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budesonide 160 mcg/1 dose + formoterol fumarate dihydrate 4.5 mcg/1 dose

inhalation powder
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3.1 Finished product specification:

UD Test Items Specifications
3.1.1 Identification Meet the requirement
312 Assay Budesonide: 351-429 mg/g

Formoterol: 9.9-12.1 mg/g

3.13 Uniformity of delivered dose Meet the requirement
3.14 Particle size Meet the requirement
3.1.5 Delivered dose Meet the requirement

3.1.6 Budesonide-Degradation products

- Individual unspecified Not more than 0.2%

0
- Total degradation products Not more than 1.0%

3.1.7 Formoterol fumarate dihydrate-
Degradation products

- Individual unspecified Not more than 0.4%

0
- Total degradation products Not more than 1.0%
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4.1 Long term stability ANABIEEN

4.2 In-use stability N/A
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