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= y ¢
318139 o fluticasone propionate &oo mcg/e dose + salmeterol &o mcg/e dose
inhalation powder, pre-dispensed, o dose inhalation

AUUIENIAYININAUATIYEN]

o

6. U281

. ANANUANILY
©.e. JULUY
b, dulsEney

.o, AYULUTTY

b.c 287N

fluticasone propionate oo mcg/e dose + salmeterol &o mcg/e dose
inhalation powder, pre-dispensed, oo dose inhalation (GPU : ganaecs)

\Dugnganudiniauin slinmauis

U @ dose Usgnaumiedien Salmeterol @o mcg uag Fluticasone
propionate &oo mcg 31U po doses

W9E1UT5TIU foil blister strip $1U21 o doses Besuuuauagiiloy Jsussylu
\nsesilefildgaviunanadin uuy Accuhaler

JeyTeen diuuseneuiendAguiaraunse Jundn Judueny wwuinde uag
wanedewsinuenliogadnauunussiug
UVUNYULUTIINEURAET fasseylionn duusznauvesiendifty Tuiindn Tu

vaney 1avfindn wasavnzdousiiue Winushwetegedniauuuussg

f0ut
. AENUANImALla

a.e. Finished product specification

Q

2 Test items USPco BP woae
@ | Identification test AT AT
b | Assay
- Salmeterol xinofoate ®o.0 — @®0.0% of the L.A. b.¢ — @oel.&% of the L.A.
- Fluticasone propionate 0.0 — ®®0.0% of the LA, ®e.o0 — ®@oe.&% of the L.A.
o | Delivered dose uniformity AT AU
Aerodynamic size distribution
- Salmeterol xinofoate ATIANIUY -
- Fluticasone propionate AT -

& | Relate substance

(Organic impurities)

- Salmeterol-N-alkyl: NMT
o0.b%

Fluticasone propionate
- Impurity D, G: NMT o.eo0%

TR et U5881UNTINAIS
(weUszensy waan)

WBLANETIUIYNT

R e 8 AFTUMT BTD vereeceeen ATIUANT

(WENTINSSL nan3ad)

LNFUNITIUIYNIT
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sl

- Salmeterol related
compound H: NMT o.«%

- Any fluticasone propionate
related unspecified
degradation product: NMT
0.0%

- Any salmeterol related
unspecified degradation
product: NMT o.a%

- Total degradation products:

- The area of any other
secondary peak: NMT o.lbo%

- Sum of the areas of all
secondary peaks: NMT @.00%

Salmeterol

The area of any other peak:

NMT ©.&%

The area of any other

secondary peak: NMT o.lbo%

- Sum of the areas of any other

NMT @.cn0% secondary peaks: NMT @.0%
o | Microbial enumeration AN -
@ | Foreign particulate matter MTITNY -

.. Drug substance specification

m.o.@. Salmeterol xinafoate

fo Test items USPo BP oo
® | Identification AN AN
b | Assay ®z.0 — @o.o% of the LA ®el.& — @o.0% L.A. of salmeterol
(anhydrous) xinafoate (calculated on the water
and solvent-free basis)
e | Residual on ignition NMT o.e@% :
& | Water NMT o.lo&% (determine on o.¢ @) | NMT o.&0% (determine on e.oc0 9)
& | Specific rotation - -
o | Residual on ignition NMT o.0% -
o | Sulphated ash = NMT o0.@%
& | Relate substance - Salmeterol related compound - Impurities D, G each: NMT o.©%
(Organic impurities) A: NMT o.lo% - Unspecified impurities: for each
- Salmeterol-phenylethoxy: NMT impurity: NMT o.e%
0.0% - Total impurity: NMT o.&%
- Salmeterol-phenylpropoxy: - Reporting threshold: NMT o.0&%
NMT o.@% Disregard the peak due to
- Salmeterol-O-alkyl: NMT o.en% xinafoic aicd
- Salmeterol related compound
B: NMT o.e%
- Salmeterol-deoxy: NMT o.0%
| /
8990 o 3/ ........... UT861UATINMIS adile c@— ......... ATIUANT E9TD v 2 ................. ATINNS
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- Salmeterol-N-alkyl: NMT o.0%
- Salmeterol unspecified
impurity: NMT o.«%

a.lala. Fluticasone propionate

4o Test items USPeo BP boex
® | Identification ATIANIU AU
b | Assay ®=.0 — ®0®.0% on the aw.& - ®@ob.0% L.A. of fluticasone
anhydrous, solvent-free basis propionate (anhydrous substance)
o | Specific rotation +enlv® to +mv° (on the anhydrous, | +mb° to +ew° (anhydrous substance)
solvent-free basis)
@ | Water NMT o.lo% (w/w) NMT o.&% (determined on o.b&o g)
& | Acetone NMT @.0% (w/w) NMT @.0% (w/w)
o | Relate substance - Compound A: NMT o.0% - Impurities D, G each: NMT o.m%
- Compound B, C: for each - Impurities C: NMT o.0%
impurity: NMT o.e% - Unspecified impurities: for each
- Compound D, E: for each impurity: NMT o.e%
impurity: NMT o.m% - Total impurity: NMT o.=%
- Any individual unspecified - Reporting threshold: NMT o.0&%
impurities: NMT o.@% (reference solution (b))
- Total impurity: NMT @.0%
NUELAR

- nsdiiannsdouudamaiiu (waive) nanmvdeuiinsiedsemsln Tunanaonansvdngudend
flisueyiase

- Drug substance specification #315a131nTuTiAT1Y v RER drug substance w3oluTins1zy
drug substance wosnandSagy atulnatunis Fuimsamalinsziasuynideditimun

- wamsmw?miwﬁqmmmﬁ ulumu finished product specification Wa g drug substance
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o. Hoe Tiotropium bromide e mcg inhalation powder hard capsule, Handihaler
. AEUTANLY
b.e. JULUY Wusudnvdans vssyluunugaslaudedmsuussgduadesgamiu (Handihaler)
blo. @uUsznoy U o uAlya Uszneaumesien Tiotropium bromide monohydrate e mcg
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a. AuEuiANIamALln

a.a.Finished product specification: Tiotropium bromide o= mcg inhalation powder

4o Test items Specification
@ | ldentification test Compile with finished product specification
o | Assay (Delivered dose) «&.0 — @o&% of the L.A. of Tiotropium
e | Uniformity of delivered dose 0.0 — @wo.0% of target value/capsule/dose
& | Uniformity of dosage units Compile with finished product specification
& | Water content .60 — ®@0.lo %
o | Aerodynamic fine particle dose fine @b - &.c g

particle < & pm (Mean obtained with two

sets of o capsules)
& | Microbial limit test

- Total aerobic microbial count Not more than @o® cfu/g
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en.lo. Drug substance specification: Tiotropium bromide monohydrate

©

2 Test Specification
® | Identification Compile with finished product specification
o | Assay &3.& - @oe.¢% label amount of Tiotropium bromide

monohydrate (anhydrous basis)

en | Impurities
- Impurity G Not more than o.e%
- Impurity H Not more than o.e#%
& | Related substances

- Impurity C Not more than o.m%
- Impurity F Not more than o.e¢%
- Impurity A, E Not more than o.e&% (for each)
- Unspecified impurities Not more than o.e#%
- Total impurity Not more than o..%

& | Heavy metal Not more than o ppm

o | Water ©.¢& - c.o%

& | Sulfate ash Not more than o.e%
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Tnedsnasanule fall

a.e Fluticasone propionate &oo mcg/@ dose + salmeterol &o mcg/@ dose inhalation
powder, pre-dispensed, oo dose inhalation
71U ®,6&0 UIN INANVINAY dow.e0 U mu;gaﬂ'w bélb,eb&.00UMN

.o Budesonide eoo mcg/@ dose + formoterol fumarate dihydrate @.& mcg/@ dose
inhalation powder, eo dose inhalation
91U 0,00 1IN TIANVINGL Dolo.mmn UMM FIULAAT e, clato.00 U

e.en Fluticasone furoate be.& mcg/@ dose nasal spray, suspension, ewo dose bottle
TIUIU o, &ob NADY TIANADIAE blos.a's UM TR Gow,mcen.aw UM

en.e Tiotropium bromide = mcg inhalation powder hard capsule, Handihaler
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