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Beractant 25 mg/mL, 8 mL intratracheal suspension
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Usznavudiaeien Phospholipids 25 mg/mL, Triglycerides 0.5 - 1.76 mg/mL,

Free fatty acids 1.40 - 3.50 mg/mL, Protien #a#n3i1 1 mg/mL 1% 0.9% Sodium chloride
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3.1 Finish product specification‘"
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- Total Phospholipids
- Triglycerides

- Free fatty acids

- Protein

- Sodium chloride
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. ldentification

a3 ANyl Finished product specification

. Content Uniformity

@k uaufiszylu Finished product specification

. Sterility

mwmmrmﬁiquu Finished product specification

. Bacterial endotoxins

mwm%mwﬁisg‘lu Finished product specification

pH

mwmumuﬁsquu Finished product specification

. Volume in container
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. Surface activity
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5780151 2 Fluticasone furoate 27.5 mcg/dose nasal spray 120 doses
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1.3a81  Fluticasone furoate 27.5 mcg/dose nasal spray 120 doses
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9. Microbial test m’mmumw‘ﬁ'iquu Finished product specification
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s18n15N 3 Ipratropium bromide 0.02 mg + Fenoterol hydrobromide 0.05 mg MDI, 200 puff
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Ipratropium bromide 0.02 mg + Fenoterol hydrobromide 0.05 mg MDI, 200 puff

Lﬂumi{wém%'UQQWuL’zﬁmomﬂ (Inhaler)

Usznaueioaann Ipratropium bromide 0.02 mg + Fenoterol hydrobromide 0.05 mg

w1 puff

Uﬁ@lum‘ﬁu:miﬁg‘ mg'ﬂLL‘U‘U Metered dose inhaler (MDI) wazdlen 200 puff @a 1 MBUSLITY
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3. AMANUANIILNANA

3.1 Finish product specificationm

1. PSanmaandeny s 1 Dose ﬂﬂi\&h%ﬂﬁ&lﬁ‘i:‘lﬂu Finished product specification
2. Identification m’;ﬁ]chum’mﬁﬁ:ylu Finished product specification
3. Uniformity of delivered dose NIV
4. Fine particle dose AT
5. Number of deliveries per inhaler ATV
6. Leak test NI

3.2 Drug substance specification

3.2.1 Ipratropium Bromide'?"
Test Item BP 2013 USP 38
1. USunudnandneny 99.0 - 100.5% of Ipratropium bromide 98.0 - 102.0% of Ipratropium bromide
(anhydrous substance) (calculated on the anhydrous basis)

2. |dentification ATIINIU ATIHIN
3. Appearance of solution ATV -
4. pH 50-7.5 5.0-7.0
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%
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(2),(3)

3.2.1 lpratropium Bromide (e0)
 Testitem BP 2013 . usP38
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% ‘ - |pratropium related compound B

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

NMT 0.10% - N-isopropylinoratropinium 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 ltem BP 2013
1. ﬂ?mmﬁ"amé’m”:y 99.0 - 101.0% of Fenoterol Hydrobromide (dried substance)
2. identification ATITHIU
3. Appearance of solution ATITHIN
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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1. 8amn Montelukast sodium 10 mg tablet

2. auaNLaNA 11
2.1 3uuy WuedanRauRay EnILSULTEMY
2.2 #udszney  Usznausieaisn Montelukast sodium ﬁaugaﬁu Montelukast 10 mg
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3. AMANLGNIINARA

3.1 Finish product specification“’

1. YSunmaaendny 379 ueufiszylu Finished product specification

. Identification test mwmum&lﬁiz‘q‘l% Finished product specification

. Dissolution AT Nmmuﬁssg‘lu Finished product specification

. Uniformity of dosage unit m’sﬁ]ﬁi’mmuﬁﬁ:ql% Finished product specification

mmmumuﬁiz‘qlu Finished product specification

. Cis-isomer m‘saat&ﬂumuﬁsquu Finished product specification

2
3
4
5. Sulfoxide
6
7

. Water content

m’aﬁ]muﬂ’mﬁi:ylu Finished product specification

3.2 Drug substance specification : Montelukast sodium®®

USP 38
98.0 - 102.0% of Montelukast sodium

BP 2013
98.0 - 102.0% of Montelukast sodium

Test ltem

1. USnmdaenday

(calculated on the anhydrous and solvent- (calculated on the anhydrous basis)

free basis)
2. Identification ATITHIU 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-enantiomer
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1 = General requirement 283.NJUAITUE MU Finished products FUuUL Tablets

2 = The United states Pharmacopeia 38
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4 = ASEAN Guidelines for the Conduct of Bioavailability and Bioequivalence Studies LLa:f“iﬁa
msﬁﬂm%';ﬂi:ﬁﬂﬁwan,l,a:%aauy‘amaowﬁmﬁmﬁm NBINIUANLT ENNNUANENTINMT
DIMMIURZLT NIENTWAITITUY

(WIBgTd YIWuL)

o
................................................. NYINNIT (TO) s A RTINMT
(WND35a F9iuav) (WRENNETUNT 1dlem)

WiR4/58NIN5 'qﬁﬁmlzssz



Qs Qo 4‘ e
swa:tﬁamqmaﬂvmmamumuﬁ’wLanmimsaﬂwan%nmﬁm
182N B1 /2562
4
31810719 6 Tiotropium bromide 18 mcg capsule inhalation powder with Handihaler

a a = 16 2
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1. Boen Tiotropium bromide 18 mcg capsule inhalation powder with Handihaler

2. ansaaganaly
2.1 Juuny \unssFuna-aumies vasgluuates (hard capsule) #3ule Handihaler 1ive
gawwdnethn
2.2 gwszney  Usznaueiuenen Tiotropium bromide monohydrate CEVY 8Ny Tiotropium bromide 18 meg
T 1 ueya
2.3 MTUIN ussa;’luumﬁmaﬁn Uasruanudu uazln 1 Uit Usznaudauen 30 capsule uas
9un3al Handinaler §1W3Unuen 1 72
2.4 287N - izq%am FIUUTENBUAINFIATYUAZANNLTI TURNAR fuﬁvumq TN L8
nefoud1Tuen LLaﬁ%msLﬁu{nmva'B”azm"ﬁ’mwuumsqﬁ’mwT
- UWMBUSUTINEN amoﬁayﬁaﬁ:q%am WiaBorneimnn damsznay uazaua
AUKIIVOIL LAUTINA® fuéumq"l’i”‘ﬁ'mw
3. amdaianamahe

. s e (2
3.1 Finish product specification'"?
1. YSnmaasdng as1aruawfiszylu Finished product specification
2. |dentification test 729 mumuﬁ‘isqlu Finished product specification
3. Content Uniformity f779 mumuﬁi:qh Finished product specification
. p
4. Uniformity of delivered dose mnmumum:qh Finished product specification
5. Fine particle dose m’a’ﬂf«hu@lwﬁszylu Finished product specification
. P
6. Water content mwmummm:q‘lu Finished product specification
7. Related substances / Impurity mﬁﬁ]&hummﬁi:g‘lu Finished product specification

3.2 Drug substance specification : Tiotropium bromide monohydrate(s)

Test Item BP 2013 .
1. dSnmdiendny 98.5 - 101.5% of Tiotropium bromide monohydrate (anhydrous substance)
2. Identification ATIINN
3. Appearance of solution ATIINN
4. Impurities G and H - Impurity G : NMT 0.1%
- Impurity H : NMT 0.1%
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3.2 Drug substance specification : Tiotropium bromide monohydrate(s) (cﬂ'a)

Testitem 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. Naﬂ’l‘i@li’miﬂ‘:’wﬁqmwwm 1Juldena Finished product specification I8z Drug substance specification
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1.1.1 luns@fidunnfndeludssimelng nanofs ne.2
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1.1.3 lunsdifdusidrandsssing wanoie no4
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m&lﬁ"fumlﬂuu (finished product specification) Waz aﬁmu@qmmwmaofﬁlqﬁu {drug substance specification)
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finished product specification LWaz/%38 Drug substance specification Iml'uaLLfﬂmn'aufuﬂiznﬁﬂﬂszn'sm’lﬂ'}
aiannsafing uazliin 2 9 o Sudmedsenenendidnnsafing
2. 1INEITTUIINAIFIMMIWAAL
21 padfigmaalwlsanalng Hndadaslianasivsennaspunsnaasmamanineiuaz 35msia
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2.2 nsdifidiuemingroneoysama HriadadionasiusennasgmnsHaaemundninusiuas
'“J%'miﬁﬁ‘lummﬁmm GMP PIC/S (Pharmaceutical Inspection Co-operation Science) Tasmineau PIC/S
participating authorities %38 GMP clearance avudgeanwsaumIasismey laednanisiusestiotulsenme
Uszmanmsidnnsaiing wIaaganandn usudnsdi
3. LONAIRMNINYDINTLEND TIAN (Fuwnnane)

31 Namim’aﬁnLﬂﬁMﬂmmwwa@n m‘nmmw’ﬂiﬂmaw W@ (Certification of analysis of Finished product)
'I,umiuﬂaal,ﬁumama

3.2 wamsmammsﬁ:ﬁqmmwfmqﬁwaoé’amﬁwﬁ'ty (Certification of analysis of Drug substance) il
'lumswﬁmmi;uﬁémﬁu@”aaﬂ'nﬁg\maatgwammu,m;jwﬁmf@lqﬁu

3.3 Lanmsvﬁav&ﬁ'nfmﬁuﬂ‘umwwé’wﬁuﬁs:ijiummﬁmaa’i’mqﬁumaoﬁamﬁﬁﬁ%y (Drug substance)
79 3.2 ﬁ'm;umswﬁmamﬁmﬁmﬁmﬁﬁagﬂ (Finished product) 78 3.1
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6.2 NYDLNR AN Ut} m’ﬁﬁaﬁgm’%amﬁuﬁmmﬁ' avemalasdsinnuatenIIuMIsIWIsLazen Tussnaues
fygazdaezany

6.3 nscﬁwuﬂzqumnvwmnwﬁmﬁwﬁﬁm%dwa@iaﬂs:ﬁw%wauazmmﬂaawﬁaﬁag}l’ﬂmﬂﬁ%’um

GREi) Neons S Ussmuamenssums
(WIHFT@ YIWUD)
4 0‘\;"/ o
ki) W NITNAIT GR) W Ao nTINMS
(wiassan Feunq) (WHswgIUNs dlum)

wiR3/senIne qﬁﬁB1/2562



7. 'ﬁmﬂswm?ﬂaanuﬁﬂ%‘laﬁuﬁmsmwﬁmﬁmﬁmﬁﬁﬂszi’agnL‘%‘ﬂnLﬁuﬁuIﬂﬂz%'nl'mmﬂm:mmms
awsuazentuszeziien 1 Jhauiudszmadszniasadidnnseiing

WNIYING ¢ 81989970
1= General requirement Ua3LNFTATUSINTL Preparations for inhalation
2 = The Intemational Conference on Harmonisation of Technical Requirements for Registration of
Pharmaceuticals for Human use (ICH quideline), I'mpurities in New Drug Products Q3B (2R) ;
Current step4 version, 2006.

3 = British pharmacopoeia 2013
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3181190 7 Salmeterol xinafoate 25 mcg+Fluticasone propionate 50 mcg Evohaler, 120 dose
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1. Basn Salmeterol xinafoate 25 mcg + Fluticasone propionate 50 mcg Evohaler, 120 dose

2. ansantana Ly
2.1 guuy Wussazang dmsuganwdinan (Inhaler)
2.2 §audsznay 1w 1 dose Ysznaudiudaun Salmeterol xinafoate 'ﬁ'augar’i’u Salmeterol 25 mcg +
Fluticasone propionate 50 mcg
2.3 MTULUIN ms&;’lummu:miqﬁm%’ug@ﬂwﬂwmamn JUuuy Evohaler uaz $81 120 dose
6 1 MAUSVIN
2.4 23 . 5:14%391 FUUTENAUALNEIAYUATAIIVNTY TUnEa i’uﬁuumq \fikGe uaziae
nziduudTuen LLa:"‘J%msLﬁufnmmﬂ'ﬁ"aziwz?mwuuussﬁgﬁmwf
- Uum"ﬁmms@ﬁé’uﬁam DHENIGHT aoszq%am wiaBamimsd saulsznay wae
PUNAAMUUIIVEILN LFTANER ’S‘uﬁuumq"ﬁ'ﬁ'@mu

3. ARFNUONIINAKA

3.1 Finish product specificationm

1. ﬂ?mm@ﬁmé’m@ 90.0 - 110.0% of the L.A. of Salmeterol

90.0 - 110.0% of the L.A. of Fluticasone propionate
2. |dentification test m’:mhu@]’mﬁﬁ:glu Finished product specification
3. Uniformity of delivered dose AT
4. Fine particle dose (v’]‘i’Jﬁ]N"l%@l’l&lﬁStiﬂ% Finished product specification
5. Number of deliveries per inhaler HIITHW

3.2 Drug substance specification

3.2.1 Fluticasone propionate @)

Testitem UsP 38 BP2013
1. ﬂ%mm@'ﬁmﬁwﬂ”@ 98.0 - 101.0% of the L.A. of Fluticasone 97.0 - 102.0% of the L.A. of Fluticasone

propionate (anhydrous substance) propionate (anhydrous substance)
2. Identification ATIIL AT
3. Specific optical rotation +32° to +36° +32° to +36°
4. Acetone NMT 1.0% NMT 1.0%
5. Water NMT 0.2% NMT 0.5%
~ W
(BIBD).coc rm e T UsemuamenIsNnIg
.o A
GRS ) N NITUNT GEk) A, ASTNNANT

o ) a
(WNBTIAY F95iUAq) (wenngIuns wdlum)
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3.2.1 Fluticasone propionate

(2),(3) (Gi a)

Tgs:ltam

USP 38

6. Related substances

- Related compound A : NMT 0.2%

- Related compound B,C : for each impurity,
NMT 0.1%

- Related compound D.E : for each Impurity,
NMT 0.3%

- Any individual unspecified impurity
:NMT 0.1%

- Total impurities : NMT 1.0%

(include all impurity peaks greater than or

equal to 0.05%)

- Impurities A,B,C,E,F,H,
NMT 0.2%
- Impurities D,G : for each impurity, NMT 0.3%

: for each impurity,

- Impurity with relative retention at about
1.23 : NMT 0.2%

- Any other impurity : NMT 0.1%

- Total impurity : NMT 1.2%

3.2.2 Salmeterol xinafoate

(2).(3)

Test tem

USP 38

BP2013

a

1. USnausendegy

]

98.0 - 102.0% of Salmeterol xinafoate

(caiculated on the water-and solvent-free

97.0 — 102.0% of Salmeterol xinafoate

(anhydrous substance)

basis)
2. Identification ATITHU ATIHIN
3. Water NMT 0.25% NMT 0.5%
4, Suifated ash - NMT 0.1%
. Optical rotation -0.5"to +0.5° -
NMT 0.1% -

5
6. Residue on ignition
7

. Related substances

- Salmeterol related compound A

: NMT 0.2%

- Salmeterol-phenylethoxy : NMT 0.1%
- Salmeterol-phenylpropoxy : NMT 0.1%
- Salmeterol-O-alkyl : NMT 0.3%

- Salmeterol related compound B : NMT 0.1%
- Salmeterol-deoxy : NMT 0.2%

- Salmeterol-N-alkyl : NMT 0.2%

- Any unspecified impurity : NMT 0.10%

- Total unspecified impurities : NMT 0.2%
- Total impurities : NMT 0.9%

- Impurity D : NMT 0.3%

- Impurity A,F,G : For each impurity,
NMT 0.2%

- Impurity B,C,E : For each impurity,
NMT 0.1%

- Any other impurity : for each impurity,
NMT 0.1%

- Total impurities : NMT 0.9%

o Y A al 1Y o adW e
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2. Drug substance specification Wt 19 nluTinmeuesnin drug substance w3aluilnmzw drug substance 183
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3. Naﬂ'liﬂﬁ’)iﬁmi’]:ﬁ‘ﬂmnﬁ‘wv’\ 1wl Finished product specification W8z Drug substance specification
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1. Lanmsms'l,cﬁ’suai;uymmummUumsuml,waa’mma‘[uﬂs:mﬂvlm LRLHEILAY (declare) LRAINER
o @ & A o @ A o | P
1.1 ludamsliunzidoudrsue mo.2 ne.3 ned vis v.2 LAILANTLH)
A d a
1.1.1 luns@ndusindaludsznalneg naneds ne.2
o ° @ A f 2
1.1.2 ’Lunsmmﬂummmtwammmussfg AVWDY N3
1.1.3 lunsdindusnihighanedsdsesna wanedls ne4
° & - P o = o o
12 ludwadunadoum no1 w3s 0.1 vosenfiiEuaTen WIBNTIHAZLBUARITONTAILAUA MNUDI
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specification) ns:ﬁﬁaQs:wj’mmnﬂﬁuuuﬁaoLl,rﬂmﬁwlﬁu wdaILuRULENFITEFLMNNE e Tuaun 1 (2.5)

uwiaw finished product specification Waz/%38 Drug substance specification lagwaunlunawiudszne

dezmanadiinnsafing uazldiu 2 T m Swdenmadsznienandidnnsefing
2. 1I9NFAITUTDINIATFIRNITHANLN
21 nsdfgmbaluwsanalneg Hudadasfionmsiuseunaspumniaemunaninasiuaisnsfiaiu
MINRAL PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tagwiaznu PIC/S participating authorities
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8IMIUAZELT NITNTIIATITUEY Fatnuatulasfanusanasasussriafiourunsninasiuaziinsialn
AIudasn PIC/S lunuaasfiiawanie avudgaausaumMIanIseulasiinanissusesiisiulszne
Uizmeanmaidnniefing
22 nsdfsuemingroincddsznea HHAaea9dLanm T INAITIUNTINRALNMANANIN T UAE
3§m§ﬁﬁlumm§mm GMP PIC/S (Pharmaceutical Inspection Co-operation Science) lasminsanu PIC/S
participating authorities #38 GMP clearance aLdgamMuIauMIAsIvFey laadnanissusasiisiulszma
Uszmenienaidnniaiing nisagasandn usaudnsd
3. tanmsqmmwmaamﬁmuaﬂm (Fuwnwansa)
3.1 NAMIATIIUATIAN N TN T AT TUH endFagLivaeinda (Certification of analysis of Finished product)
’I,umgfuﬁdm,ﬁuﬁaaﬂ'w
3.2 Namms'aﬁmﬂ:ﬁqmmwd"@wqawaaﬁamﬁwﬁzy (Certification of analysis of Drug substance) 7il%
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18 3.2 ﬁ‘m‘;ummﬁwawﬁmﬁ‘m‘ﬁmﬁwL%ﬁ]gﬂ (Finished product) 78 3.1
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