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Alteplase &o mg powder and solvent for infusion

You

WIANRBINNG  Alteplase &o mg #een o 1288
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Finished product specification

Lyophilisate

e.
©.

en.

Uniformity of mass
Water content
Reconstitution time

After Reconstitution

[ON

.

& 2 U R A3 6

Appearance

Assay

Clot lysis

rt-PA monomer determination
Single-chain rt-PA determination
Type | determination

Type Il determination
Microbial limits

<. Sterility

.o Endotoxin

Osmolality

®o. pH

®e. Arginine determination

@b, Polysorbate @o determination

e, Sialic acids

v &£ aa LY <
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ﬂmé’numstamwa\im Alteplase o mg powder and solvent for infusion

Complies with Ph.Eur.

s &%
< lo min

: o
Gli’Ji]N"IUWHJ‘VIix‘q
@n.& - &do.& mg/vial
o.«o - @.wo U/mg

2 & %

Do - @00 %
ad - & %
nd - && %

ATIINUALTITEY
Liifiu o0 EU/mL
eslo - lbeno mMOsmol/kg

L.E -0
Positive
Positive

@o — ewo % of ref. material
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Solvent for Alteplase specification

Appearance

Residue on evaporation
Extractable volume
Conductivity

Bacterial endotoxins
Sterility
Acidity or alkalinity

a a8 2 U R A3 6§ 9

@o. Oxidisable substances
®®. Ammonium

el. Calcium and magnesium
@e. Chloride

®c. Nitrate

od. Sulphate

Rouludue

Particulate matter particle size >= @o um
Particulate matter particle size >= & pm

Clear and colorless

< o.0o0m %D

®00 — @0 %

< & uS/cm

L4iAu »,000 part/cont
14ilAiu woo part/cont

Ly oloe EU/mL
ATIINIUMNTITEY

NFIANIY
asalainy
< ol ppm
A3l
< o.& ppm
< oo ppm
ANy

o. fdunludAgmstungifoushiveveanssvnsensisagy
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<. fidnunenansadnuaizvese fueluil

<o HARTITIAT IR MNARSTUsiveAR (Certificate of analysis) vesefuiithaniu
fegrslumsiaueyign udmSemisnuiinssysnasisaguiuses

<lo HAMINTIVUAT AN NINGAY (Raw material) vesrnndrdnyfililunisrdnanniwan

& Flviwsigiorvesiunsudna (Lot. No) Mnlssnugidn vieannnssinenenansnsunne Tag
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