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745100, 740049: Ispaghula husk 3.5 ¢ granules for oral solution, sachet
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2.1 Finished product specification (BP2021)

98 | Test ltems Specifications

1. Identification Meet the requirement

2. Uniformity of weight Meet the requirement

3. Rang of mean weight 4.62 - 5.38 g/Sachet

a. Swelling index Not less than 40 ml/ 1.43 ¢
5. Ash Not more than 4.0 %

2.2 Specification of Active pharmaceutical ingredient (API): BP2021

4o | Test Items Specifications
1. Identification ‘ Meet the reqguirement
2, Foreign matter Not more than 2%
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3. Loss on drying Not more than 12%

4. Total ash Not more than 4%

b Swelling index Not less than 40 ml/g
eIV NMT = not more than

- Drug substance specification #a1sananluiinsgivesgnde drug substance u3a Tudiasizy
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