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3.1 Finished product specification:
b} Test Items Specifications
1 | Identification Meet the requirements
2 | Assay 95.0 —105.0% of Fluticasone furoate
3 | pH 50-7.0
4 | Preservative content (%)
- Benzalkonium chloride 90.0-110.0
- Disodium edetate 90.0 - 110.0
5 | Mean dose delivered (Jg/spray)
- beginning of bottle 23.4 - 31.6
- end of bottle 234-1316
6 | Droplet size distribution by laser diffraction
- Mean D10 (lm) 20-40
-Mean D50 (im) 40 - 110
7 | Number of medicated sprays not less than 120 sprays
8 | Weight of content (g) 9.5-10.5
9 | Microbial limits Meet the requirements
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