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

99 | Test items | Specifications

&.e.® | Identification test mwmum’mﬁwﬂu finished product specification
.ol | Uunuimeddy < - @od.o % labeled amount of lopromide
&6.o | pH D& - c0

&.e.& | Sterility test m?ﬁ]r}humuﬁiaﬁﬂu finished product specification
&.e.€¢ | Bacterial endotoxin Not more than e.lo& USP Endotoxin unit/mL
&e.D | Volume in Container mwr}humuﬁizqﬂlu finished product specification
&.e.¢ | Particulate matter mi’;f\]shum’mﬁ’szﬂu finished product specification
&o.c | Free lodine m’.ﬁlﬂhumuﬁﬁzﬂu finished product specification
&e. | Limit of free iodide maﬁlﬂhumuﬁwﬂu finished product specification
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U9 Test items Specifications

@.@.00 | Limit of free aromatic amine | Not more than o.o%

&e.00 | Limit of N-acetyl compound | Not more than e.&%

&e.0b | Isomer distribution mwmum’mﬁisﬂu finished product
specification
&.@.0n | Heavy metals Not more than o.col%
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&.x.m LOna1sVsenmEeTiLandmdninaeinaAusnwien (Good storage practice for
pharmaceuticals, GSP) #1118 WHO Guideline wooem
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distribution practice for pharmaceutical products, GDP) i1l WHO Guideline lboob
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