrpanilinuit Homep v6nixosol KHPTKH MIATHHKE
nofarkis 860 cepix Ta Homep nacnopra)

Mporowon Bisyaibroro xowrpono six 10.03.2021 X 0635/1,

32 peIyLTaTAMM  ASPKERHOTO  KOHTPOMO BCTAHOBNCHO, IO JKAPCLKHE 3aci6 reeseno B Yxpalny 3
AOTPHMA : MOT 3aKOHO/@BCTBA WOAO 3alesneyeHAT gKOCTi niRApCEKHX Jacobis.

Onexciit COJIOMIPAM

(iniuianu T2 npissume)

Page 1/1
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CERTIFICATE OF RELEASE AND GMP COMPLIANCE!
CEPTUSIKAT BIAMNOBIAHOCTI GMP BUMYLUEHOT CEPIT

Product: Cardiomagnyl® Forte, film-coated tablets, 150 mg N2100 in bottle /
Mpoayxr: KAPQIOMAIHIN @OPTE, tabnetku, BkpuTi nniskoBok oBonoHKow, no 150 mr Ne 100 y tbnakoHi

Strength/Potency: 1 tablet contains Acetyisalicylic acid 150 mg/
Cura pilfaktmeHicTa: 1 ratineTka MicTUTh 150 Mr KHCNOTH aLeTUNCANILKNGBOT

Package size and type: 100 tablets In bottle; 1 bottle in carton box/
Poawip Ta Bug ynakoekun: no 100 Tabnerok y danakori; no 1 (hnakoHy ¥ KApTOHHIM kopobui

Marketing Authorization: NeUAH{0141/01/02 / PeectpauiliHe nocsigvenHs: NeUA10141/01/02

Dosage form: film-ceated tablets, 160 mg /
Nikapcobka hopma: tabinervn, BRPWT nniBkoBo 06oNOHKN, No 150 Mr

Manufacturing date / [laTa supoBruyrea: 18.10.2020  Baich number/ Cepls: 12026378
Expiry date / Tepwsin npunaTtHocTl: 10/2023 Batch size / Paamip cepil: 49500 packs / ynakosox

Name and authorization number of Manufacturer, rasponsible for batéh release: Takedz GmbH Betricbsstatte Oranienbiurg
Ne DE_BB_01_MIA_2020 0030/

Hassa Ta Homep niyensil BMpoSHMKa, Mt BUNYCkae cepio B 06lr: Takeaa MMEX, micle BupoBuuyTea OparieHGypr, Ne
DE_BB_01_MIA_2020_0030

Address of Manufacturer, respansible for baich release: Lehnitzstrasse 70-98, 18515 Oranienburg /

Anpeca BUPOGHKKA, AKKIA BANYCKaE cepil B 06ir: Nexiuumpacce 70-98, 16515 OpaHieHBypr

Country of origin: Germany / KpaiHa-Bripo6rui: HivesuuHa

Certification statement/ 3asma npo ceprrdikauio:

I hereby certify that the above Information is authentic and accurate. This batch of product has besn 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 spacifications 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 compllance with GMP. / Lium nigTeepmiyio, WO BUIleBKasana iHbopMaLs €
LOCTOBIpHOK | TOUHOK. JlaHa cepis NpoaykuiT BUNOTOBNEHA (BKITIOHEIONM yNaKoBKY/MapKyBaHHs) | NPOBBIBHWA KOHTPAL T SKOCT
Ha BKaJaHik ginsHUL Y NOBHIA BignosigHocTi 8 BuMoramu GMP, scTanoanesumy Micuesmum PETYNATOPHIUM OPIaHOM, & TEKOX Y
sianosigHoct si cneyudikauiclo, WO MICTUTLCH B paECTpaLliAHOMY AOCHE XPRIHU-IMIIOPTEPA YK B SOCKE CriBLMDIKALH Ha npenapart
ANA ROCHIKYBAHCrO nikapcekoro 3acoBy. MpoToKon® BUPOBHULTBA, YNAaKoEKW Ta ananiay Gynu nepernsanyTi i BCTAHOENEHD
signosigHicTs GMP,

Name and position ftitla of

person authorizing the baich Yerena Clivier
release / IMpissuwe Ta nocana Quealified Person /
oceby, sixa Bugana fossin Ha YrosHos@eHa ocoba

BUnycK cepil ¢ i
Date of signature / t/{im

Hara nignucy: 02.03.2021 @,} (93 ,;} @Q, {
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BATCH QUALITY CETIFICATE FOR MEDICAL PRODUCT Ne /a0/21
CEPTUQIKAT AKOCTI CEPIl NIKAPCEKOIO 3ACOBY Ne 60/21

Product: Cardiomagnyl® Forte, film-coated tablets, 150 mg N2100 in bottle
NMpogyxr: KAPQIOMATHIN ®OPTE, tabnetky, Bkpwri naiakosot obonoxkon, no 150 mr Ne100 y thnakowi

Manufacturing date / Jara supobruutea; 18.10.2020
Expiry date / Tepmin npunathocti; 10/2023

Batch number/ Cepin: 12028378
Batch size / Poanip cepii: 49500 packs / ynakosok

Analysis has been done according 1o Quality Control Methods / Ananis sukcHanmi smnoarquomi o MKA.

Parameters! Specification/ Results/
HopuatveHi NOKagHuK Creyudikalis __Peavnpramy suaniay
Appearance / Onuc Visuall White film-coated heart shaped tablets / Conforms / Bignosinae
BiayarbHui xoHTRONL/ Tabnerks, BKPUTI NNiBRGBOK
oforonkaio, Sinoro KOrLOPY, OBENLHAT ORI 3 PACKOIO
Ha crHoMYy Boui
Identity / inenTvdikauia (by HPLC)  BEPX Conforms / Bignosinac
Acetylaalicylic acid / - Complies Ph.Eur. / Mawrs signosinat sumoram €sp,
AueTancaniyunosa KkuenoTa Dapm,
{by UV} Y- -CNeKTpodOTOMETRIN

Complies Ph.Eur, / Maiote signosigart sumoran €ap.
Dapm.

Conforms / Bignosinae

- Assay / Kinskicre susiauekis | by HPLC  BEPX

Acetylsalicylic acid / | 142.5 - 157.5 myltabl / | 148.8 myftabl
AUSTUNCANILMIICBA KUETDTa 142,85 ~ 157,56 mpratn 146.8 mrfrabn
Purity / v
Buanauents wncroTwn by HPLC { BEPX
Salicylic acid / 0.8 mgHab! (0.5 %)/ 0.24 mghabl
Caniuunosa kuenota £ 0,8 §rfrabn. (0,6%) 0.24 wirkratn
Agetylsalicylsalicylic acid / o
Auetwncariyuncaniuvnopa 204% 8.09%
KMCITOTa
Salicyisalicylic acid / ,
Caniyuncaniymnosa Xuenom S02% < 8.03%
Any unspecified impurity /
Byab-sika Heripoma povitika =0.2% <008 %
Tatal impurities '
{ex, Salicylic acid}/
Cyma Boix pomiwok (3a i
BURATKOM CANILMNOBOI K-TH) $S0.5%

: : ; 0.08 %

| Average mass/ by Ph. Eur. 2.9.5 €ap. ©apM. 285 22T0myg !
Cepgfia maca 210 myg ~ 250 mg 7 210 mMr~ 250 mr 1 227.0mr
Uniformity of dosage units{ | . . ' — ' Conforms ! Blanosigae
OFHOPIIHICTS ROAOEAHIUX gggu;hes Ph.Eur. / MawTs Bigriosigarti sumoram Cep.
OLBHALL '
Disintegration / Posnapanicts | by Ph. Eur. 1 < 30 minuies / <1 minuie /
) Eop. Bapm. /< 30 Xpurmn <1 _XBUIMA

Dissolution ! PosunHeHHs by Ph, Eur. / Notless 85% after 30 minutes {Q=80%)"/ | 88 %
Acetyisalicylic acid / €8p, Dapm. f He meHws Hixk B5% vepea 30 xennun
AueTuncaniyunosa kucrora (Q=60%)"
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BATCH QUALITY CETIFICATE FOR MEDICAL PRODUCT Ne / 60/21
CEPTU®GIKAT AKOCTI CEPII JTIKAPCBKOIO 3ACOBY Ne 60/21

Product: Cardiomagnyl® Forte, film-coated tablets, 150 mg Ne100 in bottle /
Mpopykr: KAPLIOMATHIN ®OPTE, Tabnetku, Bkput! nsiiBkosow 0B60noH koia, nie 150 Mr Ne100 y dnakoui

Manufacturing date / flata supoGuuurba: 18.10.2020
Expiry date / Tepmin npupatHocTi: 10/2023

Batch number ! Cepisn; 12026378
Batch size / Poamip cepii: 49500 packs / ynakoaok

Analysis has been done according to Quality Control Methods !/ AHanis BUKOHaHWMI% v BianesigHocT! no MKA..

MirpoGlonorivka unctors?

Total Aerobic Microbial Count (TAMC):

NMT 10° CFUIg /

Bararibxa KinbKicTh aepoGhux mikpooprariamis (TAMC):
He Ginswe HiX 10° KYOI

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

3aranbHa KinbkoTs TTICHABMX | APIKEKOBAX rpUBis
(TYMC): He Ginstiie Hix 102 KYOIr

Escherichia coli absentin 1 g/
BigeyTsicts Escherichiacoliz 1 r

Parameters! Specification/ Results/
HopMaTtueHi nokasHke Crieundikaumus PesyneTaTy axanisy.
Microbiological purity? by Ph. Eur. { £8p. Gapm. Not performed on this batch /

He nposoaHTLes fns gaHor cepit

! Actual testing fraquency is based on systematic review of the manufacturing process;

once ayear. /

1YacTora nposesKHA BUNPOBYBAHHA IPYHTYETRCH Ha CUCTEMBTHYHO

NPOBOQNTLCS HE pifLle OfHON pasy Ha pik 33 METOROM BUBIPKOBOTD KOHTPORIO,

Verena Olivier
Qualified Person /
¥nosHosaxera ocoba

Date of signature /
Hara nignucy: 02.03.2021

9 Qe
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JEPXIIIKCITYIKEA
AEPIKABHA CHIYIKEBA 3 JIKAPCBKHX 3ACOFIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHIBCLKI OBJIACTI

npocuekT Banepis JloGanoseskoro, 51, . Kuis, 03110, ren/thaxe: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua,https www.dls.gov.ua, Kox €JPIIOY 37078774

BACHOBOK
NPO SIKICTH BBE3EHOr0 B Yrpainy aikapcsicoro zacoGy

28.05.2021 Ne 27326/21/10

KAPNIOMATHLI GOPTE

(watiMenypanns nixapeskoro 3acoly arimno 3 peecTpaniiaumg NOCBITYEHIIIM)
TabireTkn, BKpATI MIiBKono10 obononxko1n, no 150 mr mo 100 rabrerox y ¢uaxori; wo 1
(pnakony y kapronmiii Kopotui

(opra Bunycky, xusyRanms, Big NAKYBREHA MKAPCLKATo 3aco0y)

Howmep peectpaniiuoro nocsimeenss UA/10141/01/02 CTpok /il peccrpanititioro noceiguckmn 01.01.2099

Cepis nikapcskoro sacoGy Ne 12026378 Kinexicrs nneacnoro mixapcrkoro sacoSy 49500
Bupobmmui Taxeza 'mM6X, micne BHpOOHHITBA Opanien6ypr, HiMequnmna
(HaiMeRyBanms BUPOGHIKE AiKapcEKoro 3acoby, kpalua HOXO/I%IIHR)
Beeacno B Yipainy Tonapucreo 3 o6mexcHow Binoorinansuicrio "ACIHO YKPAIHA™",
inent. kox: 42274733

(HadiMeHynarus Ta kOX 33 E€NIPTIOY 10pHIHIHOT 0cobH 260 IPI3RHING, iM'S, I0 6aThkusi izramot
OCOOH - minnpHeMy, 1 Micie TIPOKHBAHHEA Ta PeECTPATiHHHIT HoMep oGikopol KapTKH IIaTHUKA
NOZATKIB a60 cepis Ta HOMEp nacnopra)

pororkon sisyaneuoero xourpomoe sin 19.05.2021 Xe 161 4/1.

33 pesymeTataMu  ASPIKABHOTO KOHTPOMO (BCTAHOBNECHO, IO nikapeskmli  3aci6  reeseno ® Vipainy 3
AOTPHMAHHSAM euMor SAROHOAABCTEA HIONO 3a0esneTey skocTi i KapChbKuX 3acobis,
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JEPXIIKCIYIKEA
AEPKABHA CIIYKBA 3 JIH{APC}SI{‘,I_/_IX 3ACOFBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMU Y KHIBCHKIN OBJIACTI

npocrekr Banepis JloGanoserroro, 51, m. Kuiz, 03110, Ten/daxe: (044) 363-06-50
E-mail: dls.ko@dfs.gov.ua_.b_, Qs://www.dls.gov.na, Kon €IPIIOY 37078774

BHCHOBOK
NPO SIKICTL BBE3eworo g Ykpainy JiKapesKoro 3acoby

28.05.2021 Ne 27327/21/16

KAP/IIOMATHII ®OPTE

(ua:‘mcnynamm nikapeLkoro 3acoQy 3rijiHo 3 peecTpariitnum NOCBLMCHTIINM)
TabeTIN, BRPUTI IUTiRKOBOI0 o6oronxoro, mo 150 mr o 100 Tadnerox y $raxoni; mo 1

thurakony y xapronumii Kopobui
(hopma unycxy, A03yBanns, BUN nakypanis nikaperkoro 3aco0y)

Howmep peecrpaniitiioro nocsipyenns UA/10141/01/02 CTPOK AT peecrpauiiinoro nocsiuenus 01.01.2099
Cepis nikapeskoro sacosy Ne 12026379 Kinbxicts paesenoro mikapeskoro sacoby 49000

Bupobig Takena I'M6X, Micre BHPOOHHIITBA Opanientypr, Himeuunna
(nalivenypasg BHpOGHHKA Mikapchkoro zaco0y, kpaila HOXO/DKEHIS)

Brescio 8 Yipaiy ToBapuerno 3 o6mexenow Binnoninannuicrio "ACIHO YKPAIHA",
izenT. kon: 42274733
(mabiMerynanns Ta kon g CHPTIOY 1opuauniol ocobn abo npispuune, iM'n, 110 Garoron] (izaunof
0co0H - mianpuemis, i MicHe npoxuBanns Ta pecerpaniiunii nomep o6aikopot KapTKy NaTHuka
noaarkin abo cepis ta HOMEp nacnopra)

poTokon sisyansnoro wonrpomo sin 19.05.2021 x 1614/2.

3a  pesynpTatamu JCPXKABHOTO  KOHTPOIO BCTAHOBJIEHO, 0 nikapcekuit  3aci6 BOC3CHO B Vikpaiuy 3

AOTPHMAHUAM pumor 3aKOHOAABCTRA 110710 3a0e3rieueH s chi TKaApChKUX 3ac06in.
i
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CERTIFICATE OF RELEASE AND GMP COMPLIANCE/
CEPTU®IKAT BILNOBIAHOCTI GMP BUTMYLLEHOI CEPII

Product: Cardiomagnyl® Forte, film-coated tablets, 150 myg Net60 in bottle /
Mpopykr: KAPAIOMATHIN ©OPTE, Tabnerky, BKPUTI NNIBKOBCK 060N0HKo:0, no 150 mr Ne 100 y chnakoHi

Strength/Potency: 1 tablet contains Acetylsalicylic acid 150 mg /
Cwna pilfakTveHicTs: 1 TabneTta MicTUTs 150 Mr KMenoTu aueTruncaniLpnosoi

Package size and type: 100 tablets in bottle; 1 bottle in carton box /
Poamip Ta sup ynakosku: no 100 tabneTok Y dnakoHi; 1o 1 hnakoHy Y KapTOoHHil Kopooui

Marketing Authorization: NeUA/M0141/01/02 / Peectpauiitve noceiguenns: NeUA/10141/01/02

Dosage form: film-coated tablets, 156 mg/
JlikapcLka thopma: TabneTku, BKPUTI NriBkoBOIO oBonoHkolo, no 150 mr

Manufacturing date / [lata BupoBHuLTea: 09.12,.2020  Batch number / Cepin: 12026379
Expiry date / Tepmis npuaaTHocTi: 12/2023 Batch size / Poamip cepil: 49000 packs / ynaranok

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

Hazea Ta HoMep NiueNsil BUPoSHUKa, AKKE BlNyckae cepiie B 06ir: Takega MGX, micle svpoBHuuTea OpanierBypr, Nz
DE_BB_01_MIA_2020 0030

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

Agpeca BUpobHUKa, AKMii BUNYCKae cepito B obir: Nexluurpacee 70-98, 16515 Opatienbypr

Country of origin: Germany / Kpaita-BupobHuk: HiMeyunHa

Certification statement/ 3assa npo ceprudikalio:

I hereby certify that the above information is authentic and accurate. This bateh of product has been manufactured,
including packagingflabeling 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 nigreepmxyio, wo BULLEBKA3aHa IHopmayis &
AOCTOBIPHOK | TOuHOI0. [lana cepia npoaykuil BMroToBneHa {BRNIOYAIOUM YIAKOBKY/MEPKYBAHHS) | NpoBeOeHUn KOHTPOM, iT AKoCTi
Ha BKasakiit AinbHUL Y NoBHIK BiANOBIAHOCT 3 BUMoramm GMP, BCTAHCENEHMMM MICLIEBIM DErYSITOPHUM OPraHoM, & TaxoM y
8iANoBIgROCTI 3i cneuwdikalielo, WO MICTHTLCA B PeecTpaLiBHOMY A0CkE KpaTHW-IMNIOPTepa YN B 4ocke cneyudhikadit Ha npenapar
AnA nocnimkysadoro nikapcekoro 3acoby. Npotokonu BUPOBHULITBA, YNakoBKK Ta aHaniay Bynw NepernsHyTi i BCTAHORNEHO
signosigHicTs GMP.

Name and position /title of

person authorizing the batch Verena Olivier
release / Mpisswwie Ta nocaga Qualified Person /
ocobu, Aka Buaana nossin Ha YroBHoBaXEHa ocoba
BUMYCK cepif i

A
: Wil
ik AoSASS

Date of signature / .
Bara nignucy: 02.03.2021 A “} -,

Page 1 of 1
Cvop.1i3 1




BATCH QUALITY CETIFICATE FOR MEDICAL PRODUCT Ne /61/24
CEPTUSDIKAT SKOCTI CEPII NMKAPCBKOIO 3ACOBY No 61/21

Product: Cardiomagnyl® Forte, film-coated tabiets, 150 mg Ne100 in bottie /
Mpoaykr: KAPQIOMATHU ®OPTE, rabneriy, BKPUT! NAIBKOEOIO 080mMoHI0I0, 1o 150 wr Ne 00 y chnaroui

Manufacturing date / Hata supobruirea: 02.12.2020 Batch number / Cepis: 12028378

Expiry date / Tepniin RpuAaTHoCTE 12/2023 Batch size / Poamip cepii: 49000 packs { yriakosok
. Binalysis has been done according to Quality Control Methods f Anania BUKCHaHUA v BiAnoBiAHoCTI Ao MKH. R
Parameters/ Specification/ Resuits/
. Hopuartuani noxasrmky __Cneuncikauis ek PO3YIbTATY aManizy

Appearance / Onuc Visuall White film-coated heart shaped tablets f Conforms / Binrosinae
Bisyansxuit koHrpors/ Tabnetru, skputi nhiskosoio
oBanoHxaio, Birtoro KONLOPY, OBENLHOT chopmu 3 DHCKOI0
Ha onHomy Bolyi

]
f
|

identity 7 Inevmudikacin Y HELGR BRI e it Conforms / Bigrosinas
Acetyisalicylic acid / Compiies Ph.Eur. / Maiots BiANOBIfaTK BUMOram €ap,
AusTuncaniusnosa xucnota apm.

} {by Uv)/ Ytb—cnenpoqwo'romerpiﬂ

S
Complies Ph.Eur. / Maiors signosigaty sumoran €8p. Conforms / Bignosinae

|
} Papm. ,‘
Assay | Kinbkiche Buatadenisi | by HPLG ] BEPY o ) B
Acetylsalicylic acid / 142.5 ~ 157.5 mgtani 1 149.8 mgltabl ¢ ;
‘j AueTHncanilMnosa KuenoTa 142,5 ~ 157 5 mrfvabn 149.8 rmriTatn ,
E_F;&E}_T__._ﬁ_.___h,......-,_mH______- ...... - RS, A
¢ Buskauenus wictoTy by HPLC / BEPX i
Saileylic acid / £ 0.8 mghabl (0.5 %) / i 0.28 mgltabi/
Caniuwncsa mcnoTa £0,8 mrfrabn. (0,5 %) | 0.28 mritabn
Acetylsalicylsalicylic acid /
Aue"mﬂcaniumncaniqmnoaa 50.4% 612 % .
EUenoTa |
Salicylsalicylic acid / |
Caniuncaniuvnosa kucnora 50.2% [ <0.05%
Any unspecified impurity / i‘
Byhb-Aka vesinoma nomilka £0.2% <0.05 %
Total impurities
(ex, Salicylic acid) /
Cyma BCix noMiwox (3a
e koad i - S e T —— T
Average mass / by Ph. Eur. 285/ Cep Gapm. 2.95 2269 myg /
Cepeann maca 210 mg — 250 mg / 210 Mr - 260 mr 226.9 mr
Un%fqr_rf)ity of dosage units / Complies Ph.Eur, / VizioTh Binnoeigaty BUMOram €ep. Conforms / Binnosinaze !
i OaHopignicTs fososanmnx daph :
OANHULIL : !
Disintegration / Posnaganicrs [ by Ph. Eur. /<30 minutes | ] <iminutes ]
Dissolution FPagimams 2o ®apM. /< S0xeunn ikl L
| Dissolution / Posunnenis by Ph. Eur, / Not less 85% atier 30 minutes (Q=80%}7/ | 101 % |
| Acetylsalicylic acid / €8p. Papm. | He MeHWe Hix 85% vepes 30 xauriuy i
iAL;ei'mnsaniumnaaa Kucrora (Q=80%)" | {

Page 1 of 2
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BATCH QUALITY CETIFICATE FOR MEDICAL PRODUCT Na / 61/21
CEPTUDIKAT AKOCTI CEPII NIKAPCLKOIQ 3ACOBY Ne 61/21

Product: CardiomagnyI® Forte, film-coated tabiets, 150 mg Ne100 in bottle /
Mpoaykr: KAPOIOMATHIA ®OPTE, TabneTku, BKpUATI ni1igkoBOia obornoHkoto, no 150 Mr Ne100 Y thnakoHi

Manufacturing date / flara BUpoGHUUTEa: 09.12.2020 Batch number / Cepin: 12026379

Expiry date / Tepmin npugarthoci: 12/2023 Batch size f Poamip cepii: 49000 packs / ynakosok
... Analysis has been done according to Quality Control Methods / Axania sukoHarwil y sinnosigHocri AoMKA.
[ Parameters] Specification/ Results/
|____Hopmarveni nokasmkm e CNEUMCDIKALMS I Pesymeratuananiay
| Microbiological purity’/ by Ph. Eur./ €ep. bapm, Not performed on this batch / |
? MikpoGionoriuxa yncrora’ Total Aerobic Microblal Count (TAMC): He nposoantbes ong paHol cepil |
! NMT 10° CFU/g / :

3arankHa KinbKicTs aepoBHux MiKpOOpraHismie (TAMC):
He 6inbiue Hix 103 KYO/r

Total combined Yeasts/Moulds Count {TYRIC): |
NMT 102 CFUfg / |
3aranbHa KinskicTs nnicHaBux i APIKAXOBUX rpubis |
(TYMC): He BinbLue Hix 102 KYOJr

| Escherichia coli absent in 1 al
T ) _.1 BincyTHicts Escherichia colis 1 1 . S
' Actual testing frequency is based on systematic review of the manufacturing process; the test is performed at least

once a year. /

' YacroTa nposenenus BUNPoGYBaKHA I'pyHTYeTLCA Ha CHCTEMATURHOMY oINSl BUPOBKUYOIO npouecy. BunpobysaHxs
NPOBOANTLECA He pifLie oAHOro paay Ha Pik 3a meTogoM Bubipkorcro KOHTPOMNIO,

Verena Olivier
Qualified Person /
YnosHoBaxeHa ocoba

Date of signature /
Hara nignuecy: 02.03.2021

Page 2 of 2
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AEPXIIKCIIYKBA
AEPIKABHA CJHIYXKBA 3 JUKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM ¥ KUIBCBKIN OBJACTI

npocnext Banepis Jlo6anorceioro, 51, m. Kuis, 03110, Ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kog €JIPTIOY 37078774

BUCHOBOK
PO SIKICTH BBE3eHOro B YKpaiHy JikapchKoro 3acofy

17.05.2021 Ne 24909/21/10

KAP/JIIOMAT'HIJI ®OPTE

(HaiiMenyBaHNs JlikapchKOro 3acoBy 3rijiHo 3 peecTpaiHHUM NoCBiTHEHHSM)
Ta0JIETKH, BKPUTI IUIIBKOBOIO 060,10HK010, 10 150 Mr mo 100 Tadierok y daaxoni; mo 1
(paaxkoHy y KapTOHHiH Kopobui

((popma BHIYCKY, 103YBAHHA, BHJ MAKYBAHHS JIKAPCLKOTO 3ac06y)
Homep peectpauiitroro nocsimuenns UA/10141/01/02 crpox aif peectpaniiinoro nocsinaenns 01.01.2099
Cepis sikapcbkoro 3acoby Ne 12026380 KinnkicTs BBE3€HOTO Nikapchkoro 3acoby 2300

BupoGuuk Taxena I'm6X, miciie BupobrunTBa Opanientypr, HiMeuunsa

(HailmenyBanHs BUPOGHHKa NIKAPCEKOro 3ac0By, Kpaila OXOIKENIs)

Beesero B Yxpainy Tosapucrso 3 60mexenoro BignoBinansuicrio "ACIHO YKPATHA",
inenr. xox: 42274733

(naiimenyBanns Ta xof 3a €IPTIOVY roprauunoi ocobu abo npissuute, iM's, 1o GaTekobi diznunoi
0cofH - ninpuemua, ii Micle NPOXMBAHKS Ta peecTpaLifuuit HoMep oGIrikoBoi KapTKH nIIATHHKA
nozatkis 260 cepis Ta HOMEp nacnopra)

IIporoxon BisyansHoro xoutposmo sin #7.05.2021 Ne 1480/1.

3a pesyibTataMy  [EPXKaBHOO KOHTPONIO BCTAlOBJNEHO, WO JKApChKWl 3aci6 BReseno B VYkpainy 3

AOTPHMAHRHAM BUMOT 3aKOHO/IABCTRA MIONO 3a0e3neeH s AKQLTI NKApCLKHX 3aC06iB.
I

3acgjyf'xuﬁigaﬁhtléﬁbﬁgi'ic‘q_cnymﬁn Onexciit COJIOJIPAM

LA Ty 2 s v gmi i §
AcpaBloro KOHTPOJHO) (minnuc) (ininianu ta npizprwc)

(nocanona ocoGajopramy,
T 8 b

1 ‘;‘f\?i;'r\li |
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CERTIFICATE OF RELEASE AND GMP COMPLIANCE/
CEPTHUOIKAT BIAMOBIAHOCTI GMP BUNYLUEHO! CEPIT

Product: Cardiomagnyl® Forte, film-coated table:s, 150 mg Ne100 in bottle /
Mpoayxt. KAPQIOMATHIN ®OPTE, TabneTky, BkpuTi nniskosoo obonoxkok, no 150 mr Ne 100 Y ¢hnakoHi

Strength/Potency: 1 tablet contains Acetylsalicylic acid 150 mg /
Cuna giifaktusHicts: 1 Tabnetka MicTUTe 150 Mr KUCTIOT ALETUNCANILMIOROT

Package size and type: 100 tablets in bottle; 1 bottle in carton box /
Poamip Ta sy ynakosku: no 100 TaGNeToK y (nakoi; no * hnakoHy Yy KapToHHii kopoBui

Marketing Authorization: NeUA/0141/01/02 / Peectpauiiide noceiguenHs: NeUA/10141/01/02

Dosage form: fiim-coated tablets, 150 mg /
Nikapcoka chopma: TalneTku, BKpUTI NNiskosolo 060NCHKOK, no 150 Mr

Manufacturing date / [lata supo6ruuTsa: 10.12.2020  Batch number / Cepis: 12026380
Expiry date / Tepmin npugaTHocTi: 12/2023 Batch size / Posmip cepil: 49100 packs / ynakosok

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

Haaea Ta Homep niuensii BupoGHuka, akuit Bunyckae cepilo B o6ir: Takena M6X, micue supoBruTea OpanicHBypr, Ne
DE_BB_01_MIA_2020_0030

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

Appeca supoBruka, sSKnii BUNyckae cepiro B o6ir: feniywrpacce 70-98, 16515 OpanieHBypr

Country of erigin: Germany / Kpaika-supoGruk: HimeuunHa

Certification statement/ 3asea npo ceprudikatio:

| hereby certify that the above information is authentic and accurate. This batch of product has been manufactured,
including packagingflabeling 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. / Lum TATBEPLRKYIO, WO BALEBKa3aHa iROPMaUin e
AOCTOBIPHOM | TOUHOI. [laHa cepis NPOSYRUIT BUrOTOBMEHa (BKIIOHEI0UM yNaKkoBKy/MapkyBarhs) | nposeaeHui KeHTPONb 1i RKOCTI
Ha& BKasaHil AinbHUUI ¥ NOBKIA BiAnosiaHocT 3 euMoramu GMP, BCTaHOBASHUMI MICLISBAM PerynsiTopHUM OpraHoM, a TakoX y
BIANOBIAHOGTI 3i cneuwvdikallie, L0 MICTUTHCH B PEECTPALIRHOMY [IOCHE KPATHU-IMNORTEPA YK B A0ChE crieuudikauin Ha npenapat
ans pocnipkysaHoro nikapcekoro 3acoBy. Mpotokorv BUpoBHWUTEA, ynakoskw Ta aHanisy Oynn nepernaHyTi | BCTaHOBNEHO
BignosigHicTs GMP,

Name and position /title of

person authorizing the batch Verena Olivier
release / MNpisevwe Ta nocapa Qualified Person /
0cobu, BKa ByAANA LO3BIN Ha YnosHoBaxeHa ocoba
BUNYycK cepii

LA
Date of signature / ) & ; ¢
Hara niangcy: 32.03.2021 LQ' JW
5.0 200
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BATCH QUALITY CETIFICATE FOR MEDICAL PRODUCT Ne /62/21
CEPTU®IKAT AKOCTI CEPII NIKAPCBKOIO 3ACOBY Ne 62/21

Product: Cardiomagnyl® Forte, film-coated tablets, 150 mg Ne100 in bottle /
Mpoaykt: KAPLIOMATHIN ®@OPTE, Tabnetku, BkpuTi nniskosoio oGonoHkolo, no 150 mr Ne100 y cdnakoHi

Manufacturing date / iata supo6Huyrea: 10.12.2020
Expiry date / Tepmin npuaartHocti: 12/2023

Batch number / Cepis: 12026380
Batch size / Poamip cepil: 49100 packs / ynakosok

Analysis has been done according to Quality Control Methods / Anania BukoHaHwi y signosigrocti ao MKA.

Parameters/ Specification/ Results/
HopMmaTuneHi nokasHukn Cneundikauis Pesynbtatu aHanisy
Appearance / Onuc Visual/ White film-coated heart shaped tablets / Conforms / Bignosipae

BisyanbHuil koHTpone/ TaBneTky, BKPUTI NNIBKOBOKX
060omMoHKoH, Ginoro KoNbopy, OBANLHOT HOPMU 3 PUCKOID
Ha OAHOMY OOoL

Identity / |neHTudikauis
Acetylsalicylic acid /
AueTuncaniuunoBa kucnoTa

(by HPLC) / BEPX

Complies Ph.Eur. / MaloTb Blgnosigatv sumoram €sp.
Dapm.

{by UV} ! Yd-cnektpothoTomeTpis

Complies Ph.Eur. / MaloTe Bignoigatv sumoram Esp.
dapm.

Conforms / Binnosipnae

Conforms / Bignosinae

Assay / KinbkicHe BU3HaYeHHS
Acetylsalicylic acid /
AueTuncaniuwnoea kucnorta

by HPLC / BEPX
142.5 - 157.5 mg/tabl /
142,5 - 157,5 mrfrabn

150.3 mg/tabl /
150.3 mr/Tabn

Purity /
BuaHayeHHs wacToTH

by HPLC / BEPX

Salicylic acid / < 0.8 mg/tabl (0.5 %) / 0.27 mgitabl /
CaniumnoBsa kucnota < 0,8 mrirabn. (0,5 %) 0.27 mr/rabn
Acetylsalicylsalicylic acid /

AueTuncaniuwncaniuvnosa s04% 0.10 %
KMcnoTa

Salicylsalicylic acid /

Caniuuncaniusnosa xucnoTa $02% <0.05%
Any unspecified impurity /

ByAb-sika HEBInOMa AOMILLIKa £0.2% <0.05%
Total Impurities

(ex. Sallcylic acid) /

CyMa BCix QOMILLOK (33

BMHATKOM caniumnoBoy K-Tu) <0.5% 0.10 %
Average mass / by Ph. Eur. 2.9.5/ €pp. ®apm. 2.9.5 226.5mg/
CepeaHn maca 210 mg ~ 250 mg / 210 mr — 250 mr 226.5 mr

Uniformity of dosage units /

Complies Ph.Eur. / MaioTe BignosinaTv BuMoram €gp.

Conforms / Bignosigae

OnHopiaHiCTL [030BaHUX dapm
OOMHULIb '
Disintegration / Poanagasicts | by Ph. Eur. / < 30 minutes / T <1minute/ T
€np. dapm. / < 30 xBunuH <1 XBUMNWH
Dissolution / PoauuHeHHs by Ph. Eur. / Not less 85% after 30 minutes (Q=80%)'/ | 100 %

Acetylsalicylic acid /
Auetuncaniyunosa kucnorta

€8p. ®apm. / He meHLLe Hix 85% qepes 30 XxBUAnH
(Q=80%)"

Page 1 0of 2
Crop. 1i3 2




P “‘\%
«ﬁ?& 2z

BATCH QUALITY CETIFICATE FOR MEDICAL PRODUCT Nz / 62/21
CEPTU®IKAT AKOCTI CEPII NIKAPCBKOIQ 3ACOBY Ne 62/21

Product: Cardiomagnyl® Forte, film-coated tablets, 150 mg Ne100 in bottle /
Npoaykr: KAPQIOMATHUT ®OPTE, tabnetku, BKpUTI nniBkosoio 06onoHkowo, no 150 mr Ne100 y cnakoni

Manufacturing date / [lata supo6uuursa: 10.12.2020
Expiry date / Tepmin npugaTHocri: 12/2023

Batch number / Cepin: 12026380
Batch size / Poamip cepii: 49100 packs / ynakoBok

Analysis has been done according to Quality Control Methods / Aranis BukoHanui y BignosigHocTi Ao MKH..

Parameters/
HopmaTushi nokasHuKu

Specification/
Creyudikauyns

Results/
Pe3ynbTati aHanisy

Microbiological purity'/
Mikpo6ionoriyna uncrora®

by Ph. Eur. / €sp. ®apm.

Total Aerobic Microbial Count (TAMC):

NMT 10° CFUIg /

3aranbHa KinbkicTb A@POGHUX MIKPOOPTaHiamiB (TAMC):
He 6GinbLwe Hix 103 KYO/Ir

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

JaranbHa KinekicTb NICHABKX | Apikmkosux rpuGis
(TYMC): He 6Ginbwe Hix 102 KYOIr

Escherichia coli absentin1g/
BigcyTtHicts Escherichiacolip 1 r

Not performed on this batch /
He nposogutbes ans gaHoi cepii

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

once a year. /

! Yacrora nposefenHsi BUNPoGYBaHHS FPYHTYETLCS Ha CHUCTEMATUYHOMY OrnAgi BUPOGHUYOrD RpoLEcy; BUNPoGyBaHHs
NPOBOANTECA He PifLlie OAHOro pasy Ha pik 3a MeToAoM BUBIpKOBOTO KOHTPOMH.

Verena Olivier
Qualified Person /
YnoeHoeaxeHa ocoba

Date of signature /
HAarta nignvcy: 02.03.2021
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