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AN BN IEUB9E lopromide Slee mg/ @ ml solution for injection;@oo ml

Tsanenunasonda

Y881 lopromide wlom Mg/ @ ml solution for injection;@co ml
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Finished preduct specification: lopromide olosn mg/ @ ml solution for injection; oo ml
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USPea

@ Identification Test

ATITN

b YSunsienddny

& c%-ao&.0% LA of iopromide

Bacterial endotoxins

g

NMT @.lb& USP endotoxin unit /ml

« Sterileity test ATV
& pH D.&-c2.0
b Free jodine NI

@ Free lodide

Litfiu go mcg of iodide per g of iopromide

@ Free Aromatic amine NMT o.le%
Fm N-acetyl compound NMT @.&%
L@EJ Isamer distribution Lm’aa}ﬁhu
Drug substance specification: lopromide
e T
AiGE USPes BP woao
Identification Test MDY MTIVNIY
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=.0% - eqolo.& %

ae.o% - eolb.o%

«  Alcohol

#

G

i3]

o Water determination NMT @.€% Maximum &.&%

& Residue on ignition NMT o.@% Ui
& Heavy metals NMT o.colb% Maximum eo ppm

o Free iodine AT

=  Free lodide NMT o.0o0kb% Maximum b ppm

& Free Aromatic amine | NMT o.0%

NMT 0.6% of CoHeOH
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rug substance specification: lopromide (7g)
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a AR USPaa BP koo j
oo N-acetyl compound NMT &.¢%
(lopromide related
compound B)
@@ Isomer distribution @X.o% - po.o% Ee-and Zb- | - Sum of iopromide isomer
isomers Ee and Za : €0.0% - €a.0%
- Sum of iopromide isomer
Ee and Zb : €«.0% - ©o.0%
@ Ordinary impurities NMT an.0%
N-acetyl compound oL
em Sulfated ash _ Maximum o.e%
e« Bacterial endotoxins Less than @.0 1U/g
e& Impurities Impurity A : NMTo.oa%
Impurity B : NMT &.&%
Impurity E : NMT o.&%
Unspecified NMT o.@0%
Impurity D« NMT e.0%
Impurity C : NMT 0.&%
| Impurity F : NMT o.%
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