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o, Fine Particle’ Mass

Fluticasone propionate
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mel.o-ep.0 mce/blister
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&. Content Uniformity ATV
Drug substance Fluticasone propionate -
AsuUAMIAnAllA USP ao BP moem
Identification AT ATIU
Assay &c.0-@06.0% LA (anhydrous) | «lel.o — @olw.0% LA (anhydrous)

Optical rotation

+enlo® to +mp°

+enlo® to +enp®

& Water determination NMT o.lo% Maximum o.&%
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Drug substance Fluticasone propionate (#g)

AuANUANIIMALA USP ao BP wooem
& Impurities

- Compound A NMT o.o% Impurities D,G each NMT o.a%
- Compound B NMT o.a@% Impurities AB,CE,F,H,| each NMT ole%
- Compound C NMT o.@% Any other impurities NMT o.e%
- Compound D NMT o.:m% Total NMT @.0%
- Compound E NMT o.n.%

- Any individual NMT o.@%

- Total NMT @.0%

D Acetone

NMT @.0% (W/w)

NMT @.0% (wW/w)

Drug substance Salmeterol Xinafoate ¢
AuauUANIanaLia USP ab BP boam
Identification NI MTIMY
Assay @c.0-e0.0% LA (anhydrous) | «el.o - @.lb.o& LA (anhydrous)

o.  Residue on ignition NMT o.e%

&  Organic Impurities
- Compound A NMT o.%. Impurities D NMT o.en%
- Phenylethoxy NMT o.@% Impurities AF,G each NMT olo%
- Phenylproproxy NMT o.@% Impurities B,CE each NMT o.e%
- O-alkyl NMT o.m% Any other impurities NMT o.e%
- Compound B NMT o.a% Total NMT o.«%
- Deoxy NMT o.lb%
- N-alkyl NMTo. 0%
- Any individual NMT o.e00%
- Total NMT o.b%

&  Water determination NMT o.lo&% Maximum o.¢%

©. Optical rotation -0.¢° to +o.&°

o.  Sulfate ash Maximum o.e%
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