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Salmeterol xinafoate 25 mcg + Fluticasone Propionate 250 mcg Evohaler (MDI), 120 dose
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2.1 gUuuu \ugmuganadan suuuy inhaler Ysimaan Alcohol
2.2 dyulsenay lu 1 dose Uszneusiese Salmeterol xinafoate fsiyarty
Salmeterol 25 mcg + Fluticasone propionate 250 mcg
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NamimﬁﬁﬁLﬂ’iwﬁﬂmmwﬂﬂﬂmu Finished product specification Wag Drug substance
specification fg19Bsanundusnfuaduiionty Faldeansfourodinmungenssumsemsuasen
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3.1 Finished product specification :

89|  Testltems : BP2016 |  USP39-NF34
Identification NIV NI
2 | YSundenddny 79.0-97.0 % L.A. of Fluticasone 88.0-112.0 % L.A. of Fluticasone
propionate propionate
75.5-92.5 % L.A. of Salmeterol 88.0-112.0 % L.A. of Salmeterol
xinafoate
Uniformity delivered dose ATINIU AT
Aerodynamic size distribution | - TR AR
Related substance/ Organic | Fluticasone propionate - Salmeterol-N-alkyl : NMT 0.20%
impurities - Impurity D, G : NMT 0.30% - Any unspecified degradation
- The area of any other secondary | product : NMT 0.10%
peak : NMT 0.20% - Total degradation product : NMT
- Sum of the areas of all 0.20%

secondary peaks : NMT 1.20%

- Disregard any peak with an area
less than half the area of the peak
- NMT 0.1%
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h) Test Items BP 2016 USP 39 - NF34

Salmeterol

- The area of any other secondary
peak : NMT 0.20%

Sum of the areas of all secondary
peaks : NMT 0.50%

- Disregard any peak with an area
less than half the area of the peak

: NMT 0.1%
6 | Microbial enumeration tests - - Total aerobic microbial count :
and specified microorganisms NMT 10 cfu/g
- Total aerobic yeast and molds count
- NMT 10 cfu/g
7 | Foreign particulate matters
- Size < 10 mecm - NMT 140 particles/dose
- Size 10 = 100 mcm NMT 50 particles/dose
- Size > 100 mcm NMT 5 particles/dose
- Total NMT 185 particles/dose
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