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®. AUADINTT lopromide me.eel ¢/&o mL solution for injection, &o mL vial
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«.e Finished product specification : lopromide moo mg/mL in & mL

U0 Test items Specifications

&.e.6 | [dentification test m’mﬂi’mmuﬁizﬂu finished product specification
<ol | Usuusiendnny «c - @o&.o % labeled amount of lopromide
&o.o | pH v.d -0

e.e.c | Sterility test mm&hum’mﬁs:ﬁﬂu finished product specification
<..& | Bacterial endotoxin Not more than e.o& USP Endotoxin unit/mL
@.a.p | Volume in Container mimmum’mﬁssulu finished product specification
.0 | Particulate matter maﬁamumuﬁ'izﬂu finished product specification
c.a.c | Free lodine ms’aﬁlmumuﬁizﬂu finished product specification
@.o.« | Limit of free iodide mmmumuﬁizﬂu finished product specification
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h) Test items Specifications

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

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

&®.0b | Isomer distribution m’sﬁ]&humuﬁsxﬂu finished product
specification
&e.0m | Heavy metals Not more than c.colb%
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o, fieenedesiudunnmaeenannndusiifuiildnads aafiszulu Finished
product specification Wag Drug substance specification
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& WDNATAAA MBI TIAN (Fuunameany)

&.n.0 HAMIATIIATIERAMNWHANSITEd 1593 UveHAR (Certification of analysis
of finished product) lugnjufidadusietis
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(Good distribution practice for pharmaceutical products, GDP)
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&0 nieiausliliensiuwuy (Original drugs) fesiienansnanisiinu Bioequivalence
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. mﬁwqi’wagﬂuﬂdm Biopharmaceutics Classification System (BCS) Class e %38 &
5. gfideinisdnuiuau (Narrow therapeutic index drugs)
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& .o Lonansvionmanefiuand mdninasinsfiusnuien (Good storage practice for
pharmaceuticals, GSP) #11 WHO Guideline oo
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distribution practice for pharmaceutical products, GDP) @1 WHO Guideline boo®
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