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CERTIFICATE OF RELEASE AND GMP COMPLIANCE
CEPTH®IKAT BIANOBIAHOCTI GMP BUIYUIEHOI CEPII

Product: EBRANTIL®, solution for injections, 5 mg/ml, 5 ml (25 mg) in ampoules N5
Hponyxkr: EBPAHTWJL, po3uun Ajs in'exniii, 5 Mr/ma, no S ma (25 mMr) B amnyaax Ne 5§

Strength/potency: 1 ml solution contains: 5 mg urapidil, equivalent to 5.47 mg urapidil hydrochloride
Cuua gii/akTuBHicTB: 1 MN PO34MHY MICTUTL: 5 Mr ypaniguny, Wwo Bignosiaae 5,47 Mr ypaniguny rigpoxnopuay

Package size and type: 5 ml (25 mg) in ampoule; 5 ampoules in carton box
Poamip Ta Bua ynaxoeBkm: no 5 mn (25 mr) B amnyni; no 5 amnyn y KapToHHil kopooLi

Marketing Authorization: Ne UA/9943/02/01 / Peectpauniiine nocsinuenns: Ne UA/9943/02/01

Dosage form:
Jlikapcoka gopma:

_solution for injections 5 mg/ml
PO3YMH ANs iH'ekuin, 5 mr/mn

Importing country / Kpaina-imnoptep: Ukraine /Ykpaina
Material number /| Homep matepiany: 6002958

Batch number | Cepia: 12541802
Batch size (packs) / Po3mip cepii (ynaxoBok): 5860

Manufacturing date /| JaTta Bupo6uuuTBa: 07 2023
Expiry date / Tepmin npunaTHocri: 06 2025

Name, authorization number and address of Manufacturer, responsible for batch release:
Haaea, Homep niLeH3ii Ta agpeca BUpoOGHUKa, AKMI BUNyCKae cepito B obir:

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

TakeOa Aecmpist FTm6X, 480050, Cm. lNemep-LLimpacce 25, 4020 fliny

Country of origin: Austria | KpaiHa-BUpOOHMK: ABCTpisi

Certification statement / 3asiBa mpo cepTu(ikaniio:

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.

Ilum miaTBepAXKYIO, IO BHILEBKA3aHa iHpopMallis € ZOCTOBIPHOIO i TO4HOIO. JlaHa cepis MPoAyKUil BUrOTOB/IEHA
(BKJIFOYAI0YH YNaKOBKY/MapKyBaHHA) i IPOBeAEHHH KOHTPOMD 11 AKOCTi Ha BKasaHiil AINbHULI y HOBHIM BiANOBiAHOCTI

3 Bumoramu GMP, BCcTaHOBNIEHHMM MICLEBHM PETyAATOPHHM OpraHOM, a TAKOX Y BIAMOBIAHOCTI 3i cnenudikauieto,

IUO MIiCTHTBCA B PEECTPaLliiHOMY AOCHE KpalHH-iMIopTepa abo B Aocke cnenudikaliit Ha mpenapar A1 JOCTiKYBaHOTO
Jikapcekoro 3acoby. IIpoTokonn BUpOOGHHLTBA, YHaKOBKH Ta aHani3y Oynu neperisHyTi i BCTaHOBIEHO BiANnoBiaxicts GMP.

Qualified P
Dr.GergonFraenrzign (;- b¢ 01/]/\ M/\/\, 05- 9?- Q/(Q 7/3
Date of signature / {aTa nignucy

Name and position /title of person Qualified Person /
authorizing the batch release / YnoBHoBaxeHa ocoda
Ipiseume Ta nocaaa ocobu,

sIKa BHAAJIA A03BiA Ha

BHIYCK cepii:

Qualified Person /

YnosroBaxena ocoba

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

Limited\y ngq%k@ ered
in the Compgpies Register dthe Linz
Regional Co e-FN 230617 A

Corporate Seat: Linz
DVR 0497592
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CERTIFICATE OF ANALYSIS
CEPTUDIKAT AHANIZY

page 1 of 2
Crop.1i32

09.08.2023— QA/KA

ACINO

Name of product: EBRANTILS,

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

in ampoules Ne§

Hassa npoayxry: EBPAHTUN,

PO34YMH ANA iH'eKLii, 5 mr/ma, no 5 ma (25 mr)
B amnynax N2 5

Batch number | Cepin:

12541802

Manufacturing date / Bava Bupo6bHnurea: 07 2023

Expiry date /| Tepmin npnaaTHoCTi:

06 2025

Batch size (packs) / Po3mip cepii (ynakoBok): 5860

Parameters
HopmaTtusHi nokasHukun

Results
Pesynbrarn

Specification / Cneundikania DN-000407298/1.0

Appearance / Onuc:

Pharmaceutical / technical tests /
®dapmaueBTUUHI / TeXHiUHI TecTn:

PH:
Density (20°C) | TyctnHa (20°C):
Clarity of solution / Tpo30picTb:
Colour of solution / KonbOpoOBICTb:
Extractable volume / HoMiHanbHWiA
0b6'em:
Particulate contamination /
MexaHiuHi BK/IIOYEHHA:
sub visible particles HEBUANMI YaCTUHKM:
> 10 um / MKM:
> 25 um /MKMm:

visible particles / BWANUMI YACTUHKMN:

Identity and Purity tests /
IaeHTudikaLlina Ta BUIHAYCHHA YNCTOTU:

Identification Chlorides /
laeHTUdikauia xnopuais:
Identification Urapidil (HPLC) /
laeHTMdiKauia Ypanignay (BEPX):
Identification Urapidil (UV) /
laeHTudikauia Ypanignay (YO):

complies / BiANOBIKAE

6.1

1.009 g/ml [ r/mn
complies / BignoBigae
complies / Bignosigae
5.2ml/wmn

42/ampoule / amnyna
0/ampoule [ amnyna

complies / Bignosigae

complies / BignNoBigae
complies / Bignosigac

complies / BipnoBigae

clear, colourless solution / npo3opwii 6e36apBHUI
pO3umnH

59-6.5
1.003 - 1.013 g/ml/c/mn

clear / pO34MH NOBUHEH ByTU Npo3opui
colorless / po3uvH nosuHeH 6yTn 6e36apBHWA

not less than nominal (5.0 ml) /
He MeHwe HoMiHanbHoro (5,0 mn)

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

not more than 600/ampoule / He 6inbwe 600/amnyna
practically free from visible particles / NpakTU4HO

Bi/IbHWIA BiA BMAVMWX YaCTUHOK'
positive reaction /NO3UTVBHA peakLis
positive /NO3UTUBHO

positive /NO3UTUBHO

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

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

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

DVR 0497592

Takeda Austria GmbH,
Limited Liability Comp
in the Companies Regis
Regional Court under FN
Corporate Seat: Linz
DVR 0487592
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CERTIFICATE OF ANALYSIS page 2 of 2

. 09.08.2023— 'KA
CEPTUOIKAT AHAJI3Y Crop. 232 o4/

Name of product: EBRANTILS,

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

in ampoules Ne§

Hassa npoaykry: EBPAHTUA,

PO3UMH ANA iH'eKWiiA, 5 mr/ma, no 5 ma (25 mr)
B amnynax N2 5

Batch number /| Cepia: 12541802

Parameters Results Specification / Cneundikania DN-000407298/1.0
HopMmaTuBHi NOKa3HMKK Pe3synbraty
Content Hydrolysis product B7205- 0.0 % not more than 0.2 % / He 6inbwe 0,2 %

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

Uknown impurities(HPLC) / 2x<0.02% each: not more than 0.1 % / KOXHOI: He 6ible 0,1%
Hesiaomi gomiwku (BEPX): 0.0% in sum: not more than 0.2 % / cyma: He 6inbwe 0,2 %
Residual oxygen in headspace of ampoules/ | 2.1 % <4.0%/

3aNUWKOBUW KUCEHB Y BiAbHOMY

npocropi:

Assay | KinbKicHe BU3HaUeHHA:
Urapidil hydrochloride (HPLC) / 27.4 mg/S ml/mr/5 mn | 26.0—28.7 mg/5 ml (corresponds to 95 — 105 % of the
Ypanigun rigpoxnopug (BEPX): declaration) / 26,0-28,7 mr/5 ma (wo Bignosigae 95-
105 % Big 3as8BN€HOrO)

Microbiological tests /
Mixpo6ionoriuni Tectu:

Bacterial endotoxins /

BAKTEpIaNkHIEHAGTOKCHHH: < 8 IU/ml /EQ/Mn not more than 10.0 IU/ml / ne 6inowe 10,0 EO/mn

Sterility / CTEpPUABHICTb: ** complies /signosigae | sterile / crepunbHWiA

** Test is done at the beginning and at the end shelf life by sampling methods /| Bunpo6yBaHHA NPOBOANTLCA Ha

nouaTKy Ta B KiHuUi TepMiHy 36epiraHHa npenapary, no metoay Bu6ipKoBOro KOHTpoio

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

BunpobyBaHHs Ha BiACYTHICTb BUAMMMX HacTOK NpOBOAATL ¥ BUrnagi 100 % 8iayanbHOro KOHTPOIO

Qualified Pers: -
D¢, Gerepn Fran o ?. I\I\OW\/{/"\ 09‘ Qg Wl'!)
Name and position Viitle of person Qualified Person / Date of signature/ Jara nignncy
authorizing the batch release / YnoBHOBa)XxeHa 0coba

Mpi3Buuie Ta nocaga ocobu,
AKa BuAana A03Bin Ha BUNYCK cepit:
Qualified Person / YNnoBHOBaXeHa ocoba

A-40B8/ L iistaA®

BaiM")

Takeda Austria GmbH Takeda Austria GmbH, Takeda Austria GHf

St. Peter-Strasse 25 Gesellschaft mit beschrénkter Limited Liability fy, Registered .«f
A-4020 Linz Haftung, Registriert beim Landes- in the Companies RSqid j

Tel. +43 73269190 gericht Linz unter FN 230617 v, Regional Court und O
Fax +43 732 65 60 66 Gesellschaftssitz: Linz Corporate Seat: Linz L

DVR 0497592 DVR 0497592




TIEP’)KABHA CJIVKBA 3 JIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMU Y KUIBCHKIN OBJIACTI

nipos. Ceitanunoi Haxii, 3, m.Kuis, 02099, ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €JIPTIOY 37078774

BUCHOBOK
Npo AKICTb BBE3eHOro B YKpainy Jlikapcbkoro 3aco0y

30.08.2024 Ne 42416/24/10

EBPAHTHUI

(HaliMeHyBanHs ikapchKkoro 3acofy 3TiXHO 3 peccTpanifHuM NOCBIAUCHHAM)
po3uMH JUIst in’eKuiil, S MI/Mar; o 5 vt (25 Mr) B amiryJti; o S amityJ1 y KapToHHiii Kopooni

(dhopma BUNyCKyY, I03YBAHHS, B/l NIAKyBAHHS Jikapchkoro 3acoby)
Homep pecerpauiittoro nocsiguenns UA/9943/02/01 crpox aii peectpauiitioro nocsinuenns 01.01.2099
Cepis nikapeskoro 3acoby Ne 12739342 KinbkicTh BBe3cHOTO JTikapehkoro 3acoby 2734

Bupobuux Takena Acrpis 'm6X, ABcTpis

(uaitmenyBanus sBHpoGHUKa JiKkapehKoro 3acoly, KpaiHa MOX0JOKEHH:)

Beeseno B Yxpainy Tosapuctio 3 oomMexenoro Biqnosigansuicrio "ACITHO YKPAIHA",
inent. xon: 42274733
(aiimenysauns Ta ko 3a €JIPTIOY topuununol ocobn abo npisuiue, im's, 1o 6arnrosi GisndHol
ocobu - nixnpuemitd, i Micue npoxuBanms Ta peectpauiitnuii HoMep 0051ikoBOT KAPTKH IIATHHKA
nofaTkiz abo cepist Ta HoMEp TacopTa)

Tporokon Bizyansuoro konrpoio six 26.08.2024 Ne 2523/4.

3a  pesynbTaTaMM  IEPXKABHOTO KOHTPOJIIO BCTAHOBJNCHO, IO Jikapchkuil 3aci® Beeseno B VYkpaiuy 3

JOTPHUMAHHSIM BUMOT 3aKOHOJABCTBA [IO0 3a6e3MeueHH s SKOCTI JIKAPCLKHX 3ac00iB.
|
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NEPXKABHA CJIVIKBA 3 JJIKAPCHLKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMMU Y KUIBCHKIN OBJACTI

npos. Ceitnuunoi Hanii, 3, m.Kuig, 02099, ten/haxc: (044) 576-40-4 1
E-mail: dls.ko@dls.gov.ua, Kox €IPTIOY 37078774

BUCHOBOK
NPo SAAKICTH BBE3CHOr0 B YKPaiHy JiKapchbKoro 3acody
25.11.2024 Ne 60432/24/1011
EBPAHTIJI

(HaiiMenyBanus TikapchKoro 3acoly 3rifHo 3 peecTpaniitHuM MOCBIIUCHHM)
PO3YMH st iH’€kuii, S Mmr/mut; mo S ma (25 Mr) B amnyJii; o S amnyn y kapToHHiH KopoOui

(hopMa BHITYCKY, JI03YRaKHs, BII NAKYBAHHS HKAapChKOro 3aco6y)
Homep peecrpauiitnoro nocsiguenns UA/9943/02/01 crpox it peecrpauittnoro nocsiguenns 01.01.2099
Cepis nikapcskoro saco6y Ne 12739342 KinbkicTs BBE3enoro nikapchkoro 3acofy 3600

Bupobuuk Taxena Ascrpis 'M6X, ABctpis

(naiiMenyBantst BHpoOHHKa JikapesKoro 3acoly, kpalta IoXoDKerHs)

Breseno B Ykpainy TorapucTBO 3 06MeskeHo10 BixnosinanbHicTIo "ACTHO YKPATHA",
inenrr. won: 42274733

(naiimenysanss Ta kol 3a €APTIOY topuanuiiol ocodu abo mpissifue, imM's, 1o 6aTbkosi QizHuHOT
ocobu - nianpuemis, i MicUe MPOXKUBAHHA Ta PeCCTPALIMHII HOMCP 00NIKOBOT KAPTKH [IATHHKA
nofaTkis abo cepist Ta HOMEp T1aciopTa)

Mporokoa Bizyannnoroe konrposo sin 15.11.2024 Ne 3611/2,

3a  pesyabTaTaM{  ACPXKABHOTO  KOHTPONIO BCTAHOBNEHO, WO Jlikapchkuit  3aci®  Bmescno B VYkpainy 3

AJOTPUMAHHSIM BUMOT 3aKOHOMABCTBA OO0 3a0e3I1CUCHHS SIKOCTI JIIKaPChKMX 3ac00iB.

Oanra CPLOMETRO

(iRt gagn 1 apisenne)




Better Health, Brighter Future

Page 1 of

CERTIFICATE OF RELEASE AND GMP COMPLIANCE
CEPTUGIKAT BIIIOBIIHOCTI GMP BHITYEHOI CEPII

Product:  EBRANTIL®, solution for injections, 5 mg/ml, 5 ml (25 mg) in ampounles Me§
Npoaywr: EBPAHTHIL poswnn ann in'eruiil, 5 vr/ma, mo 5 mor (25 mr) s amnynax e §

Strength/potency: 1 ml solution contains: 5 mg urapidil, equivalent 1o 5.47 mg wrapidil hydrochloride
Cuia pi/axTHRBHICTL! 1 M POSUMKY MICTUTL: 5§ Mr ypaniguny, wo signosipae 5,47 mr ypanigurny rigpoxnopuay

Package size and type: S ml (25 mg) in ampoule; 3 ampoudes in carton box
Posmip 1a Buj ynakosxs: no 5 mn (25 mr) 8 amnyni; no 5 amnyn y kapToHHik kopobul

Marketing Authorization: No UA:9943/02/01 / Peecrpaniiine nocninuenss: Ne UA/9943/02/01

Dosage form: solution for injections 5 mgiml
Jirapenka Qopyia: PO3UMH ANA H'EKUi, § Mr/Mn

Importing counry / Kpalug-imnoprep:  Ukraine / Yxpaina
Material nuomber | Homep marepiaxy: 6002958

Batch number [ Cepin: 12739342 Muanufucturing date / Jata papoGmmirsa: 02 2024
Batch size (packs) / Possip cepii (ynakosor): 6335 Expiry date / Tepnin npuaarnocti: 01 2026

Name, auwthorization number and address of Manufacturer, vesponsible for batch release:
Hasna, somep niuensii Ta agpeca BupobHUKa, SKUR BUNYCKae cepito 8 o8ir:

Takeda Austria GmbH, No 480050, St. Peter Strasse 25, 4020 Linz

Takeda Ascmpis 'm8X, 480050, Cm. Memep-LUmpacce 25, 4020 Jliny

Country of origin: Austria | Kpaina-supoBumuk: Ascrpis

Certification statement / 3anpa upo ceprudixanio:

[ herehy 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 Authoriry and with the specifications in the Marketing Authorization of the importing country or product
specification file for wvestigational Medicinal Products. The batch processing, packaging and analysis records were reviewed
and found to be in complionce with GMP.

Ll ATBEPANYIO, IO BHILEBKAZAHA IHPOPMALS € JOCTOBIPHOIO | TouHok0. lana cepis NpomyKutil BUroToBIeHa
(BKAKOUAIOYN YIAKOBRY/MAPKYBAHKA) 1 NPOBEASHUH KOHTPOL 1T AKOCT] HA BKAZAHIA MAbHULT Y HOBHUT BUUIOBIAHOCTI

3 pumoramu GMP, BCTAHOBICHIME MICHEBUM PEIYANTOPHHM OPTAHOM, 2 TAKOXK ¥ BIANOBILHOCTI 31 coelmpikaicro,

IO MICTHTBCSH B PEECIPALiHHOMY 10CKE KpaTHH~-iMopTepa 480 B Hoche cnenudikawiit Ha NperaparT s J0CDKYBIHOIO
JHEAPCHKOTo 32006y, [IpoTokony BupolHuLIBe, YIAKORKK T4 asasizy Oyiu neperiasHyTi i BCTaHOBICHO Binopiadicts GMP.

Name and position /title of person Qualified Person / Date of signature / Jata nianucy
authorizing the batch release / Ynopnosamena ocoba
Tipiznnige ra nocana ocodu,
SK8 AR ,’103Biﬂ Ha ! f‘ . an S0V

‘e cepil: % - 0s ADR, T0Lk
BHUYCK cepil: A 5
Qualified Person /
Yoosunosaxeua ocola »

Chalilie
OF Gy

Takeds Austria GmbH
St Peter-Slrasse 25

A-4020 Ling, Ausira

Takeda Austria GmbH,

Corporate §
DVR 3487592
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CERTIFICATE OF ANALYSIS

page 1 of 2 05.04.2024- QAKA

CEPTIADIKAT AHARIBY Crop. 1132
ACING Name of product: EBRANTIL®,
solution for injections, 5 mg/ml, 5 ml (25 mg)
in ampoules N5
Hazea npogyxry: EEPAHTHAA,
pozumy Aas i ekuii, 5 mr/ma, no 5 e (25 M)
B amnynax N2 5
Barch number | Copin: 12739342
Manufacturing date / Bova supobranrsa; 02 2024
Expiry date | Tepmin npugaraocti; 012026
Barch size (packs) | Posmip cepii (ynaxopox): 6335
Parameters Results Specification / Cneyvidiagia DN-000407298/1.0
HopmaTrBHi NOKAZHUKM Peaynprary

Appearance / Ormc:

Pharmaceutical / technical tests /
Dapmanentrunanl /£ Texniuni Tecti:

pH:
Densite (20°C) 1 Tyctnna (20°C):
Clarity of solution / TIpo30pICTR!

Colour of solution / KONOPOBICTY!

Extraciable volume / HoMmiHansrni 06'em:

Particulate contamination /
Miexanivn BUAKUEHH

sub visible particles HEBVAWMI HaCTHHKY

> 10 um 7 MKML

> 25 pm 7 MKM,

visible particles / BMBUMI HACTUHKW.

Idenrity and Purity rests /

penTndiKallis 18 BUINAUSHIA YMCTOTI

Identification Chlorides /
laeHTVIKAUIS XNOPWAiE:
Identification Urapidil (HPLC) /
laentudikauis Ypaniguay (BEPX):
ldentification Urapidil (UV) 7
laenTudixauis Ypaniguny (YO):

complies / 81 inac
plies / BIANOBIRAE

0.1

1.009 g/ml/ r/mn
complics / Bipnoigag
complies / BIANOBIAAE

5.2ml/ an

{3/ampoule [ amnyna

< [ampoule |
amnyna

complies / Bignoipae

complies / Bignosinac
complies / BIANOBIAAE

complies s BIANOBIAAE

clear, colourless solution / npo3opyi bezbaprHuii
POIUUH

5965

1003 - 1.013 g/ml:t/ma

clear / po3uuu nosuHen OyTu Npo3opuni
colorless / pozuvn nosutenr byty 6esbapsruni

not less than nominal (5.0 ml) |
He MeHue HomiHansHoro (5,0 mn)

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

not more than 600/ampoule / ne 6invue 600/amnyna
practically free from visible particles 7 Tipakriudo
BILHMI BiA BWAMMUX YacTUHOK'

positive reaction / NOINTUBHA PEAKUIA
positive / NO3UTRBHO

positive / MO3UTUBHO

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

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




Better Health, Brighter Future

CERTIFICATE OF ANALYSIS
CEPTUDIKAT AHAMIY

page 2 of 2

: 05.04.2024~ JA:KA
Crop. 232 &

Name of product: EBRANTILY,

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

in ampodes No§

Hazmsa npogyicry: EBPAHTWAN,

posunn gan in'exuid, 5 mr/an, no 5 an (25 )
B amryrax N2 5

Batck number | Copiss 12739342

Paramierers
HopmarTueHi NOKasHUKy

Results
PesynapraTi

Specification / Crieundixaunia DN-000407298/1.0

Content Hydrolysis product B7205-
O20(HPLC) 7 BMICT NDOAYKTY MAPOAIY
B7205-020(BEPX):

Uknown impurities(HPLC) 7

Hesigomi gomiwskm (BEPX):

Residual oxygen in headspoce of ampoules/

32ANUIKOBUM KUCEHb Y BIALHOMY
npPoCropi:
Assay | KinsuicHe sradaversa:

Urapidil hydrochloride (HPLC) 7
Ypanigun rigpoxaopug (BEPX):

Microbiological tests /
MixpoGionorivmi recrm:

Bacierial endotoxing /
bakrepianbHIeHAOTOKCUHN

Sterility / CTepunbHICTE: **

.0 %

3x<0.02%
0.0 %
1.4%

9
“

< & Iiiml 7 EQ/mn

complies /8ignosigae

7.3 mg/S ml/wmr/5 ma

not more than 0.2 %4/ ve Binvwe 0,2 %

cach: not more than 0.1 %o / xOXxHOT ve Ginsie 0,1%
in sum: not more than 0.2 %o / cyma: He binsie 0,2 %

<4.0%/

26.0 - 28.7 mg/5 ml (corvesponds o 95 105 %o of the
declaraiion) 7 26,0-28,7 Mr/5 ma (WO BIANOBIAE 95-
105 % 8ig 3an8neHOT0)

not more than 10.0 10/ml / ue Ginviue 10,0 EQ/va

sterile 7 CTEPWBHWNA

*% Tost is done ar the beginning and at the end shelf life by sampling methods | BUnpoBynanns npososnTeos Ha
noYaTKy Ta B KKyl Tepminy 3Gepiranns npenapary, no Mevogy BubBIpROBOTO KOHTPOMO

Test for visible particles was performed as 100 ©o optical inspection

BunpoByBaHHa Ha BIACYTHICTb BUAWMUX UACTOK NPOBOAATL y BUrAAAl 100 % BisyanbHOro KOHTROAO

Nanee and position /title of person
authorizing the batch relesse /
Fipizsyue ta nocags 0coby,

Qualified Person /

Date of signature / Java nipnmcy

Yrnouuosamena ocoba

R

i
AKS Bugana gosain Ka sunyc cepil: {h
o g 51
Qualified Person / Ynosnoamena ocoba \/ ‘\j&/ v
e
Qualified Person
D Cormelia Unger

)‘\} Q/i\“”'

Takeda Austria GmbH Takeda Austria Cmbl,

St. Peter-Strasse 25 Gesellschaft mit beschrankter
A-40201 Haftung, Registriert baim tandes-
Tel +43 73268190 gericht Linz unter FN 230617 v,

Fax +43 732 6% 60 66 Geseilschaftssitz: Linz

DVR 0497592

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