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brinzolamide 1 ¢/100 mL + timolol 500 mg/100 mL eye drops, suspension
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3.1 Finished product specification:

h) Test Items Specifications
3.1.1 | Identification Meet the requirement
3.1.2 | Assay

- Brinzolamide 95.0 - 105.0%
- Timolol maleate 95.0 - 105.0%
- Benzalkonium chloride 90.0 - 110.0%
- Di-Sodium Edetate 90.0 - 110.0%
3.1.3 | pH 6.7-17.7
3.1.4 | Particulate contamination Meet the requirement

3.1.5 | Sterility Meet the requirement

3.1.6 | Impurities
- Any single unspecified Impurity < 0.3%
- S-lsomer < 1.5%
- Total impurities (D+1) < 1.0%
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