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Finished product specification
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Identification test
@.® Epinastine HCL

®.» Benzalkonium chloride

Assay
v.® Epinastine HCl

..o Benzalkonium chloride

.o Edetate Disodium
Impurities

an.e AGN exdeca-A
anlo AGN ex@eca-A

en.on RSe

on.& Individual unspecified

oo Total impurities
Physical appearance
pH

Osmolality

Sterility test
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MU
NIV

&&.0 - @o&.o %
0.0 - @®0.0 %

®0.0 - ®®0.0 %

Not more than o.:n %
Not more than o.le %
Not more than o.en %
Not more than o.e %
Not more than o.@ %
Clear and colorless
.o - el

b&o - beo mOsm/kg
Sterile
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