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&.o Finished product specification : lopromide moo mg/mL in &o mL (USP &a)

49 Test items Specifications
&e.e | |dentification test m’af\]mumuﬁiziﬂ.u finished product specification
ol | USunusiendifgy * - ®@o&.0% labeled amount of lopromide
ce.mn | pH ¢ - .0
@.e.c | Sterility test mmﬂsi’mmuﬁssulu finished product specification
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b/c.e.& Bacterial ...




b! Test items Specifications

&e.€¢ | Bacterial endotoxin Not more than e.o& USP Endotoxin unit/mL
&ao | Volume in Container m’aﬁwhumuﬁisqlu finished product specification
&e.0) | Particulate matter m’mhum’mﬁssﬂu finished product specification
ceo.c | Free lodine m’sﬂw"lumuﬁ'iw’lu finished product specification
co.« | Limit of free iodide The limit is @o mcg of iodide per g of lopromide
@e.@0 | Limit of free aromatic amine | Not more than o.0%
€o.00 | Limit of N-acetyl compound | Not more than @.&%

(Compound B)
&.6.0® | Isomer distribution:

- E@-isomer between <.0% - e.0%

- Bo-isomer between «.0% - ec.0%

- Ze-isomer between mlo.0% - €o.0%

- Ze-isomer between ag.0% - @0.0%

«o Drug substance specification : lopromide (USP &a)

99 Test items Specifications
&lb.e | Identification ms’a’«amumuﬁi:ﬁﬂu Drug substance specification
<lolo | UsunausendAgy V.o - ®08.6% of lopromide (C, ;HodN.O..) calculated
on the anhydrous and solvent - free basis
&l.en | Water determination Not more than .&%
&l.& | Residue on ignition Not more than o0.6%
&l.& | Heavy metals Not more than o.cow%
&l.o | Free lodine m’:mhumu‘ﬁ'izﬂu Drug substance specification
.o | Limit of free iodide Not more than o.col%
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) Test items

Specifications

&o.@ | Limit of free aromatic amine

Not more than oc.e%

&b.« | Limit of alcohol

Not more than o.@%

&b.eo | Limit of N-acetyl compound
(Compound B)

Not more than ®.¢%

&b.e#e | Ordinary impurities

Not more than em.0%

.o | Isomer distribution :
- E®- and Ze-isomers
- Fo- and Ze-isomers

between €o0.0% - €®.0%
between &x.0% - 00.0%
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&.0lo Tumvatunziloue vo.o/t.e vetilauesm wieunuazdenfidenisaiuay
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MSHARIUVE N LeE IS MSTARlUMSHAREN PIC/S (Pharmaceutical Inspection Co-operation
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