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3.1 Finished product specification:

D) Test Items Specifications

1 | Identification Complied with finished product specification

2 | Assay 90.0 — 110.0% of the labeled amount of Alfacalcidol
3 | Uniformity of dosage units* Complied with finished product specification

4 | Disintegration Within 30 minutes

5 | Microbiological purity Complied with finished product specification
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3.2 Drug substance specification: Alfacalcidol BP

U8 Test Items Specifications
1 | ldentification Meet the requirements
2 | Assay 97.0 — 102.0% of Alfacalcidol

3 | Related substances

- Impurities A, B - Not more than 0.5%
- Impurities C or Other detachable - Not more than 0.10%
impurities

- Total impurities - Not more than 1.0%
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alfacalcidol 0.25 mcg capsule, soft, 1 capsule
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