USP Ph.

Globe Reference:
CUSP 5010142

. 3H20

H2N

Formula

C4H1:NNaO;P5 . 3H,O
Mr = 325,12

Action and use

Bone reposition inhibitor

e Loss on dried

e Heavy metals

e Chromatographyc purity
e Impurity aech

e Impurities total

Characteristics
White powder, odorless
- Conform
e Solubility
Identification
A. Infrared Absorption Conform
B. Sodium Conform
Essays

Between 16.1 a 17.1 per cent
Not more than 0.001 per cent

Not more than 0.1 per cent
Not more than 0.5 per cent

Assay

e Alendronate Sodium Trihydrate in g
by 100 g calculated on the dried

98.0 to 102.0 per cent

basis
Storage In well — closed containers and protected form light and moisture
Packaging 40 Kg fiber drum with double polyethlene bags with desiccant.
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