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3.1 Finished Product specification (tosartan potassium tabtet)
3.1".1 ldentification Test

3.t.2 rJ3:rrru6'rarc{rri'cy

3.1.3 DissoLution test

3.1.4

3.1.5

Meet the requirement

95.0 - t05.0o/o of the LA. of losaftan potassium

Not less than 75%(Q) of the LA. of Losartan potassium

Not more than 0.5olo

Not more than 0.5%o

Not more than 1.0olo

is dissolved in 30 Minutes

Uniformity of dosage units Meet the requirement

Organic impurities

- 1 H-Dimer

- 2 H-Dimer

- Total impurities
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3.2 Raw material specification (tosartan potassium)

3.2.1 ldentification Meet the requirement

3.2.2 Assay 98.5 - iAt.}o/o of the L,A. of losartan potassium

3.3.3 Water Not more than 0.5%

3.3.4 Organic impurities

- individual impurity Not more than 0.20lo

- Total impurities Not more than 0.570
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