AEKJIAPALIASL O COOTBETCTBUHA

| JIEKJAPALT, IPHITMMAIOLIHIL AEKJAPALHIO O COOTBETCTBUH

000 "lukeda Papaacsiomuxanc”

Caedenust 0 peauempayun opzamnaayne Mexcpationnas unenexyus Medeparnioli narnooaoi eayuctine Ne 46 no
2 Mockee 01,01,2008, OI'PH 1027700399517, dama npuceoenist OPH 05, 11.2002.

Aopec: 19048, o. Mockaa, yn. Veaneaa, 0. 2, cop. 1. Teaedhon:8(495) 933-55-11,502-16-25

B muye: Fenepansioiit dupexmaop Homanoa A.10,

Hoaepeunoe muga: Hhwasoaa HJL, dagepennoemu 14872018 om 07.09.2018 .

JASIBJSIET, UTO

aAerupemeeninoe cpedemao: DBpamn, pacmaop 04K GHYIMPUBEIN020 Geedenust 5 me/un 5, ey (5),

| yakOGKH Kounypioie naachinkoawe (neddoun ) (1), nauki kapmonnvie, PY Ne JICP-001751/09 om 10.03.2009
(dama nepeodhopanenus 04,07.2016) awdane Takeda I'nGX, cepusn 11582891, napmus 13995 ynavosox, 200en
do 14.11.2020, npoussodemea Taxkeda Aecmpun I'ibX, Ascmpua, Takeda Ausiria GmbH, St. Peter-Strasse 25,
4020 Ling, Austria kod OKIJI2 21,20.10.142, kod TH B3J{ 3004900002, xonmpaxm Ne 643-29427819/00095
om 27.09.2011, nneoiic Ne 63140028 om 15.01,.2019

COOTBETCTBYET TPEROBAHHSIM

JICP-001751/09-040716 uzn. Ne |

JIEKJTIAPALIH S TPHHSITA HA OCHOBAHHHU

cepmuburam ananuza nporzsodumens om 15,.01.2019, Cepmuchuxam coomeememaun cucmei
arenedxearenma kaveemaa ¢ Cuemeare dotipoconvnoti cepniighurayun "OAPM-PECHCTP! Ne POCC
ALDICI0.K.00148, epok deiicmans ¢ 22.02.2018 2 no 17.03.2020 2., OO0 "Oxpyxcnoii yenump konmposa
xaveemaa”, Poccun, 115280, o, Mockaa, yn, Macmeprosa, 9. 4, am. 5, noa. 1, kom. 1

JWEATTRUTREL RS ARITAPALIUH 24.01.2019
A &,
AAPA TLHSI CTBHTEJILIA JIO /4.11.2020
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CBEAEHHMS O PETUCTPAIIMU

OPTAN NO CEPTHOHKALIMU, 3APEI'HCTPHPOBABIIH JIEKJTAPALIHIO

RA.RU. N ®MO8 OPTAH [1Q CEPTHOHKALIHH [TPONYKUHH OBHIECTBO C OrPAIIH LHZ'! HIOH
OTBETCTBEHHOCTBIO "OKPYXKHOH HEHTP KOHTPOJIA KAUTECTBA",

I adpec opeanaaguu: 115280, 2. Mockea, yn. Macmeprosa, 0. 4, om. 5, noat. I, koar. 1, adpec ppacia i

cepmucpusegun: 115280, POCCHA, 20pod Mockaa, yn. Macmepkoaa, 0. 4, sm. 5., men.. {495)788 02-88, eel- 3
caibn: oyrr.pg.
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Better Health, Brighter Future

CERTIFICATE OF ANALYSIS m [
15.01,.2019 - QA/KA
Ceprudukar ananmnsa CTpannua 1/3
Product: EBRANTIL® 25 mg
solution for intravenous use, 5 mg/mi ampoules
fMipenapar;: S6pawrnn® 25 mr
PECTROD QA BHYTDHBEHNOIO sBeneHns, 5 ar/man
Batck No/ Homep copnu: 11582891
Manufacture date / fara wsrorosnemn: 14 11 2018
Expiry date / Fogien po: 14112020
Tests / Tecrm Resuits/Posynsrars | Specification / Cneipndmnatism
0600X-SPF-0000090.01 {No. ICP-00175109-1 00369)
Q00039490 version 11,0
Appearance: clear, colourless solution | clear, colourless solution
Onucanme: npospaynL, npoapayted, Becusethid pecTeop
Gecyservenl pacTeop
ldentification / Mopnuunoots:
Chlorides: complies the reaction yields a white curdy precipitate that is freely
soluble in ammonium solution
Xnopuae: coarseTcTeyeT 00PAI0BEHHE TBOPAXHCTOID 0CanKE 6enorp ysers,
OO DECTBOPHMOID 8 DACTRODE SMMMAKA
Urapidil kydrochloride: complies the retention time of the main peak in the chromatogram
of the test solution should correspond to that of urapidil
kydrochloride peak in the chromatogram of the standard
solution during the assay
Ypanwgnna runpoxnopun: COOTBETCTRYGT BPOMR YREDIMBEHIS OCHOBHOID ITHKE Ha
XPOMETOIDAMME HCNINTYEMOD DECTBODE BODKHO
COOTBETCTEOBATE BOOMENN YABDXHBIHIT ITHKS
Ypanuarage ruapoxnopuga Ha
CTaHABPTHOIO PAcTBOPA Npu
onpagensHun
pH: 6.0 59-65 {agpgr=
Density {20°C] / MnorwocTs [20°C): 1,009 giml / r/man 1.003 - 1,013 gl /rpan |2\ 5 "'?‘mf{ HKagE IS
Extractable volume: Sdml not less than nominal volume 3N~ - =
Hasnexaemit ofivem: 5.4 mn
Clarity: complies
MpospaswiocTs: cooTeercrayer
Takeda Austrla GmbH Takeda Austria GmbH, Takeda Austria GrnbH,
St. Peter-Strasse 25 Gesellschaft mit beschrinkter Limited Liability Company, Registered
A-4020 Linz Haftung, Registriert beim Landes- in the Companies Register of the linz

Tel. +43 73269190

gericht Linz unter FN 230617 v.

Reainnal Canrt nndac 86 9308197
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CERTIFICATE OF ANALYSIS e 2/3
PeR 13.01.2019 - QA/KA
Cepruduxar anannsa crpanmua 2/3
Product: EBRANTIL® 25 mg
solution for intravenous use, 5 mg/ml ampoules
Npenapar: D6panrun® 25 ser
PSECTBOD AN BRYTDHBANKOIO RBOAGHWS, 5 MI/Mn
Batch No/ Homep cepne; 11582891
Tests/ Tocrm Results / Pesymurarts Specification / Creunduxsing
0600X-SPF-0000090.01 (No. JICP-001751/09-100309)
000039490 version 11,0
Coloration: complies the test solution should not be more intensely
colored than reference solution B,
LisetHocTs: COOTBETCTBYOT CTENeH: OKPACKH WCHLTYBMOND DECTRODE M [JO/IRHE
NPOBKILIETL CTENEHE OKDACKH ITRAGHS By
Particulate Matter:
Mexstimvecxwe sxmovenns:
Subvisible particles /
Hesugmwsmne yacrays:
2 10 pum/aou; 10/ampoule/gmryna not more than 6000/ampoule / He Gonee 6000/amnyna
2= 25 um/vow; < 1/ ampoule/amnyna not more than 600/ampoule / ne Ganea 600/annyna
Visible particles: complies vivible particles showld be absent
BrauMne yacTmus: COOTBETCTBYET BHAMMEIS YBCTHUN RODKHE OTCYTCTBOBATE
Impurities / TocTopounme npusecs:
Impurity B7205-020; not detected not more than 3.0 %
Mpunacs B7205-020: HG OOHapy¥XeHo He Gonee 3.0 %
Residual oxygen in headspace
of ampoules: 16% 240% _
Ocrarouswit kwcnopos B ceobogrom | 1.6 % atBE! mﬁi‘; .
NPOCTDENCTBE BMTIYIT <4.0% \&;\
) P B )%\
KomrsecTeenoe onpeaesenwe: PapuachODEFAI T
Urapidil kydrochloride: 27.7 mg/s ml 24.6-28.7 mg/5 ml B o2 VLT S
(corresponding to 4.92¢0 5.74 m 4
Ypanwauna ruppoxnopuaa: 27.7 mr/5 Mn 24.6 — 28.7 sar/S an (. '
{coorsercrayer 4.92-5.74 mr/uin}’
Takeda Austria GmbH Takeda Austria GmbH, Takeda Austria GmbH,
St. Peter-Strasse 25 Gesellschaft mit beschrinkter Limited Liabiiity Company, Registered
A-4020 Linz Haftung, Registriert beim Landes- in the Companies Register of the Linz
Tel. +43 732 69190 gericht Uinz unter FN 230617 v, Regional Court under FN 230617 v,

Fav 442 727 &6 &N ARG

Cocaltlerhafbreitye [ iny FCarmarats Coand i lne



Better Health, Brighter Future

CERTIFICATE OF ANALYSIS page 373
15.01.2019 - QA/KA
Cepruduxar aHanmss cTparmua 3/3
Product: EBRANTIL® 25 mg
solution for intravenous use, 5 mg/mil ampoules
Npenapar: 36panrun® 25 mr

PAECTROD [/ BHYTPDHBEHHOIO REBOAOHNS, 5 Mr/mn

Batch No./ Homep cepun: 11582891

Tests / TecTm Resulits / Pesynsrars Specification / Creunduxayns
0600X-SPF-0000090.01 (No. JICP-001751/99-1 00309)
Q00039490 versiorn 11.0

Bacterial endotoxins: <8 EU/ml not more than 17 EUml

Eaxrepransine SHAOTOKCHHI: < 8 E3/mn +He Oonee 17 E3/mn

Sterllity: sterile must be sterile

CrepunshocTs: CTEPWIBHO ROTKOH OblTb CTEDHNBHLIM

QUALIFIED PERSQN / YIIOJIHOMOUYEHHOE NIALIC

Qualified Person
Dr. Sans Gril
Takeda Austria GmbH Takeda Austria GmbH, Takeda Austria GmbH,
St. Peter-Strasse 25 Gesellschaft mit beschrankter Limited Liability Company, Registered
A~4020 Linz Haftung. Registriert beim Landes- in the Companies Reglster of the Linz

Tel. +43 732 69190 gericht Linz unter FN 230617 v, Reqional Court under FN 230617 w.




