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

@. identification test AIIANTY

b, UTunnsendngy «¢.0-e0&.0 %L.Aliodixanol , iodine)
. pH o.o-alD

& Osmolality oo to mele MOsmol/keg

&. Refractive index e.coxo 10 o.cdbds

. Inorganic iodide NMT oo mcg/ml

o. lodixanol amide NMT o.:n%

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

«. Sterility ATINU

@o.Pyrogen test 138 Bacterial endotoxins  #5719WU

@e.Particular matter 98315888y ATIIMU
Drug substance specification: iodixanol (BP woa®)
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en. Impurities
Impurity E NMT o.an%
Impurity H NMT o.w%
. Related substances
Impurity C NMT o.e%
Overalkylated impurities NMT &.0%
Total NMT @.&%
Unspecified impurities NMT o.e%
&. Free aromatic amine Maximum d&oo ppm
o. lodide Maximum eo ppm
. lonic compounds maximum o.olb%m/m
&. Heavy metals Maximum @o ppm
. Vﬁjg:? Maximum &.0%
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