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(@) Fluticasone Propionate and Salmeterol Inhalation Aerosol USP

Test ltems Specifications
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Identification Meet the requirement
Assay ®=.0 — @eb.o% of the labeled amount of

& |9

Fluticasone propionate
&e.0 - @aw.0% of the labeled amount of
Salmeterol as salmeterol xinafoate

am Aerodypa/mic size distribution Meet the requirement
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fo Test Items Specifications
& | Delivered-dose uniformity Meet the requirement
Organic Impurities
- Salmeterol-N-alkyl Not more than o.lb%
- Any unspecified degradation product | Not more than o.@0%
- Total degradation products Not more than o.lo%
b | Microbial Enumeration Tests and Tests | Meet the requirement
for specified Microorganisms
@ | Foreign Particulate matter Meet the requirement
& | Number of deliveries per inhaler Not less than elbo doses
(m) Fluticasone and Salmeterol Pressurised Inhalation, suspension BP
i Test ltems Specifications
@ | Identification Meet the requirement
o | Assay
- Content of fluticasone propionate | ex.o - «a.0% of the stated amount
- Content of salmeterol wé.& - lo.&% of the stated amount
o | Uniformity of delivered dose Meet the requirement
& | Related substances
For Fluticasone Propionate
- Impurities D Not more than o.m%
- Impurities G Not more than o.m%
- Any other Impurity Not more than o.lo%
- Total impurities Not more than &.0%
For Satmeterol
- Any other Impurity Not more than o.b%
- Total impurities Not more than ©.¢%
& | Fine particle dose
- Salmeterol Meet the requirements
- Fluticasone propionate Meet the requirements
o | Number of deliveries per inhaler Not less than eo doses
&l Drug substance specification

(@) Fluticasone Propionate USP

P

da Test [tems Specifications
® Identification Meet the requirement
v | Assay ®z.0 - @06.0% of the labeled amount of

Fluticasone Propionate (on the anhydrous,
solvent-free basis)
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0] Test Items Specifications
o | Organic Impurities
- Fluticasone propionate related | Not more than o.v%
compound A
- Fluticasone propionate related | Not more than o.a%
compound B
- Fluticasone propionate related | Not more than o.e%
compound C
- Fluticasone propionate related | Not more than o.m%
compound D
- Fluticasone propionate related | Not more than o.m%
compound E
- Any individual unspecified Not more than c.e%
impurity
- Total impurities Not more than @.0%
& | Limit of acetone Not more than &.0% (w/w)
& | Specific rotation/optical rotation | Between +mlo® and + ao® (on the anhydrous,
solvent-free basis)
o | Water Not more than o.b%

(n) Fluticasone Propionate BP/Ph Eur.

1]

? Test Items Specifications
@ | ldentification Meet the requirement
b | Assay &e.0 - ®olw.o% of the labeled amount of
Fluticasone Propionate (anhydrous substance)
o | Specific rotation/optical rotation | Between +mlo.o® and +mb.o® (anhydrous
substance)
& | Related substances
- Impurities D, G Maximum o.m% (each impurity)
- Impurities A, B, C, E, F, H , 1 Maxirnum o.9% (each impurity)
- Impurities with relative Maximum o.le%
retention of about e.lbm
- Any other Impurity Maximum o.a%
- Total impurities Maximum &.l8%
& | Acetone Maximum &.0%
o | Water Maximum o.&%
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(m) Salmeterol Xinafoate USP

i) Test kems Specifications

@ Identification Meet the requirement

b | Assay &%.0 - aob.o% of the labeled amount of
Salmeterol Xinafoate (on the water- and solvent-
free basis)

e | Residue on ignition Not more than o.e%

& | Organic Impurities
- Salmeterol related compound A | Not more than o.0%

- Salmeterol-phenylethoxy Not more than o.a%

- Salmeterol-phenylpropoxy Not more than o.e%

- Salmeterol-O-alkyl Not more than o.m%

- Salmeterol related compound B | Not more than o.e%

- Salmeterol-deoxy Not more than o.v%

- Salmeterol-N-alkyl Not more than o.lb%

- Any unspecified impurity Not more than o.ec%

- Total impurities Not more than o.«%
& | Water determination Not more than o.lo&%

(&) Salmeterol Xinafoate BP/Ph Eur.

L) Test ltems Specifications
@ | Identification Meet the requirement
b | Assay «o.€ - @mow.o% of the labeled amount of

Salmeterol Xinafoate (anhydrous substance)

0 Related substances

- Impurities D, G Maximum o.9% (each impurity)
- Unspecified impurity Maximum o.eo% {each impurity)
- Total impurities Maximum o.&%

€ | Sulfated ash Not more than o.a%

& | Water Not more than o.&€%
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