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3.1 Finished product specification:

VD Test Items Specifications
3.1.1 | Identification Meet the requirement
3.1.2 | Assay
- Alendronic acid 95 - 105% of labeled amount
- Colecalciferol 95 - 105% of labeled amount
3.1.3 | Content of uniformity Meet the requirement
3.1.4 | Dissolution Meet the requirement
3.1.5 | Water content NMT 4.0%

3.1.6 | Impuirities

- Trans-Vitamin D3 NMT 0.6%
- (8-Vitamin D3 Ester NMT 0.4%
- C10- Vitamin D3 Ester NMT 0.2%
- Any other individual deg NMT 0.2%
- Total ester impurities NMT 0.6%

- Total other impurities NMT 1.2%
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