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1. USumudnengnniy

99.0 - 101.0% (Dried substance)

98.0 - 102.0% (calculated on the dried basis)

2. Identification

AT IUAE3T Infrared absorption

729 UGL3T Infrared absorption

spectrophotometry
3. Appearance of solution AU -
4. pH 50-7.0 50-7.0
5. Residue on ignition - NMT 0.1%

6. Impurity C

By Thin-layer chromatography
: NMT 0.5%

7. Related substances

By Liquid chromatography

- Impurity A : NMT 0.3%

- Impurity B : NMT 0.5%

- Unspecified impurities : NMT 0.10%
- Total : NMT 1.0%

- Disregard limit : NMT 0.05%

- Total impurities : NMT 0.5%

- Trospium chloride related compound B

1 NMT 0.15%

- Benzllic acid (trospium chloride related
compound A) : NMT 0.15%

- Any other individual impurity : NMT 0.10%

8. Limit of Trospium chloride

related compound C

NMT 0.1%

9. Loss on drying

NMT 0.5%

10. Sulfated ash

NMT 0.1%
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