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lohexol 300 mg/ml solution for injection, 50 ml

Fown lohexol 300 mg/ml solution for injection, 50 ml
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3. puanUAnamaila
3.1 Finished product specification: lohexol injection ( USP 40 )

9@ | Test items Specifications
Identification Meet the requirements
2 | Assay 95.0 - 105.0% of the labeled amount of iohexol
3 | Bacterial endotoxins Not more than 0.2 USP Endotoxin Unit per 50
mg of iodine
4 | pH 6.8 -7.7
5 | Particulate matter Meet the requirements
6 | Free iodide Not more than 0.02 % of iohexol
7 | Impurities
- Individual impurities - Not more than 0.6 % of O - alkylated
compounds
- Not more than 0.1 % of any other
individual impurity
- Total impurities - Not more than 0.3 % ( excluding O -
alkylated compounds )
8 | Sterility Meet the requirements
Uniformity of dosage units Meet the requirements
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3.2 Drug substance specification: lohexol ( USP 40 )

98 | Test items Specifications
1 | Identification Meet the requirements
2 | Assay 98.0 - 102.0% of iohexol (on the
anhydrous basis)

3 | Heavy metals Not more than 20 ppm
4 | Limit of Free aromatic amine Not more than 0.05 %
5 | Limit of Free iodide Not more than 0.001 %
6 | Limit of 2-methoxyethanol Not more than 20 mcg/g
7 | Limit of 3-chloropropane-1,2-diol Not more than 0.0025 %
8 | Related compounds

- Any individual impurity Not more than 0.1 %

- O - alkylated compounds Not more than 0.6 %

- Total impurities excludine O - alkylated Not more than 0.3 %

compounds
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Desflurane 100 % solution 240 ml

1. %atﬂ Desflurane 100 % solution 240 ml
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HanInTAseiRun L uluRu finished product specification wag drug
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3.1 Finished product specification: Desflurane 100 % solution (USP 37)

98 | Test items Specifications

1 | Identification Meet the requirements

2 | Assay 99.7 - 100.0% of the labeled amount of

desflurane

3 | Limit of Non-volatile residue Not more than 0.01%

4 | Limit of Antimony Not more than 3 mcg/g

5 | Limit of Fluoride Not more than 0.001%
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48 | Test items Specifications

6 | Related compounds

- Isoflurane Not more than 0.2%
- Dichlorofluoromethane Not more than 0.01%

- Desflurane related compound A | Not more than 0.1%

- Chloroform Not more than 0.006%
- Trichlorotrifluoroethane Not more than 0.001%
- Dichloromethane Not more than 0.001%
- Trichlorofluoromethane Not more than 0.001%
- Acetone Not more than 0.01%

3.2 Drug substance specification: Desflurane (USP 37)

wamim%ﬁmmﬁﬁﬂmmwL'fJuIUm:u raw material specification
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