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FIUALLDUAAMANYULLANE
81 Salmeterol m& mcg / @ dose + Fluticasone Propionate m¢o mcg / e dose
oo dose Evohaler (MDI)
Y24159NINUIBENRU NiL.eo

0. AUABINNG Salmeterol b& mceg / @ dose + Fluticasone Propionate b&o mcg / @
dose ewo dose Evohaler (MDI) 311U @,&o0 N@BA
o fonUsadvall  WasviuileSmdUnelsrvouiin leveancagaiudets wdsmennadeiiu noo
o. AENTAVIA Y
o.e JULUY \Duguungneudmiunugannauin Usnannueanased
mlo daulsznay Usenauiesien Salmeterol ¢ lulasniu uag Fluticasone
Propionate b&o MIlASASH ABNTSHY o A% $19U oo dose
an.en NNYUSUITY U'i'iiﬂum‘ﬁuzuﬁ’qmqmﬁu (Pressure Container) %'a&imﬁg»a Metering
Value jUwuu Evohaler w3auus3q Propellant wiia non - CFC fien
ewo dose / @ AUYULUITY
. R8N - flamnszyTundn, Weou Temmnony, wuikdn, wavsideuiiven
Tegnidaauuumauzussy
- UunWULUTIYYN BEoedaIsEyden vidadavansin
duUIENau YUR AULTIYBIE1RE1TALY
on.& TUNUABEY dadlitdosnit e U dunniuiiduey
. AuaNUANIUnALa
& Finished Product Specifications : Salmeterol b& mceg / @ dose + Fluticasone

Propionate b&o mcg / @ dose ewo dose Evohaler (MDI)

U Test items Specifications

<.e.e | Identification test MIITY

Cols | USinauadeuns Salmeterol #BNSWY & AS1 | oc.cc - bm.am MCg

(Mean delivered dose/ex-actuator content) | (eé.&-clo.¢% of the stated amount

= 4 . ) :
c.a.an | UTUaaguas Fluticasone propionate 718 oca.& — bab.& mce
ANSNU ® A3 (Mean delivered doe/ex- (met.o-c'el.0% of the stated amount)

actuator content)
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&.e Finished Product Specifications : Fluticasone Propionate bw&o mcg / @ dose +
Salmeterol b& mcg / @ dose Evohaler (MDI) eloo dose (sa)

v

U8 Test items Specifications

@.a.« | Content Uniformity The requirements are met if the
content of drug per actuation from
not less than e= out of bo results
are within + lb& % of the mean and
no result is outside the range + m& %
of the mean. If e or & of the results
are outside + lo& % of the mean but
not outside + en& % of the mean, test
an additional eo canisters. The
requirements are met if not less than
oo out of the €o results are within +
& % of the mean and no result is

outside + en& % of the mean

@a.& | Mean fine particle mass (YVU1ABYAIA < & | UTHIUEN stage m - & = wo — albo
micron) 4849 Salmeterol Tas 38 Cascade | mcg

Impaction

@.@.p | Mean fine particle mass (YUNABUNIA < & | oxw.& - beo.& Mcg
micron)u 84 Fluticasone propionate 1a# 35 | (we.o-ctel.0% of the stated amount)

Cascade Impaction

&a. | Any individual degradation product ¥ 8 3| < 0.b% w/w
Salmeterol Wag Fluticasone propionate Drug-
related impurities by HPLC (% w/w)

&a.c | Total degradation product 984 Salmeterol | < o0.@% w/w

way Fluticasone propionate Drug-related
impurities by HPLC (% w/w)

AENITIUNTT

(WeAMINg 2ATILNTAL) (wanstinT 1nadm) (3.0.0. v g3 ysuzlean)
UBUANETIU YN SHLAY WndTNSTIURYNTS NYTUIEIPI NGNS

Spec 81 U bdoe Salmeterol loé mcg +Fluticasone Propionate lo&o mcg Evohaler (MDI)



&.lo Drug Substance Specifications
@.a.e Fluticasone Propionate

% area)

18 Test items Specifications

@ | ldentification test (UV) m‘i?%ﬁiﬂumﬂuﬁimﬂu finished product specifications
b [ USunmsnendsny «®.0 — ®@ob.0% of LA

o | Median particle size ( MMAD ) 1R8N @& micron

&« | Specific optical rotation +mlbo to +mbo

& [Related substances by HPLC - Impurity D, G : NMT o.m %

- Impurity C : NMT o.lb %
- Any unspecified degradation product : NMT o.@%
- Total degradation product : NMT o.&%

o |Acetone by Gas chromatography (%ew/w) |- NMT e.0 %
Water content by Karl Fischer
o | - NMT o.¢%
Titration (Y6w/w)
&lola Salmeterol
19 Test items Specifications
@ |ldentification test (UV) m'i’.lﬁ]ti’mmuﬁ'ia‘l_ﬂu finished product specifications
b | USunusiendifny ®&.0 — @ob.0% of LA
o | Median particle size ( MMAD ) BN . micron
@ | Related substances by HPLC - Impurity D, G : NMT o.lo %
(% area) - Any other impurity : NMT o.@%
- Total impurity level : NMT o.&¢%
& | Methanol content by Gas
- NMT o.@ %
Chromatography (%w/w)
o | Total organic solvent content by Gas
- NMT olod %
Chromatography (%w/w)
@ | Water content by Karl Fischer Titration
- NMT o.¢%
(Y%w/w)
VNG

o e = [ . a '3 o ar
- nstilaavzidsundanisiiu (waive) nsasiadeuiiasizisenisia lidunanienaiswangu

s 1 Vs s W
ﬂﬂﬂaqﬁﬁlﬂﬁ)ﬂuumﬂ?ﬂ
- FasiinansIAT s Elemental impurity ¥i3® 31 Risk assessrent report Tuusiazasdusznay

ldidnen (API and Excipient) (Waaaiananiuiznau)
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WWEIHER

o.0. ludimstunsdousfue 1 nele ne.o o.e vie Blo udaudnsd]

oo lumvetunsilion ne.e w30 8.0 Yot fiauean wioueasBendons
m‘uﬂmammwmawﬁmﬁmﬁmnﬁﬁumLﬁau (finished product specification) uagdafiinuanmunm
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LONA1ISNTVOUALY (8.¢) WAnSeu finished product specification wWaz/%38 drug substance
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. LONANTTUTBRNTFIUNTHAREN

b.o NsHENEnTUYTZIALNY HHEnfDISlENAT15TUTBININTFIUNTHAR YA
wannaTILazIENsARuNSHAREN PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tog
WE9IU PIC/S participating authorities 38 HlONA153UTERNTFIUNTHANGIAUVANLNUNUAY
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MEnNTLAZISNSTIRUMSHAREN PIC/S (Pharmaceutical Inspection Co-operation Scherne) lag
U89 PIC/S participating authorities

. LONEANTAMANUBILTLAUDTIAN

m.e HANIINTIINATIERAUATNHARSseduSIgUvesnEn (certificate of
analysis of finished product) iuﬂﬁiuﬁdui‘}uﬁ’mﬂﬁa

m.lo NANITATIVIATIENAUNINTANAUYBIRIBEATY (certificate of analysis of

o
vV o=

drug substance) Tildlumstdnensuidadusegnimedidneuazdudningiu

.o LOna1susanang uiuduauduiusseninagun1snanve 1R uYaIRIY
dnéiy (drug substance) 48 oo fugunsuAnvamandineienduiagy (finished product) 48 m.o

. HANSAN®ET long term stability waaw’d'aamqmmﬂWﬁ%umﬂauﬁﬁ'uﬁnﬁ'nmu
AMENTTUNISDIMITUAZET NSENTIETITUEY
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IIUAZIBUARAMANYUIANL
81 Atorvastatin o mg tablet
Y24l5INEUIRERAU Nil.eoo

®. AUADING 81 Atorvastatin @o mg tablet 31U €oo,000 iR

at o < = o W o v w o
. AngUszaeanald  ieldlufisnistdashudinelsimeunadniiu nieo

on. AMENUANALY
0n.® E‘ULL‘U‘U
oo dauUsENDU

en.en mwz‘ussﬁg
. AN
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. AN
. AuaulAnwmala

Dugndiedmiuiudsznu

14 & Win Usznaudieen Atorvastatin Calcium ﬁam&aﬁu Atorvastatin
o me (crystalline form)

ussgluumsdaaiiv Jostuuauayauiu

- aanuaa seyTiesn @ruusznauinendidy vunm Auus Tundn
Sudueny auiingn uazaueidouinueiliedsdnnuuuussysios
vukraglunniieges (Unit Dose) pg1atioediasszyden vua
ALY uazdlsaausedmTuiinuualeae

- aannapen sryTeen videTamensin dulsensu TuARRLLSS
\auTE LLax'“a’uarumq DEITALAU

fisp8UIN @nsavnuuInsalameila

. Finished Product Specifications : Atorvastatin Calcium Tablet USP

49 Test items Specifications
@ | ldentification Meet the reguirements
o | Assay &@.&% - @mod.0% of the labeled amount of
Atorvastatin
m | Dissolution Not less than o% (Q) is dissolved in @& minutes
Uniformity of dosage units Meet the requirements

& | Impurities

hydroxy analog

- Atorvastatin pyrrolidone analog - Not more than o.&%
- Atorvastatin related compound H - Not more than @.0%

- Atorvastatin epoxy pyrrolooxazin o | - Not more than o.¢%

AENIIUNTT
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&.@ Finished Product Specifications :

Atorvastatin Calcium Tablet USP (¢ig)

D) Test items Specifications
- Atorvastatin epoxy pyrrolooxazin « | - Not more than @.0%
hydroxy analog, if present
- Atorvastatin epoxy THF analog - Not more than .0%
- Atorvastatin related compound D - Not more than o.&%
- Any other unspecified degradation | - Not more than o.e%
products
- Total degradation products - Not more than &.0%
&.ln Drug Substance Specifications : Atorvastatin Calcium Tablet USP
18 Test items Specifications
® | ldentification Meet the requirements
b | Assay #z.0% - @olb.o%o on the anhydrous and
solvent - free basis or
«@.0% - @ob.o% on the anhydrous propylene
glycol - free, and solvent — free basis (if labeled
as a propylene glycol solvate)
o | Propylene elycol (If labeled as a | &&% - w.:%
propylene glycol solvate)
& | Heavy metals Not more than o ppm
& | Organic impurities (&an Procedure o or Procedure lo JufUiadanseiuas Polyrmorph*
UBINIYT)
Procedure @
- Atorvastatin related compound A Not more than o.m%
- Atorvastatin related compound B Not more than o.:n%
- Atorvastatin related compound C Not more than o.n%
- Atorvastatin related compound D Not more than o.v%
- Any other individual impurity Not more than o.e%
- Total impurities Not more than .0%
ATD oo L T s UM BITD o e NGNS 90D ’WM'WW ............ nTIUM3

(WeAMNg ARSI
UIHUANETIUIENS LAY

(Wanwsting undiiag)
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&la Drug Substance Specifications : Atorvastatin Calcium Tablet USP (si8)

U Test items Specifications

& | Organic impurities (é®n Procedure @ or Procedure lo Jufivasdansizviuas Polymorph*

KIONARR))

Procedure o

- Atorvastatin diamino

- Atorvastatin related compound A
- Atorvastatin related compound B
- Atorvastatin related compound C
- Atorvastatin e-deoxyhept-lo-enoic acid
- Atorvastatin related compound H
- Atorvastatin related epoxy
tetrahydrofuran analog

- Atorvastatin ethyl ester

- Atorvastatin related compound D
- Atorvastatin related compound |
- Any other individual impurity

- Total impurities

Not more than o.e&%
Not more than o.en%
Not more than o.e%
Not more than o.en%

Not more than o.@o0%

Not more than o.e&%

Not more than o.e&%

Not more than o.e&%
Not more than o.@&%
Not more than o.e&%
Not more than o.e0%
Not more than &.0%

o | Enantiomeric purity Not more than o.m% of Atorvastatin related
compound E
o | Water @ufiu Crystallinity vaaia81d@1Ay)
- Trihydrate form
- Amorphous or semi-crystalline form n.&% - €.&%

- Propylene glycol solvate

Not more than o.0%

Not more than @.0%

= 2 o aca o o ot
* Tfinn952y Poly morphism tansavsaUIs AT YR1Ty
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