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é&.e Finished product specification

) Test items Specifications
Z.ae.e | ldentification Meet the requirement
&ol | Assay #g.0 - mod.0% of the labeled amount of lopromideg
&e.n | pH nd - &0
¢.o.@ | Bacterial endotoxins Not more than e.led USP Endctoxin Units/mL
&o.d& | Sterility Meet the requirement
¢.e.o | Particulate matter
- Size 2@ UM Not more than b,000 particles/container
- Size z2lod um Not moere than poo particles/container
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49 Test items Specifications
&e.e | Free iodine Meet the requirement
&e.c | Limit of free iocdide Not more than go mcg per ¢ of iopromide
&e.« | Limit of free aromatic amine Not more than o.0%
&.@.@c | Limit of N-acetyl compound Not more than .¢%
(lopromide related compound B)
&e.eo | Volume in container Meet the requirement

&l Drug substance specification

18 Test items Specifications
&lo.e | |dentification Meet the requirement
&blo | Assay &n.o — @ob.&% of the labeled amount of
lopromide
&lo.m | Water Not more than e.&%
&b.€ | Residue on Ignition Not mere than o.@%
&lo.& | Freeicdine Meet the requirement
¢loo | Limit of free iodide Not more than c.0olb%
mlo.ed | Limit of free aromatic amine Not more than o.&%
&lo.g | Limit of alcohol Not more than o.e%
&l.e | Limit of N-acetyl compound Not more than e.&%
(lopromide related compound B}
&w.eo | Ordinary impurities Not more than %
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bl WNENTTUTOWINIFIUNITNEREN
slo.e nadlamdnludsuindlng {uiededindsdedusewnnsgunisudremumdninudiuag
FEnrsfialunisndnen PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tagmtagaiu
PIC/S participating authorities ¥3oiilananssuseanInsgIunsaaneimumaninasiuazI5nsaa
Tun1InERe1 9@ 1IN UANENTTUNITOIMNTUATYT NTENTATITMET Fermundulaeiiany
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b.ae NANITATIIIATIERRNA MR AR A usied 3 U uEn (certificate of analysis of
finisned product) Tusguiigadusodie
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