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Y9N Fluticasone propionate m&o mcg/e dose + Salmeterol &o mcg/a dose inhalation

powder, per-dispensed, bo dose inhalation
T3WIIUIAVUBINIAT AUAVUBINIAT BNBMUBINIAT Jminnwaug
0. Aduin

[¥] [ = = = at & at « . .
F¥anwdug Tnelsmeunanusina’ limnansvasdezdngeniviueien Fluticasone propionate lodo
mcg/e dose + Salmeterol o mcg/e dose inhalation powder, per-dispensed, o dose inhalation Tur9du
v | o e - v o o =i P ]
eee oae UM huaurmiiudtumndssuunduuauimdin) $1wau o 518ms Uszdlauuszann eeos ield
o ar ar Ll ld o = =
dwsudnefUaenuniuuimsiulsmeiuianuenses
. ngusrasAnildau
I v & = v ! v
v.0 WBlNTEUIUNSIageE Sinugndies Tuidauagnsvaouls
| = = ' & w
oo Wellsmevaiieldifismesonnudenis waslue1fignaBsnauIIATFILYBIRMANYMEIANY
< o
gpsfinmgnssunsiaimualilulszne
e wel @
o, AMANUARBUTBLAUD
.6 HAUANNNTONUN MUY
oo ilduypraduazane
m.mn Wlegsenitudnians
) J ) 1 s A = o ar s 1 o QII
o« WiBuyaradeegseninagnssiunisiudaiauevievindyaiumisnuvesiglitinem
i esanidugd Wl uinasinisusedllunanisuj Ui auvesdusznaunismuszideud Sguunidinis
at o A ) o =
AENTINIARITUARLTIUsENAmsunslussuupS et gansaumAreansulyEnas
) e = = V- | d wa v owoa P v wea !
o.¢ Widuyaradegnazyieliludydnetedianuuasle uwfaeutelndudisnuremmieny
a - W = - & aa o v v oo v
fglusruuiedetnsansaunavansudylnans Sesdsdiyarangiiamududududdans nssunisginms
fuivns giidnnalumsiiiunulufiansvesifiyaaatueiog
Qe ] ar L4 A ol ; o =
o oiinuauiRuarlifidnwaedorhumuniauznssumsulsuensiatednituazn1suinig
Wannpsgimualusrianyunm
o Yed A e = - o dw '
oo \Dulfyanadiioninuenaniusznamadidnnseinddang
e el P w o owda w d & woa ow Yoo owa W
. Biidugiinausylomisuiuiudiudeaueneduniduteusliun Jmin u Tulssmmsznie
swendidnnseiing visluidudnseihmssudunsdarns msudadusinadussaulumsuszmasian
Slannselindasail
o o a £ o & e = = 1 ﬂ.; L bas wrad frd Vel
.o iuglesuiendvivienuduiu Senaufiashiventiumalve Liuusiguia vesduteiauslail
o s £ s T )
Adsliaazansuazaiuduiuiutiy
o w ] o et w w4 o ow a a =
.00 HiudeiausfeamulouiiifeyagniesrsuilussudngedaheneigseBianuseind

(Electronic Government Procurement : e-GP) ¥a3nsuligylinan

ﬂmznisumsﬁmuﬂﬁmﬁnvmsmmz

)

(e l) Wes Tty Businy WndunITUNYNIS UsesIUNTIUNTT

- ﬁé}) WNETNIUNUS ByaTHl WndynsgUIYNIS NIIUNTS

........... ) WNANIATUYT MUY AN IUYNTT NIIUNNT



€. UATDYAAUANHMZIANIZYDINGD)
ARMENWULIANIZYDIEN
.0 Bo8n Fluticasone propionate b&o mcg/e dose + Salmeterol &o mcg/@ dose inhalation
powder, per-dispensed, o dose inhalation
<o AuanTAAIY
o) gnugaImIsIn
) Usznausiesiaen Fluticasone propionate b&o MlATnsu war Salmeterol ¢o lulasniu sie
19U & ASY $1UU Do doses
m) ANYULUTTY Freussgluussyiasidmiuganumannieudull dose counteruuussqfing
iievensuauads (Dose) vasenignnawugaviuly meluussy vo vaames Fusuuuauagiiden uarussying
Uasiuuas
«) aa1n aansyyTansdn Jesendify Jeduuseneudu  vewnamuusvSeUTIN
ansedfty wwensdousiue leiiniswdn Ju Weu Tinan Juvumeny Wuedaleeliedednauuuussysis
&) eniidaeudesiiongainiundnliiu oo Wou waeldnuldlitesnit oz ifou
.o ArusNUANIAALla
nan1sns297tAasreviaan1nluniy Finished product specification wag Drug substance
specification nadlengnizylunduiivatulaatunilsidndmnaduifuatuieiy Falfaanzidousie
N uANENITIMIDMNSUALEN NSYNSIENSTIAAY etndwisuilishidwisuduatuiiieuriwielminiy
wmsgrunduenduladiunid s euysenimnsEnsIEsIsUAe 13 9958U 19181 WA bEDe aaTu
b SueN WAbdoe @lusrRnyunw Full o pUATUS o) warlunsdifinisdiasziunnsneeinii
fvuaFeILUIBNAsMTIATIMRA TSN TTUIINNE Y SURTUTIEhB wndae

AIYNTIUNTTANUAAMANHUZIANY
(.==80) wesiady dudny WNEYNITTIUNYNIT UsL51UNITIUNTS
(d/ ........ ) UNANIATULN AUYI WNATATTIWIYNIT NIIUNTT
(dc;/ ....... ) WNATIIUNIUG BYaTal wndgnsgwgns NIIUATS



@.en.@ Finished product specification :

Fluticasone Propionate and Salmeterol Inhalation Powder

98 Test Items BP wooe USP me-NFene
& | Identification AU MY
o | USuusaendingy ®&.0-600.&% L.A. of ®0.0-000.0% each for

Fluticasone propionate «lo.&-
@oe.&% L.A. of Salmeterol

Fluticasone propionate
and Salmeterol

e | Uniformity of delivered dose AN AN
(Delivered-Dose Uniformity)
@ | Aerodynamic sizedistribution . ATIWIU

& | Related substances (Organic

Impurities)

Fluticasone propionate
-impurity D,G : NMT o.mo%
-The area of any other
secondary peak : NMT o.lbo%
-Sum of the areas of all
secondary peaks : NMT @.bo%
Salmeterol

-The area of any other peak :
NMT lo.&%

-The area of any other
secondary peak : NMT o.lbo%
- Sum of the areas of any
other secondary peaks : NMT

®.0%

Salmeterol-N-alkyl : NMT
0.bo%

-Salmeterol related
compound H : NMT
o.x%

-Any fluticasone
propionate related
unspecified degradation
product : NMT o.e0%
-Any salmeterol related
unspecified degradation
product : NMT o.@%
-Total degradation
products : NMT eano%

v | Microbial enumeration tests and

specified microorganisms

-Total aerobic microbial
count : NMT eo cfu/g
-Total aerobic yeasts and
molds

-Count : NMT @o cfu/e

@ | Foreign particulate matters
-Size < @0 mcm

-Size @o-@o00 Mcm

-Size > @oo mcm

-Total

-NMT oo particles/dose
-NMT @oo particles/dose
-NMT @0 particles/dose

-NMT moo particles/dose
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&.en.lo Drug substance specification

&.m.lo.@ Fluticasone propionate

98 Test Items BP boo USP me-NFn@
@ | Identification AIIVU NI
o | YSuasinendingy o.¢-e0.0% L.A. of Fluticasone | e.0-e@0@.0% L.A. of
propionate (anhydrous substance) | Fluticasone propionate
(anhydrous substance)
o | Appearance White or almost white powder
@ | Specific optical rotation +eanlo to + mo (anhydrous
substance)
& | Related substance -Impurity D, G : for each -Related compound A :
impurity,NMT o.eno% NMT o.lo%
-Impurity,C : NMT o.lbo% -Related compound B,C
-Unspecified impurities : for each | : for each impurity, NMT
impurity, NMT o.e% o0.00%
-Tot : NMT o.co% -Related compound D,E
-Reporting threshold : NMT : for each impurity,NMT
o.0&% (Reference solution (b)) o.cn0%
-Any individual
unspecified impurity :
NMTo.e0%
-Total impurities : NMT
®.0% (include all
impurity peaks greater
than or equal to
0.0d9%)
b | Acetone NMT @.0% m/m NMT @.0%
o | Water NMT o.&% NMT o.w% (Method @)
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@.m.lo.lo Salmeterol xinafoate

L) Test Items BP woow USP et - NFna’
@ | Identification NI ATIWY
o | USinusendfny w.& — @ol.0% L.A. of «a.0-00.0% L.A. of Salmeterol
Salmeterol xinafoate (anhydrous | xinafoate (calculatrd on the water and
substance) solvent-free basis)
en | Appearance White or almost white powder -
& | Optical rotation - -
& | Residue on ignition - NMT o.@0%
o | Related substance -Impurity D,G : for each -Salmeterol related compound
impurity, NMT o.lbwo% A : NMT o.8%
-Unspecified impurities : for each | -Salmeterol-phenylethoxy : NMT o.@0%
impurity , NMT o.e@0% -Salmeterol-phenylpropoxy : NMT o.e@c%
-Total : NMT o.&0% -Salmeterol-O-alkyUNMT o.;o%
-Reporting threshold : NMT -Salmeterol related compound B : NMT
o.0&% Disregard the peak due to | 0.00%
xinafoic acid -Salmeterol-deoxy : NMT o.wo%
-Salmeterol-N-alkyl : NMT o.lbwo%
-Any unspecified impurity : NMT o.@0%
-Total impurities : NMT o.el0%
o | Water NMT o.¢0% NMT o.b&% (Method 1)
@ | Sulfated ash NMT o.e@0% -
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