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Theophylline sustained release tablet 200 mg
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3.1 Finished product specification : Prolonged-release theophylline tablet BP
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3.2 Drug substance specification

(A) Theophylline BP

¥ | Test items o bé;»aéiciﬁcavtionvs

1 Identification ATITUNY

2 | Assay 99.0 ~ 101.0% of theophylline (on the dried
substance)

3 | Acidity Not more than 1.0 ml of 0.01 M sodium hydroxide
is required to change the colour of the indicator to
yellow

4 | Related substances

-Impurities A, B, C, D (for Not more than 0.1%

each)

-Any other impurity (for each) | Not more than 0.1%

-Total impurities Not more than 0.5%
5 | Heavy metals Maximum 20 ppm
6 i Losson drying Maximum 0.5%
7 | Sulfated ash Maximum 0.1%
(B) Theophylline hydrate BP
49 | Test items Specifications
1 | Identification AT
2 | Assay 99.0 - 101.0% of theophylline (on the anhydrous
substance)
3 | Acidity Not more than 1.0 ml of 0.01 M sodium hydroxide

is required to change the colour of the indicator to

yellow
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Y2 | Test items Specifications
4 | Related substances . |
-Impurities A, B, C, D (for Not more than 0.1%
each)

-Any other impurity (for each) | Not more than 0.1%

-Total impurities Not more than 0.5%
5  Heavy metals Maximum 20 ppm
6 | Water 8.0 - 9.5%
7 | Sulfated ash Maximum 0.1%
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