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3.1 Finished product specification: USP

D) Test Items Specifications
1 | Identification Meet the requirements
2 | Assay
-Content of Fluticasone propionate per actuation 88.0 - 112.0%
-Content of Salmeterol per actuation 88.0 - 112.0%
Aerodynamic Size Distribution Meet the requirements
4 | Delivered-Dose Uniformity Meet the requirements

5 | Organic Impurities

- Salmeterol-N-alkyl Not more than 0.2%
- Any unspecified degradation product Not more than 0.1%
- Total degradation products Not more than 0.2%
6 | Microbial Enumeration Tests and Tests for specified Meet the requirements
Microorganisms
7 | Foreign Particulate matter Meet the requirements
8 | Number of deliveries per inhaler Meet the requirements

3.1 Finished product specification: BP

4o Test Items Specifications

1 | Identification Meet the reguirements

2 | Assay
-Content of fluticasone propionate 79.0 - 97.0%
-Content of Salmeterol 755 - 92.5%
Uniformity of delivered dose Meet the requirements
Fine particle dose Meet the requirements
- Salmeterol
- Fluticasone propionate

5 | Number of deliveries per inhaler Meet the reguirements
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U8 Test Items Specifications
6 | Related substances For Fluticasone Propionate
- Impurities D Not more than 0.3%
- Impurities G Not more than 0.3%
-Any other impurity Not more than 0.2%
-Total impurities Not more than 0.2%
3.2 Drug substance specification :Fluticasone Propionate USP
12 Test ltems Specifications
1 | Identification Meet the requirements
2 | Assay 98.0 - 101.0% of flucasone Propionate (on the
anhydrous, solvent-free basis)
3 | Organic Impurities
- Fluticasone propionate related compound A Not more than 0.2%
- Fluticasone propionate related compound B Not more than 0.2%
- Fluticasone propionate related compound C Not more than 0.1%
- Fluticasone propionate related compound D Not more than 0.3%
- Fluticasone propionate related compound E Not more than 0.3%
- Any individual unspecified impurity Not more than 0.1%
- Total impurities Not more than 1.0%
4 | Limit of acetone Not more than 1% (w/w)
5 | Specific rotation/optical rotation Between +32° to +36° (on the anhydrous,
solvent-free basis)
6 | Water Not more than 0.2%
3.2 Drug substance specification :Fluticasone Propionate BP
49 Test ltems Specifications
1 | Identification Meet the reguirements
2 | Assay 97.0 - 102.0% of the labeled amount of fluticasone
propionate (anhydrous substance)
3 | Specific rotation/optical rotation 32.0° - 36.0° (anhydrous substances)
4 | Related substances
-Impurities D, G Maximum 0.3% (each impurity)
-Impurities A, B, C, E, F, H , | Maximum 0.2% (each impurity)
-Impurities with relative retenticnof about 1.23 Maximum 0.2%
- Any other Impurity Maximum 0.1%
- Total impurities Maximum 1.2%
Acetone Maximum 1.0%
Water Maximum 0.5%
3.2 Drug substance specification : Salmeterol Xinafoate USP
b} Test Items Specifications
1 | Identification Meet the requirements
2 | Assay 98.0 - 102.0% of the labeled amount of Salmeterol
Xinafoate
3 | Inorganic Impurities
- Residue on ignition Not more than 0.1%
4 | Specific rotation/optical rotation -0.5" to +0.5° (on the anhydrous and solvent-free basis)
5 | Water determination Not more than 0.25%
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1o Test Items - Specifications

6 | Organic Impurities
- Salmeterol related compound A Not more than 0.2%
- Salmeterol-phenylethoxy Not more than 0.1%
- Salmeterol-phenylpropoxy Not more than 0.1%
- Salmeterol-0-alkyl Not more than 0.3%
- Salmeterol related compound B Not more than 0.1%
- Salmeterol-deoxy Not more than 0.2%
- Salmeterol-N-alkyl Not more than 0.2%
- Any unspecified impurity Not more than 0.1%
- Total unspecified impurities Not more than 0.2%
- Total impurities Not more than 0.9%

3.2 Drug substance specification : Salmeterol Xinafoate BP

4o Test ltems Specifications
1 | Identification Meet the requirements
2 | Assay 97.5 - 102.0% of the Labeled amount of Salmeterol

Xinafoate (anhydrous substance)

3 Related substances

- Impurities D, G (each impurity) Maximum 0.2% (each impurity)
- Unspecified impurity (each impurity) Maximum 0.1% (each impurity)
- Total impurities Maximum 0.5%
Sulfated ash Not more than 0.1%
5 | Water Not more than 0.5%
VA ©
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