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CERTIFICATE OF RELEASE AND GMP COMPLIANCE/
CEPTHU®IKAT BIAMNOBIQHOCTI GMP BUMYLWEHOT CEPIT

Praduct: Cardiomagnyl® Forte, film-coated tablets, 150 mg Ne30 In bottle /
MNponykr: KAPQIOMATHU1 QOPTE, Tabnetiu, BkpuTi nniskoscio oBONoHKoI0, 1o 150 ur Ne 30 y chnakoni

Strength/Potency: 1 tablet contains Acetylsalicylic acid 150 mg /
Cuna aiVakTueHicTs: 1 Tabnetka MicTuTs 150 Mr KUCHOTY BUETUNCANILMNOBOT

Package size and type: 30 tablets in bottle; 1 bottle in carton box /
Poamip Ta Bug ynakosku: no 30 tabneTok y riarari; no 1 dinakcHy y KapTOHHINA Kkopobi

Marketing Authorization: NeUA/10141/01/02 / Peccrpalifiie nocaiguarss: NeUA/10141/01/02

Dosage form: fllm-coated tablets, 150 mg /
Nikapcbka dopma: TaGneTrn, BRKPUTI MNIBXGROI 060NOHKOH, No 150 Mr

Manufacturing date / llara BupoBHuyTea: 10.12.2020  Batch number/ Cepis: 12027795
Expiry date / TepMiH npuaaTHOCTI: 12/2023 Batch size / Posmip cepif: 140000 packs / ynakopok

Name and authorization number of Manufacturer, responsible for batch release: Takeda GmbH Betriebsstatte Qranienburg
Ne DE_BB_D1_MIA_2020 0030/

Ha3Ba Ta Homep niuenail BMPOBHUKA, R BWnyckae caplio B o6Ir: Takega MwEX, Micye Bupobunyrea OpakieHGypr, Ne
DE_BB_01_MIA_2020_0030

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

Appeca BUpoGHUKA, sikuil BUITYCKAE cepilo B 0bir: Neniywrpacce 70-08, 16515 OparienBypr

Country of origin: Germany ! Kpaina-BupoGuuk: HimewuuHa

Certification statement/ 3asaa rpo cepTudikaio:

| 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 {8} In full compliance with the GMP
requirements of the local Regulatary 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
recards ware reviewed and found to be in compliance with GMP. / LM nigTeepmxyio, 1O BUILSBKA3AHE iHthopMaLla ©
ACCTOBIPHO | TOUHOIO. flaHa Cepist NPOAYRLIT BUrOTOBNEHA (BRIKHEKYM YNAKOBKY/MapKyBaHHs!) | npoBerieHuil KOHTPONL Ti AKoCTi
Ha BKA3aHIA AinbHALl y ROBHIM BINOBIGHOCT 3 BUMOramMu GMP, BCTEHORNEHUMI MICLIEBUM PEIYNATOPHAM OPraHOM, a TAKOX Y
BiANOBIGHOCT] 3i Cneumdikaliiero, Wo MICTUTLEA B PECCTPALIMHOMY BOCKE Kpainu-iMNopTeRa Y4 B A0CLE cnelndikauin Ha npenapat
ANR AochipKysaHoro nikapcekoro 3acoby. INporoxonn BUPOBHWLTEA, yNnakosku Ta aHanisy Oyrm nepernanyTl | BCTaHOBNEHO
BianosigHicTe GMP,

Name and pasition /ftitle of

e o
person authorizing the batch Benjamin Przybylo =/ ).,
release / MNpiasuilie Ta nocaga Qualified Person / "
ocobu, Ake Bvaana 4o3sin Ha YnoeHoBameHa ocaba
BURYCK Cepii

Date of signature / }x;’é@‘;y}? RV
Rara nignucy: ‘ S
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BATCH QUALITY CETIFICATE FOR MEDICAL PRODUCT Ne/ 76/21
CEPTUDIKAT AKOCT! CEPH NIKAPCLKOIO 3ACQOBY Ne 76/21

Product: Cardiomagnyi® Forte, film-coated tablets, 150 mg Ne30 in bottle /
Fpogyst. KAPQIOMATHIN ©OPTE, vabnetku, Bkpui nniskosok oGonowkow, no 150 mr Ne30 y dnakowi

Manufacturing date / llata supoGruraa: 10.12.2020
Expiry date / Tepmin npugaTaceri; 12/2023

Batch number / Cepls: 12027795
Batch skze / Poamip cepii: 140000 packs / ynakosox

Analysis has been dons according to Quality Control Methiods 7 Anania BukonaHui v BigroBigrHoeT! fo MES.
Parameters) Specification/ Results/
| HopmaTtusHi NOKA3HWKY Cneipbikaryis PeaynuTaty aHanisy

Appearance / Onuc Visuall White film-coated heart shapod tablets / Conforms / Bignoainas
Blayanshii koHTROM/ TaBneatki, skpuTl nRiEKOBOK
06onoHKo0, GIN0ro KOMLOPY, OHBNLHOT (OPMU 3 PUCKOID

. Ha aaHomy Soul L
Identity / [neHTHdiKatis {by HPLC) ! BEPX Conforms / Bignosigas

Acetylsalicylic actd /
AueTuncanitMnoRa KUchoTa

Complies Ph.Eur. / MaioTs Bignosinat1 sumoram €ap.
dapm.

{by UV} 1 YO-cnekrpodoTomeTpis

Complies Ph.Eur, / MawTe signosinaTa aunoram Esp,
hapm.

Conforms / Bianosinae

Assay / [ANEKICHS BA3HAYESHHA
Acetylsalicylic acid /

by HPLG / BEPX
142.5 ~ 1587.5 mygltabl /

149.5 mghtabl /

AUBTANCANIUMIOBA KMCNOTS 1425 — 157,56 mrirabn 149.5 mrftabn
Purity / B o
BuaHaqeHHs HUCToTH by HPLC / BEPX
Salicylic acid / 3 0.8 myltabl (0.5 %)/ 0.23 mgitaht /
CaniumMnosa RUCHoTa < 0,8 mrfratn, (0.5 %) Q.28 mr/mabn
Acetylsalicylsalioylic acid /
Alemncaniumncaniupriona <04% D12 %
KMCHIOTS
Salicyisallcylic acid /
CaniyvncaniuMnosa kkenora £0.2% <0.06 %
Any unspecified impurity / {
Byne-ska HERIZAOMA HOMILLIKA £0.2% <0.05%
Total impurities
{ex. Salicylic acid)/
Cyma seix gomiwox (3a
BUHATKOM CaniLnMoBOT K~TH) $0.5% 0.12 %
Average mass ! by Ph. Eur. 2.8.5/ Esp, Gapwm. 2.9.5 227.3mgi
CepeaHa maca 210 mg ~ 250 mg / 210 wmr - 250 mr 227.3 Mr
Uniformity of dosage units / ; ; Conforms / Bignosigae
DEHODIAHICTS AQGOREHVX g:g:fﬂes Ph.Eur, / Marwts Bipnoaigam sumoran €sp,
ORHULL -

Disintagration | Posnanaticte | by Ph. Eur. { < 30 minites / C<1minatesr

, €np. Papm, £ < 30 xsurmu < 1_xsunuy

Dissolution / PoauvHeHsn by Ph. Eur. / Not less 85% after 30 minutes (Q=80%)1/ | 101 %

Acetylsalicylic acid /
Aue’mncaniuunoe}a Kuchora

Erp. Qapm. / He MerHLue Hix 85% vepss 30 xaunuH
(Q=80%)}
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BATCH QUALITY CETIFICATE FOR MEDICAL PRODUCT Nea / 76/21
CEPTUDIKAT AKOCTI CEPIT NIIKAPCBLKOIO SACOBY Ne 76/21

Product: Cardiomagnyl® Forte, film-coated tablets, 150 mg N230 in bottle /
Mpoaykr: KAPTIOMATHIT ¢OPTE, vatinetku, BkpuTi nniskosow oBonoxxon, no 150 mr N230 v dnakoni

Manufacturing date f fara supoGuryrea: 10.12.2020
Expiry date / Tepmin npugarwocrl: 12/2023

Batch number / Cepin: 12027795
Batch size / Poamip cepilt 140000 packs / ynaxkosok

Analysis has been done according to Quality Control Methods / Axania Bukoxanui y signosigrocT ao MICS..

Parameters!
HOPMATUBHI NOKA3MMIN

Specification?
Cneuudikayus

Results/

Microbiclogical purity®/
MikpoBionoriyHa ynerora'

by Ph. Eur. | €ap. dapm.
Total Aerobic Microbial Count (TAMC):
NMT 10° CFU/g

SararsHa KinekicTe aapobHux Mikpoopraniomis (TAMC):

He Binbtue Hix 108 KYO/Ir

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

3aranbHa KinbKICTs nnichasux | apbxpreamux roubis
{TYMC): He Binbius Hix 10° KYQ!r

Escherichia coll absentin 1 ¢/
Bigcyrricts Escherichiacolig 1 r

. Not perfarmed on this batch /

He nposcauthes Aris Janol cepii

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

otice a year. {

"Yacrota NpOBEAeHNH BUNpOBYEaHHA TPYHTYETLLS Ha CACTEMBTVHHOMY QTS BUPOGHUYOrO RpoLeCy; sunpoSyBaHts
NPOBORTLER HE Pif{UIe OLHOTO PRSY HA NIK 38 METOAOM BUSIDKDBOID KOHTDOIKD.

Y
Benjamin Przybylo \ ?L&
Quslified Porsonf
Yrosrosaxena ocoba

Date of signature / ;’f{i‘y HAR- 01

Aara nigrcy;
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JEPXIHKCITYXXBA
JEPIKABHA CJIVKBA 3 JKAPCHKUX 3ACOBIB TA KOHTPOJIO 3A
HAPKOTHKAMH YV KMIBCHKIA OBJIACTI

npocnekr Banepia JoBanosenkoro, 51, M. Kais, 03110, Ten/dake: (044) 363- 06-50
E-mail: dls.ko@dis.gov.ua https://www.dls gov.ua, Kop €IPTIOY 37078774

BHCHOBOK
npo skicrs BBeseHore B YKpainy JikapenbKoro zacoby

17.05.2021 . Ne 2491121710

KAPJIOMATHLI ®OPTE

{BafiMCHYRARER MiKAPCLKOFO 3aC00Y SFIAHO 3 PCECTPULIHUM NOCRICHHAM)
Tabaerion, BEPHTL JUTIRKOBOI0 06ax0rKore, Ho 150 Mr o 30 TabxeTox y daaxoni; no 1
(hiraxony y xaprounii xopoGui

(hopmu BHUYCKY, NO3YBAHHR, ALK LAKYBAHHY NIKAPCHROI0 $0C00Y)
Homep pecetpardiinoro nocsiyenns UA/10141/01/02 crpox nii peectpaniitworo nocsimsenns 01.01.2099
Cepis mixapenkoro sacoBy Ne 12027795 Kinpxicrn ppe3enoro mixapenkoro sacoby 104400

BupoGuuk Taxena I'w6X, micie Bupobunnrea Opaniendypr, Hiveusuna

(naltmenysati nrpoGinKa nikaperkoro 3acody, kpaitia TOXOLKENH)

Boeserio B Ykpaliy ToBaprCTBo 3 06MesReHON0 BixorixamsHicio "ACTHO VKPATHA",
inearr, xon: 42274733

(maiiMertyBanns Ta xox 3a €JIPTIOY sopwmminof ocobu abo npizsume, in's, 1o Garokoni pizmeniol
ocoBu - ninnpucvus, If Micte npodoassmin Ta pecctpaniiimit Homep obnikoBol KapTKK NNATARKE
noaarkin afo cepid Ta HOMeEpP NMACTIOPTR)

IIporoicon pisyamsioere xonTpomo six 07.05.2021 N 1481/1.

3a pesyNLTaTAMH JePKABHOTO KORTPOMIO RCTAHOBNENo, 1IN0 Jikapchkmil 3aci6 Beesemo B Vipalwy 3

AOTPHMATIISM | nmox ZAKOHOYERCTAA MO0 320e3NCUEHHS H i stikapchRux 3acoGi.

Onexciit COJIOPAM

{iniuianw T npisBAiLE)

1(611
l

Horo KOHTPOTIO)
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