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Calcitriol 0.25 mceg capsule
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3.1 Finished product specification:

48 Test Items Specifications
3.1.1 | Ildentification Meet the requirement
3.1.2 | Assay 90.0% — 110.0 % of the labeled amount
3.1.3 | Uniformity of dosage units* Meet the requirement
3.1.4 | Disintegration Not more than 30 minutes
3.1.5 | Impuirities Meet the requirement
3.1.6 | Microbial contamination Meet the requirement




3.2 Drug substance specification:

-Triazoline adduct of pre-calcitriol
-trans-Calcitriol

-1B-Calcitriol

-Methylene calcitriol

-Any unspecified impurity

-Total impurities

4o Test Items Specifications
3.2.1 Identification (IR/HPLC) Meet the requirement
322 Assay 97.0% - 103.0% on the dried basis
323 Water determination 3.5%-5.5%, as a monohydrate
3.24 Impurities

Not more than 0.1%
Not more than 0.25%
Not more than 0.1%
Not more than 0.25%
Not more than 0.1%

Not more than 1.0%
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4.1 Long term stability ANUDIEEN
4.2 In-use stability N/A
4.3 insfinen TE N/A
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metal %39 Elemental impurities (Risk assessment report)
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