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Foen lobitridol UM &o mL

YUIANRBINTS

AauAVIalY ®.

AMANYTIANTY

e A3 & 9

WHuansiussdudin lodinated contrast media fimuidutuve’ lodine edo mg/mL
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Generic product use (GPV) slox@oa

Identification test

Assay (lodine content)

pH

Extractable volume
Particulate matter

&.e Particulate 2 @o pm
& Particulate > @o pm
&.an Particulate 2 lo& pm
&.& Particulate 2 o& pm
Purity test

o.e lodides

Absorbance @&o nm
Identification test of excipients
&.@ Sodium calcium edetate
.o Tromethamine

Assay of excipient

. Sodium calcium edetate

®o. Sterility test

®®. Bacterial endotoxins

AVD.. o, U3251UNTTUMS

‘ - ay . L
(WBLALAND UANIEING)

(WNaMIINg Auanes)

6478 ﬁ?m 0% V5535

A UL ST MUY
men.en — . Y%w/V
. - oD

®00o - @@o % nominal Vol

< lo&/mL #i volume > @oo mL
< 9,000/U0

< evmL 7 volume > @oo mL
< oo/

Not more than &o pg/mL
Not more than o.ec

Positive
Positive

0.006 — 0.06l® %W/V
MY
Not more than @ EU/mL

SR T 2 NSNS
(W3 nauygun)
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