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0. Y087 Salmeterol & mcg + Fluticasone lb&o mcg evohaler, eloo doses
b. AuaNTANIY
b.0. JUUUU \Jueganuidmaun
b, @UUsTNOU U @ dose Usznaumesien Salmeterol lo& mcg Wae Fluticasone
propionate lo&o mcg ¥1UMU elbo doses
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a.e. Finished product specification

) Test items USP «o BP woeb
Identification test ATIMY ATIINIY
Assay
- Salmeterol xinofoate ®z.0 — eew.0% of the L.A. od.& - co.d% of the LA.
- Fluticasone propionate @c.0 — @e.0% of the LA. olel.o — eol.o% of the LA,
o | Delivered dose uniformity ATIVIY ATV
@ | Aerodynamic size distribution
- Salmeterol xinofoate ATIHIY
- Fluticasone propionate ATIIY -
& | Impurities/Relate substance AT PIIHIU
Microbial enumeration ATIVIY -
o | Foreign particulate matter AT .

a.lo. Drug substance specification

a.o.@. Salmeterol xinafoate

{0 Test items USP &o BP boab
® | Assay «i.0 — @ow.0% of the LA, | &w.o — @ol.o% (anhydrous)
(anhydrous)
o | Identification ATITU AT
o | Residual on ignition NMT o.@% <
& | Water NMT o.lo&% (determine on | NMT o.&% (determine on e.c0 8)
o.d g
& | Specific rotation -0.&° to +o.¢° -0.&° to +o.&°
o | Residual on ignition NMT o.@% -
o | Sulphated ash - NMT o.@%
@ | Organic impurities/Relate
substance
- Compound A NMT o.lo% Impurities D, G each : NMT o.lo%
- Phenylethoxy NMT o.@% Unspecified impurities : NMT o.a%
- O-alkyl NMT o.0% Total impurity : NMT o.&%
- Compound B NMT o.:%
L S
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- Deoxy NMT o.b%
- N-alkyl NMT o.6%
- Unspecified impurities NMT o.@%
- Total impurity NMT o.lo%

a.lo.o. Fluticasone propionate

D) Test items USP @o BP woab

® | Assay .0 - ®06.0% on the .o — @ow.0% (anhydrous

anhydrous, solvent-free basis substance)

o | Identification MU ATITHIU

e | Specific rotation +enlo® to +mo° (on the +ale® to +ao° (anhydrous substance)

anhydrous, solvent-free basis)

Water NMT ole% (w/w) NMT o.€% (determined on o.lbd&o g)

Acetone NMT @.0% (w/w) NMT @.0% (w/w)

Organic impurities/Relate

substance
- Compound A NMT o.l8% Impurities D, G each NMT o.m%
- Compound B NMT o.0% Impurities A,B,C,E,F,H,| each : NMT
- Compound C NMT o.e% ©.6%
Fmsonu it NMT o.0% Any other impurities : NMT o.e%
Compound E NMT o.0% Total impurity : NMT @.l0%
- Any individual impurities | NMT o.@%
- Total impurity NMT &.0%
MBI
- naditeemuoundnaiiu (waive) amsasaeudinsisisensle Wduuanuenanmdngiusiond
lsEuayfse

L3

- Drug substance specification Re1saMINIUAATIAVBIENER drug substance nIaluliATie
] o s P = = w v e
drug substance vasARdISIgU atuleatunils Fedinsaavliesminsuynideditmun

-
<. doulvdu q
v P | v & A w vel o - w &
EJILﬂuﬂiqﬂqﬁﬂﬂﬂuﬁqkuqﬂqﬂﬂ'lﬂLﬁﬂﬂ'ﬁ W'ialm\'lﬂ']EJIJE]‘UE]?U‘EENLaﬂﬂ']'ﬂﬂﬂﬂuﬁ]"luqi] THATIDUAMIU

LI'/ __\uy/}__../
5 - -
asde ” UsEsunssuMs  a9te ... (y ............... ASTUMT BITD oo resessssssenanns ASSUNIS
(ueanAins o Al (unaUdme wawes) (UNaMTINTIM vanimd)

WIBWHNETIIYNT wdenstmungng WndYnTEUNYNIT




0. onasmslisueugniunanouiiusitedminglulsamalng wazdund (declare) uvds
i
co.0. WohAynMstunadoushiuen Wun vee ne.a ne.e vio o ududnsd
<o, lusvatunylou ve.e vie v.e vasetiilauesia wieusaziduniidonisaauny
ﬂmmwaawémﬁmﬁmuﬁﬁuwmﬁﬂu (finished product specification) waztarivunm
AN MYBYIAGAY (drug substance specification) N3difiegseninamswasuuasudly
Waduagdesuuuienansnisveudle (e.¢) um¥eu finished product specification
waw/v38e drug substance specification lagvauilunauiulseniAasusiamsalsenin
sBidnvsetind uarliiu U & Sulsemsdeusiamsedsymesinidiannsetind
< lo. LONATTUTOWINTFIUNTWARE
<lo.e. Nstemdnlulsunalnedrindodionansiuseunasgunndne I umaninueiLas
Bnsfinlun1sndnen PIC/S (Pharmaceutical Inspection Co-operation Scheme) 1ng
iU PIC/S participating authorities %138 Hl8Nans3UTRWNATFIUNTNENEIAY
wEnnauardI SAAlun1INER1eIdITNIIUANENTINATSEIMITHAZET NTENTI
aonsnge atmuatulnefinnuaenadoiuasiniiieniundninasiuazisnisfinlunis
wanen PIC/S Tuvinaefiiausyie atiudiganiuseunisnsivasy laslinamsiusesds
TulszmedeusiaseUseninsmBldnnseling
oo, n3fgmindrnassmAlranselilonasiUToWINTFIUNITHARE M UNENINAY
waABNsARluNIHAREN PIC/S Taemineanu PIC/S participating authorities atua1gn
auseuntsnsavasulaeiinanisiusesfisiulseniAaausnnIniayizningian
Sldnnselind ieongmasntn ualusnsl
.. \ONANTAMNINYBIETIALUBTIA
Cme. NANIATIVIATIIAUNINEARTUTIEUTIFUrRENER (certificate of analysis of
finished product) lugnjuitdudiusaetng
&.m.lo. Naﬂ’ﬁm"m'll.ﬁ‘.i’l”wﬁmn’lw’zmnﬂu‘ﬂadmmﬁ‘mm (certificate of analysis of drug
substance) fil#lunisuanenuiidaiufegneiwesiuan wazgdningau
oo lBnEIvIendnguBuduauduiusTzninsjuntvnvesingivvesiendiAty (drug
substance) 18 @.m.lo AuuMsHANYBINARTUIIEENTFU (finished product) T®
@.M.6
e KamsAnw long term  stability  mAeAYeIgvetERitunzTulifudninau
ANENTTUNTEIVNSUWATET NSENTNEANTITUAY
<o nsdidueingu biological products #du vaccines, blood products #esilienans
§UBIgUMIHAR (Lot release) INNTUINEIMARTNITUNNY NFTNTAEITUAY

e
}v" a _—_‘&‘bﬁ,j

- -l

asde ... QV\/ CUITHUNTIUNT ANTE ... ?/ ................. ATIUATT BIDD oo NTIUATS

(ueamAIwIseL i) (uUtiAA wawmes) (WeaITINTI vania)

UBUWNET YN ndYNIEIIYNTT WndYnITIUYNT



<. MyvszAugunETidewsy
<o, TudunguewTideey
<.<.0.0. unidiindslulszmelng enguassiidweudediitiosnii o U b ey
nfuiidewey
e.&.0. Wnsdiindnandusanea engvesenfidaueudodiitesnii e U duainiud
dwau
w.clo. yMNNATdmBLILFBsddEAmineluiUTe AN IPTsiEnfuidsuey
e niEimheTmMaiimsduiiegaidweuiiiodnsIelinszinuaIn misesvnsey
vimiidedesveiogne lneflauesin (§u1e) sxdesdsnfiudnmudiwauiviae
msdnTn st wandudiuisveumlideiifetedunsesslinseigunm
e ndinuiohidulunmusndnwuzians mesienisveanudnslifuiansuns
iueTAEdInanTsiauem ue) war/viedkanlunsisioly
et fauena (ue) sefesiudsundleslndvuneny wisdleinnisidenanineie
Usensla 4 reurdvun Tnglifideuly
<o, ndduniifeufvinmenmgll o - & ssnwaliva feslienansuanuaziusasinil
sruumaifiuwazdndesniiiu cold chain system #ildnmsgundninausi Good Storage
Practice (GSP) wa¥ Good Distribution Practice (GDP)
<& YNy
o Hauenm fesdiogisesgiion m misussyius Sudusunuuaniasdonls
asuiu auiifvusluhdenuaudiialudrsiunisussiuguaweniiduey (Lanaenans
N33uUsEi)
&.o. flauam (§ue) Euaau’l.ﬁﬂnuﬁﬂﬁmmwdauﬂjuﬁ'mum grail .
&.0. NTEMIILTIINTARKNRLUTYQINMTIATeTINTEAUTMIR lwaluinIeUBuInIsqun N
uwavnI¥NINaIsITgY lumenserviabeniu
<o, NsflnanIduATITIATINIENE Tasnsuineimaninisuwnd wieveesuianisils
11931 ISO/IEC ewiolbe nan1Tapseliilulumasnasgiudedmunlulsenimaeu
TAmiaUssmaTABidnnselind
<o.m. nidkdnfasioinignFeniviunniemaslasdinnuenenssunsemisuazen
lutnmvesdygasiesne
eo. nsdinudgmeamuamenuaniusisiiiendwadeysyansnauazaiuuaeniuse
FUaeTleFue
<o, Miw51mn15veaIuans iR sundadusigiiuseiRgnifenifvAulaedninay
AENTIIAIDIMMIWATENlusEETRAT o U feutulszmeausaseninsadidnnieing

L £
aefo .. SV Vs s 880 e ARINTT B0 iinsmisiioninnios TTEINANS
(WeaAIws s Aol (wndidnan wames) (U9aITINTIUN ManTad)

WBUNNETIUYNTS Wndunsdungnis WwndwnIEIYNT



UANSEAAUSNYNZaNITYDIT WUTIBENATINMIITaIIY uaTeN
it A€ oewo
'swm'ﬁ'l \D Budesonide ebo mcg + Formoterol & & mcg Turbuhaler, elwo dose/U20
AUUIEN AT INgUATIYS

®. ﬁam Budesonide @oo mcg + Formoterol &.& mcg Turbuhaler, eloo dose/UIR
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.o, JULUY Wuenganudmisuinvlia dry powder inhaler
lo. @UUTTNOU U @ dose Usznaumisae Budesonide ebo mcg Way Formoterol &.& mcg
971U elbo doses
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a.a. Finished product specification

D) Test items Specification
@ | Identification test Compile with finished product specification
v | Assay (Delivered dose)
- Budesonide o - @ko% of the LA. (e — el mcg/dose)
- Formoterol fumarate dihydrate o — @o% of the LA. (m.o — && mcg/dose)
o | Budesonide-impurities and degradation
products
- Specified related substances in total Related to the budesonide content < e.0 area%
& | Formoterol fumarate dihydrate-impurities
- Related substances in total Related to the formoterol fumarate dihydrate content <
®.0%
& | Particle size Compile with finished product specification
o | Fine particle dose Compile with finished product specification
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