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Fluticasone furoate 27.5 mcg nasal spray, suspension, 120 doses
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1. Foen Fluticasone furoate 27.5 mcg nasal spray, suspension
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3.1 Finished product specification:

UD Test Items Specifications
3.1.1 Identification Meet the requirement
312 Assay 95.0% - 105.0 % of the labeled amount
313 Preservative content
-Benzalkonium chloride 90.0-110.0%
-Disodium edetate 90.0-110.0%
3.14 Delivered Dose Uniformity of Meet the requirement

Fluticasone Furoate

3.15 Mean dose delivered from beginning 23.4-31.6
and end of bottle (mcg/spray)

3.1.6 pH 5.0-7.0




3.1.7 Microbial limit test

- Total aerobic microbial limit count Not more than 100 cfu/g
- Total combined molds and yeasts Not more than 10 cfu/g
count

- Pseudomonas aeruginosa Absent

- Staphylococcus aureus

Absent

3.19

Droplets size distribution

Meet the requirement

3.1.9

Number of sprays

NLT the label claim
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4.2 In-use stability N/A
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Heavy metal %38 Elemental impurities (Risk
assessment report)
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