H

o IEPIKABHA CJIYIKBA 3 IKAPCBKHX 3ACOEIB TA KOHTPOIO 3A

HAPKOTUKAMMU YV KHIBCBHKIN OBJACTI il

npos. CeitnuyHoi Hanii, 3, m.Kuis, 02099, Ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €JIPTIOY 37078774

BUCHOBOK
PO AKICTH BBE€3€HOr0 B YKpaiHy JikapcbKoro 3aco0y

s 01 2004 Ne 66200/24/10

EBPAHTNI

. (HaliMEHYBaHHA NTIKAapCHKOro 3aco6y 3rimHo 3 peecTpaliiHiUM NOCBIAYSHHAM )
KalCyJIu NpoJOHroBaHol ail TBepai mo 60 mr; no 50 kancyn y ¢aakoni; no 1 puakony B
KapTOHHIH Kopooui

(popma BUNyCKy, 103yBaHHS, BHI [IaKyBaHHS JlikapcbKOro 3acofy)

Homep peectpauiiitoro nocsinuenns UA/9943/01/02 crpok nii peectpauiitaoro noceinuenns 01.01.2099

Cepis nikapeekoro 3aco6y Ne 552148 KinexicTe BBe3eHOrO Nikapcrkoro 3acoby 4320
Bupo6Huk Takena ['M6X, Mmicue BUPOOHUIITBA Opanica6ypr, Himedunna
(HajiMenyBanns BUpoGHMKa JIKApChKOTro 3acoly, kpaina TIOXOKEHH)
BBeseHo B Ykpainy ToBapucTBo 3 06MekeHOI0 BinOBinaNBHICTIO "ACIHO VKPAIHA",
ineHT. koa: 42274733 |

(naliMeHyBaHHS Ta kox 3a €J[PTIOY IOpHIMYHOT 0co0M abo npi3BuIE, iM'S, MO0 GATHKOR] (pizuyaHOT
0cobu - miAnpuemus, ii Micle MPoKUBAHHS Ta peecTpariiHui HoMep 06IiKOBOT KAapTKY IUIATHUKA
- OZATKIB a0 cepia Ta HOMep macnopTa)

IIporoxon BisyanbHoro konrpoaio six 29.12.2023 Ne 4221/18.

3a pesynpTaTaMHM  JIepKABHOTO KOHTPOJIFO  BCTAHOBJIEHO, IO JIIKAPCHKMIT 3aci0 BBe3eHO B Ykpainy 3
AOTPHMAHHSAM BHMOT 3aKOHOJABCTEA W00 3a6e3Ne e s SKOCT] NKapChKHX 3aC00iB.
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CERTIFICATE OF RELEASE AND GMP COMPLIANCE /
CEPTU®IKAT BIAMNOBIAHOCT! GMP BUMNYLLEHOT CEP]

CEar '."'.--_'gr'."-.'.-.'x BT
' , s e a

- - "y
- Produet: Ebrantil®, prolonged-release Capsules, hard, 60 mg Ne 50 in vial/ 0
- " MpogykT: E6panTun, Kancynu nponoHrosaHol aif Teepai no 60 Mr Ne 50 y dnakoHi
. _ .1.'_Stréﬁétﬁfﬁntency: 1 capsule contains: urapidil 60 mg/
. - _;,:;g@fgﬁq‘@;gmmicm: 1 kancyna micTuTs ypaniguny 60 mr
Sl {Package size and type: 50 capsules in vial; 1 vial in carton box /
s, < 'Poamip Ta Bug ynakosku: 50 Kancysn y conakoHi; 1 thnakoH y kapToHHiii Kopobui
N -’3'.. i@#ﬁk&ﬁﬁb'ﬁuthorization: NeUA/9943/01/02 / Peccrpaiiine noceig4eHnHs: NeUA/9943/01/02 |
T _;I.,-*‘[.?q_shgg’fonn: prolonged-release capsules, hard, 60 mg / o
- flikapcbka POpM&: Kancynu MPoONOHrOBAHOT Ali TBEPAI no 60 Mr
Manufacturing date / laTa BupoGHnyTea: 11.08.2023 Batch number / Cepin: 552148

Expiry date / Tepmiy npupgartHocri; 01/2025 Batch size / Posmip cepii: 10000 packs / ynakoroxk

Rarﬁa_ﬁnd authorization number of Manufacturer, responsible for batch release: Takeda GmbH Betricbsstatte

Ne DE_BB_01_MIA_2 022 0013
Address of Manufacturer, responsibie for batch release: Lehnitzstrasse 70-98, 16515 Oranienburg /
Aanpeca BUpOGHMKa, KOTPHU BUnycKae cepilo B obir: fleniyirpacce 70-98, 16515 Opanienbypr

Country of origin: Germany / KpaiHa-BupobHuk: Himeyuuna

Certification statement / 3danaea npo cepruadiikalin:

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, / Livans NATBEPKYIO, 1O
BilleBkasaHa ingopmanis ¢ ACCTOBIPHOIO | TOUHOID. [laxa cepla npoaykuii BUroTosneHa (BNICYaI0UN YNaKoBKy/MapryBanHHs)
i NpoBsegeHn KOHTDONE 1T AKOCTI Ha BKasawii ANbHULI (-uax) v nosnil BIGNOBIgHOCTI 3 BUMOTramMY GMP, BctaHoBneHmMmu
Micuesum PEIYNATOPHUM OpraHom, a Takoi Y BignosigHocTi 3 Cneuuthikatlielo, Wo MICTUTLER B PEeECTPaLUiiHOMY nocke
KpatHn-iMnopTepa 4u B focbe Cneuudikalié Ha npenapar ANA JOCIAXKYBAHOTO  NiKapChKOro 3acoby. [poTtokonu
BUPOOHMLITBA, Ynakorku Ta ananiay 6ynv nepernsnyTi i BCTaHoBNeHO BiANOBIAHICTE GMP.

Name and position ftitle of Dr. Uirike Schub

person authorizing the batch Qualified Person /

release / MpissuiLe ta necapa YnoBrobakeHa ocoba J
ocobH, Lo engana no3.in Ha )
BUNYCK cepii

Date of signature /
Lara nignucy: 92@. . 2023

Page 1 of 1
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- BATCH QUALITY CETIFICATE FOR MEDICAL PRODUCT Ne146/23
- CEPTUGIKAT AKOCTI CEPII NIKAPCLKOTO 3ACOBY No 146/23

Pl__-dd,u;j;-t: Ebrantil@, prolonged-release capsules, hard, 60 mg Ne 50 in vial /
g l'j?pgj._t:@yt{r’:,_EﬁpaHmn, Kancynuv nponoHrosaxol 4it teepai no 60 mr Ne 50 y qanako_ﬁi

| M.ahufacturing date / lata BupobruyTea:11.08.2023
Expiry date / Tepmin npuaatrocti: 01/2025

e '__'-,'_'-'Analy.sis has been done according to Quali

.

Batch number / Cepisi: 552148 .
Batch size / Poamip cepii: 10000 packs / YMaKoBOK

ty Control Methods / Ananiz sukorani Y BiANOBIgHOCT oo MKS,

|t Parameters /

~_Hopmatuesi nokasnuku

Specification /
Cnelndikauis

Results /
Pesynutarn aranisy

Appearance / Onuc

Visual / Hard gelatin capsules (size 2); with opaque
pink body and scarlet cap with black imprint «Ebr
80». Capsule contents: yellow pellets/ Bizyanbuui
KOHTPOMb / TREpAi XenaTnHosi Kancynu (Ne2) a
HEMPO3OPUM KOPNYCOM POXEROTo KONeopy Ta
RPWLLUEYKOIO ACKPaABO-4epBOHOIG KOJTEOPY 3 HAHECEHUM
Ha KOpMyc Hanucom 4opHoro konkopy «Ebr 60». Bmict
KArcyn - rpaMyIv MOBTOro KOMbopy.

Conforms / Bianoeipace

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

OauopiaHicTs gozosannx
OOMHMLL (PO3PaXYHKOBO-
Barosmii metoa’)

by Ph. Eur, 2.8.40 / Eep. Gapm. 2.6.40
Complies with Ph.Eur. / NoBruHo BIONOBIZATH BUMOram
Cep. Gapm.

Conforms / Bignosigae

Disintegration f
PosnagaHicTs

by Ph. Eur. 2.9.1 1/ €gp. bapm. 2.9.1
NMT 30 min / He 6Ginbwe 30 xo

Smin/5xe

tdentity / [nenvudikauin
Urapidil / Ypanigun

by UV { Positive /
Y®-chotomeTpin / MosuTHaxa
HPTLC f Positive /

BETIUX / MosuTuena

Confarms / Binnoginae

Conforms / Bignosigac

Purity / BusnauenHg yucToTn
ldentified impurity B7205-0202
InerTUdikoBara gomilwka
B7205-0202

Single unidentified impurity/
OCanHudHg HelAeHTUhikoBAHA
AOMILiKa

Total impurities /

CymMa Bcix goMiLLok

Residual solvent Isopropanol/
3annLIKOBUA POIYUHHIK
iaonponadon

HPTLC! Not more than 0.2 % /
BETLIX / He Binbie 0.2 %

HPTLC/ Not more than 0.2 % /
BETLIX / He 6inbwe 0,2 %

HMPTLC/ Not more than 0.5 % /
BETLUX / He Ginbwe 05%

GC / Not more than 2.0 %3/
[X ! He Ginbe 2.0 %3

0.19 %

0.06 %

1 6.29%

0.6 %

Urapidil content / Kinekicre
BU3HAYEMHSA
Urapidil / Ypanigun

by HPTLC# BETLLX /2
60.0 mg/capsule + 5% / 60,0 MF/kancyny + 5%
27.0 - 63.0 mga/capsule / 57.0 - 3.0 mrikancyny

98.8 my/capsule /
9.8 mMr/kancyny

Dissolution / PoaynHenHs
pH 1.1 after 60 min /

pH 1.1 yepes 60 xa

pH 7.4 after 240 min /

by UVIVIS 7 UVIVIS - CnekTpodioToMeTpin
25 -40%

Not less than 80% / He menwe 80%

2T % (n=6)

898 % (n = 6)

pH 7.4 uepes 240 xp

Page 1 of 2
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. BATCH QUALITY CETIFICATE FOR MEDICAL PRODUCT Ne146/23
- CERTUOIKAT SIKOCTI CEPIT NIIKAPCBKOTO 3ACOBY Ne 145/23

Prod;;é_t: Ebrantil®, prolonged-release capsules, hard, 60 mg Ne 50 in vial /
- Tpoaykr; E6partun, Kancynu nponoxrosaxol 4il Teepai no 80 mMr Ne 50 y thnakoui

ﬁﬂéﬁufécturing date / Nara BupobHuLTea:11.08.2023 Batch number / Cepiy: 552148

- Expiry date / Tepwmin npugatrocri: 01/2025 Batch size / Poamip cepii: 10000 packs / YNaKoRoK
- ;'Analysis has been done according to Quality Control Methods / AHani3z BUKoOHaHWi Yy BiAMoBigHoCT Ao MK,
| w27 'Parameters / Specification / Results /
- Hopmatvehi nokasumiu Crneundikadia Pesynbtatv ananiay
Microbiological purity / by Ph. Eur. 2.6.12/ €sp. dapm, 2.6.12
- MikpoGionoriuna uncrora Not performed on this batch /

TAMC: not more than 1¢? CFU/ig?® { He nposoauTscs ans oaHoi
3aransHa Kin-cTs aepobHux MikpoopraHismie (TAMC): ve cepii
Cinbwe 10° KYO/rs:

TYMC: not more than 102 CFUIab/

3aranbHa Kin-cTe nnicuReuy | ApPKIKOBNX rpWBis
(TYMC): He Binsle Hix 102 KYO/rs:

by Ph. Eur. 2.6.13/ &8p. dapm. 2.6.13

Escherichia coli absent in 1 g°/
BiacyThicTe Escherichia coli g 1 15

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

*3 NOCUNEHHAM Ha MaKCUMansHy MOXIMBY KinbKicTs B8/7205-020, kotpa Moxe YTBOpIOBaTHCS 3 ypaniguny

“regarding the contents of the capsute / *BiaHOCHO BMICTY Kancynu

‘content of Urapidil HPTLC as alternative method for batch release testing / *BETLLX — alsTepHaTUEHUI MeTon
BU3HRYeHHs BMiCTY ypaniauny npuy BUMYCKY

ﬁcorrespands to Ph. Eur.5.4.4,, non-sterile medical products for oral use; not routine test for batch release, the
test is performed at least once a year / *mignoeinae €ep. dapm. 5.1.4 HECTEDUNLHI HeBOAHI Mikapchii 3306w ans

cpanbHoro 3ACTOCYBAHHS, He ¢ HACTUHOI pyTuHHOMO KOHTRCOMIO 11IpY BANYCKRY cepii, Tecr NpoBOANTLCA He pinwe OBHOIo
Pasy Ha pik

Dr. Uirike Schub g\&‘\

Qualified Person / in . Lo
YrnosHoBaxens ocoba

L

Date of signature /
Hara nignncy:

20 . 2027
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