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Better Health, Brighter Future

CERTIFICATE OF ANALYSIS page 1/3 18.10.2018
Ceprucpuxar aHanuza cTpenuia 1/3 10.2018-0
Product: LYSTHENON?®, solution for intravenous and
intramuscular injection, 20 mg/ml
Npenapar: Jlucrenon®, pacreop AnNS BHYTPUBAHNOIO
# BHYTDHMBILUEYHOIO BBEAEHNs, 20 Mr/mn
Batch No/ Hosmep cepun: 11489506
SAP Barch No/ CAIN Ne cepun: 11538811
Manufacture date / Bara warorospnenus: 31 07 2018
Expiry date/Foges po: 3107 2020

Tests/ TecTot Results/ Pesynsrars: Specification / Cnelitduxayma
0600X-SPF-0000088.01 (No. I NO12564/01) /
§ 0014/09 CIS and Ph. Eur.

Appearance: clear, colourless solution | clear, colourless solution

Onucarnne: .| Mpo3paYHLI, apospaynsl, Gecyperhnii pacraop

CecuseTH pacTBOD

IHdentification / Nogaunnocrs:

Suzxamethonium chloride dikydrate (TLC): | complies the main spot in the chromatogram of the test
solution should corvespord te that of
suxamethonium chloride dikydrate reference
solution according to its position

Cyxcameronus xnopug zurwapar (TCX): | coorsercreyer OCHOBHO® NATHO Ha xpoMararpaMme

) HCNLHTYEMOrO PacTE0Pa [OMIGHO
COOTBETCTBOBATS 110 NONINEHNIO OCHOBHOMY
AATHY H XPOMATO! PDaMMe PacTBOPA COADHEHHS
CYKCaMETOHIA XNODUAR [UrvapaTa
: Suxamethonium chloride dihydrate: complies yellow colour in the chlorgform layer ;
| CyRCaMSTOHUR XNOpAR BUTWADET: COOTBETCTBYET XEATOR OXPAUNIBEHHE XTOPOQOPMHONO CACH

Sodium. complies yellow colour of the burner flume

Harpuii: COOTEBTCTBYETY OXpalmsaHue MNSMERH ropesix 8 xentil yser

Chlorides: complies must be detected during assay

Xnopuge: CODTBETCTBYET HosokeH OOHaPYKUBATECH NP KOMMNECTBEHHOM

. OnPeReneHNH
: Clarity: complies should be clear or bear comparison with reference

solution I

lNpospavnocts: COOTEETCTBYET AQDKEH BNTS NDOSPAYHLIM Wil BHAEPXUBATE
CPABHEHUE C 37anoHOM |

Degree of coloration: complies should be colourless or bear comparison with
reference solution By

UssrHocTs pactaopa: COOTBETCTBYAT Bomken Guth BECUIETHHM HNY BLIEOKUBA Zacf. OTEEES
cpastienve ¢ srancHom B9 ¢ &>

Takeda Austria GmbH Takeda Austria GmbH, - Takeda Austria GmbH,
St. Peter-5trasse 25 Gesellschaft mit beschriankter Limited Liability Company, Registe
A-4020 Linz Haftung, Registriert beim Landes- in the Companies Register of the L
Tel. +43 73268190 gericht Linz unter FN 230617 v, Regicnal Court under FN 230617 v,
Fax +43 732 65 €0 B6 Gesellschaftssitz: Linz Corporate Seat: Linz

DVR 0497592 DVR 0497592
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Better Health, Brighter Future

CERTIFICATE OF ANALYSIS
Cepruncnkar anannsa

page 2/3
crpanuya 2/3

18.10.2018 - QA/KA

Product: LYSTHENON?®, solution for intravenous and
intramuscalar injection, 20 mg/ml

Mpenapar: Mucrexnos®, pacrsop gna GHYTPHBEHEOIO
B BHYTPHMIIOYHOIO BROACHMR, 20 Mr/mn

Batch No/ Homep cepuu:

11489506

SAP Batch No./ CAIT Nt cepun: 11538811

Tests / Tecrw Results/ Pesynsratel Specification / Cneunduxatysm
D600X-5PF-0000088.01 (No. I N012564/01) /
5 0614/09 CIS and Ph. Eur.
pH: 3.5 from/or3.0-45
Relative density: L0055 Sfrom 1.0050 - 1.0058
OmiocurensHas nROTHOCTE: 1.0055 or 1.0050 - 1.0058
Particulate Matter: )
Mexannyecxue BXITIOYOHNAS
Visible: complies in accordance with requirements
Bugumere: COOTEBTCTRYST B COOTBETGCTBHY C TDOBOBAHIAMY
Subvisible / Hesnnumes:
=10 um: 3/ampoule not more than §000/ampoule
2 10 mem: 3/amnyna e Gonga 6000/amnyna
225 um: . < Hampoule not more than 600/ampoule
> 25 mam: < 1/amiyna He Goneo 600/amnyna
Extractable volume: 5.20ml Jrom 5.00—5.75 ml
Hannexacmeit ofinem: 5.20 mn 10r5.00-575mn
Hydrolysates: complies the volume of 0.1M sodium hydroxide solution
required for the preliminary neutralisation during
assay must not be more than 1/10 of total 0.IM
sodium kydroxide volume required for
preliminary neutralisation and hydrolysis
NpoRyxTa rugponnsa: COOTBETCTBYSY obrem 0. 1M pacrsopa HaTRHR MMApOKeHEa,
HeotxonuMLIR [T nPensspHTensHOR
HEATDARNIALMN B KOTNYECTBEHHOM
ORPEASAcHN, HE [ODKEH UTh ORI, YoM
0a+Ha necaras ot obijero obsema 0, 1M pacteopa
HaTpus TBAPOKCHAE, HEOGXORUMOro 4ns
NPeRBapUTeNREHONA HERTPaNNIaLUY i THEDONNIS
Takeda Austria GmbH Takeda Austria GmbH, Takeda Austiia GmbH,
St. Peter-Strasse 25 Gesellschaft mit beschriinkter Limited Liability Campany, Redistefrd
A-4020 Linz Haftung, Registriert beim Landes- in the Companies Register of thé ™o caa &

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

gericht Linz unter FN 230617 v,
Gesellschaftssitz: Linz
DVR 0487592

Regional Court under FN 230617 v,
Corporate Seat: Linz
DVR 0497592
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CERTIFICATE OF ANALYSIS page 33

Ceprucuxar ananusza

crpanua 3/3 18.10.2018 - QA/KA

Product: LYSIHENONO, solution for intravenous and
intramuscular injection, 20 mg/ml

Npenapar: Jlucrenon®, pacreop Anw BHYTPHBEHHOIO
¥ BHYTRAMBILUCYHOID BRELOHNR, 20 mr/mn

Bateh No./ Homep cepuu: 11489506
SAP Batch No/ CAIT No copun: 11538811

Tests / Tecrst Results/ Pesynnraru Specification / Cneundnxayus
0600X-SPF-0000088.01 (No. I N012564/01) /
S 0014/09 CIS and Pk, Eur.
Bacterial endotoxins: <15 EU/m! not more than 35 EUiml
BakTepuansHNe SHBOTOKCHHEL, < 15 ES/mn He Ganee 35 ES/mn
Sterility: sterile must be sterile
CrepunbHOCTS: CrapinbHO ROMKEH GHTL CTEDHALHBIM
Assay:
Komudecraerroe onpefeneHie:
Suxamethonium chloride difiydrate: 112.9 mg/S ml Jfrom 99.0 — 118.2 mg/5 ml
CyxcameToHns XnopuR AUTiBpar: 112.8 mr/5 mm or 939.0 - 118.2 mr/5 mn
Chlorides: 34.3mg/5ml Jrom 32.5-36.0mg/5 ml
Xnopuas: 34.3 mr/5 mn or 825 - 36.0 mr/5 mn
QUALIFIED PERSON / YTIONHOMOHYEHHOE JIALO
Qualified Person
Dr. Sonja Grilt
Takeda Austria GmbH Takeda Austria GmbH, Takeda Austria GmbH.
St. Peter-Strassa 25 Gesellschaft mit beschrinkter Limited Liability Company, Registered
A4020 Linz Haftung, Registriert beim Landes- in the Cempanies Register of the Linz
Tel. +43 73269190 gericht Linz unter FN 230617 v, Regiona! Court under FN 230617 v,
Fax +43 732 65 60 66 Gesellschaftssitz: Linz Corporate Seat: Unz

BYR-E4837552 UVRURT (adL
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