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Identification Test

@. Description Pale yellow, round, biconvex, bevel-edged film-coated tablets,

Debossed on one side with Boehringer Ingelheim company symbol and “Seo” on
other side

. Identification A Liquid chromatography The retention time of the Empagliflozin
obtained with the test solution must correspond to that obtained with the standard solution

. Identification B The UV spectrum of the Empagliflozin peak obtained with the test
solution must correspond to that obtained with the standard solution

& Degradation Products Liquid chromatography Any unspecified degradation
product < o.0% Total Degradation Products < o.5%

&. Assay Liquid chromatography «&.0% - @o&.0% of stated content
©. Dissolution Liquid chromatography

Time: mo min

Requirement Q: @o % of label claim at o min

» Stage @ - Se (N=b):

Each unit is not less than Q + & %.

+ Stage v - Slv (n=o):

Average of el units (Se + Sk) is equal to or greater than Q,
and no unit is less than Q - e& %.
* Stage o - S (N=@b):

Average of ba units (Se + Sl + Sm) is equal to or
greater than Q,not more than o units are less than Q - @& %, and no
unit is less than Q - & %. (n = number of units tested at each stage)

(Requirements meet Ph.Eur.c.0)




. Uniformity of Dosage Units Liquid chromatography
Requirement A (n = @o) Acceptance value < & %
Reqguirement B (n = mo) Acceptance value < e& %
no individual value is less than o.ev& M nor more than e.lb& M

M = reference value according Ph.Eur. @.o

(Requirements meet Ph.Eur. .0)
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