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Fluticasone propionate G6.0 - aew.0% of the LA, 9e.0 - «l.o% of the LA
@ | Delivered dose uniformity ATITHIU AT
Aerodynamic size distribution
- Salmeterol xinofoate AT -
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a.p. Drug substance specification

ak.e. Salmeterol xinafoate

L) Test items USP ao BP moab
@ | Assay «@.0 - @ob.o% of the LA. | &.o - eck.0% (anhydrous)
(anhydrous)
Identification ATV AIN
Residual on gnition NMT o.e%
@ | Water NMT clod% (determine on | NMT o.¢% (determine on e.oo gl
- N ok g
& | Specific rotation -o.d” to +o0.d° 04" to +o.d”
© | Residual on ignition NMT o.@%
w | Sulphated ash - NMT o.e%
& | Organic impurities/Relate
substance
- Compound A NMT o.lo% Impurities D, G each: NMT o.b%
Phenylethoxy NMT o.a% Unspecified impurities: NMT o.e%
- O-alkyl NMT o.a% Total impurity: NMT o.¢%
- Compound 8 NMT o.;m%
Deoxy NMT o %
- Nealkyl NMT o.ln%
- Unspecified impurities NMT ¢.@%
Total impurity NMT o.le%
a.o.b. Fluticasone propionate
b Test items USP &o BP wowb
@ | Assay w60 - @08.0% on the @m.o - @ow.o% (anhydrous substance)
anhydrous, solvent-free basis
Identification ATIVH ATV
o | Specific rotation +alp” to +ab’ (on the +anle” to +ab® (anhydrous substance)
anhydrous, solvent-free basis) - S ]
« | Water NMT o.e% (w/w) NMT o.d9% (determined on oled&o ¢)
& | Acetone NMT @.0% (w/w) NMT @.0% (w/w)
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a.lo.o. Fluticasone propionate (#@)

© | Organic Impurities/Relate

substance

- Compound A NMT o.b% Irnpurities D, 6 each NMT o.n%
Compound B NMT o.e% Impurities AB,C.LE I each : NMT o.n%
Compound C NMT o.6% Any other impurities: NMT o,%

- Compound D NMT o.m% Total impurity: NMT & %
Compound E NMT o.e%
Any Individual impurities | NMT o.e%

l - Total impurity NMT @.0%
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