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b. Inorganic iodide NMT lo& mcg/ml
@. lodixanol amide NMT o.m%
@. lodixanol primary O-alkyl trimer NMT o.o %
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Drug substance specification: iodixanol (BP boeb)
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o, Impurities
Impurity E NMT o.en%
Impurity H NMT o.0%
@. Related substances
Impurity C NMT o.e€%
Overalkylated impurities NMT @.0%
Total NMT @.&%
Unspecified impurities NMT o.e%
&. Free aromatic amine Maximum &oo ppm
o. lodide Maximum eo ppm
. lonic compounds maximum o.olw%m/m
w. Heavy metals Maximum @o ppm
«. Water Maximum &.0%
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