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518115N 8  Fluticasone furoate 27.5 mcg/dose Nasal Spray 120 doses
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1.80mn  Fluticasone furoate 27.5 mcg/dose Nasal Spray 120 doses

2. amantianaly

2.1 3uuuy Wueduwauaznau FMIUFANuN1I9YN (Nasal spray)

2.2 fudsznay  Usznauelsenen Fluticasone furoate 27.5 meg

2.3 MUY ussaﬂumm:msqm JUuuL Nasal spray uazdlen 120 doses @a 1 MTBULUITY

2.4 287N - 7zaﬁlam UL TTNOUAILEAYURZAIVLIY TUNER ’S'uﬁvumz; LNUTING® uasLay
nzidoudrsuen "I:Tamafmwuumsgﬁm‘ﬁ

- UWMTULLITT mafjﬁoﬁaU@Taas:q%amﬂ?a%amamsﬁﬁ §ULSZNaVLAZYMIAAMIUTI

289en LeUfinEa 'S’uﬁvumqvl'f'&’@mu

3. amANUANWINARA

3.1 Finish product speciﬁcation")

1. UTunmeendnagy m’mmumuﬁsxq‘lu Finished product specification
2. Identification GIS’J%N"mmaJﬁS:‘Lﬂu Finished product specification
4. Mean delivered dose Gli’ami’mm&lﬁixq'lu Finished product specification
5. Delivered dose uniformity mﬁilmumuﬁsquu Finished product specification
6. Preservative content' m’aﬁwi’mmuﬁﬁz‘i.ql‘lu Finished product specification
7. Number of actuation per container Gli’;'iwhumuﬁszq‘lu Finished product specification
8. Particle size distribution m’a'«amumuﬁszlﬂu Finished product specification
9. Microbial test mmmumuﬁszqh Finished product specification

Anoma 1. Wuaaswamaiiamzidsam nadiensuenld Preservative
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2. milgusuiAmanaiiavasswiaingdu laiddedslwnsidiue WshiBsana Drug specification fiu3sn
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1. ﬁ'nmmwmﬂLaﬂmsmﬂéf{uagtymifumtﬁweﬁﬁ'umLﬁaﬁmmﬂ'luﬂszmﬁvlm wazduad (declare)
URRINRG
1.1 lugdgnidunadoudiiem mo.2 ne.3 no.4 udaudnsd)
1.1.1 luns@ifduenfindaludszinalng waneds ne.2
112 ’Luns:iﬁl,ﬂumﬂmhLﬁammﬂwsﬁg naneie ne.3
1.1.3 Tunsdifdunddhandodszina nanede ne.4
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12 ludedunadouen ne./o.1 vasiieuasen winunuanduaadenmIniugua WY INRAN U
muﬁ’fuﬂuﬁt}u (finished product specification) Ltazﬁaﬁﬂ%uﬂqmnﬁwmaaf@qau (drug substance
specification) ns:ﬁﬁagszwi'nmm]ﬁwuﬂamn"’l,mﬁmﬁu daLnuana s IwIMNEeMITaut 1 (2.5)
VMNTBY finished product specification waz/%Ie Drug substance specification lasvaun lvdauiudszne
Uszmanadidnnsaing wazlaiiu 2 I o Sudsemedsznianandidnnsafing
2. 18NENITUTDINIATTIRAIHAAL

21 ns@fignuanlusznalng ;‘J‘"N§m<§i’aqﬁLanmﬁmaammgmmmﬁmmmwé’nmwﬁuaﬁﬁmsﬁﬁh
MINaaEN PIC/S (Pharmaceutical Inspection Co-operation Scheme) laswiagam PIC/S participating authorities
wa SlanmssusasnaspumIniataunsninusiuazismsialumniasvasdinaunaznssuns
DIMITURTEN NIENTNETVIUEY Farnvuaiulasianuronasosussriafisutunsninaeiuazisnsialy
nswaae PIC/S Tununasfiiauaniy mj”umq@mmaumsmwaauiﬂUﬁwamﬁusaaﬁﬁuﬂszmﬂ
dszmenadidnnsafing

2.2 nsdfidingvingre e sene AHAadasiiiananyiusennauMIHRAmURAINITUSE
SEmshalumsnaagn GMP w3a GMP/PICs (Pharmaceutical Inspection Co-operation Science) lagwiaeu
PIC/S participating authorities a17Ua"q@ ausaumsaseseulasdinanisusesdeindzmesenianan
sudnnsaiing Wiaangasaadw uadudnsol
3. mnmsqmmmmamﬁLauaﬁm (Fuwninana)

3.1 Namim’sﬁmi‘]:ﬁqmmwwﬁelﬁ'm‘ﬁmﬁ’ﬁagﬂmmgwﬁm (Certification of analysis of Finished product) 11
mi;uﬁduﬂu@ﬁazha

3.2 HaMIRTR AT N WIAnAUaIRIEEATY (Certification of analysis of Drug substance) ldlu
msw5@1m'a:uﬁduﬁuﬁ"aamwﬂmmgwﬁmmua:ciw'ﬁmi‘mqﬁu

3.3 anmInTanangududuanuiuwusznisunmnaavesingauveadandety (Drug substance)
18 3.2 fUjumMInAavaINRas MainndTagy (Finished product) Ta 3.1

3.4 luns@dunzidousnuunnnit 2 9 sxdealdnnWieRan1sinEn Long term stability anaim
wudulunsDonenunuges ua:‘léfi”umsmmu{maqLanmiannQﬁéwmwaaﬁﬁw
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wWwan B25/ 2560
780190 9 Hydroxypropyl methylcellulose (Hypromellose) 0.3% eye drop, 10 mL
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1. B Hydroxypropyl methylcellulose (Hypromellose) 0.3% eye drop , 10 mL

2. amaniianaly
2.1 3wy WumsaspUnaanndels Wils swmiunoeam
22 gmmsznay  Usznauaae Hydroxypropyl methylcellulose (Hypromellose) 3 mg / mL
uardgInwdsszinn Disappearing preservative (uaautlsznay
2.4 MTULVITY Ussa;'lummwmaﬁﬂﬂﬁﬂmnﬁaﬁwﬂ%’wUaﬂ@n taariuum 153105 10 mL de 1 maveus
2.5 28 - sxq%am FIUTNAUMEEATYUAZAIINLTI TUHER i’uﬁvua'mq WufinEa uazay
nadoudriuen Wethetarauunussanot
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3. AMENVANWINARA
Nanﬂﬁﬂidaﬁtﬂiﬂ:ﬁﬂmnﬂwL‘ﬂuvlﬂmu Finished product specification L2 Drug substance specification
dl L 2 = Qv o s a ol & o/ 1 o s
n waamnmmmmmmﬁmnu ‘ﬁavlmwzl,ﬁwmamunmuﬂm:nsswmsmmma:m ns:m'mmmimqm
q‘: ‘: @ g Qs 4 L9 a 9/ e Ad a ] 1 ' s o 9 o A
mnndrdsualsadideaduaiuiisuvimislnininnasprwndzdrivladsunie anudszme
A e i =) ar 4
NITNTHETITHED 1383 551461'15'18'1 W.A.2556 891NN 11 LWBILK W.A.2556 (adﬂszmﬁluﬁ’ﬂmmgwnm’;uﬁ
a o v a 1 u! Qs oo
10 uqmuu 2556) nsm‘lumﬂumﬂmunuqaUwuwaoﬂmnssumsﬂszmmﬂmzn

3.1 Finish product specification“’

Test Item usP 38
1. U?mmé'hmé’]ﬂ"ty 85.0 - 115.0% of the L.A. of Hydroxypropyl methylcellulose (Hypromellose)
2. Identification ATITHIU
3. Sterility ATV
4. pH 60-78
5. U331 Preservative @15’4%&1'1%@1”1&1171“5:141% Finished product specification
6. Minimum fill ATIHU

3.2 Drug substance specification : Hydroxypropyl methylcellulose (Hypromellose)m

Test Item USP 38

1. Identification ATIINIU
2. 3w edagy

- %Methoxy g %Hydroxypropoxy ATIININ
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. ﬁmmmwmuLanmsms'[ﬁ”ﬁ”uagmmi‘fumLﬁﬂu@‘i'ﬁumﬁaa‘imﬂ’mlnﬂmﬂﬁ'lm uazduas (declare)
UNRINE® '
1.1 ludagymydunzdoudfum mo.2 no.3 ne.4 uduansdl)
1.1.1 lunsdifduenfusaludssmalng waneds no.2
1.1.2 1uﬂitﬁﬁtﬂuﬂ’lﬁ’lLﬁﬁtﬁﬂﬂ’liuﬂﬂ‘]ﬁii wuwds ne.3
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specification) nirﬁﬁ'aQs:wi'mnmﬂ‘é‘uuuﬂamn‘”lmn,ﬁwﬁu A DIUULLBNRTENWAINENSNIVBUA 1T (£.5)
WW3a finished product specification uaz/n3e Drug substance specification Tasvaun ludawindsena
dsznianandidnniafing waz'liiu 2 9 o Fudsemeadszmenadildnnsaing
2, LANAIIILTDINIATTIRNINAALN
21 nsd@figmaalulsznalng QwﬁmﬁmﬁLanmﬁmaammgmmswﬁmmmwé’mnmwfuaﬁ'ﬁ'msﬁﬁlu
MINAAEN PIC/S (Pharmaceutical Inspection Co-operation Scheme) Taswiieaw PIC/S participating authorities
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3.1 KaMIANTIANERG UMWHAAA T iENd T LuaIHE® (Certification of analysis of Finished product) Tu
mjuﬁdmﬂué’aamo

s

3.2 wamIaNIANRamWIAgaLTaIALNERY (Certification of analysis of Drug substance) gl
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d .
3181131 10 Ipratropium Bromide 0.02 mg + Fenoterol Hydrobromide 0.05 mg MDI, 200 puff
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1. Bamn Ipratropium Bromide 0.02 mg + Fenoterol Hydrobromide 0.05 mg MDI, 200 puff

2. ansaanianaly
2.1 0wy Lﬁumm{wz%w%’ug@w'uuhmamn (Inhaler)
22 sawdsznay  Usenaudiu@an Ipratropium Bromide 0.02 mg + Fenoterol Hydrobromide 0.05 mg
Tu 1 puff
23 Mauryssy U lumpusiy n3ULLIL Meteres dose inhaler (MDI) uaziien 200 puff e 1 MTULLTI
2.4 a8n - Haen FudsznaudIsHINYLAZAULTI TUKES 'fi'u?(vua'mq WUAKE usziawnzon
ddugn Madetarauunussysiel
- UWMTUSUTIENZANY aﬂwaﬁanﬁaasxq%am §ulsznaumen Rty aMause Tudu
2y UazLAVTiNE®

3. AubENGN AR

3.1 Finish product specification"’

1. SSumdaenénty da 1 Dose @)ﬁ’msi'lu@l’mﬁ‘szq‘lu Finished product specification
2. |dentification ﬂ‘smﬂh%ﬂ’mﬁ‘s:glu Finished product specification
3. Uniformity of delivered dose ATIINY
4. Fine particle dose AN
5. Number of deliveries per inhaler AW
6. Leak test AU

3.2 Drug substance specification

3.2.1 lpratropium Bromide'™®
Test Item BP 2013 USP 38
1. YSunmdaendnty 99.0 - 100.5% of Ipratropium bromide 98.0 - 102.0% of Ipratropium bromide
(Anhydrous substance) (Calculated on the anhydrous basis)
2. Identification ATIL AU
3. Appearance of solution ATITHU -
4. pH 50-75 50-70
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%
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(2).(3)

3.2.1 Ipratropium Bromide (Gia)
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(z)

Test Item BP 2013
1. dSnuarndagy 99.0 - 101.0% of Fenoterol Hydrobromide (dried substance)
2. Identification AU
3. Appearance of solution AN
4. pH 42-5.2
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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Ganludn g
1. ﬁ'n,mmwrhuLanmsn'w‘ldﬁ’uayuy'mi‘fuml,ﬁuuﬁﬁ’uU'uﬁaai'mmy'l.uﬂs:ma"l,m wazdLed (declare)
URSINER
1.1 luddynmstunzidoudien me.2 ne.3 ne.4 uaudnTL)
1.1.1 luns@ifiduenfindaludszmelng wanofie ne.2
1.1.2 lunsﬂﬁLﬂuuwﬁmﬁtﬁammﬂomiq wanaie nu.3
1.1.3 lunsd@ifidugniidhanenetssne naneds o4
12 ludmedunafowen ne.1/8.1 vesniiauamon wiauTanBsaITeMInILRNA RNTB MR AT
aufidunzidon (finished product specification) uszdaritnuA NN 897A0AY (drug  substance
specification) nsﬁiﬁagszwi'lonm.ﬂ&"ﬂuuﬂmLm"l,mﬁmau wABIUUBLBNFITERWIMINGIBATTBLT [ (8.5)
W38 finished product specification Lag/#3a Drug substance specification 1o guawn lnawiulssnie
dszmamadidnnsaing wazlifiu 2 § o Wdemadmenadidnnssiing
2. 19NA13TUIDINIATFIRNINAALN
21 nsdifigndaluisanalng Krdadasliianasiusasnaspumndamenunsninosiuazdsn1sfialu
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Montelukast sodium 10 mg Tablet

1. Bagn

2. amantianalu

Montelukast sodium 10 mg Tablet

2.1 juvy

2.2 usznay
2.3 MTULUIN
2.4 a8

Wusudaiafaufay dnsusudsznu
Usznausis6Ie1 Montelukast sodium 7isaiyany Montelukast 10 mg

dsuin Tadfaauuuussysioe

. a A1 o X o o o
ussqluum Blister pack w38 agiinunayd Yasnuanuimuasuysaiusidesniuua
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3. amdNUaANIINARA

3.1 Finish product speciﬁcation“’

1. YSnaudamdngy

. P ,, L
Gli'aﬁlmum&m?:qlu Finished product specification

2. Identification test

m’aﬁlmuﬂ’mﬁszq‘lu Finished product specification

3. Dissolution

: i - o
m’mmumum:q’lu Finished product specification

4. Uniformity of dosage unit

. = e
Gli’Ji)mumum:‘qulu Finished product specification

5. Sulfoxide

Gli’JiJ&th’mﬁﬁz‘lallu Finished product specification

6. Cis-isomer

: P - P
m’aﬁ]muﬂmm:q‘tu Finished product specification

7. Water content

A umufiszylu Finished product specification

3.2 Drug substance specification : Montelukast sodium

(2),(3)

Test item

USP 38

BP 2013

1. YSamdandaty

98.0 - 102.0% of Montelukast sodium

(caiculated on the anhydrous and solvent-

98.0 - 102.0% of Montelukast sodium

(calculated on the anhydrous basis)

free basis)
2. ldentification AT ATIVEU
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-enan}toine /

NMT 0.2% of the S-enantiomer
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5189n15N 13 Montelukast sodium 5 mg Chewable Tablet
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1. o8N

Montelukast sodium 5 mg Chewable Tablet

2. amaNan
& o v o

2.1 3uuuy Jusnide Juuuden (Chewable tablet) fRTUTULTEMu

22 gautsznay  1sEnaudls@azn Montelukast sodium NIRAYANY Montelukast 5 mg w1 e

a % v & (% A1 @
2.3 MTUEUIIY  UTTRIMUN Blister pack w3a aadifinaasd Yasruanuduuazusaimeitlasiuugs

A ' o o & v a e 2 i & ™
2.4 2870 - 2yam dulnaudndmRueseaLT TukEe TuRuey WUNNAR wasaunedan
dgrsum o zm%'ﬂwuuumsqﬁ‘msvf
- uuummaU"mﬁaUﬁaoxq%amﬁa’?aﬂwmﬁﬁﬁ U TENALLRSTNAA AL TITBIEN
RUNHE ’;Tu?mmqvlﬁ'mw
3. AMANUANINANA

3.1 Finish product specification"’

1. BBunmeaendndy mwmumuﬁs:qlu Finished product specification

; p
. Identification test m'mmumum:y'lu Finished product specification

. Dissolution ﬁiﬂﬁlﬁiﬂuﬂﬁ&lﬁﬁ:qlu Finished product specification

. Uniformity of dosage unit m’)’ﬂci’mﬂ'mﬁ‘i:‘l.ql‘lu Finished product specification

. | -
. Water content m'mmumum:qlu Finished product specification

Dl | N

. Related substance

m’aﬁlmuﬂ’mﬁ‘mq‘t% Finished product specification

3.2 Drug substance specification : Montelukast sodium‘z”(s’

Test item USP 38

BP 2013

1. Punadaendny 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. ldentification ATV a7
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-enantiomer

R T2) PO
, x C (waEgaTad wsuniiring)
(ANTY=r S ST T nIsuNg (83%78)...
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MINEAEN PIC/S (Pharmaceutical Inspection Co-operation Scheme) laswiasanu PIC/S participating authorities
3o flenmsiusesnaspunsniasmunaninaeiiaziinsfialunsniauasdin A mENIIINS
2IMIUAZE NIENTWIENTIIUGY Farnunuadulasanuseandouasriafiouiunaninusiuas3insfialu
nsudawn PIC/S lunananiliauanne atusganusaumIaTseulasiinanssusasfiiudsznne
Uszmaenadiannsefing

2.2 nsdifubuensingrainssszne HHAndaIilaNaITLTBRNaTIUNTINAALIANANINMT e
AEmsTialunsWaaLn GMP wia GMP/PICS (Pharmaceutical Inspection Co-operation Science) lagiiagu
PIC/S participating authorities a1iudge ausaunIaTseulasfinanissutasiiviulsemeadszniasien

duannsafing ﬁgamqmaaw}?w LAILANTE

ada
>
&

(WHEngaTed wun

=F ) \/
4 7 A <2/(‘v
(RIBaF= .. ey nITuMY (8372) nIsunNg

(WIFT& YINUSL) (WRENIIFaN 298UA7)

W2 18n13113%aiB25/2560



3. L’e‘lﬂﬁ’]‘iﬂﬂ&ﬂ’lﬂﬂﬂdﬂ'l'ﬁlﬁ%ﬂiﬁﬂ’l (Fuwianone)
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s8N 14 Tiotropium bromide 18 mcg capsule inhalation powder with Handihaler
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1. Baen Tiotropium bromide 18 mcg capsule inhalation powder with Handihaler

2. anssaiana by
2.1 Juuwy Wuwazndrni-eramies ustaluuadega (hard capsule) §wils Handihaler Lﬁag@
Nuwdvadan
2.2 swmdsznay  dsznauaisalen Tiotropium bromide monohydrate augaﬁ'u Tiotropium bromide 18 mecg
T 1 umya
2.3 MIULLITY Uﬁ'ag'l,uumﬂmﬁﬂ Vesrtuanatu uszlu 1 ussa;ﬁ'msri‘ 1lsznaveqeen 30 capsule uay
gUn3nk Handihaler dwilwus 1 @
2.4 a8 - sziﬁam §IUUITNaUAILIFIATYUAZANIVLTI TUNES 'Tuz‘%vumq wufnEa 1§
nufoudsuen uaeiBnmafushwnenladstauuuussaniod
- LWMTUELTIIEN adnaﬁaﬂﬁaaszq%am WioBarnIn1sen daulsnay uazawe
ANULIIVAILN LRVTAINER i’uﬁvumqvl’ﬁ'@wu

3. AnaalaN1INARA

3.1 Finish product specification("’(z)
1. v sy mwmumuﬁs:q'lu Finished product specification
2. ldentification test m’;ilchummﬁ‘i:qlu Finished product specification
3. Content Uniformity ﬂsailmumu‘ﬁ.iquu Finished product specification
4. Uniformity of delivered dose Wsailﬂi'luﬂ'luﬁiquu Finished product specification
5. Fine particle dose G)S'Jilﬂiﬁu@’mﬁiquu Finished product specification
6. Water content mﬂr«huﬂ’l&lﬁi:ﬂu Finished product specification
7. Related substances / Impurity mmmmﬂ&lﬁszq‘lu Finished product specification

3.2 Drug substance specification : Tiotropium bromide monohydrate(s)

Test lttem BP 2013
1. PSunmeanaidmngy 98.5 - 101.5% of Tiotropium bromide monohydrate (anhydrous substance)
2. Identification ATITN
3. Appearance of solution ATV
4. Impurities G and H - Impurity G : NMT 0.1%
- Impurity H : NMT 0.1%

NITUNTT

(WIFTE YIWUD) (WNEIPFaU WBU7)

vlﬁ'n';'l1Is1umsﬁ141gaﬁ325/2560



3.2 Drug substance specification : Tiotropium bromide monohydrate(a’ (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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2. 1laNEITUIDINIATFIRNTHAG S
21 nadfiguaaluysznalng Huiadasfionmsivseanaspumsniamnenaumsninasiua:IEn1nalu
MINAAEN PIC/S (Pharmaceutical Inspection Co-operation Scheme) Taswiazanu PIC/S participating authorities
Wia SlonansiutesnaspiumIniasaumaninasiuazismfialunisnaasvasdinuasenssunis
DIMITURTHN NIENTWITIIUFY Farmuaiulasfanusanadasuasrafisuiunsninmaiuas3insnaln
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3.1 HamIaRInERRBWNAaA I endISe3uesEe (Certification of analysis of Finished product) 1u
miuﬁduﬁuﬁ’mdn
3.2 HAMIATRAANERG NN IANALVEIGI LTy (Certification of analysis of Drug substance) Alslu
mimﬁmmjuﬁmLﬂuGT'Jazi'NwaaaQrdﬁmmt.m:ciuﬁwi’mqﬁu
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NANBIAG : 81989370

1 = General requirement VAILNFTAITUFINIU Preparations for inhalation

2 = The Intemnational Conference on Harmonisation of Technical Requirements for Registration of Phammaceuticals
for Human use (ICH quideline), Impurities in New Drug Products Q3B (2R) ; Current step4 version, 2006.

3 = British pharmacopoeia 2013
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