NEPKABHA CJOYKBA 3 JIKAPCEKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KAiBCHKINA OBJIACTI

nipoB. Ceituanoi Haaii, 3, M.Kuis, 02099, tex/paxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €EIPIIOY 37078774

BHUCHOBOK
PO AKICTHL BBE3€HOr0 B YKpainy JikapceKoro 3acody
06.08.2024 Ne 38078/24/1011
EBPAHTHIJI

(HaliMeHYBAHHA NiKapChKOro 3ac00Y 3TiZHO 3 pecCTpalliHuuM MOCBITUCHHAM)
po3uMH JUIst i’ ekuii, S Mr/mur; o 10 mut (50 mMr) B amnyti; 1o S ammya y KapTOHHIN KopoOui
((popma BHIYCKY, AO3YBaHHS, BHZ [TaKyBaHHs JiKapchkoro 3acoby)

Homep peecrpariitaoro rocsinuenns UA/9943/02/01 crpox aii peectpanifHOro mocsiAucH A 01.01.2099
Cepis nikapcrkoro 3acoby Ne 12737996 KisbkicTs BBe3eHOTO JTikapcrkoro 3acoby 5169

Bupo6Huk Taxena Asctpis I'm6X, ABCTpis

(uafiMeyBaHEA BUPOOHHKA JTIKapCHKOro 3aco0y, kpaita TOXOUKEHHS)

Beeseno B Ykpainy TorapucTro 3 o0MexkeHolo BixnosinansricTio "ACIHO VKPATHA",
imenr. kom: 42274733

(nafiMenysanns Ta ko 3a €JIPIIOY ropunuunoi ocobu abo npiseuule, iM's, Mo GaTbKoBi (pizHuHOL
ocobu - nignpuemits, i Micue TPOKHBAHHA T2 peecrpauumnn HoMep 06JiKoBOT KAPTKH TIIATHHKA
ToAaTKiB aBo cepis Ta HoMep TacTIopTa)

TIpoTokon BisyanbHoro konrpodo six 26.07.2024 Ne 2216/1.

3a  pesylibTaTaMi JCPXABHOTO KOHTPONIO BCTAHOBNIGHO, WO Jikapcbkuii 3aci6 Bmeseno B Vrpainy 3

AOTPUMAHHSAM BuMOr 3aKOHOABCTBA MO0 3a6e3IIeYeH A AKOCTI JTIKapChKUX 3aC00IB.
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TNIEP’KABHA CJIYKBA 3 JIKAPCHLKUX 3ACOEBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHiBCBKIN OBJIACTI

nipos. Ceitiuroi Haxii, 3, m.Kuig, 02099, ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €JPTIOY 37078774

BUCHOBOK
PO SAKICTL BBE3€HOr0 B YKpaiHy JiKapcLKoro 3acody

02.07.2024 Ne 31913/24/10

EBPAHTHIJI

(HaliMeHYBaHHS JKAPCBKOro 3aco0y 3rijiHO 3 peecTpalliftHIM TIOCBIAYEHHIM)
pO3uMH ISt iK’ekuiii, S Mr/mur; o 10 mu (50 Mr) B ammyti; o S amMnyJ y KapTOHHiu KopoOoui
(hopMa BHIYCKY, 103yBaHHs, BUI ITaKyBaHH JTIkapchkoro 3acoby)

Howmep peectpaniitiioro nocsizgenns UA/9943/02/01 crpox nii peccrpaniiinoro nocsinuenns 01.01.2099
Cepis nikapeskoro 3aco6y Ne 12737996 KinbkicTs BBe3cHOTO TiKapehkoro 3aco6y 1440

Bupobmk Taxena Asctpis I'M6X, ABcTpis
(ualiMenyBaHHa BUPOGHHUKA JKapcEKoro 3acoby, kpaiHa MOXOMKEHIs)

Baeseno B Ykpainy TosapucTBo 3 00MeskeHoI0 BitnopinaneHicTio "ACIHO VKPATHA",
inenr. xou: 42274733

(HaiMenyBanns Ta xo/ 3a €JIPTIOY ropuanuHoi ocobu abo npissime, iM's, 110 6aTbKOBI PiznuHOl
ocobH - TianpHeMiL, i Micle NPOXHBAHHA Ta peecTpauiitHuil Homep 0ONIKOBOI KAPTKIE IIATHHKA
riofatkis abo cepis Ta HoMep nacropTa)

Tporokon Bisyanbroro kourpomo sin 27.06.2024 Ne 1824/1.

3a  pesynbTaTAMH JIEPKABHOTO KOHTDONIO BCTAHOBNEHO, IO Jikapchkuif  3aci®  BBE3CHO B Vkpainy 3

JOTPUMAHHAM BUMOT 3aKOHOXABCTBA WOJO 3a0€3NCTCHHS AKOCTI IKApCHKUX 3ac00iB.
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Better Health, Brighter Future

CERTIFICATE OF RELFEASE AND GMP COMPLIANCE
CEPTH®IKAT BIIOBLIHOCTI GMP BUITY IEHO! CEPIT

Product:
Hpomywr:

Swrengih/potency:

EBRANTIL®, solution for injections, 5 mg/ml, 10 ml (50 mg) in ampoules Ne5
EBPAHTIJL, pozwun aus in'exuiit, 5 mr/mir, no 10 mux (50 mr) B amnysaax Ne 5

1 ml solution contains: 5 mg urapidil, equivalent 1o 5.47 mg wrapidil hydrochloride

Crra gii/acrssiders: 1 M0 posHrHY MICTUTL: 5 Mr ypaniauny, wo sianosinae 5,47 wmr ypanigwiy rigpoxnopuay

Package size and type:

10 ml (50 mg) in ampoule; 5 ampoules in carton box

Posmip Ta Bug yraroesku: no 10 mn (50 mr) 8 amnyni; no 5 amnyn y kapTosHii kopobuj

Marketing Authorization: Ne UA/9943/02/01 / Peectpanifine nocsingennn: Ne UA/9943/02/01

Dosage form:
Jlixapcnka Gopua:

solution for injections 5 mg/ml
pOsUMH ANst iW'eKkUi, 5 Mrimn

Importing country / Kpaina-imnoprep: Ukraine /Yxpaida

Materiad number | Homep matepiany:

Batch number | Cepisa:

12737996
Bateh size (packs) | Poswip cepii (ynaxonox): 12370

6002961

Manufacturing dete / Jara supobusuurea:
Expiry date ! Tepuin npryarnocri:

02 2024
012026

Name, suthorization number and address of Manufacturer, vesponsible for batch release:

Haasa, Homep niuensil Ta appeca supoBHUKa, AKWA BUunycKae cepito B obir

Takeda Austria GmbH, Ne 480050, St. Peter Strasse 25, 4020 Linz
Takeda Ascmpis FMEX, 480050, Cm. [Temep-timpacce 25, 4020 Hiny

Country of origin: Austria | Kpaina-supobruk: Asctpist

Certification statement / 3anpa npo ceprudixaniio:
I 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 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 o be in compliance with GMP.
[{uM NiATBEPMEYIO, IO BULIEBKAIAHA 1HPOPMALIS € ROCTOBIPHOW 1 TOUHO0. Jana cepis HPONYKIIT BUIOTOBIEHA
(BKITIOHATONH YHAKOBKY/MAPKYBAHKS) | TPOBSIEHUH KORTPOND 1l AKOCT] KA BRasanil Hitsuani y nosuill sianosiguocti
3 sumorav GMP, BCTEHOBIEHYUMH MICUCBIM PeryiaTOPHIM OPraroM, 2 Takox y siarosignocyi 31 cneundikauicro,
100 MICTHTBES B peecrpaumuomy [OChE KpaTHu-iMropTepa a6o B nocke crewudikaliil Ha npenapat At A0CAIKYBAHOTO
sixapeskoro sacody. poTokosnu supoBHIITEE, YIAKOBKY Ta aRaI3y Gy neperyanyri | peranopneno sianogiuicts GMP.

Name and position /iitle of person
aathorizing the batch release /
Tipizsume 13 nocaga ocolu,

ARG ByBaaisa )ﬁ[()i}lii.ﬂ Ha

BUNYCK eepiit

Guulified Person /
Ywosposaxena ocoba

Takeda ikumm Grobs
t“ Pater-Strass

020 Linz

--é~1-‘:3 72268790
Fax +43 732 65 B0 66

QOualified Person /
Yiopuopamena ocola

oz

Quakﬂe%?’erson
Dr. Bo E}Gﬁﬂ

Hsc‘
Haftung, .w, :
gercht Lnz ur
Geselischaftssitas Ling
DVR 0497592

beim La
230617

Date of signature / Bara ninnuey

08, 1Al 202

Page ! of 1

Takeda Austria b

s, Peter-Strasse

25

A-4020 Linz, Austria

Takeds /‘vn Gmbid,

Limited L y COm
inth *Mmpar\.ées Register of the
Regional ¢ nger FN 23061

Corporate Aftra

VR 049 7E




Better Health, Brighter Future

CERTIFICATE OF ANALYSES

2 7
page | of 2 08.05.2024- QA/KA

CEPTU®IKAT AHANIBY Crop. 1132
ACING Name of product: EBRANTIL®,
solufion for injections, 5 mg/ml, 10 mil (50 mg)
in ampoules NS
Hazsa npogayxry: EBPAHTIAA,
poaund gaa in'exudit, 5 mr/mn, no 10 san (50 wir)
B anmnyaax N2 5
RBatck number | Cepin: 12737996
Manufacturing dare / flava supobungrsa: 02 2024
Expiry date | Tepwmin npugarsocyl: 01 2626
Batch size (pucks) | Posmip cepii (ynarosow): 12370
Puarameters Results Specification / Cneuydiranin DN-000407303/1.0
Hopmaraexi nokasHnky Pesyabraty

Appearance / Ormc:

Phavmaceutical / techrical tests /
hapuayesTrull / rexuival Tecrn:

pH:
Density (20°C)] Tyctuna (20°0):
Clarity of solution / TIpo30pICTh:

Colour of solution / KOALOPOBICTH:

Extractable volume ¢/ HoMiHansHuh 06 em:

Particulate contamination /
Mexauiuui BRAIOYEHHA:

sub visible particles HEBMANMI YACTAHKMA!

> 10 pm / MK

2 25 pm / MRML

visible particles 7 BUAMMI HACTURHKY:

Fdentity and Purity lests /

fpenTudiKain Ta BUIHAMEHHS YUCTOTH:
Identification Chlovides /

laeHTndikauis xaopuaie:

Identification Urapidil (HPLC) 7
igenTudikauin Ypaniguny (BEPX):
Identification Urapidil (UV) /
lperTudikauis Yparignay (YO

complies / Bignosigae

6.1

1.009 g/ml i v/mn
complies / Bignosigae
complies / BignoBiRaE

10.5 ml 7 mn

35/ampoule | amnyna

2/ampoule / avryna

complies / Bignosigae

complies / BIANOBILAE
complies / BIANOBILAE

complies / signosigae

clear, colourless solution / po3opui 6azBapeHnii
PO3UMH

59-6.5
1.003 - 1.613 g/mli rfwmn
clear / po3unH nosureH Byt nposopui

coloriess / posunn noeuHer Syty GesbapsHuil

not less than nominal (10.0 ml) /
He MeHile HomiHanwHoro (10,0 mn)

not more than 6000/ampoule / ne Binswe
6000/amnyna

not more than 600/ampoule / vie Sinblue 600/amnyna

practically free from visible particles / [pakTwaHo
BIAbHWIA BIA BUAAMUX YacTMHOK'

positive reaction / NO3ATUBHA PRAKLLis

positive / NO3UTUBHO

positive / NOZATNEHO

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

Tel +43 732 69189 0
Fax +43 732 65 50 68

Takeda Austria GmbH,
Gesallsehaft it beschrédnkter
Hattung, Registriert beim Landes-
qericht Linz untar FN 230617 v,
Gesellschaltssitz: Linz

DVR 0487592

Takeda Austria GrbH,
Limited Uability Compa
i the Companies R
Regional Court W
Corporaie Seat: Linz
DVR 04897592




Better Heallh, Brighter Future

CERTIFICATE OF ANALYSIES page 2 o;fZ 08.05.2024- QA/KA
CEPTHOIKAT AHAJUZY Crop. 2132
Name of product: EBRANTILY,
solution for injections, 5 mg/mi, 10 ml (50 mg)
i ampordes S
Haapa npogysry: EBPAHTUA,
pozvdd gan in'exkuii, 5 vr/on, no 10 min (50 wir)
B amnynax N2 §
Batch number | Cepin: 12737996
Parameters Results Specification / Cneyuddixania DN-000407303/1.0
Hopmarueri MOKasHWUKW PesynbraTi
Content Hydrolysis product B7205- 0.2 % not more than 0.2 % / ne 6iabe 0,2 %

020(HPLC) / BMicT npoaykTy rigponisy
B7205-020(BEPX):

Ulnown impurities(HPLC) /7

Hesigomi gomiukn (BEPX):

Residual oxygen in headspace of ampoules/
3aMIKQBUI KUCEHD Y BIbHOMY
npoCTopi:

Assay | Kinpiicne BrzHaUeHHA:
Urapidil hydrochloride (HPLC) /
Ypanigun rigpoxnopup, (BEPX):

Microbiological tests /
MikpoGionoriuni Tecru:

Bacterial endotoxins /7
bakrepiafbHIEHADTOKCUHI

Sterifity / CTepuabHICTy, **

3x<0.02%
0.0%

2.0%

$4.82mg/10mi/
mr/10 ma

< & 1Wml /EQ/ma

complies /signosinae

each: not more than 0.1 % 7 KoxHol: He binbwe 0,1%
in sum: not more than 0.2 %6/ cymar vie 6inowie 0,2 %

<40%/

the declaration) / 51,9757 44 mr/10 mn
(wo sigrosipae 95-105 % Big 3a8BNEHOIO)

not more than 10.0 10U/l / ne Ginviwe 10,0 EQ/sn

sterile / CTEPUALHWA

*% Tost is done at the beginning and af the end shelf life by sampling merhods | BunpoSyBanta npoBoguThen Ha
nouaTRy va B Kikui reprainy 36epiranns npenapary, 1o metosy subiproBOrs ROHTRPOAK

Test for visible pariicles was performed ay 100 % optical inspection

BunipoByBarHs Ha BIACYTHICTE BUAMMUX YaCTOK NPOBOAATE Y BUTIAAL 100 % Bi3yansHOro KOHTROMO

Name and position /title of pevson
authorizing the batch release /
Fpizeuuie ra necaga ocobu,

AKa BMAAAS KOIBIN Ha BUNYCK cepil:
Qualified Person / ¥nioshopamens ocoba

Takeda Austria GmbH
St Peter-Strasse 25
A4020 Linz

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

Qualified Pesrson /

Qualified Person
or. Son}a%}ﬁll

Takeda Austria GmbH,
Gesellschaft mit beschrdniter
Haftung, Registriert beim Landes-
gericht Linz unter FN 230617 v,
Cesellschaftssitz: Linz

DVR 04975682

Date of signature / Bava nigruacy

08, MAI 2024

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

Takeda Austria GmbH,

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

DVR 0487542




