NEPKABHA CJYKBA 3 JIKAPCHKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMH Y KHIBCHKIN OBJACTI

npos. Ceitinunoi Hazii, 3, m.Kuis, 02099, tes/dakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox €APTIOY 37078774

BUCHOBOK
1po AKICTH BBE3EHOr0 B YKpaiHy JikapchKoro 3acody

04.06.2025 Ne 25475/25/10

EGPAHTHUJI

(HaliMeHyBanHs NKapChKoro 3acody 3CiAHO 3 peeCTpalliiiuM TTOCBIAIEHTsIM)
KAIICyJIM TIPOJOHTOBANOI il TBep/i o 60 Mr mo 50 kancyn y ¢uaxoni; no 1 ¢nakouny B
KapToHHiil KopoOui

((hopma BHMYCKY, 103yBaHHS, BT MAKYBAHHS JiKapehKoro 3acoby)
Homep peccrpaniiitioro nocsiguenns UA/9943/01/02 crpox aii pecerpaniitnoro nocsixuenns 01.01.2099
Cepis nikapcbkoro 3acoby Ne 568179 Kinpkicrs BBe3eHOr0 Tikapehkoro 3acoby 5760

Bupobuuk Taxena I'M6X, micue BupobuunTea Opanien6ypr, Himequnna

(naliMenyBaHHs BUPoGHMKa JiKapcbKOro 3acoby, KpaiHa II0XOUKCHHS )

Baeszero B Yipainy TosapucTso 3 06Mexenoro Bixnopinaabuicrio "ACIHO VKPATHA",
inenr. xox: 42274733

(HaiimenyBanHs Ta kogt 3a €JIPTIOY ropuantHoi ocobu abo mpissuile, iM's, M0 6aThKOBI QisnuHOl
0COBH - TATPHEMLL, 11 Mice MPOXUBAHHS Ta peecTpanliitHuit HoMep 06N1iKOBOT KapTKH MIATHHKA
TojIaTKiB abo cepist Ta HOMep HacnopTa)

IIporokoa Bisyanbmoro kontpoio six 03.06.2025 Ne 1656/4.

3a  pesynbTATAMM  JIEPXKABAOTO KOHTPONIO BCTAHOBJEHO, IO  JHKAPCHKHIA jaci® BBezeHo B YKpaiHy 3

JOTPUMAHHAM BHMOT 3aKOHONABCTBA LIOJO 3a0¢3MICYCHHS AKOCTI HKAPCHKHMX 3aC00IB.
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BATCH QUALITY CETIFICATE FOR MEDICAL PRODUCT Ne 23/25
CEPTUDIKAT FKOCT! CEPI NIKAPCBHKOIO 3ACOBY Ne 23/25

Product: Ebrantil®, prolonged-release capsules, hard, 60 mg Ne 50 in vial/
MpoaykT: E6paHTun, Karncym nponoxroparol Aii Teep/i no 60 mr Ne 50 y doriakoni

Manufacturing date / [lata supoBuuursa: 08.11.2024
Expiry date / Tepmin npuparrocri: 04/2026

Batch number / Cepis 568179
Batch size / Poamip cepii: 11600 packs / ynakook

Analysis has been done according to Quality Control Methods / Anania BukoHanuit y signosigrocTi 1o MKH.

Parameters /
HopmaTtveHi NokasHukK

Specification /
Cneundikauis

Results /
PeaynbTat adaniay

Appearance / Onuc

Visual / Hard gelatin capsules (size 2); with opaque
pink body and scarlet cap with black imprint <Ebr
60». Capsule contents: yellow pellets/ BisyansHu#t
koHTpons / Teepal wenartuHosi kancyrnu (Ne2) 3
HETPO30PUM KOPMYCOM POXEBOTO KONLOPY Ta
KPYILLIEHKOIO SACKPABO-4EPBOHOIC KOMbOPY 3 HAHECEHUM
Ha KOPMYC HANMCOM YOPHOTO konbopy «Ebr 60». Bmict
Karcyrn - rpaHyniv KOBTOrO KOMBOPY.

Conforms / Bignosigae

Uniformity of dosage units
{calculation and weight
method') /

QpHOPIAHICTE NO30BAHKNX
OAuHNLE (PO3IPAXYHKOBO-
sarosui MeTtoa')

by Ph. Eur. 2.9.40 / €ep. dapm. 2.9.40
Complies with Ph.Eur. / TosuHHO BiANOBIAATU BUMOram
Eep. Papm.

Conforms / Bianosipae

Disintegration /
PosnagaHicTs

by Ph. Eur. 2.9.1/ €sp. ®apm. 2.9.1
NMT 30 min / He Ginbwe 30 x8

S5min/5xs

Identity / lneHTudixaryis
Urapidil / Ypanigun

by UV / Positive /
Y®-thoromerpis / [NosutusHa
HPTLC / Positive /

BETWX / MNoanTtueHa

Conforms / Bipnosinae

Conforms / Bigrnosinae

Purity / BusHa4eHHs 4cToty
Identified impurity B7205-020%/
|peHTudhikoBana JoMILLIKS
B7205-0202

Single unidentified impurity/
OpvnuiHa HeipenTudikoBana
gomixa

Total impurities /

Cyma BCiX AOMILLOK

Residual solvent Isopropanol/
3arnLIKOBUIA POSUNHHIAK
i30MPONaHoN

HPTLC/ Not more than 0.2 %/
BETWX / He Ginbwe 0,2 %

HPTLC/ Not more than 0.2 %/
BETWX / He Binbie 0,2 %

HPTLC/ Not more than 0.5 %/
BETIX / He Binbwe 0,5 %

GC / Not more than 2.0 %3/
X / He Binswe 2,0 %3

0.08 %

0.04 %

0.1%

0.5%

Urapidil content / KinexicHe
BU3HAYEHHSA

by HPTLGY BETLUX /4
60.0 mg/capsule & 5% / 60,0 mr/xancyny 5%

59,8 mg/capsule /

Urapidil / Ypanigun 57.0 - 63.0 mg/capsule / 57,0 - 63,0 mr/kancyny 59.9 mr/kancyny
Dissolution / PO34nHeHHSA by UV/VIS [ UVIVIS - cnexTpodhoTomeTpin
pH 1.1 after 60 min/ 25-40 % 26 % (n = 6)

pH 1.1 vepes 60 x8
pH 7.4 after 240 min/
pH 7.4 uepes 240 xs

Not less than 90% ! He meniue 90%

101 % (n = 6)
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BATCH QUALITY CETIFICATE FOR MEDICAL PRODUCT Ne 23/25
CEPTUOIKAT AKOCTI CEPIT NIKAPCBHKOIO 3ACOBY Ne 23/25

Product: Ebrantil®, prolonged-release capsules, hard, 60 mg Ne 50 in vial /
Mpoaykr: E6paHTyn, kancynu nponoHrosaxoi 4if Teepai no 60 mr Ne 50 y dnakoHi

Manufacturing date / [lata supoBruyrsa: 08.11.2024
Expiry date / Tepmin npugarHocti: 04/2026

Batch number / Cepin 568179
Batch size / Poamip cepii: 11600 packs / ynaxosok

Analysis has been done according to Quality Control Methods / AHaria BukoHaHuRA y signoeigrocti o MKA.

Parameters /
HopmaTtuBHi NOKaZHUKK

Specification /
Cneuudpikanis

Resuits /
PesynbTati ananisy

Microbiological purity /
MikpoBionoriuHa yuctoTa

by Ph. Eur. 2.6.12/ €8p. ®apm, 2.6.12

TAMC: not more than 10° CFU/g®/
BaranbHa Kin-cTte aepobuux Mikpoopraniamie (TAMC): He
Binstwe 10* KYO/rS,

TYMC: not more than 10% CFU/g®/

3ararbHa Kin-ctb MIICHABUX | APHKIKOBUX rpnbis
(TYMC): He 6Ginbiue Hix 102 KYO/s;

by Ph. Eur. 2.6.13/ €sp. ®apm. 2.6.13

Escherichia coli absentin 1 g%/
BigcyTHicTs Escherichia colig 115

Conforms/Bignosinae

10 CFU/g/KYOIr

0 CFU/g/KYOIr

Escherichia coli absent in
19

g/sigcyTHicts Escherichia coli
Bilr

laverage mass of content: 234 mg / Tcepeshs maca amicty: 234 Mr

2yith reference to the maximum possible amount of B7205-020 that can be formed from urapidil /

23 NOCUIEHHSIM Ha MAKCUMANbHY MOXIIMBY KirbkicTe B7205-020, xoTpa moxe yTBOpIOBATUACS 3 ypaniguny

3regarding the contents of the capsule / ‘BigHocHO BMICTY Kancynin

dgontent of Urapidil HPTLC as alternative method for batch release testing 1 *BETLWX —~ ansTepHatuHri meton

BU3HAYEHHA BMICTY ypanignny npu sunycky

Scorresponds to Ph. Eur.5.1.4, non-sterile medical products for oral use; not routine test for batch release, the
test is performed at least once a year / Ssinnosinae €sp. Gapm. 5.1.4, HecTepunbHi HeBoAH nikapceki 3acobu ans
OpAanbHOro 3aCTOCYBAHHHA, HEe € YaCTUHOIO PYTUHHOTO KOHTPOTHO Npn BUNYCKY cepii, TeCT NPOBOANTLCA HE Pife OAHOTO

pasy Ha pix

Elena Puhimann
Qualified Person/
YriosHosaxena ocofa

Date of signature /

s

.70~

Nara nianvey: /»’ 0G. 203 3
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CERTIFICATE OF RELEASE AND GMP COMPLIANCE /
CEPTU®DIKAT BIAMOBIAHOCTI GMP BANYLWEHO! CEPH

Product: Ebrantil®, prolonged-release capsules, hard, 60 mg Ne 50 in vial/
MpogykT: EGpaHTun, Kancynu nponoHrosaxoi 4ii Teepai no 60 mr Ne 50 y thnakoHi

Strength/Potency: 1 capsule contains: urapidil 60 mg/
Cuna pilfaktrenicTs: 1 kancyna mictiTh ypaniguny 60 mr

Package size and type: 50 capsules in vial; 1 vial in carton box/
Poamip Ta sug ynakeekn: 50 karicyn y driaxodi; 1 nako y kapToxHin kopobui

Marketing Authorization: NeUA/8943/01/02 / Peccrpauiiiie nocsiguerHs: NelUA/9943/01/02

Dosage form: prolonged-release capsules, hard, 60 mg/
TNikapcebka dopma: kancymu NPONoHroBaHol 4il TeepAl no 60 mr

Manufacturing date / Jata supobHuursa: 08.11.2024 Batch number / Cepin; 568179
Expiry date / Tepmin npuparrocti: 04/2026 Batch size / Poamip cepii: 11600 packs / ynakosok

Name and authorization number of Manufacturer, responsible for batch release: Takeda GmbH Betriebsstatte
Oranienburg Ne DE_BB_01_MIA_2024_0021/

Hazma Ta HoMep niueHsil supobruka, KOTPUIi Bunyckae cephto & o6ir: Takepa MmbX, micue aupobHuiresa OpanieHbypr,
Ne DE_BB_01_MIA_2024_ 0021

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

Aapeca BupoGHuKa, KOTpUit BuNlyckae cepilo B obir: Jleniuwrpacce 70-98, 16515 Opanienbypr

Country of origin: Germany / Kpaina-supobuuk: Himeuumnna

Certification statement/ 3assa npo ceptudikalyio:

i hereby certify that the above information is authentic and accurate. This batch of product has been manufactured,
including packaging/labeling and quality control at the above mentioned site (s) in full compliance with the GMP
requirements of the local Regulatory Authority and with the specifications in the Marketing Authorization of the
importing country or product specification file for Investigational Medicinal Products. The batch processing,
packaging and analysis records were reviewed and found to be in compliance with GMP. / Uum ninTeepaxylo, wo
BUlLeBKasaHa indhopMaLlis € aoCToBIpHOIO | TodHow. [aHa cepis npoAyKuil BUrOTOBNEHA (BIITIOMAIOUN YRaKOBKY/MapKyBaHH)
| NpoBEAEHU KOHTPOSL 11 SKOCTI Ha BKasakin AinsHIUL (-UsX) Y nosHiv BignosigHocTi 3 BuMoramu GMP, BcranoBneHuMu
MICLIEBAM DEryNATOPHUM OPraHoM, a TakoX y BianosiaHocti 3i cheundikalicio, WO MICTUTLCA B PeecTpauitHoMy [0CkE
KpalHu-imnoprepa W B [0Cke cneundikauin na npenapar And fAocnigxysaHoro  nikapcobkoro sacoby. [lpotokonn
BUPOBHULITRA, YrakoBky Ta aHanisy Bynu nepernsanyTi | BCTaHOBNEHO pianosignicte GMP.

2

Name and position fiitle of Elena Puhimann e,
person authorizing the batch Qualified Person / ( /(_ s
release / Mpissuwe Ta nocasa YnosHosaxeHa ocoba

ocobu, Lo BrAaana 4o3sin Ha

Bunyck cepi

Date of signature / AsTol. 202 Y

[ara mignucy:
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