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lodixanol sterile solution & mg/ml (mwo mg lodine), &o ml

®. Houn lodixanol sterile solution o&e mg/ml (oo Mg lodine), &o ml
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an. AMENUANNUNALA Finished product specification
a.e Finished product specification

D) Test Item Specification
® Identification Meet the requirement
© Assay
® |odine moa-mend Mel/mli(eé-eod.0%)
® |odixanol vec-oed Mg/ml(odle mg)
om | Osmolality ooo-meo MOsmol/Kg
& |pH 0.6-0).D
& | Sterility Sterile
D Bacterial endotoxins NMT o.lbe EU/@oco mg |
@ | Inorganic iodide NMT oo mcg/ml
& | Purity Meet the requirement
« | Particulate matter Meet the requirement
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m.e Finished product specification(sia)

) Test Item Specification
®@o | Extractable volume Not less than declared volume
an.lo Drug substance specification : lodixanol

L) Test Item Specification
Identification Meet the requirement
Assay (lodixanol) &z.&-606.0%(W/W)

m pH &-a

& | Sterility Meet the requirement

& | Heavy metals NMT eo mceg/¢

b | lodide NMT @o mcg/g

¢ | Free iodine No red or pink colour evident

© Free aromatic amine NMT &oo mcg/e

« | Calcium NMT & mce/¢

@o | lonic compounds NMT o.olb %(w/w)

@® | Purities Meet the requirement

e | Water NMT &.o %(w/w)

@: | Microbiological tests Meet the requirement
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