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:_ Test I'tems i Analytlcal Procedure 100 Acceptance Cn‘tena

®. Descnptlon Visual Lemon Type Orange Color Film Coated
Tablet

lo. Identification HPLC Positive for Gemigliptin by HPLC

HPLC Positive for Tartaric Acid by HPLC
uv The UV spectrum of the sample agrees

with that of the reference standard,
similarly measured

. Assay HPLC *¢.0% to ecd.0% of Label Claim

| @ Uniformity of Dosage USPao <&od> The Acceptance Value (AV) of the first mo

Units / weight variation units less than or equal to Le (Le =
&&.0%)

&. Dissolution HPLC Q=@o% (at mo min.)
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Test Items

Analytical Procedure

Acceptance Criteria

o, Organic Impurities

Total HPLC < m.o%
DP-IMP-& = bw.o%
DP-IMP-l < o.lo%
DE-IMP-a < 0.0%
Any Unspecified < 0lw%
o. Water Content K/F, USP o <abe> | < &.0%

ola Drug substance specuﬁcataon Gem:gllptm Tartrate Sesthydrate

Test

Analyt;cat Procedure

Acceptance Cntena

@. Descriptlon

Visual

White to oﬂ’—wh|te solid

o, Identification

HPLC

The retention time of the major elution
peak must correspond to that of the
reference standard of gemieliptin similarty
measured (+ oo min)

IR, USP o <ol

The IR spectrum of the sample agrees
with that of the reference stancard

similarly measured

HPLC The retention time of the major elution
peak must correspond to that of the
reference standard of tartaric acid
similarly measured (+ o.e min)

. Assay HPLC &d.o 10 molw.o%
«. Chiral Purity HPLC > ci.0%

&. Crganic impurities

Total HPLC < 0.0%
DP-IMP-@ HPLC < @.0%
DP-IMP-ley HPLC < o.@%
DP-IMP-a HPLC < o.@%

Any Unspecified HPLC < 0.@%

Y, Water Content

K/F, USP eo <sloe>

m.0% 1o .0% (W/w)
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TeSt - S5 1"_'Ana'Lyt'i'cé_L'Pr_c')cedm'fé'-.,' ~Acceptance Criteria - -
. Residual Solvents

w-Propanol GC < 0.&% {(w/w)

Toluene GC < 0.02x% (Wiw)

iso-Propyl Acetate GC < 0.&% (w/w)

Acetic acid GC < 0.&% (W/wi)

. Heavy Metals USP o <boma> < o ppm

«. Residue on lgnition | USP eo <ome> < 0loo% (w/w)
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