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CERTIFICATE OF ANALYSIS age 173 )
[ - : _ 4 Mg:qa " 13:01:2020 - QKA
Cepruguxar anansiaa P
Product; BBRANTIL® 25 ing
solitlon for intravenous tise, 5 g/ amponlss
lNMpenapar: 6panrun® 26 mr
bacreop gnn BHyTpuBEHHOrD Baorenss, § Mr/wn
Batch No/Homep cepus: 11803699
Mantifaciure dote / Rara psrorosnenns: 05 I12019
Expiry date / Foner po: 05 11 2021
Tests / Teoret Results/ Pesynsraver | Specification / Criounpunanma
0EGOX-SPI-0000090.0) {No. JTICP-001 75 1/09-1 60109)
000039420 veraton 110
Appeardice? clear, colourless solution | clear, colusirless solution L
Onucatue! npospavesl, npaspainl, 68cyserinii pacraop
Geoysersil pacraop
Henfiftcatlon £ Hognwiocrs:
-Chlorides: eoniplies the reactionylelds awhite curdy precipilate that Is fieely
soluble ii auinonfum soluiion
Xnopuge: CODTOBTCTAYOT 00nB3082H1E FEODOXHETOrD 00AAKA Genorg ypoTa,
7IBTKQ PACTBORAMOID B PACTO0RE BMMUAKR
Urapidi] tydroohloride: camplies the reteritfon thie of the maln péak i the chrom alogram
af the test solution should corvespond to that of urapidil
Fydroclilortde peak In the chromatogram of the standard
salution during the assay
‘| Ypanagvina ruapoxnopug: CooTRATGIBYOT HPEMA YASPXHERNHUA QCHOBNOIO NHXA Ha
XPOMBTOTHAMME HCIHTYEMONO PACTEOPA BONKHO
GUOTBBTCTAORETE BREMBHY YACPKABaHHS THKA
YPANUAHNAR rEAPORIOPHAA Ha XpoMaTOIpaMMG
CTAHABOTHOD PAOTAOPA NPi KANMYECTARHHOM
ongenenieH
pH: 61 59-65 .
Denstty {20°C] / Nictroomn f2o'cn Y009 g/ml/ r/mn 1.003-= 1,013 g/l / vfuin
Bxtractable volume: Sdol ttol less than pominal volnmie
-Habnexaemsiit o6vam? 5.4 mn HE MOHBE HeM HOMHHENEHEY DOLEM
Clarily: complles. 1h¢ opalosconpe of the test solitlon Iz riot ymore
proncunced than fhat of veference suspenston I
Tpospavsoore: cooreéreToyer DTeNEHE MYTHOCTI! HCNAITYOMAro PAOTBODE
hpeBLilUaTs ONaABOYENYMO Aranota |
Tikeda Austrla GmbH Takeda Austria GmbH, Takeda Austria'GmbH;
St, PeterStrassa 25 Gesellschaft mit beschrnkter Limitad Ltabl|ity Company, Reglstersd
A-4020 Unz Haftung, Registriert belm Landes- Inthe Companles Reglster:a! tha Linz

Reglonal Court under FN 230817,
Cororate Séat: [inz
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CERTIFVICATE OF ANALYSIS aga 2/3 .
| oo 13.01,2020- QA/KA
Cepruduxar anannsa Fi |
Product; EBRANTIL® 25 mg _
solutlon for Intravenous use, 5 mg/nl ampoules
Mpenapar: BGpanrun® 25 mr
PacYnop Ans EHYTRHEEHHOTO BEBeAennn, B rr/un
Batcli No/ Horeep sepim: J1803699
Tesis / Teorer Results / Pesynsrar Speclfication / Criowsuxayia
0600X-SPI-0000090.0 (No, JICP-001751/09-100309)
Q00039490 version I1.0
Colordtion: complies the test solvition should pot be more Infensely
eolored than vefirence solution By
Urernacre: CoOTABYOIBYST CTEMBHb ORDACKA HONLITYEMOFO PROT0PA 1B AoMKHa
nyjessiuaTs CTEITENN OKDRCKH aTancHa B,
Parilenlate Mattor:
Noxanmieoxite semononys
Subvisible particles /
Habuammsid vaomger
2 10 prv/rsin Yampoulelamnyna not more than anﬁ?mpou?a/ua donge 6000/amnye
25 pminkes; 0/ ampoulelamnyna hot more than 600/ampoyle / o Gonge 600/amnyna
Vistble particles: complics vistble parileles should be ghsant
Biraimng vacriiges:. cooTReTCIAYeY BUAHMbE NACTULIW AQNXHBL OTCYTOTB0BATS
dnputities / Mocroponnue npusecn
Inipirtey B7203-020; 0.0% natmore than 3.0 %
lpamecs B7205-020; 0.0% He Oonea 3.0'%
Restdual oxygen i headspave
of ampondes: 25% <40%
Ocrardinuil kucropog a csobousion | 2.5 %
REOGTDEHOTEE annyn £4.0%
Assap:
Konnieoraonnae onpegenenito:
Urapidil hpdrachloride: 27.5.mg/S mi 24.6-28.7 mg/S m!
(corresponding to 4.92 to' 5.74 mg/ml)
Ypanuanna runpoxnopuna: 27.5 Mr/8 mn 24.8-28.7 Mr/5 mn
(cooraérorayar 4.92.5,74 mir/vn)
Takeda Austria-GmisH Takeda Austrla GmbH, Takeds-Austria GmbH,
St. PeterStrasse 25 Gesellschaft mit beschrinktar Umited Lsbility. Company, Registered
A4020 Linz Haftung, Registriest belm Londes- In'the Companles Regiter of tha LinZ
Tel, +43 7328019 0 derleht Linz unter FN'230617 v, Reglonal Court under RN 230617 v,
Fax +43 732 B5 60 66 Gesellschaftssitz: [Inz -Corporate Seati Linz
' DVR 0497592 DVR 0497602 porosa E.A.

MEHE1XEP NO

B TPAX RANCKN -

0BOPOT




Better Mealth, Brighter Future

|| CERTIFICATE OF ANALYSIS éﬂgﬂ-?f-? 13:01,2020 - QA/RA
Ceprugurar ananusa iient .
Product: .EI-I&WIL@ 25 mg

solution for Intravenous use, 5 m/ml atiigontes
fpenagar: B6panrin® 245 rar
PacTeop Ana nuyrpREeRHOrO BEOAEHMS, § Mr/mn

Zaich No/ Homep capins: 11803699

Testy/ Teorm Results /Pesyneragsr Specification / Creyudmranynn
D600X-SPF-0000090.01 (No, JICP- 001751/99-150309)
Q00039490 version 21,0

Bacterial endotoxis: <8 Elfml nol mora than 47 EUfml

Bakrepyianunie annoroxcins: <'8 ES/un g Oonas 17 ES/my

Sterifity sterlle ninst Be sterlle

Crapunsrogis! crepnnsto Aonsken Ghivs CrepubHNm

Takeda Austrla GmbH Takedq Aystila GmbH,
St Petar-Strasse 25 Gesellschaft mit besclirinkter
A-4020 Linz Haftuhg, Reglstrert belm Lajides-
‘Tel,+43 732 6919 0 fericht Unz unter FN 230617 v,
Fax +42 732 65 60 86 Gesellschaftssita: Linz,
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