- BATCH QUALITY CETIFICATE FOR MEDICAL PRODUCT Ne 52/24
- CEPTU@IKAT AKOCTI CEPII NIKAPCHKOIO 3ACOBY Ne 52/24

Product: Ebrantil®, prolonged-release capsules, hard, 60 mg Ne 50 in vial /
Mpogykr: E6pantun, KancynW NponoHroBaHol Aif Teepai no 60 mMr Ne 50 y donakoHi

Manufacturing date / [lata supoSuuutea: 12.04.2024
Expiry date / Tepmin npunatHocTi: 09/2025

~ Analysis has been done according to Quali

Batch number / Cepin 561767
Batch size / Poamip cepil: 16200 packs / ynakosok

ty Control Methods / Anania BukoHanui ¥ BignoeigHocTi 4o MKH.

Parameters / Specification / Results /
HopMaTueHi nokasHmku Cneuudikauia Pesynutatu awanisy
Appearance / Onuc Visual / Hard gelatin capsules {size 2); with opaque Cenforms / Bignoeinae

pink body and scarlet cap with biack imprint «Ebr
60». Capsule contents; yellow pellets/ Bisyansnui
KOHTpONG / TRepai menaTvHosi kancynu (Ne2) 3
HENPO3OPUM KOPITYCOM POKEBOTO KONLOPY Ta
KPULLIEYKOI0 ACKDEBO-HEPBOHOMG KOMLOPY 3 HAHECEHYM
Ha KOpRyC HanMCOM YopHOro konbopy «Ebr 60». BuicT
Kancyf - rpaHyny XoBTOO KoNbopy.

Uniformity of dosage units
(calculation and weight
methodT) / :
OnHopigHicT Ao30BaHUX
OAMHAUL {po3paxyHKoBo-
Barosui metoa')

by Ph. Eur. 2.9.40 / €sp. ®apm. 2.9.40
Complies with Ph.Eur. / Moaynto signosigaTv suMoram
€sp. dapm.

Conforms / Binnosinae

Disintegration /
PosnaganicTs

by Ph. Eur. 2.9.1 / €ep. dapm. 2.9.1
NMT 30 min / He Sinvwe 30 xa

Smin/5xe

identity / |nenTwchikauin
Urapidil / Ypaniaun

by UV / Positive /
Yo-hotomerpis / MoautusHa

Conforms / Bignoeigae

HPTLC I Positive / Conforms / Bifnoeinae
BETLX 7 Nosutuana
Purity / Busxauenus yncroty
Identified impurity B7205-020% | HPTLC/ Not more than 0.2 % / 0.10%
lnenTugdirosans gomiwka BETILX / He Sinbwe 0,2 %
B7205-0202
Single unidentified impurity/ HPTLC/ Not more than 0.2 % / 0.07 %
CauHuuna HeiaerTudikoBaHa BETLUX / He Ginbwe 0,2 %
AoMmillka
Total impurities / HPTLC/ Not more than 0.5 % / 0.2%
Cyma Bcix nomiluck BETIUX / He 6inswe 0,5 %
Residual solvent Isopropanol/ | GC / Not more than 2.0 %3/ 07 %
3anuwKoBui pO3YMHHUK X/ He Ginble 2,0 %32

is3onponaxon

Urapidil content / Kinekiche -
BU3HANEHHS
Urapidil / Ypanignn

by HPTLCY BETLIX /4
60.¢ my/capsule £ 5% / 60,0 Mrikancyny + 5%
57.0 - 63.0 mg/capsule / 57,0 - 63,0 mr/kancyny

80.0 mg/capsule /
60.0 mr/kancyny

Dissolution / Poauynnennsn
pH 1.1 after 66 min /

PH 1.1 uepes 60 xs

pH 7.4 after 240 min/

PH 7.4 yepes 240 xg

by UVIVIS  UVIVIS cnekTpotboToMeTpin
25-409%

Not less than 90% / ve menwe 90%

27 % (n=6)
99 % (n = 6)
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BATCH QUALITY CETIFICATE FOR MEDICAL PRODUCT Ne 52/24
CEPTUOIKAT AKOCTI CEPII NIKAPCLKOIO 3ACOBY Ne 52/24

' Product: Ebrantil®, prolonged-release capsules, hard, 60 mg Ne 50 in vial /
Mpogykr: EGpanTvn, Kancynu nponoHrosaHoi Ail Teepai no 60 mr Ne 50 y priakoHi

Manufacturing date / lata supobuuitea: 12,04.2024
Expiry date / Tepmin npunarHocri: 0972025

Analysis has been done ac

Batch number / Cepin 561767
Batch size / Posmip cepii: 16200 packs / ynakosok

Parameters /
HOPMATHBHI NoKAZHUKK

Specification /
Cneuudikauin

cording to Quality Control Methods / Ananis sukoHanni ¥ signosigrocTi go MKH,

Resuits /
Peaynetatu ananisy

Microbiclogical purity /
MikpoGionoriusa unctota

by Ph. Eur. 2.6.12/ €ep. dapm. 2.6.12

TAMC: not more than 10 CFU/gS /
3aranbHa Kin-cTo aepobHimx Mikpooprauiamie (TAMC): He
Ginble 10° KYO/rs:

TYMC: not more than 102 CFU/g® /

BaranbHa Kin-cTb nnicHaemx | Apbrmrosux rprGis
{TYMC): He Ginbwe Hix 102 KYO/rS:

by Ph. Eur. 2.6.13 / €sp. dapm. 2.6.13

Escherichia coli absentin 1 g5/
BincyvHicTe Escherichia colin 1 &

ConformsiBianosinae

0 CFU/g/KYOsr

0 CFU/g/ikvorr

Escherichia coli absent in
tg

g/sigcyrhicte Escherichia coli
elr

average mass of content: 224 mg / ‘cepeans maca BMiCTY: 234 mr

2with reference to the maximum possible amount of B7205

-020 that can be formed from urapidil 7

23 NOCHIAHHAM Ha MaKCUMaTTbHY MOXAMBY KiNbKICTL B7205-020, korpa moxe YTBOPIOBATACH 3 ypaniguny

3regarding the contents of the capsule / *signocho BMICTY Karicynu

‘content of Urapidil HPTLC as alternative method for batch release testing /

BU3Ha4eHHs BMICTY ypaniguny npv sunycky

*BETIUX — anbTePHATUBHUA MeTos,

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 / Spignoeinae €ep. dapm, 5.1.4, HECTEPWUNLHI HeBoAH] NiKapckki 3acobu ans

OpanbHOFO 3aCTOCYBAHHA, HE € YacTUHOW F

pasy Ha pik

Elena Puhimann

Qualified Person /
YnosHopakena ocoba

Date of signature /
Hara nignucy:

£

06 . 09.202¢%
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Cakodr

CERTIFICATE OF RELEASE AND GMP COMPLIANCE /
CEPTU®IKAT BIAMOBIOHOCTI GMP BUNYILIEHO! CEPIT

Product: Ebrantil®, prolonged-refease capsules, hard, 60 mg Ne 50 in vial/
MpogyxT: EGpanTun, Kancynu RponoxroBaHoi gif TBepAi No 60 Mr Ne 50 y dnakoHi

Strength/Potency: 1 capsule contains: urapidil 60 mg/
Cwna giifaktuBhicTb: 1 Kancyna micTuTh ypaniguny 60 mr

‘Package size and type: 60 capsules in vial; 1 vial in carton box /
Posmip Ta Bua ynakosku: 50 kancyn y dnakowi: 1 IaKoK Y KapTOHHIA KopoBiLl

Marketing Authorization: NeUA/9943/01/02 / Peectpauifine noceinuenns: NellA/S843/01/02

Dosage form: prolonged-release capsules, hard, 60 mg /
Jlikapcbka dhopma: kancynn MPONOHTOBAHOT Aii Teepai no 60 mr

Manufacturing date / [lata supoBhuisa: 12,04.2024 Batch number / Cepia: 561767
Expiry date / Tepmin npupatiocTi: 09/2025 Batch size / Poamip cepii: 16200 packs / YNaKkoBok

Name and authorization number of Manufacturer, responsible for batch release: Takeda GmbH Betiriebsstatte
Oranienburg Ne DE_BB_01_MIA_2024 0021/

Haasa 1a Homep niyensii BUPOGHIMKa, KOTPUIA BUNYCKae cepiro B obir: Takeaa MMBX, micue supobHuyTea Opanienbypr,
Ne DE_BE 01_MIA_2024 0021 ‘

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

Anpeca BupoGHuUka, KOTpUi BUNycKae cepito B o6ir: JlexilwTpacce 70-98, 16515 Opanienbypr
Country of origin: Germany / Kpaina-supoBuux: Himeuumna

Certification statement/ 3aspa npo ceprudbikayio;

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. / Lum nigreepmsyio, wo
BULLEEKA3aHE IHOPMALLIA € JOCTOBIPHOW | TOUHOI. flana cepin npoaykuii BuroToBnena (BrrIIOYAIOYM YRaKoBKY/MapKyBaHH#A)
i nposeaeHuiH KoHTpONL T AKoCTI Ha BKA3aHIA AINbHWLE (-USX) ¥ NOBHIi] BiANOBIAHOCTI 3 BUMOraMu GMP, BCTaHOBREHMMM

Name and position ftitle of Elena Puhlmann -
person authorizing the batch Qualified Person / -b K
release / [pissuie Ta nocaga YnoaHusaxeHa ocoba .

ocoby, Lo suaana fosein Ha
BUNYCK cepil

Date of signature / '
fata nianucy: 06.09 . DL
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