JEPKABHA CJIYKBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KUIBCBKIN OBJIACTI

npocnekt Banepis JlobanoBcskoro, 51, M. Kuis, 03110, Ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €APIIOY 37078774

BUCHOBOK
NpPo AKICTh BBE3€HOr0 B YKPAiHy JiKAPCHKOTr0 3ac00y

31.07.2023 Ne 37023/23/10

EBPAHTHUJI

(HafiMeHyBaHHS JIiKapcbKOTO 3aco0Y 3TiHO 3 peecTpauiifHuM IOCBiTYeHHIM)
PO34MH 1 iH’ekuii, S Mr/mi, mo 10 M (50 Mr) B ammy.Jii; mo S amny.a y KapToHHiH Kopooui

(opma BHIyCKY, 03yBaHHS, BHJ IIAKYBAHHS JIIKAPCHKOTo 3ac0o0y)
Howmep peectpaniitnoro nocsingenns UA/9943/02/01 crpox nii peectpaniiinoro nocsizuenns 01.01.2099
Cepis mikapcekoro 3aco6y Ne 12505188 KinbKicTh BBe3€HOTO Jikapchkoro 3acoby 13274

BupoGHuk Takxena Aectpis I'M6X, ABcTpis

(naiiMeHyBaHHS BHPOGHHUKA JIIKAPCHKOTO 3ac00y, KpaiHa IOXOIKEHH)

BBeseno B Ykpainy ToBapHCTBO 3 06MekeHo0 BinnopinanbHicTio "ACIHO YKPAIHA",
iment. xonm: 42274733

(naiimenyBanHs Ta koA 3a €JIPIIOY ropummanoi ocobu abo npisBuie, iM'a, Mo 6aTbkoBi (GizuaHOl
oco0u - minpueMs, ii Micie MPOXXUBaHHA Ta PEECTPaLiiiHui HOMep 06IiKOBOI KapTKHU ILIaTHHKA
HOZIaTKiB a00 cepist Ta HOMEp IAacIopTa)

IIpoTokoa BizyanasbHoro kontpoio six 28.07.2023 Ne 2332/7.

3a pesympTaTaMH JIepKABHOTO KOHTPOJIO BCTAaHOBIEHO, IIO JIKapchKWii 3aci0 BBe3eHO B YKpaiHy 3

JAOTPHMAHHAM BHMOT 3aKOHOJABCTBA MO0 3a0€3MeYEHH AKOCTi JIKaPCHKUX 3ac00iB.

Ipaaa [IAJIAMAP

(rianuc) (intiniama Ta npissmme)

LEB7r
Qipa M
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CERTIFICATE OF RELEASE AND GMP COMPLIANCE
CEPTHU®IKAT BIINTOBIZHOCTI GMP BUITY LIEHOI CEPII

Product:  EBRANTILE, solution for injections, 5 mg/ml, 10 ml (50 mg) in ampoules Ne$
Mpoaykr: EBPAHTWII, po3uun nan in'exuiii, 5 mr/mi, mo 10 mur (50 Mr) B amnyJiax Ne §

Strength/potency: 1 ml solution contains: 5 mg urapidil, equivalent to 5.47 mg urapidil hydrochloride
Cuna aii/akTuBHicTb: 1 MN po3unHy MicTUTL: 5 Mr ypaniauny, wo signosiaae 5,47 Mr ypaniauny rigpoxnopuay

Package size and type: 10 mi (50 mg) in ampoule; 5 ampoules in carton box
Po3mip Ta Bua ynaxoBku: no 10 mn (50 Mr) B amnyni; no 5 amnyn y kapToHHii kopobui

Marketing Authovization: Ne UA/9943/02/01 / Peecrpauiiine nocBigyenns: Ne UA/9943/02/01

Dosage form:
Jlikapcbka gopma:

solution for injections 5 mg/ml
po34unH ANS iH'ekUin, 5 mr/mn

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

Batch number | Cepin: 12505188
Batch size (packs) / Poamip cepii (ynakoBoxk): 13,275

Manufacturing date { Nata BupoGuuursa: 02 2023
Expiry date / Tepmin npupaTHocTi: 01 2025

Name, authorization number and address of Manufacturer, responsible for batch release:
Hassa, HoMep niueHsii Ta agpeca Bupo6HKUKa, Ak BUNyckae cepito B obir:

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

Takeda Aecmpisi Tm6X, 480050, Cm. MNemep-LLmpacce 25, 4020 fliny

Country of origin: Austria | KpaiHa-Bupo6Huk: ABcTpis

Certification statement / 3asBa npo ceprudikauiro:

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 niaTBepAKYy!10, 1O BHUILEBKa3aHa iHdopMaLis € ocToBipHOIO i TouHOMO. [aHa cepis npoayKLUii BUroTOBIEHA
(BKITIOYAIOYH YNaKOBKY/MapKyBaHHs) i poBeACHHIt KOHTPOJIb 1T AKOCTi Ha BKa3aHil AiNbHULI Y MOBHil BiANOBiAHOCTI

3 Bumoramu GMP, BCTaHOBJIEHUMH MiCLIEBUM PErYJIATOPHUM OPraHOM, a TAKOXK Y BiANMOBIAHOCTI 3i cneuudikauieto,

1O MIiCTHTBCA B peecTpauiiiHoMy noche kpaiHH-iMnoprepa abo B focke cnenudikaniit Ha npenapat Ang AOCIiAKyBaHOTO
nikapcbkoro 3aco6y. Ipotokonu BUpoGHULTBA, YNAKOBKH Ta aHaNi3y Gynu nepernaHyTi i BctaHoBI€HO BianosiaHicte GMP.

ogr /'

Qe atn ¥ v Lb-06.72917%
Name and position /title of person Qualified Person / Date of signature / Jata nignucy
authorizing the batch release / YnosHoBaxkeHa 0coba
Ipi3suile Ta nocaga ocobu,
fiKa BUAAJA 103BiJT HA
BHIYCK cepii:

Qualified Person /
YnosHoBaxkeHa ocoba

Takeda Austria GmbH Takeda Austria GmbH, Takeda Austria GmbH,
St. Peter-Strasse 25 Gesellschaft mit beschrankter Limited Liability CompaRy, &
A-4020 Linz Haftung, Registriert beim Landes- in the Companies Registe

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

gericht Linz unter FN 230617 v,
Gesellschaftssitz: Linz
DVR 0497592

Corporate Seat: Linz
DVR 0497592
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CERTIFICATE OF ANALYSIS page 1 of 2
: 26.06.2023— QA/KAA
CEPTUDIKAT AHANI3Y Crop. 1i32 0
ACINO Name of product: EBRANTIL®,
solution for injections, 5 mg/ml, 10 ml (50 mg)
in ampoules Ne§
Hassa npoayxry: EBPAHTUN,
PO3UMH Ana in'ekyiin, 5 mr/ma, no 10 ma (50 mr)
B amnynax N2 5
Batch number | Cepin: 12505188
Manufacturing date / fata BupobHuyrBa: 02 2023
Expiry date | Tepmin npuaatHocrTi: 01 2025
Batch size (packs) | Po3mip cepii (ynakosok): 13.275
Parameters Results Specification / Cneundikauia DN-000407303/1.0
HopmaTusHi nokasHukm Pesynbratn
Appearance / Onuc: complies / Bignosigae | clear, colourless solution / npo3opuii 6e3bapBHUiA
pPO3uvH
Pharmaceutical / technical tests /
®dapmaueBTUUHI / TexHiuHi TecTh:
pH: 6.1 5.9-6.5

Density (20°C) | TyctvHa (20°C):
Clarity of solution / Npo3opicTb:
Colour of solution / KonbopoBicTb:

Extractable volume / HoMiHanbHWA
ob'em:

Particulate contamination /
MexaHiuHi BKAIOUGHHA:

sub visible particles HEBWANUMI YaCTUHKM:
2> 10 um / MKM:
>25 um/ MKM:

visible particles / BWANMI YaCTUHKW:

Identity and Purity tests /

IlaeHTUdiKaLlia Ta BU3HAUEGHHA UMCTOTH:

Identification Chlorides /
laeHTUiKauia xropugis:
Identification Urapidil (HPLC) /
laeHTHOiKauia Ypaniguay (BEPX):
Identification Urapidil (UV) /
laeHTndikauis Ypaniguay (YO):

1.009 g/ml | t/mn
complies / BiANOBIAAE
complies / BigNOBipae
10.5 ml/ mn

l/ampoule / amnyna
0/ampoule / amnyna

complies / BIANOBIAAE

complies / BipNOBIAAE
complies / BipnoBinae

complies / BigNOBiAa€e

1.003 - 1.013 g/ml [ r/mn
clear / po34nH NOBUHEH BYTW Npo3opuii

colorless / po3unH NoBuHeH B6yTn 6e3bapsHUiA

not less than nominal (10.0 ml) /
He MeHwe HomiHanbHoro (10,0 mn)

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

practically free from visible particles / TpakTMuHo
BiNbHWIA Big BUAMMMX YacTUHOK'

positive reaction /NO3WTUBHA peakLyis

positive /NO3UTUBHO

positive /NO3NTUBHO

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

Tel. +43 732 69190
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

aQ *
Takeda ARtEGMPH, o | © 70
Limited LiaDWegs ] L ;{.\R@\\/ered
in the Companie “of the Linz
Regional Court under FN 230617 v,
Corporate Seat: Linz

DVR 0497592
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CERTIFICATE OF ANALYSIS page 2 of 2
. 26.06.2023— QA/KAA

CEPTU®IKAT AHANI3Y Crop.2i32 Q

Name of product: EBRANTILS,

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

in ampoules No5

Hassa npoaykty: EBPAHTUN,

PO3UMH ANA iH'exuii, 5 mr/ma, no 10 ma (50 mr)

B amnynax N2 5

Batch number | Cepin: 12505188
Parameters Results Specification / Cneundixawia DN-000407303/1.0
HopmatusHi nokasHuKM PesynnraTtn
Content Hydrolysis product B7205- 0.0% not more than 0.2 % / He 6inbwe 0,2 %
020(HPLC) / BMiCT NpoAyKTY riapOAisy
B7205-020(BEPX):
Uknown impurities(HPLC) / 2x<0.02% each: not more than 0.1 % / KOXHOI: He 6inbLue 0,1%
Hesigomi aomiwku (BEPX): 0.0% in sum: not more than 0.2 % / cyma: He 6inbwe 0,2 %

Residual oxygen in headspace of ampoules/ | 1.5 %
3a/MWKOBYUA KUCEHD Y BiNbHOMY
npocropi:

Assay | KinbKicHe BU3HaueHHA:

Urapidil hydrochloride (HPLC) / 54.73 mg/10 mi/

Ypaniaun rigpoxnopug (BEPX): mr/10 mn
Microbiological tests /
Mikpo6ionoriuHi rectu:
Bacterial endotoxins /
BakTepianbHieHAOTOKCUHMU:

P A < 8 IU/ml /EOQ/Mn
Sterility / CTepunbHICTb: ** complies /8ianosiaae

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

£4.0%/

the declaration) / 51,97-57,44 mr/10 mn
(wo Bignosigae 95-105 % Bia 3aABAEHOrO)

not more than 10.0 IU/ml / ne 6inoute 10,0 EO/mn

sterile / cTepuAbHUIA

** Test is done at the beginning and at the end shelf life by sampling methods | BANpo6yBaHHA NPOBOAUTLCA Ha
nouvaTKy Ta B KiHUi TepMiHy 36epiraHHA npenapary, no meroay Bu6ipKoBoro KOHTpoalo

I Test for visible particles was performed as 100 % optical inspection
BunpobyBaHHA Ha BIACYTHICTb BUAUMUX HGCT)%HPOBOAHT!: y Buraagi 100 % BizyanbHOro KOHTPOAO

Qualified Person % N
Name anaP ;13.:5?3; Ttitie of person

authorizing the batch release /

Mpi3Buile Ta nocaga ocobm,

fika BUAana A03Bi/ Ha BUNYCK cepil:
Qualified Person / YNoBHOBaXkeHa ocoba

Takeda Austria GmbH Takeda Austria GmbH,
St. Peter-Strasse 25 Gesellschaft mit beschrankter
A-4020 Linz Haftung, Registriert beim Landes-

Tel. 443 73269190
Fax +43 732 65 60 66 Gesellschaftssitz: Linz

DVR 0497592

QLA A
Qualified Person /

YnoBHOBa)XxeHa 0coba

gericht Linz unter FN 230617 v,

Lh. 969,

Date of signature / [ata nignmucy

Limited Liability Com\s
in the Companies Re
Regional Court under
Corporate Seat: Linz
DVR 0497592
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