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Finished product specification: lodixanol lbeio mg | /ml &o ml solution for injection

@. identification test ATIVAY

b, Usunumiendidgy &&.0-emod.o %LA (lodixanol , iodine)
o pH ool

& Osmolality boo to meb MOsmol/kg
&. Refractive index o.coxo 10 o.cbds

o, Inorganic iodide NMT o mcg/ml

. lodixanol amide NMT o.e%

w. lodixanol primary O-alkyl trimer NMT o.o %

«. Sterility HIIMTY

®o.Pyrogen test %39 Bacterial endotoxins ~ #$I9MH U

®a.Particular matter U99a156¥8Y NI

Drug substance specification: iodixanol (BP woeo)

@. |dentification ATITAIU

b, USunusiendAgy &=.&% - ©0@.0%

o

o, Impurities

Impurity E NMT o.e%
Impurity H NMT <. 0%
€. Related substances
Impurity C NMT o.€%
Overalkylated impurities NMT @.0%
Total NMT @.&%
Unspecified impurities NMT o.@%
&. Free aromatic amine Maximum &oo ppm
0. lodide Maximum eo ppm
. lonic compounds maximum o.olb%m/m
w. Heavy metals Maximum @o ppm
«. Water Maximum &.o%
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