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

U9 Test items Specifications
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‘L UD Test items Specifications
L <ol | Yuumedfgy & - @o&.0% labeled amount of lopromide
| €o.m pH v -c.0
= y P
<o.c | Sterility test nsEumuTsEylu finished product specification
&e.€¢ | Bacterial endotoxin Not more than e.lb& USP Endotoxin unit/mL
&e.5 | Volume in Container ms’mi’mmmﬁsquu finished product specification
ce.0 | Particulate matter miwshumu'ﬁizq'lu finished product specification
c.e.c | Free lodine mswm‘mmuﬁszq‘lu finished product specification
&o.« | Limit of free iodide The limit is o mcg of iodide per g of lopromide
&.e.00 | Limit of free aromatic Not more than o.©%
amine
&e.06 | Limit of N-acetyl Not more than ©.&%
compound (Compound B)
&.e.60b | Isomer distribution:
- E@-isomer Between &g.0% - 0.0%
- Bo-isomer Between &.0% - @#&.0%
- Ze-isomer Between mlo.0% - @o.0%
- Je-isomer Between mz.0% - @.0%

&.lo Drug substance specification : lopromide (USP &a)

49 Test items Specifications
@.e | Identification msaaMumNAsyyly drug substance specification
clolo | Usunmsedfty &0 - ®0.8% of lopromide(C, HyelN.O.)

calculated on the anhydrous and solvent - free basis
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) Test items Specifications
&.m | Water determination Not more than e.¢%
&l.& | Residue on ignition Not more than o.e%
&.€ | Free lodine mi’n‘amumuﬁizﬁ[u drug substance specification
&.o | Limit of free iodide Not more than o.cow%
&b.e | Limit of free aromatic Not more than o.e%
amine
&b.g | Limit of alcohol Not more than o.c%
&b.« | Limit of N-acetyl Not more than .¢%
compound (Compound B)
@.@o | Ordinary impurities Not more than m.0%
&b.ee | Isomer distribution :
- Ee- and Ze-isomers Between @0.0% - &&.0%
- Bo- and Ze-isomers Between @x.0% - 20.0%
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