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qmé’numzmwﬂzuaqm Azelastine HCl emey mcg + Fluticasone propionate €o mcg
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Azelastine HCl @emed mcg + Fluticasone propionate &o mcg
Usznaumiemedfe Azelastine HCl emed mcg Wag Fluticasone propionate ¢o
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@. ldentification test
. Assay
Azelastine HCL
Fluticasone propionate
o. Related Substances
a.e Azelastine HCL
Any impurity
Total impurities
oo Fluticasone propionate
Any impurity
Total impurities
Delivered dose uniformity
pH
Osmolality
Viscosity
Number of actuations

A a2 U P A

Droplet size distribution

&.@ Mean D&o

&lo Volume < @o pm

@o. Content of Benzalkonium Chloride
e®. Content of Phenylethyl Alcohol

ATIVIUNUATIYN o Medrey

«&.0 - @o&.o0 %
&&.0 - @o&o %

<ol %
<o0.&%

< o.m %

< o0& %

asansum sz o fedidty
&& -0k

welo — o mmol/kg

o - o mPa.s

2 elwo

C¢ - eed Phm
<@ %
0.0 - ®@o&.0 %

®0.0 - ®@o&.o %



@. Content of Disodium edetate &®o.0 - @®0.0 %
®en. Microbial limit test

Total aerobic microbial count Not more than eco cfu/ml
Total yeast and mould count Not more than eo cfu/ml
Pseudomonas aeruginosa Absent

Staphylococcus aureus Absent
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