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lobitridol 65.81 g in 100 ml solution for injection
9IuU 5,500 Vials
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1. Hoen lobitridol 65.81 g in 100 ml solution for injection
2. AmautAialY
2.1 jUiuu Juasevaeusmeinide Ta Lild
2.2 @ndsenou U 1 vial Useneusiesagn iobitridol 658.1 mg fﬁaﬁmgaﬁ'v lodine
300 mg luUSuwsuTsy 100 mi
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3.1 Finished product specification : Iobitridol 65.81 g in 100 ml solution for

injection
%2 Test items specification
1 | Identification ATITHI
2 | YSunwusnendéigy ATIVUIU
3 | Bacterial endotoxins W38 Pyrogens AU
4 | pH ATV
5 | Sterility RIITU
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v Test items specification

6 | Particulate matter

- Size = 10 pm NMT 6,000 particles/container
- Size 2 25 pm NMT 600 particles/container
7 | Volume in container 100 - 110 % of LA

WNEWA - NMT = Not more than
- nasifavsfoundininiu waive) manrnasuirisinenmsls Wuuanenaavdngudendm Alé5
ayliRemeY
- Drug substance specification RinsananluiiaTevivasgnda drug substance wisluliasev drug
substance tewudnurdniagy athilaatonds ddimnsienzinsuynhfetidwue
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