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3. ammniamynaia

3.1 Finish product specification’

1. URnmasndreiy a7 mauATEYluL Finished product specification

. p
2. Identification @ﬁnmuﬂ‘mﬂ‘ﬁlﬂu Finished product specification

3. pH FTIENUAN uﬁiiquu Finished product specification

: p
. Microbial limit test mnmumuﬂ‘i:q'lu Finished product specification

: p
ATTVHIUIN wmquu Finished product specification

4
5. Moisture content
6

. Uniformity of dosage units A379 muwmﬁs:u:tu Finished product specification

3.2 Drug substance specification : Acetylcysteine™™

Test tem USP 41 BP 2013

1. Bnmdanddiy 98.0% - 102.0% of Acetylcysteine

{calcuiated on the dried basis)

98.0% - 101.0% of Acetylcysteine
{calculated on the dried basis)

2. Identification ATV ATITE
3. Spacific optical between +21° and +27° between +21° and +27°
4. pH 20-28 20-28
5. Loss on drying NMT 1.0% NMT 1.0%
6. Residue on ignition NMT 0.5% -
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3.2 Drug substance specification : Acetylcysteine™™ (e a)

- Impurities A,,C,D : for each
impurity, NMT 0.5%

- Any other impurity : for each
impurity, NMT 0.5%

- Total impurity : NMT 0.5%
10. Sulfated ash - NMT 0.2%

9. Related substances -
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1 = General requirement 984 Finished product 31uVY Powder
2 = The United States Pharmacopoeia 41
3 = British Pharmacoposia 2013
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3180151 2 Beractant 25 mg/mL, 8 mL intratracheal suspension
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2. amanian-

2.1 31Ju.m_|
2.2 g1udiznau

2.3 mw.:m?g
24 aan

Beractant 25 mg/mL, 8 mL intratracheal suspension

& [ o
WwasResuuTIuaznau Ureingia dwiureat waaaan {Intratracheal)
Usznaueaaalim Phospholipids 25 mg/mt., Triglycerides 0.5 - 1.75 mg/mi,

Free fatty acids 1.40 - 3.50 mg/mt, Protien Yaan3n 1 mag/mL 1% 0.9% Sodium chloride
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3.1 Finisbh product specification’”

1. WRnadamdey

- Total Phospholipids
- Triglycerides

- Free fatty acids

- Protein

- Sodium chleride

@529 uamTITzylu Finished product specification

. |dentification

avaarueufiszylu Finished product specification

. Content Uniformity

\ o
m?i}mummﬂnﬁﬂu Finished product specification

. Sterility

@399 un NIyl Finished product specification

. Bacterial endotoxins

\ ]
avTarhuaiszylu Finished product specification

pH

AR uaufinzylu Finished product specification

- Volume in container
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. Surface activity @
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#1893 Budesonide 1 mg/2 mL suspension for inhalation, 2 mL

A¥NUsENEIINIA auUATIHEIH

1. @ Budesonide 1 mg/2 mL suspension for inhalation, 2 mL
2. ansanignialyl
2.1 puyy Wussazavwueznou snsulsiueisinuazessday {Nebulizer)
2.2 Saudsznay 1w 1 Unit Dose (2 mL) Ysznavudausasn Budesonide 1 mg
2.3 MwusTY ]J‘iﬁ]luﬂ"?‘ﬁuwll‘i'ﬁ] tndawiin dwivldeiad Single dose) LLa..mmnmma.laanuum
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3. amaNvanwinaiia

3.1 Finish product specification”

PN

< X

1. Fnadadrary 92.5% - 105.0% of the L.A. of Budesonide

2. Identification AT

3. pH 40-5.0

4. Related substances - the area of any secondary peak : NMT 0.5%
- total impurity : NMT 1.5%

5. Epimer A 40.0% - 51.0%

3.2 Drug substance specification

3.2.1 Budesonide™

1. UInmamdnny 97.5% - 102.0% of the L.A. of Budesonide (dried substance)

2. Identification AU
3. Related substances - Impurities A, L : for each impurity, NMT 0.2%

- Impurities D, K : for each impurity, NMT 0.2%

- Unspecified impurities : for each individual peak, NMT 0.10%
- Total : NMT 0.5%

4. Epimer A 40.0% - 51.0%

5. Loss on drying NMT 0.5%
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|
TIININ 4 Budesonide 160 mcg + Formoterol fumarate 4.5 mcg dry powder

inhaler, 120 doses

muﬂszmﬁs’i’mi’ﬁquaﬂﬁmﬁ

1. o8 Budesonide 160 mcg + Formoterol fumarate 4.5 rﬁcg dry powder inhaler, 120 doses

2. amaniiana iy

2.1 pluyy Wlnees gFmilgarugmaihn ¢ Dry powder inhaler )
2.2 §mthrnau 14 1 dose Us=navudandsn Budesonide 160 mcg + Formoterol fumarate 4.5 meg
23 MUy um'lumm.u-mmmwmﬂuuu Dry powder inhaler wazien 120 dose da 1 MUY
2.4 9am - 's,,mjam dudsznaudiendAgustenans Sunda maumn Yindn uasia
nafipudr e u,a.wm‘smmnmm‘hammmﬁmuuﬂﬁanmm
- WMTURUTIYEN amauam]amwam wiadanamseh dudsTnauLazIwIaa Y
ATWLTIVEIL WRUTiHRS 33 uﬁrumq‘h"‘ﬁ'ﬂmu

3. AmMANIRMINATA

3.1 Finish product specification"

1. Bam@IL ey ¢ie 1 Dose m’mimmuﬁ'iquu Finished product specification —‘
2. Identification AvTsuanafiszylu Finished product specification

3. Uniformity of delivered dose ATIINU

4. Fine particle dose m'zi}ﬁhumuﬁn’lﬂu Finished product specification

5. Weight of content A3 Fi'm@ﬂ&n#?:lqllu Finished product spacification

3.2 Drug substance specification

3.2.1 Budesonide®®

 Testwem T BP2013. - - L T gspar
1. Uhnudanddy 97.5% - 102.0% of the LA. of Budesomde 98.0% - 102.0% of the L.A. of Budescnide
{drted substance)

2. identification ATIIY a9y

3. Epimer A 40.0% - 51.0% 40.0% - 51.0% (dried basis)

4. Microbia! enumseration tests and - - Total aerobic microbial count

Absence of specified microorganisms : NMT 1000 cfuig
- Total combined molds and yeast count
* NMT 100 cfufg

5. Loss on drying NMT 0.5% NMT 0.3%

MWUFTIR YIS
A o )
(84%9)..... ﬂ/ DESUNTT hor

(RIT).eevrrecon e T, nNFINMS
(WWFTIeY Usedindown) (wnanugiund 2dlom)
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3.2.1 Budesonide ™

8. Limit of 21-acetate of hudesonide

NMT 0.10%

7. Limit of 11-ketobudesonide

NMT 0.2%

8. Related substances

- Impurities AL : for each impurity,
NMT 0.2%

- Impurities D, K : for each impurity,
NMT 0.2%

- Unspecified impurities : for each
individual peak, NMT 0.10%

- Total : NMT 0.5%

- 160C-Hydroxyprednisolone : NMT 0.29
- Budesonide acetaldehyde acetal
(epimers) : NMT 0.10%
- Budesonide D-homo analog : NMT 0.10%
- Desonide : NMT 0.10%
- Budescnide glyoxal (epimers) : NMT 0.07%
- Budesonide related compound E
*NMT 0.10%
- Budesonide related compound L
T NMT 0.2%
- Budesonide related compound G
{epimers) : NMT 0.10%
- Budesonide 21-acetate {epimers)
:NMT 0.10%
- Budesonide 21-butyrate : NMT 0.10%
- Any other individual impurity : NMT 0.10%
- Total specified impurities : NMT 0.4%
- Total unspecified impurities : NMT 0.4%

3.2.2 Formoterol fumarate dihydrate™®

1. iy

98.5 - 101.5% of the L.A. of Formoterol
fumarate dehydrate (anhydrous substance)

98.5 - 101.5% of the L.A. of Formotera!

fumarate dehydrate (anhydrous basis)

. identification

ATTIH T

FATIVEYU

pH

55-865

55-65

. Optical rotation

-0.10% to +0.10°

-0.16° to +0.10°

. Related substances

- Impurity A : NMT 0.3%

- Impuritjes;, B, C, D, F : for each impurity
NMT 0.2%

- impurity E : NMT 0.1%

- Unspecified impurities : for each impurity,
NMT 0.10%

- Total : NMT 0.5%

- impurity A : NMT 0.3%

- Impurities B,C.D,F : for each impurity
NMT 0.2%

- Impurity E,G,H : for each impurity
NMT 0.1%

- Any other individual impurity : NMT 0.1%
- Total impurities : NMT 0.5%

(W83 Uszdndoun)

6. impurity | NMT 0.3% NMT 0.3%
7. Water 40% - 5.0% 4.0% - 5.0%
8. Residue on ignition - NMT 0.1%
Lg. Heavy metais NMT 0.002%
UszmuamensTams
e M NITUNIY

(wiesnuniund dlo)
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saazd HRATAA BRI LWL B ENEITNTIS 0 S 01T A T8

|
8NN 5 Ipratropium Bromide 0.5 mg + Fenotero) Hydrobromide 1.25 mg
Unit Dose Vial for inhaler, 4 mL,

mailsznadania auanys1i

' 7l B 572563

1.80m

for inhaler, 4 mL

ot
2. amautana iyl

Ipratropium Bromide 0.5 mg + Fenoterol Hydrobromide 1,25 mg Unit Dose Vial

ar bl A 1
2.1 luuy Wurmmsaola smitlsiviesemivazasiron (Nebulizer)

22 dwusznay 14 1 Unit Dose (4 mL) Usznausru eI Ipratropium Bromide 0.5 mg + Fenotarol

Hydrobromide 1.25 mg

2.3 MIUIUTY um'lun'mu.,ummﬂﬂam #Fwsuldndadien (Single dose) ua,mﬂnmmﬂaanuum

24 amn - T.U‘D’ﬂtﬂ muﬂs.naummmamua*m’m 39 Q%Hﬂﬂ 'Juauma Lﬁ‘ll?’lNﬂ@l URZLAY
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3. aENURMIINANA

3.1 Finish product specification'”

1. Vi mdrunddy

avaveuauviszylu Finished product specification

2. Identification

' - ., . .
av9rnumufiszylu Finished product specification

3.pH

f o .
avashwauszylu Finished product specification

4. Volume in container / Extractable volume | 59957%

5. Impurity / Related substance

: ] . o
mmmum&mi:qlu Finished product specification

3.2 Drug substance specification

3.21 Ipratropium bromide ¥
Testitem BP 2013 _ USP a7
1. Pindinddiy 99.0 - 100.5% of {pratropium bromide 98.0 - 102.0% of lpratropium bromide
(anhydrous substance) {calculated on the anhydrous basis)
2. Identification ATHY ATIH
3. Appearance of solution | fTHE L -
4. pH 50-75 50-7.0
5. Impurity A NMT 0.1% NMT ©.1%

(m'ﬁa) é(/ ﬂ/

(wiamItnn dseindsun)
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321 Ipratropium bromide'™ (gin)

6. Related substances

- ipratropium related compound C : NMT 0.10%
- Impurities B,C : for each impurity, NMT 0.1% - Ipratrepium related compound B : NMT 0.10%
- Unspecified impurities : Far each impurity, - N-isopropylnoratropinium bromide : NMT 0.10%

- Impurity O : NMT 0.05%

NMT 0.10% - Apa-ipratropium bromide : NMT 0.10%
- Total : NMT 0,25% - Any indkvidual unknown impurity : NMT 1.0%
- Total impurities : NMT 0.25%
7. Water 3.9% - 4.4% 3.9% - 4.4%
8. Sulfated ash NMT 0.1% -
9. Residue on ignition - NMT 0.1%
u), Heavy metals - NMT 10 ppm ]

3.2.2 Fenoterol Hydrobromide?

 ABnmimdany 99.0 - 101.0% of Fenoteral ydrobromide (dried substance)

2. Identification ATIVTU

3. Appearance of solution ATITH

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. Lass on drying NMT 0.5%

| 8 Sulfated ash NMT 0.1%
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1.1 lunsdifduonndaludszsnsng vanois ne.2
112 IunmmLﬁumﬂﬂw'\mamnmaum nanufy no.3
1.1.3 lun'smﬂLﬁumﬂ"lmmnmaﬂs:mﬂ weie v
12 Iummamun*mmm NBA/L1 DIEPLAUETIAN w‘:au:nuawmmmwanﬁmuﬂuﬂnmm-uaonamnmf
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-
NN 6 Ipratropium Bromide 0.02 mg + Fenoterol Hydrobromide 0.05 mg MDI, 200d°§°$

muﬂs:mﬁﬁ’mi‘aquaﬂﬁmﬁ

1. 88 Ipratropium Bromide 0.02 mg + Fenoterol Hydrobromide 0.05 mg MDI, 200 puff
2. psaniirialy
2.1 suny Lﬂuuniwﬁwﬂfugﬂﬂutﬁﬂﬂﬂaﬂwn (tnhaler)

22 gwlsznay  wsznaudiudaen Ipratropium Bromide 0.02 mg + Fenoterol Hydrobromide 0.05 mg
u 1 puff

2.3 MPULUITTY um'hmwumum m‘:ﬂu,uu Meteres dose inhaler (MDI) u,a"um 200 puﬁ ¢ia 1 MIWUTH
2.4 amp - §amn FRURNaLAIIEAYUATANLTE TunEa maumu WwfinGe usstnadon
#r3uy Hathsdaauuuussgrioe
- UNAUEUTIIENGAWY 2L vBud aaﬁzq%am mUsznaUdIEATY aNnuwss Tuin
Gatl wasiaufinga

3. AMFNURNMIINGNA

3.1 Finish product specification'”

1. dhinmdaendney ¢s 1 Dose mwmmwﬁ::q‘lu Finlshed product specification
2. Identification mwmumuﬁ?zqiu Finished product specification
3. Uniformity of delivered dose LR i1 gl
4. Fine particle dose ATINETY
5. Number of deliveries per inhaler AYI9EY
6. Leak test ATy

3.2 Drug substance specification

3.2.1 Ipratropium Bromide™®

e m.: BP 2013 R DTS

1. USrdengiey 99 0- mo 5% of Ipratroplum bmmide 98.0 - 102.0% of lpratropium bromide
(Anhydrous substance) (Celculated on the anhydrous basig)

2. Identification ATIVHTY AYIHIU

3. Appearance of solution AT -

4.pH 50-75 : 50-7.0

8. Impurity A NMT G.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%

) ~UsEruanienssunig
(W@ yriug)

(Raa)... /f ﬂ/ TN (m‘f}a).....,.“.“.......f.'.‘:-.-...........

. ATSUNTT
(WMt Useindsun) (wisnusiund wdlum)
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3.2.1 Ipratropium Bromide®™" (sia)

9. Heavy metals - NMT 16 ppm

10. Related substances - Impurity D : NMT 0.05% - Ipratropium related compound C
- Impurities B,G : for sach impurity, NMT T NMT G.10%
0.1% - |pratropium related compound B

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

NMT 0.10% - N-isopropyinoratrapinium bromids

- 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%

3.22 Fenoteroi Hydrobromide™

1. Vo3 endnsin 99.0 - 101.0% of Fenotera! Hydrobromide (dried substance)
2. Identification ATTVHIU

3. Appearance of solution ATITFHTIN

4 pH 42-52

5. Refated 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%

B. Iron NMT 10 ppm
7. Loss on drying NMT §.5%
8. Sulfated ash NMT 0.1%
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8NN 7 Levocetirizine dihydrochloride 5 mg tablet

Gl'mﬂ‘s:n'lﬁﬁ'mi'ﬁqum'mﬁﬁ

1. iaﬂ_'l Levocetirizine dihydrochloride 5 mg tablet
2. anvansanalu
2.1 pluvy Wuende dmiusulsens
22 dmdszney  dsznaudhedien Levocetifizine dihydrochloride 5 mg 1w 1 Ll
23 mrueussy  usITbwwndastin dastunadn
24 amn - s:y%am FulsnoudIend N uazR MU TnEe 1”u§ua1q LRGSR uazavrsdio
drsuen Viateda AU s
- LRMTULITTYEN az'mﬁfaﬂﬁaanqﬁamﬁaéamamsﬁ'ﬂ fuUTNaLUSETUNRATIILT
VI BUTREN 'S'uﬁ"umq Tigaan
3. amAniaMInaia

3.1 Finish product sgeciﬁcation"’

1. Phanayendsiny [ 90% - 110% of the LA. of Levacetirizine dihydrochloride

2. identification A3

3. Dissociution NLT 80% (@} of Levocatirizine dihydrochioride Aelw 30 w1

4. Uniformity of dosage units ATIIHIU

5. Impurities - Any individual unspecified degradation product : NMT 0.30%
- Total impurities : NMT 1.0%

3.2 Drug substance spacification : Levocetirizine dihydrochloride ™

1. 3nuan ety 98.0% - 102.0% of the L.A. of Levocetirizine dihydrochloride (calculated on

the dried basis)
2. Identification ATIH U
3. Residue on ignition NMT 0.2%
4. Impurities - Chlorobenzhydryl piperazine : NMT 0.2%

~ Levocetirizine amide : NMT 0.2%
- Any individual unspecified impurity : NMT 0.1%
- Total impurities : NMT 0.5%

3. Enantiomeric Purity NMT 2.0% of the S-enantiomer

6. Loss on drying NMT 1.0%

7. pH 12-18

J L
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TIEHNIN 8  Loratadine 10 mg tablet
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1. B8

Loratadine 10 mg tablet

2. amaniian-
2.1 gluuy Wusnde smiusutsms
22 8nalenay  sznoudaedan Loratadine 10 mg lu 1 uia
= b1 bt 1
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3. AmANIANINARR
3.1

Finish product specification”™

ﬂ%mmmmmy 90.0 - 110.0% of the L.A. of loratadine 95.0 - 105.0% of the L.A. of loratadine
2. Identification ATV ATTVH Y
3. Dissolution NLT 80% (Q) of the L.A. of loratadine -
mylu 60 wif
4. Uniformity of dosage units | #53987u NMT 0.1%

4. Impurities - Any other individual impurity : NMT 0.1%

- Total impurities : NMT 0.1%

- Impurity H : NMT 0.1%
- The area of any secondary peak ; NMT 0.2%
- Total impurities : NMT 0.5%

3.2 Drug substance specification : Loratadine ‘"**

1. Bhnmdrnddy 98.5 - 101.0% of loratadine 98.5 - 101.5% of loratadine
{calculated on the dried basis) {dried substance)

2. Identification ATIRHL ATINHU

3. Residue on ignition NMT 0.1% NMT 0.1%

4, Heavy metals NMT 10 ppm -

5. Impurity H - NMT 0.1%

6. Sulfates - Meximum 150 ppm

7. Loss on drying NMT 0.5% NMT 0.5%

8. Sulfated ash - NMT 0.1%
(m% ........................ % ......... Uszruamenssunms

(Wagmd yIkug)
(84%@)....... ;ﬁﬁ/ ..... D//C/ ........... TITNNNT TR 1) /“-' ..................... nNTIUNIT
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3.2 Drug substance specification : Loratadine ™"?

9. Organic impurities Procedure 1

- Impurity F : NMT 0.2%

- Flucroloratadine : NMT 0.2% - Impurities A, B, C, D, E : for each impurity,
- Any other individual impurity : NMT 0.10% NMT 0.1%
- Total impurities : NMT 0.3% - Unspecified impurities : for each impurity,

Procedure 2 (ntflwu 4,8-dichioro-5 6-<dihydro- | NMT 0.10%

1i-benzo [5,4] - Total impurities : NMT 0.5%
- loratadine related compound A : NMT 0.1%
- loratadine related compound B : NMT 0.1%
- loratadine related compound C : NMT 0.1%
- Hydroxy deacy! analog : NMT 0.1%

- Dichiorobenzocydoheptapyridinone : NMT 0.1%
- Hydroxyioratadine: NMT 0.1%

- 4-chioroloratadine: NMT 0.1%

- Any individual unknown impurity 1 NMT 0.10%
- Total impurities : NMT 0.3%
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3180151 9 Mometasone furoate 50 mcgidose nasal spray, 140 doses

adsznadininguarasih

1. iﬁl_] Mometasone furoate 50 mcg/dose nasal spray, 140 doses

2. ansaanignaly

2.1 luny Wumsazang ﬁm%’ugﬂﬁﬂwﬁmmqn (Nasal spray)

22 dudsnay  UsEnaudaudae1 Mometasone furoate 50 meg / dose

2.3 MTUILUTHY usm'tumw,mwmaulﬂn LWL Nasal spray uasfion 140 dose fia 1 MYULUTTY

24 amn - s.msam FUUSENIUFINEARLAZAINLT Tuadn maumm woiinGa wunsdion
fTuLn LLanﬁn'rsmusnmm'l'aamwmwwmsqnmm

- LUNTUELTTY Ao adhaleue amq%a i1 wiaBamensin dtlEnay usswa

ANV avfinde i’u??ua‘uq‘h"'ﬁ'mu

- 3. AnENIRMIINATA

3.1 Finish product sgeciﬁcationm

amEsiRMamnaia BP 2013 -

1. UFanudqendnany 80.0 - 120.0% of the amount stated of Mometasone furoate

(delivered by actuation of the valve)

2. Identification ATIEH
3. Related substances - Unspecified impurities : for each impurity, NMT 0.5%
- Total impurity : NMT 2.0%

4. Uniformity of delivered dose ATIVHU

5. Fine particle size ' ATTICIN

6. Mean delivered dose ATIVHH

7. Number of activations per AT

container

8. Preservative content (n3dbiéin) | a539smwa1nfiszyly Finished product specification

9. Microbial limit test ATIHH

/(/ (W@ YIWug)
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3.2 Drug substance smcuf ication : Mometasone furoate'

1. 1J':3J’1 mﬂ?mﬁﬂﬂm 97.0 - 103.0% of Mometasone furoate (dried substancs)

2, Identification HYITHIY

3. Specific optical rotation +50° 1o +55° (dried substance)

4. Related substances - Impurities A,B,C,D,E.F,G,H,| : for each impurity NMT 0.3%
- Total : NMT 0.6%

5. Loss on drying NMT 0.5%

A o 4 a R - o) a B oW g e
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31NN 10 Salmeterol xinafoate 25 mcg + Fluticasone propionate 250 mcg Evohaler, 120 dose

muﬂsznmﬁ'mi’nqumwsﬁ

1. amm Salmeterol xinafoate 25 mcg + Fluticasone propionate 250 mcg Evohaler, 120 dose

2. amaaianaly
2.1 3luyy Wusnsazane dwingawwdimatn (inhater)
2.2 gautliznay lu 1 dose Usznaudaadie Salmeterol xinafoate 'ﬁwmgaﬁ'u Salmeterol 25 meg
+ Fluticasone propionate 250 mcg
2.3 ATUTUTIY msaﬂummmsqﬁw‘%’ug@ﬂm-ﬁﬁmomn 3Uuuy Evohaler uas fian 120 dose
fa 1 MBULUTIY
2.4 aan - mﬁam sulsznaumedmaguszaNuLss Tunia 1”u§umq 1a9finda uasiay
neidousrium wasisninAushwnen | Todeda WuLBUTI
- uuﬂwu:mﬁg‘ﬁ'ﬁ’uﬁﬁm amaﬁaaﬁaanqﬁam wiaBamanisdh faulsznay uas
VWIAAIURTIVEIL LATTINA® fuﬁumq”lﬁ'mw
3. AmANLAMINARS

3.1 Finish product specification™?

79.0-87.0% of the L.A. of Fluticasone 88-112% of the L.A. of Fluticasone propionate
propionate 88-112% of the L.A. of Salmeterol xinafoate
75.5-92.5% of the L.A. of Saimeterol

1. YRy

2. Identification ATITHIY ATIRHT

3. Uniformity delivered dose | aviasru #IHU

4. Aerodynamic size distibution | #339EW ATITHIY

5. Related substances Fluticasone propionate - Salmeterol-N-alkyt : NMT 0.2%

{/ Organic impurities - Impurity D, G : NMT 0.3% - Any unspecified degradation product
- The area of any other secondary peak : NMT 0.10%
: NMT 0.2% - Total degradation product : NMT 0.2%

- Totat impurities : NMT 1.2%
Salmeterol

- The area cf any other secondary peak
T NMT 0.2%

- Total impurities : NMT 0.5%

(Wugm@ YTHuS)

. f P A~
(aa"ia)......@Q........................mmn"rs (m'na)............../f ............................... NTINMT

(W19rmasen UsEindou) (WsIunIUng Ndle)
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3. anENtAGINATe

8. Microbial enumeraticn
tests and specified

microorganisms

3.1 Finish product specification™ (si9)

- Total aerabic microbial count : NMT 10 cfuig
- Total asrobic yeast and molds count
: NMT 10 cfuig

7. Foreign patticulate matter

BN < 10 ym : Taitfin 200 sumpsdose
-BRTPRLTA 10-900 pm : Bilfiv 100 ourmakiose

-SRMAIWS > 100 pm : Lilfi 10 eymnidose

“Total : lahAu 300 DU A/dose

-BUWMATWIR < 10 pm : laiifin 200 eymmidose
-DRMATWIR 10-100 pm : liifiu 100 BT iidose

AWM > 100 um : lsifin 10 eymeidose

-Total : laiifiu 300 synna/dose

3.2 Drug substance specification

3.2.1 Fluticasone propionate™?

A unwiendndy

97.0 - 102.0% of the L.A. of Fluticasone

propionate (anhydrous substance)

98.0 - 101.0% of the L.A. of Fluticasone

propionate (anhydrous substance)

2. Identification

FIHY

ATV

3. Appearanca

Whita or almost white powder

4. Spaecific optical rotation

+32 to +36 (anhydrous substance)

+32° to +36°

5. Related substances

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

NMT 0.2%

- Impurity with relative retention of about 1,23
TNMT 0.2%

- Any other impurity : NMT 0.1%

- Related compound A : NMT 0.2%

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

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

- Any individual unspecified impurity

- Total : NMT 1.2% I NMT 0.1%
- Total impurities : NMT 1.0%
{inciude all impurity peaks greater than or
aqual to 0.05%)
6. Acetone NMT 1.0% NMT 1.0%
7. Water NMT 0.5% NMT 0.2%

3.2.2 Salmeterol xinafoate'"?

- Rnudiendey

97.5 - 102.0% of Saimeterol xinafoate

{anhydrous substance)

98.0 - 102.0% of Saimeterol xinafoate
(calculated on the water-and solvent-fres basis)

2. ldentification ATITHU I

3. Appearance White or almost white powder -
4. Optical rotation 0510 +0.5° -
5. Residue on ignition NMT 0.1% -

,23?—3%/

LAy nenTiuns

(Waavesen Useingdtun)

CEEL) Y v

s

-NFTUNTYS

wswgiuni 2vdlus)

wifizinunasiio geils s2s63




3.2.2 Salmeterol xinafoate™” (¢ia)

8. Related substances - Impurity D, G ; for each impurity, NMT 0.2% - Salmeterol related compound A

- Unspecified impurities : far each impurity, : NMT 0.2%
NMT 0.1% - Balmeterol-phenyiethoxy : NMT 0.1%
- Total : NMT 0.5% - Salmeteral-phenylpropoxy : NMT 0.1%

- Salmeterol-O-alkyf : NMT 0.3%

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

- Salmeteroi-N-alkyl : NMT 0.2%

- Any unspecified impurity : NMT 0,10%

~ Total unspecified impurites : NMT 0.2%

- Total impurities : NMT 0.9%

7. Water NMT 0.5% NMT 0.25%

8. Sulfated ash NMT 0.1% -
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ninnFgiiuadudeii deldrenndoudedntnrmanen TiunsemTuszen MENTNEFINTY n3dl
ﬂmﬁummamﬂuwmmmmmmu vouisuana liassenuiilaomennsdszne umﬁu‘lﬂmuﬂﬁ.mﬁmmna
S Sa4 szudTen wia mmmm:mmauuﬁ'lwmnﬂnwmmaﬂssmﬁ ‘!mwnuqamwuwm
AmznysrnItrmeamatm

dowludn g
gtauammmawuﬁnmmwmmanm: mauaamzjaaaﬁmmmtanmﬂﬁwumma uazdue
auit
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2. LENFTIUTBNNATFINN ALY

21 psdifitudalslsanalng RrfesesilianasivsasnasunsHAataams o uas 3 eI REly
nMsuaa PIC/S (Pharmaceutical Inspection Co-operation Scheme) Taemiiazm PIC/S participating authorities
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Urzmesmilnnsefing wWieaynaaadw udaudnsl
3. tanAsAMAMYAIETEuD TIAN

3.1 HanInTie TR U KB AT induiagLunsefude (Certification of analysis of Finished praduct)
1ummﬂml.ﬂumamo

3.2 Nan’l‘mﬂmLﬂ"j’l“ﬂﬂmﬁlw'mmummmﬂ'}ﬁ"mm (Certification of analysis of Drug substance) ﬁ"l'ﬂu

MIHAR m'swnmLﬁumamammammwmuauwammnﬂu

33 Lanmm‘saﬂang’muuuummauwummwgummama@i’ﬂqﬁwaom"amﬁ-m"n_g (Drug substance)
40 3.2 ﬁ'v;’umm§mmaow§@aﬁ’mﬁmﬁm%3ﬂ (Finished product) 78 3.1

3.4 Hamsénw" Long term stability @aammmayuaamﬁ-fumLﬂﬂu“l'i'ﬁ'uﬁﬂlfnmuﬂm:mmmﬁmms
UBZEN NIENTHETISUFY
4. d2au19E
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5.1 zm‘f‘iéﬂuauﬁmﬁmﬂlﬂmﬁﬁaﬂﬂ'jﬂ 1 O dumindaay

5.2 mﬂnm@mmuau '-amﬂaomfhmewmﬂ'l.mmamamsmn’aLﬂﬁmmsuﬂawau

5.3 mruwv.mmwnﬁﬁ'}msaumamamwmuamwammqmmﬂmﬂmmw Wiy sizimsisde
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6.3 nstinulymnoimwenudatueendmadoUssinsrauszanadasas beiailiefilésuen
7. -ﬁmﬂ':'w*'ﬁm'njammaﬂﬂmuwmimmaemmmm‘nmﬂswmnmmnmuauIﬂzjﬁ’mmmﬂmvnﬁum?mms
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WABWMa : 51984310
1 = British Pharmacopoeia 2016
2 = The United States Pharmacopeia 41

A
(RT3 U A Y munnenssunns
(W1wgmd YIRuL)

(@3%5a)...... @/76/ ...... 02/ ..... NITNMg (B9T8).ceorerrrn. A nNITUNTS

(WwEn9sn Useindmun) gramnugiunt wdlomy)

WRTRSIUNTA0 qaﬁB 5/2563



'swa:tﬁﬂﬂqma" nvmzmm-'uum’hma nATIAITS A AN
l.mm B 5/2563
‘i’lzm'l‘sn 11 Salmeterol xinafoate 25 mcg + Fluticasone propionate 125 mcg Evohaler, 120 dose

AMNUSED1AI9% IR AUATBEH

1. agn Salmeterol xinafoate 25 mcg + Fluticasone propionate 125 mcg Evohaler, 120 dose

2. amvaaiianalyl
2.1 3uuyy Wumsazany mwmamwummamn (Inhaler)
22 @miEnay 1w 1 dose UTEnavauaaen Sametsrol xinafoate ‘nﬁunsmu Salmeterol 25 mcg
+ Fluticasone propionate 125 meg
2.3 MruzuTy usﬁlmwmmwmmnaﬂwmmmamn FUuuy Evohaler uaz it 120 dose
@a 1 mw,u'm
24 2870 . -::q-uam a’auﬂsznaum"’améﬂﬂ”mu.a TAUUT TUNE® 'mzmam wufinde Laziay
nzifundrien uaﬂﬁmﬂnmnmmhamwmwuuu-mnmm
- uum"m,msawmwam amauanmaos‘*wam wiadavnantae faulsenay ues
VURAINUTIVEI LAVTRES :)uaumu'hmwu
3. anduBNIata

3.1 Finish product specification®

1 Uhnmdanddy | 9.&97.0% of the L.A. of Fiuticasone 88-112% of the LA, of Fluticasone propionate
propionate 88-112% of the L.A. of Salmeaterol xinafoate
75.5-92.5% of the L.A. of Salmeterol

2, ldentification ATITHIN NI

3. Uniformity delivered dose | @siaeim ATIVHIU

4. Aerodynamic size distribution | 53387y, ATV

5. Related substances Fluticasone propionate - Salmeterol-N-alkyl : NMT 0.2%

{ Organic impuritios - Impurity D, G : NMT 0.3% - Any unspecified degradation product
- The area of any other secondary peak : NMT 0.10%

P NMT 0.2% - Total degradation product : NMT 0.29%
- Total impurities : NMT 1.29%
Salmeterol
- The area of any other secondary peak
S NMT 0.2%
L - Total impurities : NMT 0.5%

(wngmé
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3. auanBnInaia
3.1

o oy

8. Microbial enumeration
tests and specified

microorganisms

Finish product specification? (@a)

-,

- Total aerobic microbial count : NMT 10 ciufg
- Total aerobic yeast and molds count
: NMT 10 cfuig

7. Foredgn particulate matter

-BUMAUI < 10 um : i 200 awmeidose
-DUMPAUIR 10-100 pm : it 100 M flidose

-RMAWIm > 100 um : lsifiu 10 aMfvdase

-Total : laitfin 300 sunasdose

-OuMIAIWIE < 10 pm : litAiu 200 uMAvdose
-AHMATIA 10-100 pm : ik 100 syminkose

-BRMATWIA > 100 pm : Biifin 10 exma/ioss

~Total : Tlaiifiu, 300 aumesdose

3.2 Drug substance specification

3.2.1 Fluticasone propionate"™®

1. nuededngy

97.0 - 102.0% of the L.A. of Fluticasone

propionate (anhydrous substance)

98.0 - 101.0% of the L.A. of Fluticasone

propichate (anhydrous substance)

2. |dentification

VI

ATIEIU

3. Appearance

White or almost white pawder

4. Specific optical rotation

+32 to +36 (anhydrous substance)

+32° fo +36°

5, Related substances

- mpurity D, G : for each impurity, NMT 0.3%
- Impurity A, B, G, E, F, H, { : for each impurity,

NMT 0.2%

- Impurity with relative retention of about 1.23
T NMT 0.2%

- Any other impurity : NMT 0.1%

- Total : NMT 1.2%

- 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%

{inciude all impurity peaks greater than or
equal to 0.05%)

6. Acetone

NMT 1.0%

NMT 1.0%

7. Water

NMT 0.5%

NMT 0.2%

3.2.2 Salmeterol xinafoate'"”

1. PR

87.5 - 102.0% of Salmeterol xinafoate

{anhydrous substance)

98,0 - 102.0% of Salmeterol xinafoate
{calcuiatad on the water-and solvent-free basis)

2. ldentification ek 1N ATITAIN

3. Appearance White or aimost white powder -
4. Optical rotation -057to +0.5° -
5. Residue on ignition NMT 0.1% -

(33%a)...... @b D//L/ ........ NSNS

(wagmd yiviug)

(wEnein dsindiun)

..... U uaMeAITIUNT
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—rr Uik

(wnaugTunt wdlam)
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3.2.2 Salmeterol xinafoate'™ (dla}

6. Related substances

- Impurity D, G : for each impurity, NMT 0.2% - Salmeterol retated compound A

- Unspecified impurities : for each impurity, T NMT 0.29%
NMT 0.1% - Salmeterof-phenylethaxy : NMT ¢.1%
- Total : NMT 0.5% - Salmeterol-phenylpropaxy : NMT 0.1%

- Salmetero!-C-alkyl : NMT 0.3%

- Salmsterdl related compound B ; NMT 0,1%
- Salmeterol-deaxy : 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%

7. Water NMT 0.5% NMT 0.25%

8. Sulfated ash NMT 0.1% -

o - ar - R = waed - oy e e
W 1. nytdifisamziioudimdiu waive) mremaseriiesinomsla Wiwaanensmsngmdnsrnildiuawifidas
2. Drug substance specification ﬁm'smmn'luﬁmﬂzﬁwmpj Hie drug substance WigluTeTien drug substance 19
[ o o [ & 4 4 a L
guiamdniapn adulesduniia alinmasinrzdesugnidefirmua

o

3, HanInTIeT Lﬂﬁ:ﬁﬂt‘kﬂ’lﬂﬁ‘l Wultleny Finished preduct specification Lz Drug substance spacification 'nﬂ“m 84
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1. Laﬂmiﬂ"ﬁ\lﬁ?uEi‘i;&tg']ﬁ'ifuﬂztﬂElu@ﬁ%'lltl’ll,ﬁaﬁ’!‘ﬁﬂ'lﬂiuﬂi:mﬂ\lﬂtl LESEIUAY (declare) LWMEINER
11 lua’wﬁ'tgmm‘!uﬂ:nﬁﬂu@h%'um (V8.2 V8.3 Vg4 udusnsl)
1.1.1 lunsdifiduenfniolulszinelng sureis ne2
11.2 lunsﬂﬁLﬂumﬂm‘i‘uﬁanﬁuﬂqmﬁ nNet ne.3
1.1.3 lunsd@ifduenihidrsndosena waneds ne.4
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2. EnAIUTAINAIT UM SHAGYY
21 pedifigadabalsanalng ﬁnﬁmﬁaaﬁtanmﬁ'usaammmummﬁ@mmmﬁhmmﬁuaﬁ‘ﬁmfﬁﬁlu
MIHaaLn PIC/S (Pharmaceutical Inspaction Co-operation Scheme) Tasmiazanu PIC/S participating authorities
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FBnsAdlumsuaes) GMP PIC/S (Phamaceutical Inspection Co-operation Science) Tatmianau PIC/S
participating authorities ¥3a GMP clearance auumqﬁmmaun’l‘mﬂ'ﬂaau I@Huwan’ﬁm‘iaamauﬂnmﬁ
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3.1 HamseTn Lﬂ‘ﬂ“"ﬁﬂ NWHRAN T mﬁ’u‘msﬂ‘nmn NR® (Certification of analysis of Finished product)
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3.2 Namsmammﬁ:'ﬁﬂmmmﬂmumaammmmy (Certification of analysis of Drug substance) #1511
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9a 3.2 ﬁ'n;'umm§mmaan§mﬁmﬁmﬁn§a3ﬂ (Finished product) 92 3.1
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