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«&.0%-@0&.0% LA of iopromide

o Bacterial endotoxins NMT @.lo& USP endotoxin unit /ml

@ Sterileity test ATIINIUY

& pH L.é&-®.0

b Free iodine HTI

¢  Free lodide allfiu o mcg of iodide per g of iopromide
@ Free Aromatic amine NMT o.v%

« N-acetyl compound NMT o.&%

@o Isomer distribution NI

Drug substance specification: lopromide
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o Free iodine PTINEU
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Drug substance specification: lopromide (si8)
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@o N-acetyl compound NMT @.&%
(lopromide related

compound B)

@@ Isomer distribution E®.0% - vo.0% Ebw-and Zlv- | - Sum of iopromide isomer
isomers Ee and Ze : @0.0% - &o.0%
- Sum of iopromide isomer
Eo and Zb : &&.o% - bo.o%

@b Ordinary impurities NMT en.o%
N-acetyl compound
@m Sulfated ash Maximum o.e%
@& Bacterial endotoxins Less than @.0 IU/¢g
@& Impurities Impurity A : NMTo.ce%

Impurity B : NMT @.&%
Impurity E : NMT 0.&%
Unspecified NMT o.@0%
Impurity D : NMT &.0%
Impurity C : NMT o.&%
Impurity F : NMT o.lo%
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