AEPKABHA CJIYKBA 3 JIKAPCbKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMU Y KHIBCBKIN OBJIACTI

npos. Ceitnmyunol Hanii, 3, m.Kuis, 02099, ten/akc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog € IPIIOY 37078774

BUCHOBOK
PO AKICTH BBE3€HOI0 B YKPaAiHy JIKapcbKOro 3acody

07.03.2025 Ne 9734/25/10

EBPAHTHWJI

(HafiMeHYBaHHA MIKAPCHLKOTO 33c00y 3rinHo 3 peecTpaiHHuM MOCBIAUCHHIM)
posuuH g in’exkniii, S Mmr/mir; no 10 mur (SO Mr) B amnyai; mo 5 amnya y kaprouuiii kopooni

(popma BuTyCKY, ZO3YBaHHsA, BH/ NaKyBaHHA JTiKapChKOFo 3acofy)

Howmep peecrpauiiinoro nocsigdens UA/9943/02/01 crpok aif peecrpamiiinoro nocsizuenns 01.01.2099

Cepis nixapesroro sacoby Ne 12784851 Ki/bKIiCTh BBE3EHOTO JHKApCHKOTO 3ac00y 5649
Bupo6uuk Takena Ascrpis I'm6X, ABctpis
(HafiMeHyBaHHS BHpOOHUKA JHKAPCHKOTO 3ac00y, KpaiHa TIOXOKeHH)
Beeseno B Ykpaiuy TorapucTBo 3 06MeKeH0I0 BinoiaabricTio "ACTHO YKPAIHA",
inenr. xoux: 42274733

(matiMenyBasna Ta ko1 3a C/APIIOY wopumuunoi ocobu abo npizemile, iM'q, o darbkosi QnuuHOT
ocobu - IiAnpueMId, 1i Miclle HpOKHBaHHA Ta peecTpauilinuii HoMep 00IKoBoOl KapTKH NaTHUKA
nonarkis abo cepig Ta HoMep macropra)

TIporokoa Bisyaanuoro xontpomo sig 04.03.2025 Ne 0629/5.

3a pesyabTataMH JICPXKABHOTO KOHTPONIO BCTAHOBICHO, IO JiKapChKMil 3aci6 BeeseHO B YEpaiHy 3

AOTPHMAHHAM suMOr 3aKOHOAABCTBA LIOA0 3a0e31IeYeHH s IKOCT] JIKApChKUX 3ac00iB.
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CERTIFICATE OF RELEASE AND GMP COMPLIANCE
CEPTHOIKAT BIANOBIIHOCTI GMP BHIIVIIEHOI CEPIL

Product:  EBRANTIL®, solution for injections, 5§ mg/mi, 10 mi (50 myg) in ampoules Ne§
Mpopyxr: EBPAHTHI, posuns gan in'exuiit, 5 mr/ma, no 10 v (50 Mr) B amnynax Ne 8

Strengrh/potency: I mid solution contains: § mg wrapidil, equivalent to 5.47 mg wrapidil hydrochloride
Cuma gitarrussicrs: 1 M DOIUMHY MICTUTE: B MM ypaniauwny, wo signosigac 5,47 Mr ypaniguny rigpoxnopuiy

Package sive and type: 10 ml (30 mg) in ampoule; § ampoules in carton box
Posmip Ta sug yvoakesicn: no 10 wn (50 wmr) 8 avnyni, no 8 annyn v aprondin xopoBul

Murketing Authorigation: Ne UA/9943/02/01 / Peeorpauiiine nocsizuenna: MNe UA/MD943/02/01

Daosage form: solution for injections 5 mgimi
Jixapesxa Gopua; poaune Ans ek, 5 mrfmn

fmporting conniry / Kpaina-imnoprep: Ukraine / Vipaina
Muserial number / Horep matepiany: 6082967

Batch number | Cepin: 12784851 Mannfacturing date | Jara supobuuurea: 06 2024
Batch size (packs) | Poamip cepii {ynaxosox): 12850 Expiry date [ Teprbn apuparsocti 05 2026

Name, authorization aumber and address of Manufacturer, responsible for batch release;
Hazma, womep nivewzll ma appeca pupotunka, Akl Bunyekae cepiio & obir

Tukede Austria GmbH No 480056, St. Peter Strasse 25, 4020 Linz

Taweda Ascmpis FmBX, 480054, Cm. Nemep-Wimpacee 25, 4020 finy

Country of origin: Austria | Kpaiva-supoBuug: Ascrpis

Certification statement / 3anna npo ceprudixamio:

I hereby certify that the above information is authentic and accurate. This baich of product has been manufaciured, including
packagingflabeling and quality control ai the above mentioned site () in full compliance with the GMP requiremenis of the
{ncal Regulatory Authority and with the specifications in the Marketing Authorization of the importing country or product
specification file for Investigational Medicinal Products. The baich processing, packaging and analysis records were reviewed
and found to be in compliance with GMP.

1l mipTRepOKYIO, HI0 BHILSEKAYAHA IHBOPMALEE € JoCTOBIPDHOIO | Tousow, Jara cepla npoaykii! suroToBseHa
{BKIMIO4AI0YH VITAKOBKY/MADKYBAHHA) | IPOBCASHIA KOHTPOIL [T #KOCT! Ha BrazaHid aAlnsuuul v nosuil signosianocti

3 puMoramy GMP, BCTaHOBREHMMH MICIEBIM DETYANTODHEM OPFAHOM, 8 TAKoW v BiAnorimoct st cnenudikaniesn,

1O MICTHTRCH B peecTpariiinomy aocse kxpaluu-ivnoprepa abo B gocse crenndixaniii Ha npenapat s 20CHIEXKYBAHOIO
aiapebkore sacoby. Hporokomm srpofuyuTes, YIAKOBKM T8 anamsy Ovnu neperisuyTi 1 BeTaHoBACHO BlanosiaricTs GMP,

Nume and position /title of person Ouegpl]
authorizing the batch release / Yol
Hpizamme 174 aocana ocebu,
A BHoANa Joisln xa
BHAYCK cepil: mua %‘3’%&{%
Oualified Pevson /
Yoonuopaxena ocofa

ed Person / Date of signature 7 Javta nigmwcy
pawena ocoha

2 g ; Nasse 25
I(m‘%\%}b\m@ Austria

Takeds Austria Ombh Tekeds Austria GmbH GrobH _«‘
St. Peter-Strasse 25 Ge 55@%& mit besc ﬁf akter Ny éj:np%w %}»f; red
Aedf320 Ling Ha i st beirs Mf m—-w- Bl x 1 &39‘@?\3: ¢ é:';;f“

Tal +43
Fag +43

230617

73268190
732 65 60 66



Better Health, Brighter Future

CERTIFICATE OF ANALYSES page I of 2 _— ;
X ; 05.07 2024 OA/KAA
CEPTUDIKAT AHANMBY Crop. Ti32 ¢
ACING Name of product: EBRANTIL®,
salution for injections, 5 mg/wd, 10 mi (50 mg)
in ampoules A3
Hazsa npogyery: EBPAHTAR,
posunn aae in'enadia, 5 amr/mn, no 10 sma (50 mr)
B awmnynax ME 5
; Batch number | Cepln: 12784851
Munufocturing date / fava suwpobumyrea: 06 2024
Expiry date / Tepmin npugarroctl 05 2026
Batch size (packs) | Posmip copli (ynakoson): 12859
Pavemeters Results Specification / Conewndiuanin DN-008497303/1.0
Hopmarueni nowasnmcg PesyawtaTh

Appearance / Onne

Pharmacentical / technical tests /
BapmanesTudni / vexuiuni Tecrn

pH:
Density (20°C)7 Pycrwma (20°0)
Clarity of selution / Tpo3opicrs:

Colour of solution / KOABOPOBICTL:

Extracieble vohame 7/ HomiManpHui 0B em;

Particulnte contmmination /
Mesasriunl sraouer:

subr visible particles HEBWAWMI UACTIAHKK,

= {ﬁg,{m/@%m:

=28 o / MM,

visible particles / BABMMI YBCTUHINW!

Tdentity and Purity fests /

IpenTudinauis 13 BUIHAMEHHE HACTOTI

fdentification Chiorides/
lnenTHdikauis Lropugis:
Identification Urapidil (HPLC) /
lnewrudirauis Yparignny (BEPX):
Tdentification Urapidil (UV) /
lnentudiauis Ypaniguay (YO

complies / signosigas

6.1

1.009 g/ml | r/mn
complies / Bignosigae
complies /Bignosigac
10.5 mi 7/ wn

27 ampoule / sanyna

Jampoule / avityna

complies / BipnoBigas

complies / Bignosigac
complies / BiancRIfas

complies / BignoBigac

clear, colourless solution / npozopui Hezbaparul
PO3HNH

5.9-65%

1.003 - 1.013 g/ml{ v/mn

clear / pozywin nosvren ByTy Npo30pKA
colorless / pozdid nosumen Bym Gesbapernia

not less than rominal (10.0 milj /
HE MeHie HoMisaabkoro (10,0 ma)

not more than 6000/ampoule | ve Binowie
6000/ amnyna

not more than 600/ampoule [/ ve Binpe 600/amnyna

practically free from visible particles / Upaxtuano
BINLHWA Big BUAMMNX HacTrHOK

positive reaction / NOINTUBHA D

o

o \
DOsitive / NO3UTHEHG

113 rHav

—

- 0

Dpositive / NOZWTHBHO

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

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

Takeds Austria GmbH,
CGesellschalt mit beschriinkter
Hattung, Registriert beim Landes-
gericht Linz unter FN 230817 v,
Cesellschaftssitz: Linz

DVR 04975492

Takeda Austria GmbH,

Limited Liability Company, Registered
in the Companies Register of the Linz
Regional Court under FN 230817 v,
Corporate Seat: Linz

DVR 0497582
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CERTIFICATE OF ANALYSIY page 2 of 2 A cos
i ; 05.07 2024~ QAKAA
CEPTUDIKAT AHANBY Crop.2i32 e

Name of product: EBRANTILS®,

solution for injections, 5 mg/mi, 10 ml (50 mg)

in ampoules Jo5

Hasma npogyury: EBPAMTMA,

pozune AR I exuin, 5 pmr/mn, no 10 san (50 ar)
B amoynay N2 5

Batch number | Copin: 12784851

Parameters Results Specification / Crieundivaugin DN-000407303/1.¢
Hoprmarwsni nokasHmm Peaynprara
Content Hydrolysis product B7205- 0.0 % not more than 0.2 % /ve Biawwe 0.2 %

O20(HPLC) / BMICT ApOAYKTY rigponisy
B7205-020(BEPX )

Uknown impuritles(HPLC) / 3x<0.02% each. not more than 0.1 %/ xOXHOI: He binvie 0,1%
Hesigomi somiuky (BEPX): 0.0 % in sum not more than 0.2 % foyma: we Biaswe G2 %
Residual oxygen in headspace of ampoules/ | 1.9 % <409/

33AMLKOBHI IKMCEHD ¥ BIIBHOMY

npocTopi;

Assay / KinpuicHe Bu3HadeHns:
Urapidil hydrochloride tHPLO)/ 54.82 mg/10 mi/ 51.97 = 57 44 mg/E0 il (corresponds o 95 - 105 % of
Ypanigun rigpoxaopng (BEPX: M/ 10 ma the declaration) £ 51.97-57 44 wmr/10 ma

(o signopigae 95-105 % 8ig 388BA8H010)
Microbiologival tests /
MirpoGionoriuui recr
Bacierial endotoxing /
bairepianeHieHADTOKCAHK

< 8 Iml /EQ/mn not more than 10.0 10U/l / we Ginswe 10,0 EO/mn
Sterility / CrepunpHicTs: ™ complies /BIANCEIAAE | sterile / CYeDWALHAN

** Test is done at the beginning and o the end shelf life by sampling metheds | Bunpobysains npoBosMTLECA Ha
AoYaTKY Ta B Kinui repminy 36epiranss npenapary, no mevoay snbiproBore KoHTpoOMmMo

Test for visible particles was performed as 100 %6 optical inspection

Bunpobyeanna Ha BIACYTHICTs BRAWMIX HACTOK NPOBOART ¥ Buraagi 100 % BizyanuHOro KOHTROMO

H

Name and position fitle of pavson
wnthoriging the butch release /

lNplssugie Ta nocaga ocobu,

aua U aossin na Buaycr cepli
Qualified Persor / ¥Yuosnosamena ocoba

D, Sprja Gl

Takeda Austria GmbH Takeda Austria GmbH, Takeda Austrla GmbFT

St. Peter-Strasse 25 Gesellschatt mit beschrankter Limited Liability Company, Registered
A-4020 Linz Haftung, Registriert beimn Landes- in the Companies Register of the Linz
Tel. +43 732 6919 0 gericht Linz unter FN 230617 v, Regional Court under FN 230617 v,
Fax +43 732 65 6066 Gesellschaftssitz: Linz Corporate Seat: Linz

DVR 0497592 DVR 04875492



NEPKABHA CJIYKBA 3 JIKAPCHKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMH Y KHiBCBKI OBJIACTI

npoe. Ceitymunoi Haaii, 3, m.Kuis, 02099, exr/paxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €JIPIIOY 37078774

BHCHOBOK
Npo AKICTb BBe3eHOro B YKpaiHy JikapcsKoro 3acody
06.08.2024 Ne 38078/24/1011
EBPAHTHJI

(HaitMeHyBaHHs NiKapchbKoTo 3aco0y 3TiHO 3 peecTpaliHHauM MOCBIYEHHAM)
po3uMH JUIs in’eKkuii, S Mr/mi; mo 10 mut (50 Mr) B ammyJi; o S ammyJ y KapTOHHI KopoOui
(popma BHITYCKY, 103yBaHHs, BH NTaKyBaHHs JiKapchkoro 3acoby)

Homep peecrpauiitsoro nocsinuenns UA/9943/02/01 crpox mii peectpauifHoro noCBiaueHH 01.01.2099
Cepis mikapcrkoro 3aco6y Ne 12737996 KinbkicTs BBE3CHOTO Jikapchkoro 3acoby 5169

Bupo6HuK Taxena Ascrpis I'mM6X, ABcTpis

(uatiMeryBaHiA BUpoGHUKa JTiKapCHKOro 3aco0y, kpaina MTOXOIDKEHHS)

BBeseHo B Ykpainy Tosapucrro 3 o6MexkeHo0 BinnosinaasricTio "ACIHO VKPATHA",
inent. xon: 42274733

(mafiMenyBanHs Ta kox 3a €JIPTIOY ropunuunoi ocobu abo npissuue, iM's1, Mo GaThLKOBI (pisHuHOT
ocobu - mignpremud, il Micue TPOXHBAHHA T2 pCGCTpaIIIPIHHH HoMep 06JiKoBOI KapPTKH INaTHHKA
rozatkis abo cepis Ta HOMep TacropTa)

TIpoTokoa Bizyansuoro kontpoio six 26.07.2024 Ne 2216/1.

3a  pesynsTaTaMH [JEPXKABHOTO KOHTPONIO BCTAHOBJICHO, IO Jikapchkmi 3aci6 BBeseHo B Vpainy 3

JAOTPHUMAHHAM BHMOT 3aKOHOJABCTBA MO0 3a6esreueHHs AKOCTI IKapChKUX 3ac00iB.

X PATE
\MA KoKy,
'\)‘S‘ t\\'\ ity P0,7

Havans u\&}@ m %,
“m&m Ga opﬂtuﬂ,xupn %i,ugm
2 /IOK»‘M,EH‘GIB “’§

: ML/ 20,

-4

(inidany Ta npi3puuLe)

Dy ey /O GT

5. 0. v 7{



JIEP’KABHA CJYKEBA 3 JIKAPCHBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMH Y KHIBCHKIA OBJIACTI

nipos. Ceitymunoi Hapii, 3, m.Kuis, 02099, ten/daxkc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua, Kox €IPTIOY 37078774

BUCHOBOK
PO SAKiCTL BBE3€HOT0 B YKpaiHy JiKapchKoro 3acody

02.07.2024 Ne 31913/24/10

EBPAHTII
(HalfMEHYBAHHS TKapChKOTO 3ac00y 3rijHO 3 peecTpalifHIM MOCBIIMEHHSM)
po3unH s in’ekuiii, 5 mr/mur; mo 10 mur (50 Mr) B amimyJii; 10 § amMnyJ1 y KapTOHHIH KopoOui
(topMa BHITYCKY, JO3YBAHHS, BUJ TIaKyBaHH JTiKapchbKoro 3acoby)

Howmep peectpartiittioro nocsixaenss UA/9943/02/01 crpox aii peectpauiiisoro nocsinuenss 01.01.2099
Cepis nikapcrkoro 3acoby Ne 12737996 KinbkicTs BBE3eHOTO Mikapchkoro 3acoby 1440

BupoGHuk Taxena Ascrpis 'M6X, ABcTpis
(uaitMeryBaHHs BEpoGHYKa TiKapchKoro 3aco0y, KpaiHa MoXoKe )

Beeseno B Ykpainy TosapucTBo 3 00Me:xkeHoI0 BitnosinanepnicTio "ACTHO VKPATHA",
inenr. xon: 42274733

(HaiiMenyBaHHA Ta kojl 32 €JIPTIOY ropuanuHoi ocobu abo npissuie, im's, no GaTbKoBi Piznynoi
0co6u - T anpHeMus, 1i MicLe NPOXKHBAHIA Ta peccTpaLiiiuii HoMep 06IIKOBOT KAPTKI IUIATHHKA
rofaTkiB abo cepis Ta HOMEp TTacropTa)

TIporokou Bizyanbuoro konrpoio Bin 27.06.2024 Ne 1824/1.

3a  pesyNbTATAMH [EpXKaBHOTO KOHTPONIO BCTAHOBJCHO, WIO JHKapcskuii 3aciG BBeseHOo B Vkpainy 3

JOTPUMAHHAM BuMOT 3aKOHOXABCTBA MOS0 3a0e3MeYeHHs AKOCT] KapChbKUX 3ac00iB.

K P AT

]
GBTA KOFirp ]
x¥t‘Q\\\»\swaa X "

Blmop C TFCDKIBC bKI/IH

(u«mua;m Ta npumnm)
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CERTIFICATE OF RELEASE AND GMP COMPLIANCE
CEPTH®IKAT BIINOBIIHOCTI GMP BUITYIEHOI CEPIT

Product:  EBRANTIL®, solution for injections, 5 mg/ml, 10 ml (50 mg) in ampoules No5
Hpoywr: EBPAHTHL, poswun aust in'exuii, 5 mr/mor, no 10 mu (50 mr) s ammynax Ne 5

Swengih/potency: I ml solution contains: 5 mg urapidil, equivalent to 5.47 mg urapidil hydrochloride
Crra gii/amasigers: 1 MD posurby MICTUTL: 5 M ypaniguny, wo signosinae 5,47 wmr ypaniguny rigpoxnopuay

Package size and type: 10 ml (50 mg) in ampoule; 5 ampoules in carton box
Posmip T2 BHA yraxosru: no 10 mn (50 wmr) B amiyni; no 5 amnyn y kapToHHin kopobu

Marketing Authorization: Ne UA/9943/02/01 / Peectpaniiine noesiguennsn: Ne UA/9943/02/01

Dosage form: solution for injections 5 mg/ml
Jlikapenka Gopua: PO3UNH Ans H'EKUiA, 5 Mrins

Importing country / Kpaina-imnoprep: Ukraine /Yxpaina

Material number / Homep mavepiany: 6002961

Batch number | Cepia: 12737996 Manufacturing date / Jara supobuuursa:

Bateh size (packs) | Poanip cepii {ynaxopox): 12370 Expiry date / Tepmin npraarmocri:

Name, anthorization number and address of Manufacturer, vesponsible for batch release:
Haasa, Homep niuenail T2 agpeca supoBHuKa, AKuA BURYCKae cepito B obir:

Takeda Austric GmbH, Ne 480050, St. Peter Strasse 25, 4020 Linz

Takeda Ascmpis [MBX, 480050, Cm. [Temep-tlimpacce 25, 4020 Iliny

Country of origin: Austria | Kpaina-supobunk: Asctpist

Certification statement / 3anpa npo ceprudixaniio:

02 2024
012026

Better Health, Brighter Future

Page ! of 1

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 to be in compliance with GMP.

L{nM NiATBEPILKYIO, IO BUIIEBKAIAHA IHPOPMANis € XocToBIPHOIO 1 To4HOK. [Tana cepla HPONYKLIT BUIOTOBISHA
(BKIIOYAIOHM YIAKOBKY/MAPKYBAHHA) | IPOBEAeHHH KORTPONb i AKOCTI HA BRasasilt KimpHAN y nosuil BianosiaHoCTi

3 sumoravu GMP, BCTaHOBJISHIMU MICUSBHM PeryiaTOPHIM OPraHoM, a Takox y sianosignocti 31 crensddikauico,

100 MICTHTBCS B peccTpaliinoMy aocke kpalin-iMnoprepa abo B 1ocke criewndikaliit Ha npenapat At A0CAIKYBAHOTO
sixapeskoro sacoy. Tpotoxonn sBUpoGHUITEE, YIAKOBKY Ta aHuIizy Gy Heperany i | BOTRHOBIEHO BIANOBIAHICTS GMP.

Name and position /title of person QOualified Person / Date of signature / Jara nipmucy
aathoriging the batch release / YioBuoBamkena ocoba

Tipizsume 13 Hocaja ocoby, ‘ri

G BHEAA/18 JO3BLE Ba .

<

)
BHRYCK cepii: X ?\ s 08 MAI 202
Guulified Person / ¢ \ iﬁhk K‘
Qua;iﬂeé\;ﬂerson

Viopnosamena ocoba

Dr. Sorje Gr

Takeda Austria Gmbt
s, Peter-Strasse 25
A-4020 Linz, Austria

Takeda Austria Gmbi
Limited Liah

Takeda Austyia GrabH

St. Peter-Strasse 25

A4020 Linz

Tel +43 73269790 gericht Linz un Regional Court

Fax +43 732 6% 60 66 Geselischafissita: Ling Corporate Seat
) DVR 0497592 VR 0497

in the Companies Register of the L
er PN 230617



Better Health, Brighter Future

CERTIFICATE OF ANALYSIS page 1 of 2
; 08.05.2024- QA/KA

CEPTUOIKAT AHANIZY Crop. 132 @
ACING Name of product: EBRANTIL®,

solution for injections, 5 mg/mi, 10 mi (50 mg)

in ampoules No§

Haassa npogyxry: EBPAHTUA,

poaunsd aaa i exui, 5 mr/mn, no 10 mn (50 wir)

B amnysax N2 5

Batch number | Cepls: 12737996

Manufacturing date / Java supoGumsrsa: 02 2024

Expiry date | Tepwuin npuparaocri: 012026

Batch size (packs) | Pozmip cepii (ynarosow): 12370
Parameters Results Specification / Creyndiranin DN-000407303/1.0
HopmarTneHi NOKasHUKK Pesynsrary

Appearance / Ormc:

Pharmaceutical / technical tests /
PapumanesTruni / vexuiuni Tecra:

pH:
Density (20°C) 1 Tyctuna (20°C):
Clarity of solution / TIpO30PICTL:

Colour of solution / KORBOPOBICTH:

Extractable volume / HominansHuh 06'em:

Particulate contamination /
Mexauiuui BRAIOUSHHA:

sub visible particles HEBUAWMI YACTAHKM!

> 10 m / MKML

> 25 pm / MRM!

visible particles / BAANMI HaCTUHKN:

Tdentity and Purity tests /

ipentudikauin 18 BUIHAMERHS YUCTOTH:

Identification Chlorides 7/
laeHTndikayin xaopuais:
Identification Urapidil (HPLC) 7
laenTudikayin Ypanignay (BEPX):
Hdentification Urapidil (UV) /
laenTvudikatis Ypaniguay (YO

complies / signosigae | clear, colourless solution / Npo3opuis 6e3bapsHuii

pO3YUH
6.1 59-6.5
1.009 g/mi / v/ n 4 L.003 - 1.013 g/mli r/min

complies / Bignoigac | clear / posund nosured Byt rnposopui
complies / Bignosipae | colorless / posuun nosured Sytv Hezbapsrnii

10.5 ml/ vn not less than nominal (10.0 mi) /
He MeHile HomiHaneHoro (10,0 mn)

35/ampoule / amniyna | not more than 6000/ampoule | He Binvlue
6000/amnyna

2ampoule / amriyna | not more than 600/ampoule / ve Sinbwe 600/amnyna

complies / Bignosigace | practically free from visible particles / TlpakynuHo
BILHWI Big, BUAAMUX YacTUHOK'

complies / BIANOBIRAE | positive reaction / NOIWTUBHE PEAKLIA

éompl[es / Bigniosigae | positive /nO3VTUBHO

complies / BIGNOBIGAE | positive /NOZUTNBHO

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

Tel. +43 732 69190
Fax +43 732 65 60 66

Takeda Austria GrabH, Takeda Austria GmbH,
Geselischaft it beschrdnkter Limited Liability Company, Registerad
Haftung, Registriert beim Landes- in the Companies Register of the Ling

qericht Linz unter FN 230617 v, Regional Court under FN 230617 v,
Gesellschafissitz: Linz
DVR 487592




Better Heallh, Brighter Future

CERTIFICATE OF ANALYSIS page 2 0f 2

. 08.05.2024~ QA/KA
CEPTHUOIKAT AHAJUZY Crop. 2132 =

Name of product: EBRANTIL,

solution for injections, 5 mg/mi, 10 sl (50 mg)

in ampouies No§ '

Haapa npogywry: EBPAHTWI,

poaunH s i ekuii, 5 mrfran, no 10 sma (50 mr)
B amiynax Ne 5

Batch number | Cepin: 12737996

Parameters Results Specification / Cneywdivauin DN-000407303/1.0
Hopmarueri TOKasHMKK Peaynbrarv
Content Hydrolysis product B7205- 0.2% not more than 0.2 % / ve 6invie 0,2 %

O20(HPLC) / Bumict apogyxTy rigponisy
B7205-020(BEPX):

Jlenown impurities(HPLC) / 3x<0.02% each: not more than 0.1 % 7 KOXHOT: He Binbuwe 0,1%
Heeigom aomiuuku (BEPX): 0.0% in sum: not more than 0.2 %6/ cyma: ve 6ineiwe 0,2 %
Residual oxygen in headspace of ampoules/ | 2.0 %o <d40%/

3aAULIKOBWI KNCEHD Y BIIBROMY

npoCTopi:

Assay | Kinkgicne BUBHaMEHHA:

Urapidil hydrochloride (HPLC) / $4.82mg/10mi 7 51.97 - 57.44 mg/10 ml (corresponds {0 95 -~ 105 % of
Ypanigun rippoxaopug (BEPX): mr/10 ma the declaration) / 51,97-57,44 mr/10 ma

(wo sigriosiaas 95-105 % Big 33a8BASHOIO)
Microbiological tests /
Mikpobionoriuni Tecrn:
Bacterial endotoxing /

RaRTeplANEHISHADTORCHIY: < § IUsml / EQ/Mn not more than 10.0 10U/l / ne binvie 10,0 EQ/n

Sterility / CrepyibHiCTe, ** complies /signosinae | sterile / crepuabHnii

*% Tt is done at the beginning and at the end shelf life by sampling methods | Bunpo6ypauns npoBoguTLa Ha
odarTky Ta B Kinui repniny 3Gepirannn npenapary, no mevogy Brubiprosoro KOHTPOMO

Test for visible particles was performed ay 100 % oprical inspection

BunipoByBanHa Ha BiACYTHICTL BUAVMMUX YACTOK NPOBOAATL ¥ BUrAaal 100 % Bi3yanbHOro KOHTROMO

Name and position /title of person Qualified Person / Date of signature / favta nignucy
authorizing the baich release /

[pizsuuwie ra necaga ocobu, 08 MAl yiiviA
KA eugana fosBiA Ha BUNYCK cepil ” '
Qualified Person / ¥Ynosnonamena ocoba » D k//’*«.,.w Takeda Ausiria GmiH
Qualified Person 8t. Peter-Strasse 25
D Sonje Bl A-4020 Linz, Austria
Takeda Austria GmbH Takeda Austria GmbH, Takeda Austria GmbH,
St. Peter-Strasse 25 Gesellschaft mit beschrénkter Limited Liability Company, Registered
A-4020 Linz Haftung, Registriert beim Landes- in the Cornparies Register of the Linz
Tel. +43 73269190 gericht Linz unter FN 230617 v, Regional Court under FN 230817 v,
fFax +43 732 65 60 66 Cesellschaftssitz: Linz Corporate Seat: Linz

DVR 0497592 ) DVR 0487592




JEPKABHA CJIYKXBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KUIBCBKIHN OBJIACTI

npoB. Ceitnmunoi Hanil, 3, m.Kuis, 02099, ten/bakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €APIIOY 37078774

BUCHOBOK
NpPo AKICTH BBE3€HOr0 B YKPAiHy JIiKaApChKOTr0 3ac00y
11.03.2024 Ne 11121/24/1011
EBPAHTUWJI

(HafiMeHyBaHHS JIiIKapcbKOTo 3aco0Y 3rilHO 3 peecTpauiifHuM NOCBiqYeHHIM)
PpO34MH s iH’ekuii, S Mr/ma; no 10 ma (50 Mr) B amnyii; no S amnyJ y KapToHHiH kopooui
(opma BuIyCKY, I0O3yBaHHS, BUJ IIAKyBaHHS JIIKapChKOro 3ac00y)

Howmep peectpaniiinoro nocsinuenns UA/9943/02/01 crpox nii peectpaniiinoro nocsizuenns 01.01.2099
Cepis mikapcekoro 3aco6y Ne 12655465 KinbkicTs BBe3eHOro Hikapcskoro 3acoby 4089

Bupo6Guuk Taxena Asctpis I'm6X, ABcTpist

(naiiMeHyBaHH BHPOGHHUKA JIIKAPCHKOTO 3ac00y, KpaiHa OXOIKEHH)

Baeseno B Vipainy ToBapucTBO 3 06MeskeHoI0 BitnopinaasHicTio "ACIHO YKPATHA",
inenr. xon: 42274733
(naiimenyBanHs Ta koA 3a €JAPIIOY ropuamuanoi ocobu abo npi3BuIle, iM'a, 10 6aTeKOBI Gi3uIHOT

oco0u - mignpueMuy, ii Micie MPOXXUBaHHA Ta PeECTpaLifiHuii HOMep 06IiKOBOI KapTKHU ILIaTHHKA
HOJIaTKiB ab0 cepist Ta HOMEp IacIopTa)

Iporokon Bizyaasuore koutpouio six 08.03.2024 Ne 0487/1.

3a pesympTaTaMH JepKABHOTO KOHTPOJIO BCTAaHOBIEHO, 0IO JIKapchkuii 3aci6 BBeseHO B VYKpaiHy 3

AOTPHMAHHAM BHMOT 3aKOHOJABCTBA 00 3a06€3MeYEHH AKOCTi TIKapCHKUX 3ac00iB.

//g @4,/ Biktop CTE®KIBCHKHIA

nmnuc (iniuiany Ta npizsue)




Better Health, Brighter Future

Page 1 of 1

CERTIFICATE OF RELEASE AND GMP COMPLIANCE
CEPTH®IKAT BIJIMIOBIIHOCTI GMP BUITYIEHOI CEPI

Product: EBRANTIL®, solution for injections, 5 mg/ml, 10 ml (50 mg) in ampoules No5
Mponyxt: EBPAHTWI, po3unn anas in'exmiii, S mr/mia, no 10 ma (50 mr) B amnyaax Ne 5

Strength/potency: 1 ml solution contains: 5 mg urapidil, equivalent to 5.47 mg urapidil hydrochloride
Cuna gii/akTuBHicTh: 1 MN PO3uMHy MiCTUTB: 5 Mr ypaniguny, wo signosigae 5,47 Mr ypaniauny rinpoxnopuay

Package size and type: 10 ml (50 mg) in ampoule; 5 ampoules in carton box
Po3mip T2 Bua ynakoBku: no 10 mn (50 mr) B amnyni; no 5 amnyn y KapTOHHi# kopoGui

Mavrketing Authorization: No UA/9943/02/01 / Peectpaniiine nocsiguenns: Ne UA/9943/02/01

Dosage form: solution for injections 5 mg/ml
Jlikapcbka dopma: po3umnH ANns iH'eKuin, 5 mr/mn

Importing country / Kpaina-imnoprep: Ukraine / Yxpaina
Material number / Homep matepiany: 6002961

Batch number | Cepin: 12655465 Manufacturing date / lata pupobuunrsa: 11 2023
Batch size (packs) / Po3mip cepii (ynaxosox): 12730 Expiry date / Tepmiu npuaaTHOCTI: 10 2025

Name, authorization number and address of Manufacturer, responsible for batch release:
Hassa, Homep niueH3ii Ta agpeca BUPOGHMKA, SIKMIA BUNYCKaE cepilo B OOir:

Takeda Austria GmbH, Ne 480050, St. Peter Strasse 25, 4020 Linz

Taxkeda Ascmpisi Tm6X, 480050, Cm. Memep-LUmpacce 25, 4020 Jliny

Country of origin: Austria | KpaiHa-BUpo6HUK: ABCTpIf

Certification statement / 3aaBsa npo cepTudikaniro:

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.

Llum miaTBEpUKYIO, IO BULIEBKa3aHa iH(OpMalis € 10CTOBIPHOO i TouHO!O. JlaHa cepis NpoAyKilii BUTOTOBJICHA
(BKIIOYAIOYH YIIAKOBKY/MapKyBaHHS) i MpoBeAeHUi KOHTPOJIb 11 AKOCTI Ha BKa3aHiil AiNBHHULI Y OBHiH BiNOBiAHOCTI

3 pumoramu GMP, BCTaHOBJIEHUMM MICLUEBUM PErY/IATOPHHM OPraHOM, a TAKOXK y BiANOBiAHOCTI 3i cneuxdikamiero,

IO MICTUTLCA B PEECTpauiiiHOMy AOChe KpaiHU-iMmopTepa aGo B aocke cnenndikauiii Ha npenapar Uil AOCHiUKyBaHOTO
nikapcekoro 3aco6y. IIpoTokonu BUpOGHMLTBA, YIIAKOBKM Ta aHaNmi3y Oyau neperisHyTi i BcTaHOBNEHO Binnosiaxicte GMP.

Name and position /title of person Quualified Person / Date of signature / JaTa nignucy
authorizing the batch release / YnoBHoBa)keHa 0coba

IIpizBuine T2 nocaga ocodn,
siKa BHAAJIA A03BiN Ha
BHNYCK cepii:

Qualified Person /
YnoBHoBajkeHna ocoba

21, pEL. 2003

Qualified Rbrson
DI Comelia Unger

a GmbH
asse 25
stria

Takeda Austria GmbH Takeda Austria GmbH, Takedd|Atistria >
St. Peter-Strasse 25 Gesellschaft mit beschrankter Limited\¥abitity Company, Rg@tb ed
A-4020 Linz Haftung, Registriert beim Landes- in the CQ apies Register of thé ¥inz
Tel. 443 73269190 gericht Linz unter FN 230617 v, Regional Coutf ust éﬁﬂ‘ﬁ%@ 2
Fax +43 732 65 60 66 Gesellschaftssitz: Linz Corporate \! 22 T‘:'ﬁ/’

DVR 0497592 DVR 0497592



Better Health, Brighter Future

CERTIFICATE OF ANALYSIS page 1 of 2
. 20.12.2023- QA/KA
CEPTUGDIKAT AHAJI3Y Crop.1i32 2
ACINO Name of product: EBRANTILS,
solution for injections, 5 mg/ml, 10 ml (50 mg)
in ampoules Ne5
Hassa npoaykry: EBPAHTUI,
pPO3uUMH Ana iH'ekuiid, 5 mr/ma, no 10 ma (50 mr)
B amnynax N2 5
Batch number | Cepin: 12655465
Manufacturing date / fata BupobHuursa: 11 2023
Expiry date /| Tepmin npmaaTHocTi: 102025
Batch size (packs) / Poamip cepii (ynakosok): 12730
Parameters Results Specification / Cneyndikania DN-000407303/1.0
HopmatuBHi NoKasHUKN Peaynntatn
Appearance / Onuc: complies / Bignosigae | clear, colourless solution / npo3opwuit 6e36apsHuit
PO34MH
Pharmaceutical / technical tests /
®apmaueBTMUHI / TexHiuHI TecTu:
pH: 6.1 59-6.5
Density (20°C) | TyctvHa (20°C): 1.009 g/ml | r/mn 1.003-1.013 g/ml/r/mn
Clarity of solution / TIpo3opicTb: complies / BignoBiaac | clear / po3umH NoBUHEH B6yTy Npo3opuii
Colour of solution / KonbOpOBiCTh: complies / BignoBigae | colorless / po3unH noBuHeH 6yTn 6e3bapBHMUIA
Extractable volume / HoMiHanbHwWiA 06'em: | 10.5 ml/ mn not less than nominal (10.0 mil) /
He MeHLe HoMiHanbHoro (10,0 mn)
Particulate contamination /
MexaHiuHi BK/IIOUEHHA:
sub visible particles HeBNAUMI YACTAHKM:
210 um / MKM: 4/ampoule / amnyna | not more than 6000/ampoule / He inblue

> 25 um/ MKMm:

visible particles / BWANMI YAaCTUHKM:

Identity and Purity tests /

laeHTNPiKaLlia Ta BUSHAUEHHSA YNCTOTK:

Identification Chlorides /
laeHTUiKaLif x10puAiB:
Identification Urapidil (HPLC) /
laeHTndikavis Ypaniguny (BEPX):
Identification Urapidil (UV) /
laeHTHdiKaLis Ypaniguny (YO):

0/ampoule / amnyna

complies / BipnoBigae

complies / Bignosigae
complies / BigNOBIAA€E

complies / BiANOBIAAE

6000/amnyna
not more than 600/ampoule / He 6inbwe 600/amnyna

practically free from visible particles / [ paKTU4HO
Bi/IbHWIA Bif, BUAMMMX 4acTMHOK'

positive reaction /NNO3UTUBHA peakuis

positive / NO3NTUBHO

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

Tel. +43 73269190
Fax +43 732 65 60 66

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

DVR 0497592

Corporate Seattimz
DVR 0497592



Better Health, Brighter Future

CERTIFICATE OF ANALYSIS page 2 of 2
. 20.12.2023—- QA/KA
CEPTUGDIKAT AHANI3Y Crop.2i32 Q
Name of product: EBRANTILS,
solution for injections, 5 mg/ml, 10 ml (50 mg)
in ampoules No5
Hassa npoayxty: EBPAHTUN,
PO3UMH ANA iH'exuiih, 5 mr/mn, no 10 mna (50 mr)
8 amnysax N2 5
Batch number | Cepia: 12655465
Parameters Results Specification / Cneundikania DN-000407303/1.0
HopmarusHi nokasHuK® Pesynbratn
Content Hydrolysis product B7205- 0.0% not more than 0.2 % / He binble 0,2 %
020(HPLC) / BMiCT npoayKTy rigponizy
B7205-020(BEPX):
Uknown impurities(HPLC) / 2x<0.02% each: not more than 0.1 % / KOXHOI: He 6inblwe 0,1%
Hesiaomi pomiwku (BEPX): 0.0 % in sum: not more than 0.2 % / cyma: He 6inbwe 0,2 %
Residual oxygen in headspace of ampoules/ | 1.6 % <40%/

3aAWWKOBUIA KUCEHD Y BiIBHOMY
npocTopi:
Assay / KinbKicHe BU3HaYeHHR:

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

Microbiological tests /
Mikpobionoriuni Tecru:

Bacterial endotoxins /
BakTepianbHieHAOTOKCUHY:

Sterility / CTePUNBHICTD; **

55.12mg/10 ml/

51.97— 57.44 mg/10 ml (corresponds to 95 — 105 % of

Mr/10 mn the declaration) / 51,97-57,44 mr/10 ma
(wo Bignosiaae 95-105 % Big 3aaBneHOrO)
< 8 IU/ml /EQ/Mn not more than 10.0 IU/ml / ne 6invwee 10,0 EO/mn

complies /BigNOBIAAE

sterile / cTepuAbHWIA

** Test is done at the beginning and at the end shelf life by sampling methods /| BAnpo6yBaHHA NPOBOANTBLCA Ha
nouaTKy Ta B KiHLi TepmiHy 36epiraHHa npenapary, no metoay BU6ipKoBOro KOHTPOAO

1

Test for visible particles was performed as 100 % optical inspection

BunpobyBaHHA Ha BiACYTHICTb BUAMMUX YACTOK NPOBOAATL Y BUrasai 100 % BizyanbHOro KOHTPOAO

Name and position /title of person
authorizing the batch release /
Mpissuuie Ta nocaga ocobn,

fiKa BUAaNa A03Bin Ha BUNYCK cepii:
Qualified Person / YnoBHOBa)XKeHa ocoba

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

Tel. +43 73269190
Fax +43 732 65 60 66

Qualified Person / Date of signature / [ara nignucy

YnoBHoBaXxeHa ocoba

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

DVR 0497592

Quahﬂed 'erson

21. 0EZ. 2013

Bl Comelia{inger

ﬁaﬂM
Company, Regus’cq@1
aes ‘R@glster oftQ

Corporate Seat: ~ dlna MY
DVR 0497592
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