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Drug substance specification (Reference USP)

en.e Definition m‘immumum ‘U‘Lu drug substance specification

m.lo Identification test m'mmumumaﬂqlu drug substance specification

on.an USunaudnendnAey (Assay) «&e.0 — @moa.0% of iopamidol on dried basis

.« Specific rotation aglutiasening —ao’ Uay —&b’ Snitgaumall oo

on.& Loss on drying Dry it at @od” for & hours; It loses not more than
0.&% of its weight.

m.o Residue on ignition LilAU 0.0%

an.ed Free aromatic amine The absorbance of the solution from the iopamidol
is not greater than that of the standard solution
(0.00%).

a.ce Free iodine The toluene layer shows no red color

a.e Limit of free iodide Not more than o. 00@% is found.

m.@o Free acid or alkali
m.e Related compounds

- Each impurity AN @
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Name Lirnit (%)
Monocarboxylic acid 0.0
lopamidol related compound B 0.6)
lopamidol related compound C and -chloro derivative o.&
lo,an-Dihydroxypropyl isomer 0.6
Diiodo derivative 0.6
Acetyl analog 0.6
Hydroxyethyl derivative 0.®
O-Acetyl iopamidol 0.®
N,N-Dimethyl amino derivative 0.6

- Individual impurity
- Total impurities
Finished Product specification
o.® Descriptions
oo |dentification test
an.en USHNUEIENENATY (Assay)
m.@ Bacterial Endotoxins Test
o.& Particulate Matter in Injections
oo pH
eon.ed Free aromatic amine

mn.@ Free iodine
am.e Limit of free iodide

Not more than o.@%
Not more than o.o%

mnﬂhumuﬁisﬂu finished product specification
m‘i’mﬁhumuﬁ‘ixqﬁlu finished product specification
*&.0 - @od.0% L.A.

11AU 0. USP Endotoxin Unit/mg 984 iodine
m’mhum’mﬁi::ﬂu finished product specification
D.a—.&

The absorbance of the solution from the iopamidol
is not greater than that of the standard solution
(0.0&%)

The toluene layer shows no red color

Not more than o.o& mg of iodide/mL
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<& fnfsdofusesmanniinneinagluuansuvawmdavasasiadfifusendfy(Certification
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