(?’akeda) ' Better Health, Brighter Future

CERTIFICATE OF RELEASE AND GMP COMPLIANCE
CEPTU®IKAT BUIITOBLIHOCTI GMP BUITYLIEHOI CEPIi

Product:  EBRANTILS, solution Jor injections, 5 mg/ml, 5 ml (25 mg} in ampoules Ne5
Ifpoaykr: EBPAHTWL, po3uun must in'cknii, 5 mr/mi, o 5 mu (25 mr) 8 amnymax Ne 5

Strength/potency: I mi solution contains: 5 mg wrapidil, equivalent to 5.47 mg urapidil hydrochloride
Cana giifakTuBHicTs: 1 MN posunHy MICTUTL: 5 MI ypaniguny, Wwo signoeinae 5,47 mr ypaniguny rinpoxnopuay

Package size and type: 3 ml (25 mg) in ampoule; 5 ampoules in carton box
Po3mip ta Bux ynakoskH: no 5 mn (25 Mr) B amnyni; no 5 amnyn y kKapToHHI# kopoBLj

Marketing Authorization: Ne UA/9943/02/01 / Peccrpauiiine noceinyenms: Ne UA/9943/02/01

Dosage form: solution for injections 5 mg/ml
Jikapcuka dopma; posdws AnA iH'ekuid, 5 Mr/mn

Importing country / Kpaina-imnoprep: Ukraine / Yipaina
Muterial number | Homep marepiany: 6002958

Batch number [ Cepin: 12739344
Batch size (packs) / Posmip cepii (ynaxosok): 3670 Expiry date / Tepmiu npupaTHoCTi:

Name, authorization number and address of Manufacturer, responsible for batch release:
Ha3spa, HOMep niuensii Ta agpeca BUPOBHHEKA, siknit BuNyckac cepiic B obir:

Takeda dustria GmbH, Ne 480050, 5t. Peter Strasse 25, 4020 Linz

Taxeda Ascmpin MmEX, 480050, Cm. Memep-tmpacce 25, 4620 fliny

Country of origin: Austria | Kpaina-snpo6rvk: AscTpis

Certification statement / 3aaBa npo ceprudikaniro:

Manufacturing date { Jata supobrunrsa:

01 2024
122025
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1 hereby certify that the above information is authentic and accurate. This baich of product has been manufactured, including
packaging/labeling and quality control at the above mentioned sile (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.

T ntijarsepaxyio, [0 BUleBKa3aHa iRQOpMALa € RocTosipHoo i Tounowo. Haua cepia IPOAYKILT BHroTOBICHA
(BRIIOYAKUH YIaKOBKY/MapKyBaHHA)} | poBefeHHI KOHTPOMS 1T AKOCTI Ha BKa3aniii AIALHMI Y MORHIH BigmoBinHOCTI

3 suMoramn GMP, BCTaHOBNCHIMA MICUEBHM PErYAATOPHMM OPraHOM, a TAKOK y BianosigkocTi 3i cnenmdikauiero,

HIO MICTHTBCH B PEECTPAnifHOMY jI0ChE Kpaiu-iMropTepa afio B nocke crenndikaiiil ua [IpeNapar O NoCIAKYBaHOro
nikapeskoro 3acofy. [IpoTokom BUpOGHHITEE, YIIAKOBKK Ta 4HATISY GYNN HepernanyTi i BeTAHOBReHO Bianosianicts GMP,

Name and position /title of person Qualified Person / Date of signature / Tata nignncy
authorizing the batch release / YhosroBaxena ocofia

Ipissmuge va nocana ocobu,

sika BHAATA {O3BLIL HA .

BHOYCK cepii; u 05. APR. 2074

Oualified Person /

VYnoepnosaxkena ocoba

Qualified Peison
DI Comelia Unger

Takeda Austria GmbH
5t. Peter-Strasse 25
A-4020 Linz, Austria

Takeda Austria GmbH Takeda Austria GmbH, Takeda Austria GmbH,
St. Peter-Strasse 25 Gesellschaft mit beschrinkter Lirnited Liability Company, Registered
A-4020 Ling Haftung, Registriert beim Landes- in the Companies Register of the Linz
Tel. +43 7326919 0 genicht Linz unter FN 230617 v, Regional Court under FN 230617 v,
Fax +43 732 65 60 66 Gesellschaftssitz: Linz Corporate Seat: Linz

DVR 0497592 DVR 0497592
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Cakedis

Better Health, Brighter Future

CERTIFICATE OF ANALYSIS page 1 o'f 2 04.04.2024- QA/KA
CEPTAU®IKAT AHANIZY Crop. 1132
ACINO Name of product: EBRANTIL®,
solution for injections, 5 mg/mi, 5 ml (25 mg)
in ampoules Ne§
Hazea npogyxry: EBPAHTUN,
PO3UMH Ana iH'e€KWA, 5 mr/mn, no 5 ma (25 mr)
B amnynax N2 5
Batch number [ Cepia: 12739344
Manufacturing date / fata Bupobunyraa: &7 2024
Expiry date / Tepmix npuaarsocti: 122025
Batch size (packs) / Posmip cepil (ynakosox): 5670
Parameters Results Specification / Cneungikavis DN-000407298/1.0
HopmarigHi nokasHUKK Pesynbtati

Appearance / OMmc

Pharmaceutical / technical tests /
®apmauerTUYHi / TexHiuni TecTy:

pH:
Density (20°C}| Tyctuna (20°C):
Clarity of solution / TIpo30opicTs:

Colour of solution / KONMOPOBICTL!

Extractable volume / HoMiHaIbHUIA 0B'eM:

Particulate contamination /
MeXaHidHi BK/IOUeHHS:

sub visible particles HEBMANMI YACTHUHKK:

=10 pm / MKM.

> 25 pm / MKM;

visible particles / BWAWMI YaCTUHKN:

dentity and Purity tests /

laenTiudikalia Ta BU3HaYeHHA YKCTOTH!

Mentification Chlorides /
taeHTndikauia xiopuais:
Hentification Urapidil (HPLC) /
lnenTudikauia Ypaniguay (BEPX):
Identification Urapidil (UV) /
laeHTrdikauia Ypaniguay (Yo

complies / Bighogigae

6.1

1.009 g/ml ! r/mn
complies / BigNosigac
complies / Bignosigac
3.2mlimn

{1 Vampoule [ amnyna

O/ampoule / amnyna

complies / 8iANOBIgAE

complies / gignosinae
complies / gignogigae

complies / Bignosigae

clear, colourless solution / npo3zopuii 6e3bapeHKi
PO3YUH

5.9-6.5

1.003-1.013 g/ml ! r/mn

clear / po3unH nosuHeH Gyt Npo3opuil
colorless / po3umH NoBMHEH By BeabapsHui

not less than nominal (5.0 ml) /
He MeHLUe HaMiHaasHoro (5,0 ma)

not more than 6000/ampoule / He Binslwe
86000/amnyna

not more than 600/ampoule /[ ve binswe 600/amryna

practically free from visible particles / Npaktnymo
BiABHWIA Bif BUAXMUX HacTUHOK!

positive reaction / O3WTIABHA peakLin

positive /NIO3WTUBHO

positive /NOUTUBHO

Takeda Austria GmbH
St. Peter-Strasse 25
A-4020 Linz

Tel, +43 732 6919 0
Fax +43 732 65 60 66

Takeda Austria GrmbH,
Ceselischaft mit beschrankter
Haftung, Registriert beim Landes-
gericht Linz unter FN 230617 v,
Cesellschaftssitz: Linz

DVR 0497592

Takeda Austria GrabH,

Lirnited Liability Cornpany, Registerad
in the Companies Register of the Linz
Regional Court under FiN 230617 v,
Corporate Seat: Linz

DVR 0457592
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Better Health, Brighter Future

CERTIFICATE OF ANALYSIS page 2 O_f 2 04.04.2024- QA/KA
CEPTUODIKAT AHAM3Y Crop.2i3 2

Name of product: EBRANTILE,

solution for injections, 5 mg/ml, 5 ml (25 mg)

in ampounles No§

Hazea npogyxry: EBPAHTMA,

PO3UYMH ANA iR'ekniii, 5 Mr/ma, no 5 mna (25 mr)

B amnynax N2 5

Batch number | Cepin: 12739344
Parameters Results Specification / Cnewudikauia DN-000407298/1.0
HopmaTveHi nokasHuky Pezynsrartu
Content Hydrolysis product B7205- 0.1% not more than 0.2 % /He 6inswe 0,2 %
020(HPLC) / BMicT NpoayKTy rigpodisy
B7205-020(BEPX):
Uknown impurities(HPLC) / 3x<002% each: not more than 0.1 %5 / XoXHOT: He Binbwe 0,1%
Hesigomi gomiwku (BEPX): 0.0 % in sum: not more than 0.2 % / cyma: He 6inbwe 0,2 %
Residual oxygen in headspace of ampoules/ | 1.9 % <4.0%/

3a/MIEIKOBUR KMCEHL Y BIlLHOMY
npacTopi:
Assay | KinbkicHe BU3HaueHHA:

Urapidil hydrochloride (HPLC) /
Ypanigun rigpoxnopua (BEPX):

27.4 mg/5 ml /Mr/5 ma | 26.0~ 28.7 mg/5 mi (corresponds to 95 ~ 105 % of the
declaration) / 26,0-28,7 mr/5 mna {wo signosigac 95-
105 % Big 3aA81€HOFO)

Microbiological tests /

Mikpo6ionoriuni rectu:

Bacterial endotoxins /

BakrepianuhieHAOTOKCUHM:

< 8 IU/mi /EO/Mn not more than 10.0 IUfm! / we Ginvue 10,0 EOima

Sterility / CT@PUNBHICTE: **

complies /Bignosigae | sierile / CTepuNbHNiG

** Test is done at the beginning and at the end shelf life by sampling methods | BunpobyBaHHa NPOBOAUTLCA Ha
novaTky Ta B KiHLi TepMiny s6epiranus npenapary, no merogy BuGipKOBOrc KOHTPOMO

Test for visible particles was performed as 100 % optical inspection

BunpobysaHHa Ha BigCyTHICTL BUANMUNX YaCTOK NPOBOAATL Y BUrnsai 100 % sisyansHoro KOHTpOMG

I

Name and position /title of person
authorizing the batch release /

MNpizsuwe Ta nocaga ocobu,

fika Bnaana f03.in Ha BUNYCK cepii:
Qualified Person / YnioBHoOBameHa ocoba

Qualified Person /
¥nosHosa)keHa ccoba

Date of signature / flata nignwcy

05 AR 2024

Takeda Austria GmbH
St Peter-Strasse 25
A-4020 Linz, Austria

Qualified\Person
Dl Cometia Unger

Takeda Austria GmbH
St. Peter-Strasse 25
A-4G20 Linz

Tel, +43 732 68190
Fax +43 732 65 60 66

Takeda Austria GmbH,
Gasellschaft mit beschrankter
Haftung, Reqistriert beim Landes-
gericht Linz unter FN 230617 v,
Cesellschaftssitz: Linz

DVR 0497592

Takeda Austria GmbH,

Limited Liability Comnpany, Registered
in the Companies Register of the Linz
Regional Court under FN 230617 v,
Corporate Seat: Linz

DVR 0497592




