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AMANYUSLANIZVYDIYN
fluticasone propionate 250 mcg/ 1 dose + salmeterol 50 mcg/ 1 dose
inhalation powder pre-dispensed 60 dose inhalation (GPU 690155)

1. #ou fluticasone propionate 250 mcg/ 1 dose + salmeterol 50 mcg/ 1 dose
inhalation powder pre-dispensed 60 dose inhalation (GPU 690155)

2. qmauz?“nv‘;'111!

- suvy Wuereauts dwiuldaanisuan (dry powder inhaler)

- #@wusenou lu 1 dose Ussnaudausaen salmeterol xinafoate %‘eaugaﬁu salmeterol
50 mcg way fluticasone propionate 250 mcg

- auurusg ieddnglu 1 dose ussgluufames Sruu 60 vaawmes lugunsaidmiy
growvnan livassaiavuassduiusinuriouugunsal

- aanuuusigiue seydediendidy Anuuse iaviindn Tunde Tuvunany uag
nzdoudiriuelioghedauuuussgin

- AAINUUATYUTUIIYEN 8813UBEABITYYTRRI8dIATY AN 1AYTNER LAy
wineny Tetntaou

3. auanvAntumAiia |

Finished Product Specification

fluticasone propionate 250 mcg/ | dose + salmeterol S0 mcg/ | dose inhalation powder pre-dispensed 60 dose inhatation

------ - - - - + T ————— P e ——

i | ‘ usp BP
1. Identification | |
- UV spectroscopy ATIHIY ; AT
. -HPLC ATV ATIIHY
. 2, Assay | :
- fluticasone propionate 90-110%L.A. 94.0 - 107.5 % L.A.
(225 - 275 meg/dose) (235.0 — 268.8 mcg/dose)
- salmeterol 90 -110% L.A. ’- 92.5-1075%L.A
- (45-55meg/dose) | (463 = 53.8 mog/dose)
3. Particle size distribution , \ ;
AN : M3V ,
by cascade impaction » L
4. Uniformity of delivered dose ATIVTY ; NI ‘

AZATIINITIVUAAMANYUEIWIETBINARUALSIAINANI
fluticasone propionate 250 mcg/ 1 dose + salmeterol 50 mcg/ 1 dose inhalation powder pre-dispensed 60 dose inhalation
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Finished Product Specification (sis)

fluticasone propionate 250 mcg/ 1 dose + salmeterol 50 meg/ 1 dose inhalation powder pre-dispensed 60 dose inhalation

USsP BY
5. Impurities Fluticasone propionate . Fluticasone propionate
- Any fluticasone related unspecified i - Impurity D NMT 0.3%
degradation product NMT 0.1% : - Impurity G NMT 0.3%
Salmeterol | - Any unspecified NMT 0.2%
- Salmeterol N-alkyl NMT 0.2% - Total degradation products
- Salmeterol related compound H NMT 1.2%
NMT 0.9% Salmeterol
- Any salmeterol related unspecified - Salmeterol impurity 1 NMT 2.5%
. degradation product NMT 0.1% - Any unspecified NMT 0.5%
. Total - Total degradation products
- Total degradation products . NMT 5%
 NMT13%
" 6. Microbial ,
jemwmeraton | oo LT
i 7. Foreign , I . -
 particulate matter L e |
Drug substance specification
Fluticasone propionate
USP : BP Ph. Eur. ;
| 1. Identification | ‘
-IR RIIVE AT | A3
-HPLC RSV #5796 M3
- 98.0-102.0%L.A.  97.5-102.0%LA.  975-1020%LA.
2. Assay o
(anhydrous substance) ‘ {anhydrous substance) ©  (anhydrous substance)
|3.Specificrotation 1330 fa+360 | 432089436° | +32° Ba436°
. 4. Water o | ]
i NMT 0.2% NMT 0.5% | NMT 0.5%
| determination ;
5. Limit of acetone NMT 1.0% NMT 1.0% NMT 1.0%

ANZNISATTITIMIARNANYUZIaNITYsINARUAY S IINAN Taaneuralfsue 45199611 Teudsean 2567

fluticasone propionate 250 mcg/ 1 dose + salmeterol 50 mcg/ L dose inhalation powder pre-dispensed 60 dose inhalation
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Drug substance specification (sia)

Fluticasone propionate

usp

Ph. Eur.

BP
| 6. Impurities I
i - Specified impurities | AU #T29H Y M990
’ - Any unspecified NMT 0.1% NMT0.1% NMT 0.1%
i - Total impurities NMT 1.0% ' NMT 0.8% NMT 0.8%
Drug substance specification
Salmeterol xinafoate
: | uUsp ! BP Ph.Eur
1. dentification |
- -IR AN MTITHIY N5 ‘
-HPLC ATIN ATIVHTU ATEL
2 Assay . 980-1020%LA. 975-102.0% LA, 97.5-102.0% L.A.
3. Sulfated ash/ '
Residue on ignition NMT 0.1% NMTO0.1% | NMT 0.1%
4. Impurities/ - Salmeterol related - Impurities 1 - Impurities D |
Related substances compound A NMT 0.2% NMT 0.2% NMT 0.2%
- Salmeterol-phenylethoxy - Impurities G - Impurities G
NMT 0.1% NMT 0.2% NMT 0.2%

Salmeterol-phenylpropoxy
NMT 0.1%

Salmeterol-O-alkyl

NMT 0.3%

Salmeterol related

compound B NMT 0.1% .
Salmeteral-deoxy NMT 0.2%
Salmeterol-N-alkyl

NMT 0.2%

Any unspecified NMT 0.13%
Total impurities NMT 0.9%

- Any unspccificd
NMT 0.10%

- Total impurities
NMT 0.5%

5. Water
| determination

NMT 0.25%

NMT 0.5%

- Any unspecified
NMT 0.10%

- Total impurities
NMT 0.5%

NMT 0.5%

AmEATIUN IR MURAUANYUZIARWIZYRTARUAZIIAINANS TsmETaIABue .85 g Esni DeudTsana 2567
fluticasone prapionate 250 mcg/ 1 dose + salmeterol 50 meg/ 1 dose inhalation powder pre-thispensad 60 dose inhalation
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. A5I9HM WNeRe R specification AldopvzilsudsdminuAMEATTINMTEMIIUAZEN ATENTN
#1556 nsdl finished product specification fissyluwndusindu deadredeonnindusiiiy

- WndvadunlEaeds seaduatuifivuvimislminiwmsgiusdvlasiiuvils musznansznaag
AITINY (383 SEYAITIO A, 2561 aaTui 6 Sunan n.A. 2561 (a wWszmealuswinemygunn Tuii 12
UATALS 2562) uazUsENTANTENGISINEISMAY 1389 syyr1TIen (ATUMA 2) w2562 (asdssmialusiy
Roo Ny Yui 26 AsngrAN 2562)

- nsdifieansnfouudenisiiu (waive) mMinsanasvitaniziaunisla Miuuasaenarsmingiudanaai
ASuaindse

- Drug substance specification A913ar9nluiinsziynaguan drug substance wie ludiAsed drug

& - o LY o ~ 3 n o v da
substance ”a@guaﬁu1ﬂﬂ L‘SﬁjU QUU‘“QUU“”Q 'U‘u-ln"ﬁﬂ?’?@'ﬂﬁ?\sﬁﬁmnﬂ“?ﬂa"ﬂ'|"uﬁ

4. Goulviu
diauasandisstiudiunnmdiienans siwandon dail
1. tenarsnislédfueyyrndiumadsusiusniedmineluussmalne uasduas
(Declare) uviasnfia
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