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4
s18n15n 8  Fluticasone furoate 27.5 mcg/dose Nasal Spray 120 doses

muﬂs:nmé’mi’ﬂquaﬂﬁﬁ'\ﬁ

1.38n Fluticasone furoate 27.5 mcg/dose Nasal Spray 120 doses

2. amaatianaly

2.1 Juuy Wupiuwiuazneu dmiLganunayn (Nasal spray)

2.2 sudsenay  Usznaudlsensn Fluticasone furoate 27.5 meg

23 MTUUSTY  USTIUNTULUTIEN JUUUL Nasal spray uazfien 120 doses da 1 MIuusTy

2.4 23N - szﬁ}am #14UTTNaUAENEIRNYUATAIULTI TUNER fuéumq \finGa uaziay
nzfoudiven Hagstamuuuuraaioed

- uum’nuzussa;mazmﬁaﬂﬁaqszq%aum'%a’?}amamsﬁﬁ FIUUIZNAULAZIMIANINLT

Y29tN L8VANER i'uf%vumqvl'f’fmau

3. qmauﬁﬁmamnﬁﬂ

3.1 Finish product specificationm

1. Ysnuwdrendan m’aamumu'ﬁ's:q'lu Finished product specification
2. Identification @li'.ﬁwi’m@'mﬁszlﬂu Finished product specification
4. Mean delivered dose Gli?'%ﬂi’l%@l’]&lﬁi:lﬂu Finished product specification
5. Delivered dose uniformity Gli’aﬁwi’mmuﬁizq‘lu Finished product specification
6. Preservative content m’mmumuﬁi:ﬂu Finished product specification
7. Number of actuation per container @15‘3%&4”1%@\’111‘7;5:14‘1% Finished product specification
8. Particle size distribution maﬁlmumuﬁsxq‘[u Finished product specification
9. Microbial test @id%dﬁu@lﬂuﬁiquu Finished product specification
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1. ﬁ%’u‘mmwmmanmsms"l.ﬁ%’uaguymﬁumLﬁ'yue‘h%’umuﬁaa’iwuwluﬂs:mﬂ‘lﬂu wazd e (declare)
UNRINE®
1.1 ‘lm%wﬁ'tymsi‘fumﬁzmﬁﬁum (N81.2 N8.3 N84 WRILANTH)
1.1.1 luns@mduenindelutszinalng wanofis no.2
1.1.2 luniﬂﬁLﬂuﬂwﬁWLﬁwLﬁammﬁomig nnohe ne.3
1.1.3 lunsd@fduenddranndslszina nunedls ne.s
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12 ludweiwnadoun ne./e.1 sesnfieneTim wiannandsewadamsmuguaMINBINEA I
gundunzifon  (finished product specification) wazdarIMUARMATWY 837AQdu (drug  substance
specification) ns:ﬁﬁay’ls:vr.i"mnwsl.ﬂ'éuut,l,ﬂaaLuﬂmﬁmau AL FDIURLLNFITENUWINIWTNBNTVONA 11 (2.5)
U WSaY finished product specification WAT/MI0 Drug substance specification lapvaurlanawindsznia
YsznaasienBiinnsafing uazlsiiu 2 O o Suwdszmedszmanendidnnsafind
2. 18NFIFFUVIDINNATFTINNITHAALN

2.1 nsdifguanluszmalng Q’NﬁmﬁaaﬁLanmﬁusaammgmmwﬁmmmmé’nmwﬁua:ﬁ%msﬁﬁln
NMIWENEN PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tawibazau PIC/S participating authorities
%30 ﬁLanms%’usaammg’mmmammmwé’mnm@rftm:’?%msﬁﬁ‘lun’ﬁwﬁmmmaaéwﬁfmmﬂmﬂssums
2IWITUATE NIENTHAITIIHEY 2 stmnadulanfinmuseansasussialfisuiunaninueiuazdsnnatu
nsuaaen PIc/s lununagiiiananny aﬁudwq@mmaummsmamf[@uﬁwamﬁusaaﬁﬁuﬂs:mﬂ
dszmanandidnnsafing

22 nsdfuineningninaeyszna guiadasiienmsiusennasgmmaniamaunsninoisiuas
FmInalumInaee1 GMP w3a GMP/PICs (Pharmaceutical Inspection Co-operation Science) Tasvsingans
PIC/S participating authorities #17L& @ musaumIaTlasaulasinansTusesiaiudszmedsznienan
aildnnsafind wiaaganaadn ududnsd
3. Lanm‘sqmmwmaomﬁm%a‘nm (Fuwinnana)

3.1 namsanvinnzRuwmwaEaitiend13agLuasnie (Certification of analysis of Finished product) u
mjuﬁdmﬂuﬁ’;am

3.2 namIaTIRIA MR IWIANAUYEIAIEEIAY (Certification of analysis of Drug substance) Alglu
mswﬁmmjwﬁldaLﬂuﬁnarj’mﬁmaog{wﬁmmtmz;{mﬁmi’mqﬁu

3.3 wnasndenanguiudunnusunutenisunniauesingAuuasfiedeag (Drug substance)
7o 3.2 fujunInRavasnEanmeiendnIag (Finished product) 7a 3.1

3.4 lunsditunsifousnanunnnii 2 9 ssdasiidumnnwenuransiinen Long term stability anafidu
wndnlunsdousunuges uwszldsumasswaiusasanasnnglsnnavaisn

3.5 lunsditunzifoneuniosn 2 9 axdasidunnmiensmIAnEaNanIfITaI AT du
visdulunsdouemuans wazlasumssswaiusaaanssnnglsmnanasism
4. @2108198N
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1 = General requirement YBINFBAISTUFNIY Finished product gﬂLLuum Nasal spray
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Tlslmiﬁ 9 Hydroxypropyl methyicellulose (Hypromellose) 0.3% eye drop, 10 mL
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1. Bomn Hydroxypropyl methyicellulose (Hypromellose) 0.3% eye drop , 10 mL

2. amaatianaly
2.1 guuy Dumrazansdnannidaly WilF dmiunoeam
22 gmdsznay  Usznaueiy Hydroxypropyl methylcellulose (Hypromellose) 3 mg / mL
wasiiaInwdpLTeLn Disappearing preservative (ugautlsenay
2.4 TULUTT Uﬁq’lmmwmaﬁnﬂﬂﬂmm%aﬁw{wna@m aeriuuss 153nas 10 mL da 1 AIUUTY
2.5 287N - i:q%aﬂﬁ FIUUTNAUMENENAYUAZAINLTI TURE® 'Yuavumq L8UTiNEe uaziaT
nafoudsum Weinedaauuuursyined
- ummmussqmamaﬁaﬂﬁaas:q%amﬁa%amamsﬁ'\ FIUUTENALUAZIWIAANULTI
289LN NVANE fuﬁvumqvl'?'ﬁ'ﬂmu
3. amantananaie

Namsmm%mﬂ:'ﬁqmmwn.ﬂuvl,ﬂmu Finished product specification Wz Drug substance specification
f B nnnardTuaTudEni d9ldeensidoudafminNuAmENITAINIOMITULAZEN NIENTHETITHEY
Frindriniuildsssdasduaruiifisurinnielninianaspundadiiuladiunis awdsznea
NIZNTNANTITUFY 504 STYFITIEN W.A.2556 89TUA 11 BB W.7.2556 (mﬂszmﬂ‘l,uﬁ’ﬁﬁamgmnmi’uﬁ
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3.1 Finish product specification("

Test ltem USP 38
1. ﬂ?&nm@f’amﬁﬁﬂ”@ 85.0 - 115.0% of the L.A. of Hydroxypropyl methylcellulose (Hypromellose)
2. Identification AT
3. Sterility AT
4. pH 6.0-738
5. U3un 0k Preservative m’aamu@wﬁs:qh Finished product specification
6. Minimum fill ATITHU

3.2 Drug substance specification : Hydroxypropyl methylceilulose (Hypromellose)m

Test item USP 38

1. Identification ATITHW
2. PSumeanday

- %Methoxy LLaz %Hydroxypropoxy ATIIN
3. pH 50-8.0
4. Heavy metals NMT 20 ppm
5. Loss on drying NMT 5.0%
6. Residue on ignition NMT 1.5%
7. Viscosity 75% - 140%
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1. ﬁ'\mewmULanmsms‘lﬁ%’uagry’mi‘fmnﬁnu@'h%’uU'\Lﬁaéw*nmﬂ‘luﬂs:mﬁ‘lm KazdILad (declare)
UNRINE®
1.1 1ua’wﬁrym?fuvmﬁmw‘h§'um (N8.2 8.3 8.4 UFINANTH)
1.1.1 lnnsdiduonfindaludzmealng nunsiis ne.2
11.2 'Luns:ﬁﬁl,ﬂumﬁwﬁwLﬁ'ammﬂamiq nUBte Ne.3
1.1.3 lunsdimdueningrandsdszing wanods ne.4d
12 lusmetunzouen ne.1/0.1 vasendiiauamon w%“am'ma:tﬁmﬁﬁanﬁmuquqmwwmaawﬁmﬁmﬂff
m&lﬁﬁuﬂuﬁﬂu (finished product specification) LLamTaﬁ'muﬂqmmwwaﬁmqﬁu (drug substance
specification) nscﬁﬁ'aQs:%iﬂanwsLﬂﬁﬂuLLﬂaaurﬂmﬁ'mau A DIUUULENFNTENMNINENENTVBUA L (81.5)
wwsay finished product specification Waz/n3a Drug substance specification lapvaun lanauindszne
Uszmasenaiannsaing uazlitiu 2 9 o Fudszmeadsemenendidnnsaiing
2. 1ANFITTVIDINIATTIRMITHAALN
21 nsdfigmaaluysznalng QwﬁmﬁaaﬁLanmﬁusmmmgﬂumwﬁmmmwﬁ'nmmﬁl,mzfj%msﬁﬁ‘lu
nsWanen PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tauwiaaw PIC/S participating authorities
VED ﬁmnms%”usaommgmmswﬁmmmwé'ﬂmmwﬁm:"i%msﬁﬁlummamwaoﬁwﬁnmuamxnssums
2IMITUAZEN NITNTWETITARY 2 srmuaiulanfanuaaansosussriaifisusunaninmeiuazsnmsnalu
nsuaaen PIC/S lunuraenianaze aﬁua’wq@mmaumsmmaauiﬂUﬁmamﬁmaaﬁﬁuﬂs:mﬁ
drznmenadiannsaing
22 padifidugingmInawsang fiadasdisnmriusesnasyumsniamaananinmaiue:
fi%msﬁﬁlumwﬁ@lm GMP %3a GMP/PICs (Pharmaceutical Inspection Co-operation Science) Tasmingny
PIC/S participating authorities a1iLa"g@ ausaunsaTasaulasinanIusasieindemalsznanan
alinnvedind nIaoyaneadw usudnsd
3. mnmsqmmwmaamﬁmuaﬂm (Fnwrnnane)
3.1 Namim’aﬁmﬁ:ﬁqmmwwﬁmﬁ'mfﬁ & 1393UUa9HE (Certification of analysis of Finished product) I
mjuﬁduﬂuﬁ'@ama
3.2 HAN1IATIR R TIZAG MW IANALDEITIENEATY (Certification of analysis of Drug substance) gl
m:mﬁmmjuﬁéuﬁu@ﬁasha‘ﬁgwaogwﬁmmua:rjwﬁmi’mqﬁu
33 Lanmsvﬁavxé"ng’mﬁuﬁ'uﬂ'nwé’uﬁ’uﬁizmwjumw5%aai’mqﬁumawﬁmé’nﬁ'zy (Drug substance)
7o 3.2 fuwmMniavasnaanmaiindniagy (Finished product) 78 3.1
3.4 lumdidunadouenunannnii 2 9 asdasfliumnmwenonanisansn Long term stability aafidu
wadnlunsdouguugas wazldsunmsasmaiusasenanngliswasesuisvn
3.5 lunsddunafouenantesnii 2 9 asdasdidunawinoramsnsanundaTe o
WRudulunsfousuusad wazldsumssawasusasenasnnglarunavesuium
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1 = The United States Pharmacopoeia 38
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5780131 10 Ipratropium Bromide 0.02 mg + Fenoterol Hydrobfomide 0.05 mg MDI, 200 puff

ailsznadaninauassii

1. #oen Ipratropium Bromide 0.02 mg + Fenoterol Hydrobromide 0.05 mg MDI, 200 puff

2. aosaaniana
2.1 3duyy Lﬂumﬁ'\ﬁwfugwiun'ﬁmamn (Inhaler)
Usznaueaaaen tpratropium Bromide 0.02 mg + Fenoterol Hydrobromide 0.05 mg

T 1 puff

2.2 swmdsznay

2.3 MTUEYITY  UTRMMIUEUTINNGLILLIL Meteres dose inhaler (MDI) wazdlen 200 puff die 1 mauzwssy

2.4 287N - Fagn dmaznaudinddyuazanuuss unie Tuueny wufinde wszsumaon
dsuen Tadnstarauuuusraimed

- ULWMIUSUSTRENgans adviandasszyfom sulznaudindinng anauss Tuiu

ol URZLRYNHER

3. AuANLGNIIMARA

3.1 Finish product specification‘"

1. WSnmalendagy ¢a 1 Dose m’mmuﬂ'mﬁs:qh Finished product specification
2. Identification mw&huﬂ’mﬁ‘inﬂu Finished product specification
3. Uniformity of delivered dose ATITNIU
4, Fine particle dose AN
5. Number of deliveries per inhaler AT
6. Leak test ATITHIU
3.2 Drug substance specification
3.2.1 Ipratropium Bromide®®
Test item BP 2013 USP 38

1. YSnmdasdngy

99.0 - 100.5% of |pratropium bromide

(Anhydrous substance)

98.0 - 102.0% of Ipratropium bromide
(Calculated on the anhydrous basis)

2. Identification AT ATITETU

3. Appearance of solution ATIININ -
4. pH 50-75 50-7.0

5. Impurity A NMT 0.1% NMT 0.1%

6. Water 3.9% - 4.4% 3.9% - 4.4%

7. Sulfated ash NMT 0.1% -

8. Residue on ignition

NMT 0.1%

(WILFTA YIWuD)

(WNEMTIWTan 1wuia)
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(2),(3)

3.2.1 lpratropium Bromide™® (o)
Test Item BP 2013 USP 38
9. Heavy metals - NMT 10 ppm
10. Related substances - Impurity D : NMT 0.05% - Ipratropium related compound C
- Impurities B,C : for each impurity, NMT : NMT 0.10%
0.1% - Ipratropium related compound B

- Unspecified impurities : for each impurity, | : NMT 0.10%

NMT 0.10% - N-isopropylnoratropinium bromide

- Total : NMT 0.25% : NMT 0.10%

- Apo-ipratropium bromide : NMT 0.10%
- Any individual unknown impurity

: NMT 0.10%

- Total impurities : NMT 0.25%

3.2.2 Fenoterol Hydrobromide®”

Test item BP 2013
1. ﬂ?mmﬁﬁmﬁ’m"{y 99.0 - 101.0% of Fenoterol Hydrobromide (dried substance)
2. Identification ATITNIW
3. Appearance of solution ATIIU
4. pH 42-52
5. Related substances - Impurity A : NMT 4.0%
- Impurity C : NMT 0.3%
- Impurity B : NMT 0.2%
- Unspecified impurities : for each impurity, NMT 0.10%
- Sum of impurities other than A : NMT 0.3%
6. Iron NMT 10 ppm
7. Loss on drying NMT 0.5%
8. Sulfated ash NMT 0.1%
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Ganludun 9
1. z%m,mmwd']ULanmsmﬂﬁ%’uagty’mifuﬂ:Lﬂnuﬁ']%'umv‘v‘ai‘immufluﬂmﬂﬂ‘lm Waz&Led (declare)
LARINRS
1.1 luddymstunzdoudiiuem mo.2 ne.3 no.4 udaudnsd)
1.1.1 lunsdindunfndaludszindlng nanads ne.2
1.1.2 ’Lunstﬁﬁt,ﬂummnﬁLﬁlammﬂamig naneie ne.3
1.1.3 lunsdiimdugntigranansdsaina wanefs ne.4
12 ludafunsdiouen ne.1/8.1 saeniaueTen winuTuaHBuARITEMIMILIOUA T WTBIN AT TN
muﬁ’tfuﬂuﬁﬂu (finished product specification) LLa:ﬁaﬁW%uﬂqmnﬂwmaafﬂqau (drug substance
specification) ns:ﬁﬁag;sxwmmsm5uul,l,ﬂmun"'|,mﬁm§u WA BIUUULBNRITRUWIMWENEMIVBLA b (8.5)
W WIaY finished product specification Waz/w3a Drug substance specification lagwaur lufauinlsznia
vrzmenadidnnsefing uar'liifiu 2 9§ o Fudezmedszniamendidnnsading
2. 1lANENITUITDINIATTIWNIIHAG L
21 nsdifiguaalulsanalng Hudadasdianasivsasnasyumsniaemundninnieiuss35nsiiaiu
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3. amdylANNaARa

3.1 Finish product specification“’

1. USnuarendngy

) P " I
Wswmumum:ylu Finished product specification

. Identification test

; p - P
m'mmummm:q'lu Finished product specification

. Dissolution

. P . o
m’a’slmwnumz‘.iﬂu Finished product specification

. Uniformity of dosage unit

: Py - N
m’nﬁlmuma.msxlql’lu Finished product specification

. Sulfoxide

Gl‘i’a’w]&i’luﬂ’mﬁ‘::glu Finished product specification

. Cis-isomer

. P - e
m’mmuﬂ’mm:qlu Finished product specification

N | ol || W|N

. Water content

: =] . -
Wnﬁlmum’mﬂ‘szylu Finished product specification

3.2 Drug substance specification : Montelukast sodium

(2)(3)

Test Item

USP 38

BP 2013

1. YSnmeasdagy

98.0 - 102.0% of Montelukast sodium

(calculated on the anhydrous and solvent-

98.0 - 102.0% of Montelukast sodium

(calculated on the anhydrous basis)

free basis)
2. Identification AT AT
3. Heavy metals NMT 10 ppm NMT 10 ppm

4. Impurities - Sulfoxide impurity : NMT 0.2% - Sulfoxide impurity : NMT 0.2%
- Cis-isomer : NMT 0.15% - Cis-isomer : NMT 0.15%
- Michael Adducts 1°and 2 : NMT 0.15% - Methylketone impurity : NMT 0.15%
- Methylketone impurity : NMT 0.15% - Methylstyrene impurity : NMT 0.3%
- Methylstyrene impurity : NMT 0.3% - Any other individual impurity : NMT 0.10%
- Any other individual impurity : NMT 0.10% - Total impurities : NMT 0.6%
- Total impurities : NMT 0.6%
5. Water NMT 4.0% NMT 4.0%

6. Enantiomeric purity

NMT 0.2% of the S-enantiomer

NMT 0.2% of the S-enan}b(ner

GRS E) W U .,

................. Ussmunmenssums

) ) (WHEMFATAN WIUNIRYINY)
i : y A
(9%0) nysuMS [CEEiE:) WO S NIsAUNT

.......... e ererereraian.

(WIFT@ YIWUS)

(W9ENIYGEaU 29¥LA7)

wWiflensfi12yaiiB252560




ad Y Y . a § (% [ k2
naEma 1. nammanaouwdimaiu waive) minTaseuiinTsimanle 1ﬂ”§mammnmmang’mmnm’m'lﬁmagm“ﬁﬁm
2.. Drug substance specification Rasananluiiameiuesindn drug substance #3aluftaew drug substance 189
o A ° a o 4 4 a ar i o
dudaendusagd avvlaatunits mﬁmwnﬁnmﬂ:ﬁmunnmﬁaﬁmﬂm
3. nadlgmauiamimefinvassmisdandu ladsredduwndudnium 1Whedsau Drug specification Audunled
anzidpuaaflrIua M NITIM I IMITHaZEN NINTNFITVIUGY
4, nstﬁqmauu“ﬁmomﬂﬁﬂmaomﬁa'fmqﬁu JeBaluwndudnsuen u,@iwammmﬁmﬂ:ﬁmaqQmuaﬂm'l,ajman”u
@ o ar { ' v a @ o au v 4 °
INFETTUMUALTINETUa UM 15 Emaema'nmmﬁ‘lﬂumwﬂs:mﬁnsznnamm:mqﬂ; 1389 3y
v & @ o a $ a ;e v W aa
W.¢. 2556 ‘vﬁam\ia\wmlma’ﬁmmuanmﬁamnﬂszmﬁns:wnommsmqm WWalWiAanaua s 1'nwnuqaﬂwm
PYaInmenIINMILIZNIATIANEN

.
-

Howludiug
1. z%'u,mmwmULanmsmfl.éf%’uagqrmi’iruﬂuﬁ sudniuenesminlulsznalng ussduas (declare) URRINR®
1.1 luz%'m"rymiifumtﬁwﬁﬁum (2.2 1813 8.4 URILANTHR)
1.1.1 lunsdifiiuenindaludssnalng vansds ne2
1.1.2 'lunstﬁﬁl,ﬂumﬁﬁL’lTﬁLﬁamsLLﬁaussg wneds ne.3
1.1.3 lunsdifdugniidhanndassna nnefs no.s
12 ludwstunzifousn ne.1/0.1 Tasenfiauanen w%”awﬁﬂan?]mﬁ"s‘ﬁamsmuquqmwmaawﬁmﬁmﬁ
muﬁ’ﬁmuﬂﬂu (finished product specification) LLa:'ITaﬁ'mu@Q mn’lwmadi’ﬂqﬁu (drug substance
specification) nitﬁﬁags:mwmﬂﬂﬁﬂmmaaLm'"lmﬁmau wADIULENFITEWMWENEMTTBLA L (8.5)
WINWTaY finished product specification Waz/%3a Drug substance specification lagvaudludauiutsene
dezmianandildnniafing uaz'lidiu 2 9 o Fudemedsznmeanadidnnsafing
2. 1INFATIUTBINIAIFIRNIINAALY
21 padfiguaaluysznelng AdadasfiionasiusesnaspumIniamenumaninasiuaz3smnaiu
MINEAEN PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tagwiaznu PIC/S participating authorities
w3a HlanasiuTeInaTg MM INEaEMunInIN BT IT M INiA U INEatN TR NI N UA BENTIUNT
2IMITUAZEN NIENTNENTITURY Hrnmuadulasdanussandasuasriafiourunaninmsiuaz3enmsial
nINAaE PIC/S lunyianfiauans atuagaasaunIaTIseulasinanisivsasiisiudezmea
drzmenmadidnnsaiing
2.2 nydifidiugindreinedseana HNdadasliiananyTuTeanasIunNINEateaManIn o iLa:
3'ﬁ'n'15°7|'ﬁ‘lumm§@\ﬂ’1 GMP %38 GMP/PICs {Pharmaceutical Inspection Co-operation Science) lagwinganu

PIC/S participating authorities 21iuid1§a auseumIasvsaulasiinanisiusasfisiulszmeszniasea
fldnnseiing nIaa1yasantin usuansd

nITuM

(WIgT@ YIWuT) (IR ILIYIToN 291UA7)

wifiziunsii2gailB252560



3. LaNETAMNINYBIL T ARD TIAN (Fuwinwana)
3.1 NammﬁﬁnLﬂi’\”%ﬂmmwwamnmm mml.sasﬂ’uawmam (Certification of analysis of Finished product) |
msuna«ﬁumamo
32 Namsmammsq:ﬁqmmwi'ﬂqawaoé‘amﬁﬁﬁry (Certification of analysis of Drug substance) 7151w
mswﬁmmiuﬁduﬂuéﬁatmﬂawaogwﬁmml,l,a:;;wﬁmi'mqau
33 Lanmw?avﬁé‘npuﬁuﬂ'ua'mé'uvi"uﬁs:ijéunﬁwﬁmaoi’mqﬁumaaﬁamﬁwﬁn‘; (Drug substance)
78 3.2 n"u;'umwﬁmaawﬁ@ﬁmeﬁma’wﬁagﬂ (Finished product) %8 3.1
3.4 lunsdidunsafowenanannni 2 9 srdpalidumnIntnenansAnm Long term stability aufian
visdulunafoununusas LLa'v'lmumsaammmaaLanmsmnwwmmwaquswn
3.5 lunsditunafonenatoonds 2 9 RABINFUUNIWABNANTANIIAUAIFI VBN NUTIEIU
Wadulunzdouenuiusas Lm:'lmnn’ﬁmmmmauanmsmnguénmwmu‘%wﬂ
4. @989
4.1 disuana dassidaatsgnatntas 3 wiBuTI WA T Sadudunuuaninoszidsaldamdom
muﬂmvm@lummaamaunmm‘lﬂmmu
5. msﬂsznuqmmmnnawau (waaN&EIINITVYSENW)
5.1 mﬁdwauﬁaoﬁa’mlﬂﬁajﬁaﬂniw 1 D siuaniuseney
5.2 mwmmmwau ApIIFLMI MW |UTUTEINENIATIIIA Y v\mmwmuau
5.3 nsmﬂmmmw‘ﬁmsmmsaumamw'mszamwammammﬁmammw whuNTNMIEintiRe
Fo9vanaeing Tcﬂmmrm‘amaammquanmm’mummﬂswmsaammLﬂswmuawt{]umuwwau
anldieiieataslunsasaiiamse LY nmmwmwm"lmﬁu'lﬂmuqmanummww: PUTTMIVE
suAnslisuRsanmsieuenamdngas Qmmm:m%agwﬁmluﬂ%davlﬂ
5.4 ;jmw%:@”aﬁuu,ﬂsmml,ﬁam‘l.néw”vm@mq wiadlaifianmidensnndanyszmsle q reutmualaslad
dawly
6. tanmstdenludug
6.1 Wmmﬁmua‘hﬂ’dmﬁmmu (original drugs) FIlnIIFaURAINTNAREL Bioequivalence ﬁLaua
WisupuAUeduLLL T@ﬂ%ﬁmsﬁnmﬁaaLﬁuvlﬂmwz«Tmnmsvi‘ua:LLmaJﬁu“mumsﬁnm'Tnau;qm'uaam
malgyrasdinuamenIIuNIaIMIUazeN nemynmmstgy’” Tunsdifunzfsudsuenaawuuen
syl (ldianzidousn NG) s UM ILMLanEIMIAnIEIauyaTasn
7. fiswanen (u1e) Busaalianiindggnnonasuiuua doft
7.1 ns:ﬁwamstjumaﬁﬁmsn:ﬁmﬁmnnm?nmmam%’mmwwzﬂu’Lﬁu'lﬂmummgm"ﬁ’aﬁwm
72 nitﬁwﬁmﬁmﬁmﬁﬁmﬁgnﬁUmﬁuﬁumnﬁamm@hUﬁ']ﬁ'ﬂmuﬂwnﬁumsawmm:m luganaves

a

&

fY1 TN
7.3 natinulymgumwannuiaiusinersssnadetssinirnauszananlseadsiagiefladum

8. U7 mwmsmaanu?‘mﬂaﬁ'vﬁmsmNﬁﬂﬁmeﬁmﬁﬁﬂs:fﬁgnL%'Umﬁuﬁuiﬂ gEUNIIUAMENITNAT

gmsuazenluszozim 1 Jhawiudsemealsemesmaiannsafing

(BITD). e e Usrmuauenssums
24 4/‘(uwanqm'§'@ﬁ ULTUNIANNS)
RO AU NIIUMS CRE) N ‘U\’ ......................... NINMS
(WLFTE YIWUS) (WHEITIWGEW 298UTI)

wii3muniii2yaiiB25/2560



wmqu : §7989970

= General requirement VBILNRBAITUERT Finished products SlJLL‘lJ‘]J Tablets
2 = The United states Pharmacopeia 38

3 = British pharmacopoeia 2013
4 = ASEAN Guidelines for the Conduct of Bioavailability and Bioequivalence Studies u,a‘*ﬂma
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Montelukast sodium 5 mg Chewable Tablet
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Fos7

anasianalu

2.1 3uuuy

2.2 #mlsznay
2.3 MTUUIN

Montelukast sodium 5§ mg Chewable Tablet

o & ° v o
wueude 3UuULLALN (Chewable tablet) EwiUTuYTzNU
Usznaueas6au7 Montelukast sodium fisuaany Montelukast 5 mg lu 1 1a
. a a o a & o 1 a
‘Uii’«;:LuLLNG Blister pack %38 a@muwﬂaﬂa‘ 1Jaanummﬁuuazmsqnm‘ﬁﬂaanmm

2.4 aan - szq‘fiam FUUTTNAUAENEATYUAZA TN TUNRS fuéumq \nuAKAR wanamadion
dnuen Madwdamuuuussaioe
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3. amanianvmaRa

3.1 Finish product speciﬂcation“)
1. ﬂ?mmﬁamﬁwﬁ:y m’aamumwﬁ's:qlu Finished product specification
2. Identification test m’aﬁ]ﬁi’mm&lﬁizlﬂu Finished product specification
3. Dissolution m’awiwmuﬁﬁ:qlu Finished product specification
4. Uniformity of dosage unit ﬂia%dﬂuﬂﬂuﬁi:qlu Finished product specification
5. Water content maamumuﬁs:qlu Finished product specification
6. Related substance m’lﬁl&i’mﬂ’mﬁ‘iquu Finished product specification

3.2 Drug substance specification : Montelukast sodium

{2),(3)

Test Item

USP 38

BP 2013

1. USnnmednensingy

98.0 - 102.0% of Montelukast sodium

(calculated on the anhydrous and solvent-

98.0 - 102.0% of Montelukast sodium

(calculated on the anhydrous basis)

free basis)
2. Identification fIIU ATITAU
3. Heavy metals NMT 10 ppm NMT 10 ppm

4, Impurities - Sulfoxide impurity : NMT 0.2% - Sulfoxide impurity : NMT 0.2%
- Cis-isomer : NMT 0.15% - Cis-isomer : NMT 0.15%
- Michael Adducts 1° and 2d: NMT 0.15% - Methylketone impurity : NMT 0.15%
- Methylketone impurity : NMT 0.15% - Methylstyrene impurity : NMT 0.3%
- Methylstyrene impurity : NMT 0.3% - Any other individual impurity : NMT 0.10%
- Any other individual impurity : NMT 0.10% - Total impurities : NMT 0.6%
- Total impurities : NMT 0.6%
5. Water NMT 4.0% NMT 4.0%

6. Enantiomeric purity

NMT 0.2% of the S-enantiomer

NMT 0.2% of the S-enantiomer
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2.. Drug substance specification wmsmmn'lmmﬂvwawwam drug substance maﬂmmﬂm drug substance V4
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VNI finished product specification LLag/#38 Drug substance specification lagwaurnlyn awIndszme
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3. lanasan NI TilEwa A (fFnuwimwong)
3.1 Namim’sﬁnmﬂw‘nﬂmnﬁwwamnm‘nmmﬁaiﬂmawwam (Certification of analysis of Finished product) Tu
msuﬂmtﬂumama
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mswmﬂmsunaetﬂumamammaanwammn.mmwammn@u
3.3 Lanmsmavxanmuﬂuauﬂ'awauwuﬁs‘“mwsumswa@maamn@umaemmmﬂm (Drug substance)
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1 = General requirement UaItN§BAITUFIMTY Finished products EULL‘UU Tablets

2 = The United states Pharmacopeia 38
3 = British pharmacopoeia 2013

4 = ASEAN Guidelines for the Conduct of Bioavailability and Bioequivalence Studies LLaz@;ﬁa
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5180151 14 Tiotropium bromide 18 mcg capsule inhalation powder with Handihaler

m'mﬂszn'\ﬁé'awi’ﬂquaiwmﬁ

1. Baen Tiotropium bromide 18 mcg capsule inhalation powder with Handihaler

2. amdsniana by

2.1 3uuuy unspndrni-ramias ussgluuadea (hard capsule) §1wiUls Handihaler Lﬁag@
Wuwdadan

2.2 utlsznay  Usznaudisalen Tiotropium bromide monohydrate auylaﬁ'u Tiotropium bromide 18 mcg
T 1 upga

23 mruusny  uIneluusilasiin dastunnaiu uazly 1 uTTesine Usznausdisen 30 capsule uaz
gUn30l Handihaler §1w3LWuen 1 @2

2.4 98N - szq%am fFIUUINOUMENFINYPUITANULTI IUKER fuéumq \fikER 187

nzdoudiuen uazdimafusnwe lHedntanuuuussaioe

- DUMTUELTITEN amaﬁaaﬁaﬁ:q%am WiaTarIn1se Faulsney uazwe
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3. ankENTGNmaia

3.1 Finish product specification”

1. Snmeasdng mwmumwﬁiquu Finished product specification
2. Identification test m’si)ﬁhumuﬁ‘s:qlu Finished product specification
3. Content Uniformity ﬂs’;ﬁlmw\’la\lﬁ‘szq‘lu Finished product specification
4. Uniformity of delivered dose @lmﬁlmu@rmﬁszlﬂu Finished product specification
5. Fine particle dose m’silci‘mmuﬁz:qlu Finished product specification
6. Water content m’mm%m’mﬁszﬂu Finished product specification
7. Related substances / Impurity mmsiwumuﬁszq’tu Finished product specification

3.2 Drug substance specification : Tiotropium bromide monohydrate(z)

Test ltem BP 2013
1. USunmen mﬁ’lﬁty 98.5 - 101.5% of Tiotropium bromide monohydrate (anhydrous substance)
2. Identification AT
3. Appearance of solution ATINH
4. Impurities G and H - Impurity G : NMT 0.1%
- Impurity H : NMT 0.1%

(G 12) OO YIemuAMENITANT
(WEIgaNTad wIuniAYing)
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3.2 Drug substance specification : Tiotropium bromide monohydrate(s) (Gia)

Test item BP 2013

5. Related substance - Impurity C : NMT 0.3%

- Impurity F : NMT 0.15%

- Impurities A, E : for each impurity, NMT 0.15%

- Unspecified impurity : for each impurity, NMT 0.10%
- Total : NMT 0.3%

6. Heavy metals NMT 10 ppm
7. Water 25-40
8. Sulfated ash NMT 0.1%
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3. ndgmantamanafiausswiadagdu laifidreBalundsdium 1W8198901% Drug specification Aiu3wn'let
anzioudofiNUAMENTINMIOMITUAZEN NIENTHRITIIGY
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o J a o Qv LY ] &4
1.1 lwsagymsiunzidondiiuen (Me.2 nu.3 N4 LRIULANTIH)
1.1.1 lunsdinduenfndaludssinalng nansds ne.2
1.1.2 luns@ndunibhidrivenisudusg waneds no.3
1.1.3 luns@imdusnhidhandedsana naneile ne.4
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2. 1laNAITUTDINIATTIRNNINAAEN
21 nstingnAaludsznalng QNEmﬁaaﬁtanms{mmmmg’mmswﬁmmmwé’mnmﬁuaﬁ%msﬁﬁlu
msuanen PIC/S (Pharmaceutical Inspection Co-operation Scheme) Taewiaeau PIC/S participating authorities
n3a ﬁLanmﬁusaommgmmmﬁmmm&mﬁ'ntnmsﬁuaﬁ%msﬁﬁlumwﬁmmmaaa’hﬁfmmﬂm:nsmms
PIMITUBTET NITNTHEBITHEY %oﬁwum‘fu‘[@UﬁmmaamﬂﬁaaLLa:ﬁ’mﬁUurTU%é'nmmvﬁm:"i'ﬁ'msﬁﬁlu
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S2nsfalunInaaen GMP %38 GMP/PICs (Pharmaceutical Inspection Co-operation Science) lasmisanu
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idnnsefind winayaaaadn ududnsd
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3.4 wamInsdn T NKEan uriendTagvesinia (Certification of analysis of Finished product) u
mjuﬁdmﬂuﬁaaﬂ'w
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nABWE : 81989310
1 = General requirement Va3N&TFTUEINIY Preparations for inhalation
2 = The Interational Conference on Harmonisation of Technical Requirements for Registration of Pharmaceuticals

for Human use (ICH quideline), Impurities in New Drug Products Q3B (2R) ; Current step4 version, 2006.

3 = British pharmacopoeia 2013
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