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3.1 Finished product specification: Sodium chloride injection USP 2025
k) Test items Specifications
1 | Identification Meet the requirement
2 | Assay 95.0-105.0 % of the L.A. of sodium chloride
3 | pH 4.5-7.0
4 | Impurities
- iron Not more than 2 ppm
5 | Particulate matter -UUIR = 10 um ladifiu 6,000/container
-YUIA = 25 pm LAy 600/container
6 | Bacterial endotoxins Not more than 0.5 EU/ml
7 | Sterility Meet the requirement
8 | Volume in container 100.0- 110.0 % labeled amount
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3.2 Drug substance specification: Sodium chloride USP 2025
U9 Test items Specifications
1 | Identification Meet the requirement
2 | Assay 99.0-100.5 % of sodium chloride, calculated
on dried basis
3 | Impurities
- Aluminum Not more than 0.2 ppm
- Arsenic Not more than 1 ppm
- Barium Meet the requirement
- Ferrocyanides Meet the requirement
- lodides Meet the requirement
- Iron Not more than 2 ppm
- Bromides Not more than 100 ppm
- Phosphates Not more than 25 ppm
- Potassium Not more than 500 ppm
- Magnesium and alkaline earth metals | Not more than 100 ppm, calculated as Ca
- Nitrites Absorbance is NMT 0.01
- Sulfate Not more than 200 ppm
4 | Appearance of solution Clear and colorless
5 | Acidity or alkalinity Meet the requirement
6 | Loss on drying Not more than 0.5%
7 | Bacterial endotoxins Meet the requirement
8 | Sterility Meet the requirement
3.3 Finished product specification: Sodium Chloride Infusion BP 2025
i Test items Specifications
1 | Identification Meet the requirement
2 | Assay 95.0-105.0 % of the L.A. of sodium chloride
3 | Bacterial endotoxins Not more than 0.25 IU/ml
4 | Sterility Meet the requirement
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49 Test items Specifications
5 | Particulate matter -QUR > 10 pm i 6,000/container
19 2 25 um Jdfiu 600/container
6 | Volume in container 101.0- 110.0 % labeled amount
3.4 Drug substance specification: Sodium chloride BP 2025
k) Test items Specifications
1 | Identification Meet the requirement
2 | Assay 99.0-100.5 % (dried substance)
3 | Solubility Meet the requirement
4 | Appearance of solution Clear and colorless
5 | Acidity or alkalinity Meet the requirement
6 | Impurities
- Bromides Not more than 100 ppm
- Ferrocyanides Meet the requirement
- lodides Meet the requirement
- Nitrites Meet the requirement
- Phosphates Not more than 25 ppm
- Sulfates ' Not more than 200 ppm
- Aluminium Not more than 0.2 ppm
- Arsenic Not more than 1 ppm
- Barium Meet the requirement
- Iron Not more than 2 ppm
- Magnesium and alkaline-earth metals | Not more than 100 ppm
- Potassium Not more than 500 ppm
7 | Loss on drying Not more than 0.5%
8 | Bacterial endotoxins Less than 5 1U/g
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3.5 NAN15M5233LA51¢H Elemental impurity %383 Risk assessment report (EaanesUsENU)
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