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Salmeterol xinafoate 25 mcg + Fluticasone Propionate 250 mcg Evohaler (MDI), 120 dose
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3.1 Finished product specification :

75.5-92.5 % L.A. of Salmeterol

fa . TestItems BP 2016  USP 39 - NF34
Identification AT #IIY
2 | Ysunaudenddy 79.0-97.0 % L.A. of Fluticasone 88.0-112.0 % L.A. of Fluticasone
propionate propionate

88.0-112.0 % L.A. of Salmeterol
xinafoate

Uniformity delivered dose

ATIINTY

ATIVY

Aerodynamic size distribution

AN

AN

Related substance

Fluticasone propionate
- Impurity D, G : NMT 0.30%

peak : NMT 0.20%
- Total impurities : NMT 1.20%

Salmeterol

- The area of any other secondary

- The area of any other secondary

- Salmeterol-N-alkyl : NMT 0.20%
- Any unspecified degradation
product : NMT 0.10%

- Total degradation product : NMT
0.20%
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48 Test ltems

BP 2016

USP 39 - NF34

peak : NMT 0.20%
- Total impurities : NMT 0.50%

6 | Microbial enumeration tests

and specified microorganisms

- Total aerobic microbial count :
NMT 10 cfu/e

- Total aerobic yeast and molds
count : NMT 10 cfu/g

7 | Foreign particulate matters
- Size < 10 mem

- Size 10 - 100 mcm

- Size > 100 mem

- Total

NMT 140 particles/dose
NMT 50 particles/dose
NMT 5 particles/dose
NMT 185 particles/dose

3.2 Drug substance specification:

3.2.1 Fluticasone propionate

fo Test ltems BP 2016 USP 39 - NF34
1 | Identification ATIINU ATIINY
2 | Ysuaudaendaey 97.0-102.0 % 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 ,
NMT 0.30%

-Impurity A, B, C, E, F, H, I : for
each impurity , NMT 0.20%

- Impurity with relative retention
of about 1.23 : NMT 0.20%

- Any other impurity : NMT 0.10%
- Total : NMT 1.20%

- Related compound A : NMT 0.2%
- Related compound B, C : for
each impurity, NMT 0.10%

- Related compound D, E : for
each impurity, NMT 0.30%

- Any individual unspecified
impurity : NMT 0.10%

- Total impurities : NMT 1.0%
(include all impurity peaks greater
than or equal to 0.05%)

Acetone NMT 1.0% NMT 1.0%
7 | Water NMT 0.5% NMT 0.2%
3.2.2 Salmeterol xinafoate
da| Testltems | BP2016 USP 39 - NF34
1 | Identification e TAR AN
2 | Ysunausaeddgy 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 | Resisdue on ignition - NMT 0.10%
6 | Related substance - Impurity D, G : for each impurity , | - Salmeterol related compound A
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1o  Testltems BP 2016 USP 39 - NF34
NMT 0.20% : NMT 0.2%
- Unspecified impurities : for each | - Salmeterol-phenylethoxy : NMT
impurity, NMT 0.10% 0.10%
- Total : NMT 0.50% - 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%
7 | Water NMT 0.50% NMT 0.25%
8 | Sulfated ash NMT 0.10% -
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