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Finished Product Specification : Gemigliptin Tablet &o mg
®. Identification mifﬂc\hummﬁlssﬂu Finished product specification
b. YTunusiendiagy &&.0 - @o&.0% of the labeled amount of Gemigliptin
. Uniformity of dosage units m'ﬁ’gﬁlﬁhumuﬁiz@u Finished product specification
&. Dissolution Q = 0% (at mo min)

&. Organic Impurities (HPLC)

Total < 0%
DP-IMP-@ < l.o%
DP-IMP-l& < olb%
DP-IMP-en < olb%
Any Unspecified < 0%

. Water Content K/F, USPeo<cba> < ¢.0%
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Drug Substance Specification : Gemigliptin Tratrate Sesquihydrate

®. Description White to off-white solid
. Identification
HPLC The retention time of the major elution peak must

correspond to that of the reference standard of
gemigliptin similarly measured (Xo.lo min)
The retention time of the major elution peak must

correspond to that of the reference standard of

tartaric acid similarly measured (Xo.e min)

IR, USP &o <e«e> The IR spectrum of the sample agrees with that of
the reference standard similarly measured
on. USueusiendnAy ®z.0 — ®0L.0%
&. Chiral Purity 2 @x.0%
&. Organic Impurities
Total < .0%
DP-IMP-@ < @.0%
DP-IMP-lo <o.o%
DP-IMP-en < o.0%
Any Unspecified < 0.0%

. Water Content K/F, USPeo<clbe> < .0 — 0.0% (W/w)
o). Residual Solvents (GC)

b-Propanol < 0.€% (w/w)
Toluene < o.o@x% (W/w)
Iso-Propyl Acetate < 0.¢% (w/w)
Acetic acid < 0.€% (w/w)
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©. Heavy Metals USPco<lome> < wo ppm
«. Residue on Ignition USPeo<bce>< o.loo% (w/w)
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mamﬂm%mumuw 1Jeu (finished product specification) way manmummmwmammﬂu (drug
substance specification) ﬂiamaasum'mmnﬂaauuﬂauﬂmwmmu JgFLUUNAITNTVBLALY (8.¢)
1mSou finished product specification Way/%39 drug substance specification
©. LONATIUTWATTINNTHENY
Auandesiiienansfuseswnsgiunisnangnundninusivagiinisiialunisnanen PIC/S
(Pharmaceutical Inspection Co-operation Scheme) lagul914 PIC/S participating authorities aUu
aganuseunsnsiadey lnedinanissusetiviuuseneszninsaididnnseiing (e-bidding)
on. Laﬂmsamﬁmmma@mﬁmuaﬂm
m.e NANIIAITIVIASIERAUAMNER e @S5V vesdnEn (Certificate of analysis of
finished product) Iuawiuﬁﬁuﬂuﬁaam
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dndewndu cold chain system ﬁlé’mmgwmwé’ﬂmmsﬁ Good Storage Practice (GSP) Wag Good
Distribution Practice (GDP)
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