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Salmeterol xinafoate 50 mcg + Fluticasone Propionate 250 mcg/1dose Inhalation Powder
60 dose inhalations, pre dispensed
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3.1 Finished product specification : Fluticasone Propionate and Salmeterol Inhalation

Powder
1 | Identification ATITNIU #3IU
2 | Ysunaudnendndin 94.0-107.5 % L.A. of Fluticasone 90.0-110.0 % each for Fluticasone
propionate propionate and Salmeterol
92.5-107.5 % L.A. of Salmeterol
Uniformity delivered dose ATIINIUY ATIINUY
Aerodynamic size distribution | - ATIANIU
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5 | Related substance (Organic | Fluticasone propionate - Salmeterol-N-alkyl : NMT 0.20%
impurities) - Impurity D, G : NMT 0.30% - Salmeterol related compound H :
- The area of any other secondary | NMT 0.9%
peak : NMT 0.20% - Any fluticasone propionate related
- Sum of the areas of all unspecified degradation product :
secondary peaks : NMT 1.20% NMT 0.10%
- Disregard any peak with an area - Any salmeterol related unspecified
less than half the area of the peak | degradation product : NMT 0.1%
: NMT 0.1% - Total degradation products : NMT
Salmeterol 1.30%
- The area of any other peak :
NMT 2.5%
- The area of any other secondary
peak : NMT 0.20%
- Sum of the areas of any other
secondary peaks: NMT 1.09%
6 | Microbial enumeration tests - - Total aerobic microbial count :
and specified microorganisms NMT 10 cfu/g
- Total aerobic yeast and molds count
: NMT 10 cfw/g
7 | Foreign particulate matters
- Size < 10 mcm - - NMT 200 particles/dose
- Size 10 - 100 mcm - NMT 100 particles/dose
- Size > 100 mcm - NMT 10 particles/dose
- Total - NMT 300 particles/dose
3.2 Drug substance specification:
3.2.1 Fluticasone propionate
Testhems | BP2019 USP39-NF34
1 | Identification NI ATIIY
2 | Usuneudendifgy 97.5-102.0 % L.A. of Fluticasone 98.0~101.0 % L.A. of Fluticasone
propionate (anhydrous substance) | propionate (anhydrous substance)
3 | Appearance White or almost white powder -
4 | Specific optical rotation +32 to +36 (anhydrous substance) +32° to +36°
Related substance - Impurity D, G : for each impurity, | - Related compound A : NMT 0.2%
NMT 0.30% - Related compound B, C : for each
- Impurity C : NMT 0.20% impurity, NMT 0.10%
- Unspecified impurities : for each | - Related compound D, E : for each
impurity, NMT 0.1% impurity, NMT 0.30%
- Total : NMT 0.80% - Any individual unspecified impurity
: NMT 0.10%
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NMT 0.20%

- Unspecified impurities : for each
impurity, NMT 0.10%

- Total : NMT 0.50%

- Reporting threshold : NMT 0.05%
Disregard the peak due to xinafoic
acid

- Reporting threshold : NMT 0.05% | - Total impurities : NMT 1.0%
(Reference solution (b)) (include all impurity peaks greater
than or equal to 0.05%)
Acetone NMT 1.0% m/m NMT 1.0%
7 | Water NMT 0.5% NMT 0.2% (Method 1)
3.2.2 Salmeterol xinafoate
9 Tedems | Bp20ls | Uspdo o NP
1 | Identification 73296 AT
2 | USuaudnendinny 97.5-102.0 % L.A. of Salmeterol 98.0-102.0 % L.A. of Salmeterol
xinafoate (anhydrous substance) xinafoate (calculated on the water
and solvent-free basis)
3 | Appearance White or almost white powder -
4 | Optical rotation - -0.5" to +0.5°
5 | Residue on ignition - NMT 0.10%
6 | Related substance - Impurity D, G : for each impurity, | - Salmeterol related compound A :

NMT 0.2%

- Salmeterol-phenylethoxy : NMT
0.10%

- Salmeterol-phenylpropoxy : NMT
0.10%

- Salmeterol-O-alkyl : NMT 0.30%

- Salmeterol related compound B :
NMT 0.10%

- Salmeterol-deoxy : NMT 0.20%

- Salmeterol-N-alkyl : NMT 0.20%

- Any unspecified impurity : NMT
0.10%

- Total unspecified impurities : NMT
0.20%

- Total impurities : NMT 0.90%

Water

NMT 0.50%

NMT 0.25% (Method 1)

8 | Sulfated ash

NMT 0.10%

3.3 Risk Assessment Report for Elemental Impurities (ihdndatana1susznav)
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