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95.0 - 105.0% of the L.A. of lopamidol

. Identification AT
en. Bacterial endotoxins NMT 0.6 USP Endotoxin U/mg of iodine
«. pH 65-75
&. Particulate matter #3996
- BYAIABNA = 10 um LAy 6,000 aynA
- BYMATIA = 25 pm Lilfiv 600 ayaA
. Free aromatic amine NMT 0.05%
o. Free iodine NI

. Limit of free iodine

&. Sterility

NMT 0.04 mg of iodide/mL
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N ﬂ‘%mmﬁamﬁﬁ:y 98.0 - 101.0% of Ibpamidol 98.5 - 101.0% of bpafnidol T
{Calculated on the dried basis) {Calculated on the dried basis)

. Identification NI ATIWMUY

a. Appearance of solution - Clear and colourless

. Acidity or alkalinity - NI

&. Specific rotation -4.6° to -5.2° -4.6° to -5.2° (Dried substance)

©. Loss on drying NMT 0.5% NMT 0.5%

. Residue on ignition NMT 0.1% -

&. Sulphated ash - NMT 0.1%

«. Bacterial endotoxins - Less than 1.4 1U/g

®o. Free aromatic amine NMT 0.02% NMT 200 ppm
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0. Free iodine T AT NMT 10 ppm

@, Limit of free iodine NMT 0.001% -

o, lodide - NMT 10 ppm

oc. Free acid or alkali el -

@& Heavy metals NMT 0.001% NMT 10 ppm

@w. Related compounds -Sum of all related compounds By liquid chromatography

NMT 0.25% -Sum of impurities H and | : NMT
0.5%

-Impurities A,B,C,D,EF,G,JK:
For each impurity NMT 0.1%
-Any other impurity : For each
impurity NMT 0.1%

-Sum of impurities other than H
and | : NMT 0.2%

-Disregard limit : 0.01%
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@ = The United States Pharmacopoeia 35
lv = British Pharmacopoeia 2010
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