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Fluticasone furoate nasal spray 27.5 mcg/dose
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1. down Fluticasone furoate nasal spray 27.5 mcg/dose
2. AuautEialy
2.1 3uuwy \Wuansavansuungneuden a‘i'm%’wiuvnwgn
22dwdssney a1 dose Usenaudiusnen Fluticasone furoate 27.5 mcg
23 ususny ussqlunruzussqendmiuvivayn Yeaiin desduuas waruSunaen
Favadoaviuldlivesnit 120 doses sig 1 NMYULUTTY
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3.1 Finished product specification: Fluticasone furoate nasal spray 27.5

mcg/dose

Yo Test items Specifications

1. | Identification m’mhumu‘?‘lisq'lu Finished product specification
2. | Vunawshendady avaaRumaiseylu Finished product specification
3. | pH arwiunmiseylu Finished product specification
4. | Uniformity of dosage units m’mhumuﬁssq'lu Finished product specification
5. | Droplet size distribution m’a%humuﬁwq‘lu Finished product specification
6. | Microbial limits m’mdﬁuc&nuﬁisq‘lu Finished product specification
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3.2 Drug substance specification

4o Test items Specifications

1. | Identification mswchumuﬁssq’[u Finished product specification
2. | Vsnashenddyy mmw’wumuﬁmﬂ,‘u Finished product specification
3. | Drug - related impurities miwmumuﬁisq‘lu Finished product specification
4. | Residual on ignition mi'mmumuﬁizq‘[u Finished product specification
5. | Residual solvent mmthumuﬁsz‘q‘lu Finished product specification
6. | Water content mswwﬁumuﬁ'ﬁsq’lu Finished product specification

3.3 Wan13AsIev Elemental impurity w3ail Risk assessment report (LARIDNET

dsenau)
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4.2 enaTIUTRNNATEIUMIHARYT
4.2.1 nsdivmdinludsenalng fudasedionaisiusesnnsgundnsmmumdninasiuas
ABmsARlunsnang PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tngning sy
PIC/S participating authorities viedlienansiusemmsgunisdnemundninasiuay San1sialy
MindingrvesdidniuanenssunTemsuase NIENTNASITUEY Basmuntulnsiinin
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5. ﬁmsmnaaummwrm:sauLtazqnﬁawaﬁ‘éimﬁw a1t biological sample
wiely

6. 35nslvien dalngiiduuuy single dose AsTvLUY multiple dose eldiiledl
siugludensinunn vieiduen sustained release warqdndl washout period wield
uflsvorimethalon 5 wihwes t1/2

7. mufudedudendenfivetraios 9 90 - feuliisn, 2 gavavviueidty, 3
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