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ANANYALVD YN
lohexol 300 mg/mL (15 ¢/50 mL) solution for injection, 50 mL
(GPU 563587)

o
1. %98 lohexol 300 mg/mL solution for injection, 50 mL
2. AuandAnaly
&J lcialat = < 1 ] ot =
2.1 Juuuy \Duansavareusmaniela Lifidfdivaesseu dmsuia

2.2 dyudsznau  asazaiw 1 mL Usznaumiedaen lohexol 647 mg
(Wsuwinu3ue lodine 300 me)
23 MupUssy  UTISlUABUEUTIUTIEINAeTIUnain, 1uAuTIy 50 mL
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Nﬂﬂ’]‘im'i'JﬁLﬂ‘i']Sﬁﬂmmmﬂulﬂmu Finished product specification uag Drug substance
specification 919899 nLdYR Ut uieaty Telsaansdeudonmuenssunisanmisuazen
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Finished product specification

U9 Test items Specifications
1. | Identification MUY Finished Product Specification
2. | Assay 95.0 - 105.0% of the labeled amount of iohexol
3. | Bacterial endotoxins Not more than 0.2 USP EU/50 me of iodine
4. | pH 6.8-17.7
5. | Particulate matter
' - 2 10um Not more than 6,000 count/container
- 2 25pm Not more than 600 count/container
6. | Free iodide Not more than 0.02% based on the content of
iohexol
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U8 Test items Specifications
7. | Impuirities
- O - alkylated compounds Not more than 0.6%
- Any other individual impurity Not more than 0.1%
- Total impurities Not more than 0.3% (excluding O - alkylated
compounds)
8. | Sterility M329WUA Finished Product Specification
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lopamidol 30.62 g/ 50 ml solution for injection, 50 ml
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2.1 guuuu

2.2 @musenau
2.3 MVULUITTY

2.4 287N

(GPU 786131)
lopamidol 30.62 g/ 50 ml solution for injection, 50 ml

Wuaasiiu Fafiuuudsimainuszy (Nonionic water soluble contrast

medium) fifllelefuduasdusenau Wussmanide (sterile) dmiudn

anwuglalyild

arsazay 1 ml Usenausiasien lopamidol 612.4 mg (30.62 ¢/ 50 ml)

ussglunmusussgunannitelnaiinuasussylundesnsyauudonivus

Al YuIAUTIY 50 ml
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3. auauvAnumeaina

Naﬂ’ﬁm’nﬁLﬂ'ﬁ'}sﬁﬂmmm@u\wmm Finished product specification iag Drug substance
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Finished product specification

D)

Test items Specifications

1 | Identification

M5996 A Finished Product Specification

2 | Assay 95.0 - 105.0% of the labeled amount of
iopamidol
3 | Bacterial endotoxins Not more than 0.6 USP EU/mg of iodine
4. | Sterility ATIUAIY Finished Product Specification
5. | pH 6.5-7.5
6. | Particulate matter
- 2 10um Not more than 6,000 count/container
- 2 25um Not more than 600 count/container
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) Test items Specifications
Free iodine Absent
8. | Free iodide Not more than 3.1 mL of 0.001 N silver nitrate
(0.04 mg of iodide per mL)
9. | Free Aromatic Amine Not more than 0.05%
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