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3.1 Finished product specification
v
tJo Test items Specifications

USP 41

1 ldentification Meet the requirement

2 Assay 93.0 - 105.0%o of the labeted amount of

Otmesartan medoxomiL

3 Uniformity of Dosage unit Meet the requirement

4 DissoIution rrfi er{ r{n n r :a s ar ur or d'r fl rtilfio u n'i r 75olo (Q) t or
-drJBrLrru6'rurfiruuluaa1fl nlutur?a1 30 urfi

5 Organic lmpurities;

- Olmesartan

- Otmesartan dimer

- Olefinic impurity

- Any unspecifled degradation product

- Total deqradation product
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3.2 Drug substance specification

10 Test items Specifications

USPdo

I ldentification Meet the requirement

2 Assay 98.5- I0I.5o/o of Olmesartan

medoxomil (on the anhydrous

solvent free basis)

3 Organic impurities

- Otmesartan

- Otmesartan medoxomil related compound A

- Otefinic lmpurity

- N-al,kyl. lmpurity

- Any other individuaI unidentified impurity

- Totat lmpurities
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4 Residue on lqnition hilfru O.toZo

5 Limit of Acetone (tirfi) trirfiu 0.60lo

6 Water determination trirfiu 0.5olo
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