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JIEPJKABHA CJYKBA 3 JIIKAPCBKUX 3ACOBIB TA KOHTPO.IIO 3A
HAPKOTHUKAMM Y KHIBCHKI OBJIACTI

npos. CeiTnuunol Hagii, 3, m.Kuis, 02099, ten/daxc; (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €PTIOY 37078774

__ BUCHOBOK |
Mpo AKICTh BBE3EHOr0 B YKpaiHy JIIKapCbKOro 3ac00y

Ne 60701/23/10

KAPNIOMATHLI

(HawmeHyBaHHﬂ mlcapcmcoro 3aco6y 3riiHO 3 peecTpallliHUM ﬂOCBl,[l‘-IBHHﬂM)
TabaeTKH, BKPUTI NJIIBKOBO1O 000J0HKO10, 110 73 MT; MO 30 Tabaerok y gakoHi; mo 1

) (y1akoHy y KapTOHHiH KOEOﬁIIl n

(popma BUITYCKY, ﬂijBaHHH B/ TTAKyBaHHSA JIIKAPChKOTO 3acoﬁy)

Homep peectpauifioro nocsiguenns UA/10141/01/01 crpok aif peecrpaniiinoro nocsinueHHs 01. 01 2099

Cepis nikapeskoro 3acoby Ne 125621985 KinbkicTb BBE3EHOT0 MikapcbKoro 3acoby 3600

BupobGuuic ~Takena 'm6X, Micue BUpOOHULTBA OpaHienOypr, Himeuunna
(HaHMeIIyBﬂHHﬂ supo6HMKa NikapchKkoro 3acody, kpaiHa noxomlceHHa)

Beesero B Yipaiuy TosapucTeo 3 06Mexeno1o sianosiganpuictio '"ACIHO YKPAIHA",
igenr. kon: 42274733 |
(HaliMeHyBaHH4 Ta KoA 3a C,HPI'IOY prHaYHOT 0codu ado nplznmue iM'st, TIOo 6aTbKOBI (]}1311%01

ocolH - mianpreMLs, i MicLe: MpOKUBAHHA Ta peecmaum:-mn HoMep 00NiKOBOT KAPTKH INJATHUKE
rionatkis abo cepis Ta HOMEP NacrnopTa)

Mpotoko BisyansHoro kourpomo sig 07.12.2023 Ne 3878/19.

3a  pe3ynbTaTaMH  JIEPKABHOTO  KOHTPOJIO. BCTAHOBJIEHO, ulo  Jlikapcbkuit  3aci® BBE3EHO B Yikpaluy 3

JAOTPUMAHHSIM BUMOT 3aKOHOAABCTBA LOAO 3a0€3MeUCHHA AKOCTI JIKapChKHUX 3ac00iB.
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TTEPJKABHA CJIYXKBA 3 JIKAPCHKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHUIBCHKIN OBJIACTI

npos. CeiTnuynol Hanii, 3, m.Kuis, 02099, Ten/daxc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua, Ko €APTIOY 37078'774

| BUCHOBOK
npo AKICTb BBE3EHOr0 B YKpaiHy JiKapcbKoro 3acody

13.02.2024 Ne 4358/24/1011

_____________ KAP)IIOMAFHI.JI

(HaMMeHyBaHHﬂ nncapcmoro 3aco0y 3rifHo 3 peccTpaLlifHiM nocamquHﬂM)
TabJieTKH, BKPHUTI IJIIBKOBOIO 000/I0HKOI0, IO 75 mr; no 30 TadJerok y ¢paaxoni; mo 1

~__ traxony y KapTOHHii KopoOui -

(popMa BUTIYCKY, IO3YBAHHS, BUA MaKyBaHHS JIIKapChKOro 3a006y)
Howmep peecrpauiiitoro nocsinuenns UA/1014 1/01/01 crpok aif peectpauiiinoro nocsiatetits O] .01.2099
Cepis nikapeskoro 3acoby Ne 12562195 KinbkicTs BRe3eHoro Aikapeskoro 3acoby 72000

BrpoGHnK “Taxena I'm6X, micue BupoGHuLTBa Opanienbypr, Hivedunna
(naliMeHyBaHHA BUpoGHKKa Jikapchkoro 3acody, kpaiHa [TOXOMKEHHS)

Baeseno B Yipainy TosapucTBo 3 06Mexkenoro sinnopigansuicTio "ACIHO YKPAIHA",
iAeHT. KO 42274733
(namenyBaHHn ta kon 3a €IPTIOY rOpnﬂnlle 0co6H 260 HPIBBHLHE i s1, TI0 6a'rhlcom (Iquﬁm

ocobu - RiANpHEMLL, TT MICUE fIPOXKHBAHHS T pGECTpElLIlHHHH HoMep 06J1iKOBOT KapTKH NaTHHKa
noaaTkis abo cepist Ta HOMEp nacriopTa)

HPOTOKOJI Bi3yﬂ.ﬂbH0r0 KDHTPOJ“O Blﬂ 05-02.2024 Ne 0009/ 2.

3a  pesyabTaTaMH  AEpPXKABHOFO  KOHTPOJIIO  BCTAHOBJICHO, wo hikapckicud  3aci®  BpeseHo B YkpaiHy 3

JAOTPHUMAHHSAM BHMOT 3aKOHONABCTBA OO 3a6esneueHis 1kocTi NikapehKkuX 3acobiB.
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TEPKABHA CJIYKBA 3 JIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMH Y KHIBCBKIN OBJIACTI

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

| BUCHOBOK
Npo SIKICTb BBE3EHOro B YKpaiHy JiKapchbKoro 3acody

06.03.2024 Ne 8047/24/10T1

 KAPTIOMATHLI

i i

(HaﬁMeHy.Bamm nikapchLkoro 3acofy 3rifiHO 3 peecTpauiiHiM nocainqeﬂnﬂr:i)_
Ta6/1eTKH, BKPHTI MJIiBKOBOI0 060/10HKO10, 10 75 Mr; no 30 TabaeTOK Y dnakoni; no 1

(dakoHy y KAPTOHHIA KopoOui

({]l(;pMa_BHI‘I}’CK}’,_HOfi)’BﬂHI-IH, BH IMTAKYBAHHHA nixapcmcoro.aacogy)
Howmep peecrpauiittoro nocsinuenns UA/10141/ 01/01 crpox aii peecrpaniiinoro nocsizuenns 01.01.2099
Cepis nikapcsiroro 3acoby Ne 12562195 ICinbKiCTh BBE3SHOTO J1iKAPCLKOTO 3ac00y 43200

BupobHuk Takena 'm6X, micue Bupo6HuiiTea Opanienbypr, Himeyunna
(HaiiMeHyBaHHA BHPOGHHMKA Jikapehkoro 3acoly, kpaita [TOXOIKEHHS)

Baeseno B Yrparny ToBapucTBO 3 060MEKEHOIO BiNOBIIA pHicTio "TACIHO YKPATHA",
iAeHT. KOA: 42274733 . | B
(HaiiMeHyBaHHs Ta ko 38 CLPTIOY ropuauyHoi ocobu abo npi3BuILE, iM'd, Mo 6aTbKOBI (H3UYHOT

0coby - nianmpHeMLs, ii MicUe NpOXUBAaHHA Ta peecTpaLiiHUi HOMEP 0ONIKOBOT KapTKU MAaTHUKA
noaartkis abo cepis Ta HOMep rnacropray

MpoToko BisyansHoro Kourpodio six 27.02.2024 N 0309/1.

34 pesy bTaTAMM [EpAABHOTO KOHTPOMIO BCTAHOBNEHO, IO Jikapcekwi 3aci6 Beeseo B  Yipainy 3

HOTPUMAHHAM BHMOT 3aKOHOJABCTBA LIOA0 3a0e3ne eHHs AKOCT] HiKapChKuX 3aco0iB,
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BATCH QUALITY CETIFICATE FOR MEDICAL PRODUCT Ne / 135/23
CEPTUDIKAT AKOCTI CEPI THKAPCBLKOIO BACOBY Ne 135/23

Product: Cardiomagnyl®, film-coated tablets, 75 mg Ne30 in bottle /.
raBneTkn, BKPUTI NNIBKOBOK 0B0NoHKow, No 75 mrNe 30 y dhnakoH]

Mponykr: KAPLIOMATHIT,

Manufacturing date / [lata supotruurss: 28.03.2023
Expiry date / Tepmin npuparsocti: 02/2026

Batch number / Cepis: 12562195
Batch size / Poamip cepiic 318800 packs /ynakosox

__Analysis has been done accordmg to Quality Control Methods / Adania BUKOHaHUA ¥ BIGNOBIAHOCTI Ao MK,

Parameters/
Howamaw NOKE3HUKK

| Specif:cataonl
......... CneLudikauis

HFrr

Results!

“Visuall White film-coated heart shaped tablets {
B:ayaanmm koHTPOrs! Tabneriv Girnoro KOnLopy, BRPUTI
MMHBKOBOK) o60nom<o+o Y thopmi cwmsoaamm "c:epuﬂ"

[Identity 7 lnenmwcikaiis
| Acstylsalicylic acid /
| AdeTuncaniLmnosa KuenoTa

(hy HPLG)! BEPX

Complies Ph.Eur. / MawTe 8ianoRinaTv sumoram Cap.
dapm,

(by UV) / YO-CnekTpodoroMeTpis

§ Complies Ph.Eur, / MawTk signosinaTy suMoram €sp.
Qapm.

he BV PRI L bk Ak L

Tripinaet 5l & iotkoram 1 ind et s yTTYY T YT

e e e L e e o L e 1 T e 1 T et o el Bt Dy o et s w10 i e S e i .5 1 T i, Lt B 2 a0 1 o100 e e P o e P % e o e | e e oy e A B s e e ot e e e e e 8 et e et ot . .
. - e L e e L LA AL A A 1 A g S S (A e A g B e

W1 tag g gy S g S 1 e o L ST 0

"Assay | KifskiCHe BU3HaUeHHS

| Acetylsalicylic acid/

| Auemm:anitmnoaa-Km:nc“ra-

n 1--".

by HPL.C 1 BEPX
71.3 - 78.8 mg/tabl /
71,3 78,8 mritabn

1 S Rty ok el T T et sl ety

fater % e o L Nl Abpbigtely e 4 TR I H IT1179 FEAPT e s A el i Ny . WPTT ikl RN 1 LAY i el i

F‘urlty /
BU3HaVeHHSt YUCTOTW
Salicylic acid /

CanumMnosa KMCnoTa

Acetylsalicylsalicylic acid /
ALleTrncamnuuncaniumnosa
KMCHnoTa |

Salicylsalicylic acid /
Caniyuncaniumnosa KUcnoTa

Any unspecified impurity /
byab-aKa HeBiAOMa AOMILKE

Total impurities
{ex. Sa!icy!ic acid) /
Cyma BCIX JOMILLOK (3a

BUHATKOM ranummaoi K m) |

I SEEL Wryyry R L e |

1€0.4%

by HRLC / BEPX
< 0.4 mgltabl (0.5 %) /
< 0.4 mriradn. (0,5 %)

<0.2 %

$0.2%

"105‘%

75.4 mgitabl /
75.4 wmrfradbn

i i -y U — A i P PSP b e B YT 1 ik i

0.2 migftabl /
0.2 mrfratn.
0.11 %

< 0.05 %

<0.05 %

B1%

A gty i ghgputtebotctaly e | I P A et i spaprirdhda,

Avemqe mass /

CepepnHsn maca

Uniformity of dosage units /
QAHOPIAHICT [O30RAHNX
O/AHILb

| Complies Ph.Eur.ﬂf'Mamb 8iANOBIAATY BUMOram ap.
| 'diaprw-.

i -105 mg - 125 mg_HOS Mr - 125 Mr

113 mg/
113 wmr

Conforms / Bigroginae

e b ettt a0 Y B i i 1 e b
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“Disintegration / PosnanaHicTs

hy Ph Eur. [ <30 mmutes!

1 ]

minute /
1 XBAIMH

“Dissolution { PosunHeHHs
Acetylsalicylic acid /

P Yt L baa saa L b LR T L T TR R L Py

Algruricanitunnosa KkuenoTa |
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BATCH QUALITY CETIFICATE FOR MEDICAL PRODUGCT Ne /135/23
CEPTUDIKAT AKOCTI CERI] IMIKAPCHLKOIO 3ACOBY N2 135/23

Product: Cardiomagnyl®, ﬁlm«~coated tablets, 75 mg Ne30 in bottle /
Mpoayxr: KARLIOMATHI, Tabnetiy, BkpuTi NNiskosow 0Bonoxkow, no 75 mr Ne 30 y tinakoui

Manufacturing date / lara supobunurea: 28.03.2023  Batch number / Cepins 125621 g5
Expiry date / Tepmin npugatiocTi: 02/2026 Batch size ! Posmip cepil: 318800 packs / ynaxkosok

Analysls has been dong accordmg to Quality ¢ Contml Methods / Ananis BUkoHaHWA Y BIBNOBIAHOCTI HO: VKA. o

Parameters! Speczflcatmn! Resuits/
HopMaTrBRi NOKasHuKkn | Cneuuvpikadin - Pesynerari ananisy

"Microbiological pur:tw | by Ph. Eur. | €ap. dapm. “Conforms / Biarosigae

Mixpobionoriyua uucrora’ Total Aerobic Microbial Count (TAMC): |
NMT 108 CFU/g | | | 1 0 CFUIg / OKYO/r
BaranbHa Kinebkicts aepobiunx mikpoopranismis (TAMC):
He Binbue sk 10% KYO/r |
Total combined Yeasts/Moulds Count {TYMGC): A A ) VA
NMT 102 CEUlg / 0 CFU/g /0 KYO/r
3ararisHa KinbricTs NNicHABUX | ApbKprositx rpubin :
(TYMC)Z e Birbiue Hix 107 KY QI Escherichlacoli absent in 1 ) /

Escherichia coli absentin1g/ BIACYTHICTE Escherichia colis 11

g b ol

g g w “vamn I,

BigeytHicTs Escherichia colis 171 51 NAHOT cepil

TActual testing frequency is based on aystematic review of the manufacturing process: the test is performed at least

once a year., /

T YacToTa nposeagHts ertpoﬁdeHHm r‘pyHTyeTbcﬂ HA CUCTEMATHUHOMY OrnRai BUROBHUYOro npoLiecy; BUNPOLRYRAHHSA

NPOBOANTECS He PIALIE OAKOIO Pasy Ha PiK 32 MeTOAOM BUEIPKOBOrD KOHTPOII.

Julia Stolzenburg .
Qualified Person/
YNoBHOBRXEHA 0CODS

Date of signature /
flara nignuey:

Page 2 of 2
Crop. 213 2
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CERTIFICATE OF RELEASE AND GMP COMPLIANCE/
CEPTUDIKAT BIANOBIAHOCTI GMP BUMYLLEHO! CEPI

Froduct: Cardiomagnvi®, film-coated tablets, 756 mg Ne30 in bottle /
Mpoaykr: KAPLIOMAIHIN, Tabnetku, BkpuTi NNIBKOROIO oBonokHko, no 75 mr Ne 30y dhnakot

Strength/Potency: 1 tablet contains Acetylsalicylic acid 78 mg/ |

Cvina piifakmuaHicTs: 1 TabneTka MicTiTh 75 MP KMCNOTH aLeTuncaniuunosni

Package size and type: 30 tablets in hottle; 1 bottie in carton box / N -

Poamip Ta sig yrakesm: no 30 Tatnerok y hnakoui; no 1 hnakosy y KapToHHIA KOpooLy

Marketing Authorization: NeUAJ10141/01/01 / Peecrpalliiie nocgigueHts; NeUA/10141/01/01

Dosage formy: film-coated tablets, 75 mg /

Nikapchka dopma: TadneTin, BKHUT NNIBKOBOIO 00ONOHKI, N0 75 Mr

Manufacturing date / [lata supoOxnytea: 28.03.2023  Batch number / Cepin: 1 2562195 -
Expiry date 7 Tepmid npuaaTeocT02/2026 Batch size / Poamip cepil. 318800 packs / ynakosox
Name and authorization number of Manufacturer, responsible for batch release: Takeda GmbH Betriebsstatte Oranienburg
Ne DE_BB 01 _MIA_2020 0030/ )

Hazga ta vomep nilenail BUPOGHUKE, BRI BUnyckae cepi B o6ir: Takena MvBX, micue supobHnuTea QpaHieHOypr,

Ne DE_BB_01_MIA_2020_0030

Address of Manufacturer, responsible for batch release: Lehnitzstrasse 70-98, 16515 Oranienburg /
Apnpeca BupobHuKa, AKUA BUNYyckae cepito B 06ir: Neniuurpacce 70-98, 16515 OparieHOypr

Country of origin: Germany / Kpaisa-supobHuk: HiMewunHa

Certification statement /) 3asea npo ceprucixauio:

| 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. / LluM nigreepaxylo, WO sulieskasaqa Hhopmalis e

LAOCTORIPHOKW | TOUHOK. Jana cepist NponyKUT BUraToBNEHA (BKITIOMAIOUN YaKOBKY/MapKyBaHHS) | NPOBEASHWA KOHTPOML 1T AKOCTI

HE BKA3AHIM AINbHULL Y -NOBHIG BinnopinHocT 3 sumoramy GMP, BCTAHOBNCHAMMY MICLUEBUM PErYNATOPHAM OPraHOM, 8 TaKoX Y
BIANOBINKHOCTI 31 cneundikaLier), L0 MICTUTLCS B PBECTREUINHOMY 0CHE KpaiHU-IMIIOPTERa YK B J0CLE cneuubikallii Ha npenapar
ANR AOCNIRYBAROTO NIKapebKoro 3acoby. [poTokory supobHULLTSa, ynakosku Ta avanisy Oyrm nepersHyTi | BCTAHOBNEHO
RiZrosigHicTy GMP, » .

Name and position /title of

person authorizing the baich Julia Stolzenbury
release / [Mpissuile Ta nocana Qualified Person/
ocobi, /KA BUOana 038N Ha YnosHopayeHa ocoba

BUNYCK Cepl

Date of signature /
darta nignuey:

Crop. 1181




