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3.1 Finished product specification: Pravastatin sodium

4o Test items Specifications

1 Identification Meet the requirement

2 | Assay 95.0-105.0% of the labeled amount of pravas-

tatin sodium

3 | Dissolution test > 80% (Q) dissolved in 30 minutes

4 | Uniformity of mass Meet the requirement

5 | Loss on drying Not more than 6.0%

6 | Related substances ‘
- RMS-414 (Pravastatin lactone) | - Not more than 2.0% of pravastatin sodium
- RCT-195 - Not more than 1.0% of pravastatin sodium
- Unidentified (total) - Not more than 1.0% of pravastatin sodium
- total - Not more than 3.0% of pravastatin sodium
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3.2 Drug substance specification: Pravastatin sodium EP

4o Test items Specifications
1 Identification Meet the requirement
2 | Appearance of solution Meet the requirement
3 | pH | 72-90
4 | Uniformity of mass Meet the requirement
5 | Related substances
- Impurity A - Not more than 0.3%
- Impurity B - Not more than 0.2%
- Impurity C - Not more than 0.2%
- Impurity D - Not more than 0.2%
- Impurity E - Not more than 0.2%
- Impurity F - Not more than 1.5%
- Impurity G - Not more than 1.5%
- Unspecified impurities - Not more than 0.1%
- Total impurities - Not more than 0.6%
6 | Heavy metals Not more than 20 ppm
Water Not more than 4.0%
Assay 97.0-102.0% of pravastatin sodium
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