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&

ﬂmﬁnwmzmmwmm Azelastine HCl @med mcg. + Fluticasone propionate &o mcg. nasal spray

Foen Azelastine HCl @ened mcg. + Fluticasone propionate &o mcg. nasal spray
uwiidesnns  Useneudesendndiy Azelastine HCL emey mcg. Wae Fluticasone propionate
&o mMcg. ABNNTIANY o adq
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ANANYUEIANIY ®. Identification test psrRuATsEY o Menddy

. Assay
Azelastine HCl
Fluticasone propionate
on. Related Substances
o Azelastine HCL

*&.o0 - @o&.o %
&&.o - @od.o %

Any impurity <ol %

Total impurities <o.&%
en.lo Fluticasone propionate

Any impurity < o, %

Total impurities <o&%

(Y]

«. Delivered dose uniformity ATumTsEYa b fendndy
& pH && - &
©. Osmolality walo — meno mmol/kg.
o, Viscosity o - bo mPa.s
&. Number of actuations > ebo
«. Droplet size distribution
«.@ Mean D&o &€& - @& um
«.lb Volume < @o um <& %

@o. Content of Benzalkonium Chloride
@®. Content of Phenylethyl Alcohol
eb. Content of Disodium edetate

®a. Microbial limit test

x0.0 - ®@o&.o0 %
xo.0 — @o&.0 %

®o.0 — ®@@0.0 %
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Total aerobic microbial count Not more than eoco cfu/ml.
Total yeast and mould count Not more than eo cfu/ml.
Pseudomonas aeruginosa Absent

Staphylococcus aureus Absent
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<o HANIATIVIATIERAMNINIRGA (Raw material) vasiaend diydilflunisnanandrdn

¢ flulinseienvasjunisadn (Lot. No.) 3nlsesnugudn wisannsuinenemansmsunnd g
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