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lopamidol moo mgl/ml solution for injection &o ml
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Usznausmefien lopamidol moo mgl/ml in &o ml solution
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Finished product specification: lopamidol moo mgl/ml solution for injection &o ml

amnsyy Tundn, Weu Uiewmneny, wuisdsmmelouisunliowdmau vunmusussy

378013 YBAUA
@. ldentification HIIVNIU
. Yunudiedngy *&.0%-e0&.0%
m. Bacterial endotoxin ATIVY
. pH .&-0.&
&. Particulate matter ATV
o. Free aromatic amine NMT o.0&%
ol Free iodine AT
<. lodide NMT o.o& mg/ml
«. Related substances ATV
®o. Sterility test MIIAIU

Drue substance specification: lopamidol

impurities

FIBAI Y9iNRUA
@. ldentification ATIVU
. UIsnauiedagy *x.0%-006.0%
. Specific Rotation -&»° and -&.lo°
@. Loss on drying NMT o.en %
&. Residue on ignition NMT o.@ %
. Free arcmatic amine NMT o.ol%
¢. Free iodine HTIU
. Free acid or alkali AU
&. Heavy metal/ Elemental NMT & ppm
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Drug substance specification: lopamidol
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@o. Impurities / NIV
Related compound
®a. lodide NMT @o ppm
@l. Bacterial endotoxins ATIVNIUY
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