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Finished product : Salmeterol/Fluticasone MDI lb&/le&o mcg/dose
AuANUAIUNALA USP o BP woeb®
@. Identification NI ATIY

mx.o - cel.o% LA of Fluticasone propionate

lo. Assay cz.0-e0L.0% L.A. for each
& & - so.d % LA of Salmeterol
on. Aerodynamic size distribution HTIU =
«. Delivered-Dose uniformity A529Y NI l
&. Impurities/Related substances ATINIY ATIU
©. Microbial Enumeration AT -
ol. Foreign particulate matter ATIMY «
Drug substance : Fluticasone propionate
AuANUANIANATR USP &o BP lwoa®

Identification

ATIINIU

ATIVNIY

Assay

*c3.0-@06.0% LA
(anhydrous)

«a.o - @olw.0% LA (anhydrous)

Optical rotation

+enlo® to +min®

+alo® to +mp°

Water determination NMT o.lo% Maximum o.¢%
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Drug substance : Fluticasone propionate (#®)

Qmaﬁﬁ‘ﬁmamﬂﬁﬂ USP o BP woaed
&. Organic Impurities/Related
substances

- Compound A NMT o.0% Impurities D,G each NMT o.:%

- Compound B NMT o.e% Impurities A,B,C,E,F,H,l each NMT o.le%

- Compound C NMT o.e% Any other impurities NMT o.e%
Compound D NMT o.m% Total NMT @.0%

- Compound E NMT o.e.%

- Any individual NMT o.e0%

- Total NMT @.0%

.  Limit of Acetone

NMT @.0% (W/w)

NMT @.0% (w/w)

Drue substance : Salmeterol Xinafoate
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USP o

BP boaeb

®. Identification

NIV
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. Assay &z3.0-a0.0% LA «.€ - @o0w.0% LA (anhydrous)
(anhydrous)
om. Residue on ignition NMT o.e%
& Organic Impurities/Related
substances
- Compound A NMT o.&%. Impurities D,G each NMT o.0%
- Phenylethoxy NMT o.e% Unspecified impurities  NMT o.e%
- Phenylproproxy NMT c.e% Total NMT o.&%
- O-alkyl NMT o.:%
- Compound B NMT o.@%
- Deoxy NMT o.8%
- N-alkyl NMTo. 0%
- Unspecified impurities | NMT o.e0%
- Total NMT o.lo%
& Water determination NMT o.loé&% Maximum o.&%
. Optical rotation -0.¢° to +o.&°
o. Sulfate ash Maximum o.e%
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