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a.e Finish Product Specification: Salmeterol + Fluticasone Propionate la¢+elwd mcg Inhalation Aerosol USPee

0] Test items Specifications
® | Identification Meets the requirements
o | Assay s&-0e% each for fluticasone propionate and salmeterol
o | Aerodynamic size distribution Meets the requirements
Delivered- dose Uniformity Meets the requirements
Impurities
- organic impurities Meet the requirements
o | Microbial Enumeration tests and test for The total aerobic microbial count does not exceed oo” cfu/g of
specified Microorganism formulation. The total aerobic yeasts and molds count does not
exceed @0” cfg/g of formulation. It meets the requirements of the
teats for absence of Staphylococcus aureus, Pseudomonas
aeruginosa, Escherichia coli, and Salmonella species.
¢ | Foreign particulate matter Meet the requirements
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a.lo Drug substance Specification: Fluticasone Propionate USP&s

10 Test Items Specifications
® Identification Meets the requirements
o Assay &@z.0 - ®0®.0% on the anhydrous, solvent-free
basis.
o Impurities
- organic impurities Meets the requirement
- Limit of acetone NMT @.0% (w/w)
« Specific Tests
- Optical rotation + mlo® to +e° at o, calculated on the
anhydrous, solvent-free basis
- Water determination NMT o.0% w/w

a.en Drug substance Specification: Salmeterol Xinafoate USP&e

1] Test Items Specifications
® Identification Meets the requirements
o Assay ®w.0 — ®0.0% on the water- and solvents-free
basis
on Impurities
- Residue on ignition NMT o.0%
- Organic impurities Meets the requirements
« Specific Tests 1
- Water determination NMT o.lo&%

o.« Finished Product specification: Fluticasone and Salmeterol Pressurized Inhalation, Suspension BPwoa»

D) Test ltems Specifications
® Identification Complies with the tests
® Assay
- Fluticasone propionate ok.o - &e.0% of the stated amount.
- Salmeterol oE.d - «.¢% of the stated amount.
on Related substances Complies with the test
& Uniformity of delivered dose Complies with the test
L & Impurities Complies with the tests
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a.& Drugs Substance Specification: Fluticasone Propionate BPwoa®n

1) Test items Specifications
® |dentification Complies with the test
o Assay &0.0 — ®@0.0% (anhydrous substance)
o Specific optical rotation +mlo to +mbo (anhydrous substance)
Related substances
- impurities D, G For each impurity, maximum o.:n%
- impurities A, B, C, E, F, H, | For each impurity, maximum o.o%
- impurity with relative retention of about @.lom Maximum o.o%
- any other impurity Maximum o.e%
- total Maximum e.©%
- disregard limit 0.0&%
& Acetone Maximum @.0% m/m.
>} Water Maximum o.&%, determined on o.eco ¢ using the
evaporation technique:
- temperature: @o0°c;
- heating time: en min;
- flow-rate: o mL/min

a.o Finished Product specification: Salmeterol Xinafoate BPwoas

- impurities D, G

- unspecified impurities
- total

- reporting threshold

%9 Test ltems Specifications

® Identification Complies with the test

o Assay «0.& - @ob.o % (anhydrous substance).
on Related substances

For each impurity, maximum o.l&%

For each impurity, maximum o.e0%

Maximum o.&%

0.0&%,; disregard the peak due to xinofoic acid.

& Water

Maximum o.&%, determined on e.c0 g

& Sulfated ash

Maximum o.@%, determined on e.c0 g
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