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Finished Product Specification : GemigLiptin Tabtet do mg

o. ldentification n:?atjtu0t'tlfi:vutu Finished product specification

to. rJilrrud'rurrirrYry eid.o - o,od.oo/o of the |.abel.ed amount of Gemigliptin

en. Uniformity of dosage units et:?ati'runrilfi:vuJu Finished product specification

d. Disso[ution Q = doo/o (at eno min)

d. Organic Impurities (HPLC)
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Drug Substance Specification : Gemigtiptin Tratrate Sesquihydrate

o. Description

to. ldentification

HPLC

White to off-white solid

The retention time of the major elution peak must

correspond to that of the reference standard of

gemigliptin similarly measured (*o.Lq min)

The retention time of the major elution peak must

correspond to that of the reference standard of

tartaric acid similarly measured (*o.o min)

The lR spectrum of the sample agrees with that of

the reference standard similarly measured

c(d.o - oob.oolo

) .t.t.o%o

( b.oolo

1 a.oo/o

l o.ao/o

l o.ao/o

l o.ao/o

6't.

lR, USP do (oc(e'/>

en. rJilrrufr'r urri'rnrry

d. Chiral Purity
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Heavy Metals USPao<beno> ( Loo ppm

Residue on lgnition USPdo<lodo>( o.boo/o (w/w)
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