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a. AENUANIAWAilA
a.e Finish product specifications

D Test ltem United States Pharmacopoeia et

o | USuausinendrdey o - ®@@0% of the L.A. of Fluticasone Propionate
o - @®0% of the L.A. of Salmeterolxinafoate

b | Identification test mmmuﬁmmsuh Finished product specification

h |
/ i/'\ !/ AN X 3
el A9%8 =4 nS54N1S

Y. e USEEMUNTTUMT BB e NIIUNS
(Wgeegns SAvEgRTENR) (WeamU3unsan Insndw) (Waun3Sed wad)



-

m.e Finish product specifications (¢8)

UD Test Item

United States Pharmacopoeia me

e | Aerodynamic Size
Distribution

Amount of deposied (Hg)
Pararmeter Fluticasone Salmeterol
propionate
Mass of mouthpiece ®co-woo bc-db
adapter, induction port,
preseparator, and stage o
Sum of stages e-& &lo-even @-em
Sum of stages en and & ox-C& n-c
Sum of stages ', & and filter NMT o NMT o.&

@ | Delivered-Dose
Uniformity

®. The mean content of fluticasone propionate and
salmeterol from eo doses: e&-ea&% of target emitted dose
. NMT @ emitted dose is outside go-elbo% of target
emitted dose
o. No dose is outside sm&-eld&% of target emitted dose
*** if requirements @ and o descried above are not met, test
an additional o unit doses. The mean dose of fluticasone
propionate and salmeterol from mo doses s :

- @&-00&% of target emitted dose

- NMT e doses are outside go-albo% of target emitted
dose

- No dose is outside sl&-elo&% of target emitted dose

& | Impurities

Organic impurities
e Salmeterol-N-alkyl : NMT o.lo%

e Salmeterol related compound H : NMT o.«%

e Any fluticasone propionate related unspecified
degradation product : NMT o.@%

e Any salmeterol related unspecified degradation product
: NMT o.e%
Total degradation product : NMT @.e%
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a.e Finish product specifications (f8)

h) Test Item United States Pharmacopoeia me?
o | Microbial enumeration Total aerobic microbial count : not exceed @o® cfu/g of
tests and tests for powder
specified microorganism | Total aerobic yeasts and molds count : not exceed @o® cfu/g
of formulation
It meets the requirements of the tests for absence of
Staphylococcus aureus., Pseudomonasaeruginosa.,
Escherichia coli. and Salmonella species.
¢ | Foreign particulate Particle size range Number of particles/dose (NTM)
matter (Um)
<®0 oo
®O0-®00 ®00
>®00 ®0
Total Mmoo
an.lo Drug substance specification
m.lw.e Fluticasone Propionate
D) Test Item United States Pharmacopoeia e
o | USuiusiendfgy .0 - ®06.0% of Fluticasone Propionate (anhydrous,
solvent-free basis)
o | Identification test m’;‘\]mumuﬁsxﬂu Drug substance Specification
en | Organic impurities By chromatography

NMT o.lo%
NMT o.e%
NMT o.e%
NMT o.:n%
NMT o.en%
NMT o.n%

e Fluticasone Propionate related compound A :
e Fluticasone Propionate related compound B :
e Fluticasone Propionate related compound C:
e Fluticasone Propionate related compound D :
e Fluticasone Propionate related compound E :
e Fluticasone Propionate related compound G :
e Any individual unspecified impurity : NMT o.@%
Total impurities : NMT 0.@%

(WBe9yns SATEgATENQ)

IL/IUNTIUNT

‘w
| (
| ¢

AL e, NSUANT B xo n551A1S

(WNaNUTuUnsann Insnau) (WHU3sed wam)




m.lo.e Fluticason

~ @ ~

e Propionate (#9)

99 Test Item United States Pharmacopoeia ee
@ | Specific optical rotation | +enle°to +emo°
& | Limit of Acetone By chromatography
NMT @.0% (w/w)
o | Water Determination NMT o.0% (w/w)
a.lb.lo Salmeterolxinafoate
D) Test Item United States Pharmacopoeia enct
o | USuisnendrfiey «.0-e0l.0% of Salmeterolxinafoate (water- and solvent-free
basis)
o | Identification test ms’;ﬁ]ci’mmmﬁizqiu Drug substance specification
e | Residue on Ignition NMT o.0%
Organic impurities Individual impurities
e Salmeterolrelated compound A : NMT o.©%
e Salmeterol-phenylethoxy : NMT o.@%
e Salmeterol-phenylpropoxy: NMT o.®%
e Salmeterol-O-alkyl : NMT o.en%
e Salmeterol related compound B : NMT o.9%
e Salmeteroldeoxy : NMT o.l&%
e Salmeterol-N-alkyl : NMT o.&%
e Any unspecified impurity : NMT o.@%
e Total unspecified impurities : NMT o.©%
Total impurities : NMT o.«% area
¢ | Specific optical rotation | o.&€°to +0.&° (t = bo®), calculated on the anhydrous and
solvent-free basis
o | Water NMT o.o&% (w/w)
UL
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b.) Drug substance specification #3151910TUTLATIL VO HA® drug substance nielu
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g1 PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tagnu 831U PIC/S participating
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