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0. Wusdiapdeuildy (Film-coated tablet) dmiusuusenu
b. Usznoumeaagn Gemigliptin Tratrate &o mg Tablet Tu 1 in

. UTThuUHsUnaiin
aaNULUTYT fesszyienndnsznousenddyuaseruuse Tunde *Tuéumq AuTINGR
uaztawnefousiiueliognednnu uay amnuunivuzusyenetsliosdesssyiiesn
duUsznaumedAy AN fuéuawq LazaviNGs

AuaNUANIwmAia

Finished Product Specification : Gemigliptin Tablet &o mg

®. ldentification m’mﬁhumu‘ﬁ'igﬂu Finished product specification

. Usunaiendifgy x&.0 - @o&.0% of the labeled amount of Gemigliptin

. Uniformity of dosage units mmci’mmmﬁ‘izﬂu Finished product specification

@. Dissolution Q = @o% (at mo min)

&. Organic Impurities (HPLC)

Total < o.0%
DP-IMP-@ < lv.0%
DP-IMP-lo < olo%
DP-IMP-¢n < 0.lo%
Any Unspecified < olo%

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

@. Description White to off-white solid
. |dentification
HPLC The retention time of the major elution peak must

correspond to that of the reference standard of
gemigliptin similarly measured (Zo.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 <exe> The IR spectrum of the sample agrees with that of
the reference standard similarly measured
on. Usunaudiendnmny ®2.0 — ®@0©.0%
@. Chiral Purity 2 ®a.0%
&. Organic Impurities
Total < v.0%
DP-IMP-o < 0.0%
DP-IMP-lo < c.0%
DP-IMP-en < 0.0%
Any Unspecified < o.0%

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

-Propanol < 0.€% (W/w)
Toluene < c.o@x% (W/w)
Iso-Propyl Acetate < 0.€% (W/w)
Acetic acid < 0.€% (W/w)

<. Heavy Metals USPeo<bme> < wo ppm

&. Residue on Ignition USPeo<bce>< o.0o% (w/w)
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puitunzdey (finished product specification) wag mamwummmwmammmu (drug substance
specification) ﬂmmagﬁummmimaammamfﬂmL‘wumu FLADILUULONAITNITVOUA W (8.8) I nFau
finished product specification wag/3e drug substance specification
. lINH1TIUTBININTFIUNITHENEN

AransasilonansiusewnsgIunsnane I umdninaeinazisn1snalunisndnen PIC/S
(Pharmaceutical Inspection Co-operation Scheme) ITaguia891u PIC/S participating authorities aUu
A8ARINTOUNNIATIRERU Laeiinanissusesiviudssnmadsemnsmdidnnsednd (e-bidding)
o. LBNENSAUAN WAL YDA TIAN

0n.@ mamw'i:]ﬁmiwﬁ@mﬂwwmémﬁm%ma"wL%ﬂgﬂmaagmam (Certificate of analysis of
finished product) Iumi'uﬁﬁﬂlff]uﬁ’méw

o NANIINIIVILATIY wﬂmmwmmwaammamm (Certificate of analysis of drug
substance) ﬁiﬂiﬂumﬁmammsuwaﬂmumamq Mg ANARET Way naningAu

ma lona1svsenanguuduauduiussevinsiunisnde vesingivuosinend iy (drug
substance) 18 el MuFuMSWARVOIHANSUIIE1FUSa3U (finished product) 1o .o

o.@ NaN13AnN®YI long term stability maammmsyuaqmﬁ%umLﬁauﬁﬁ’uﬁwﬁ’mmﬂwmsmmi
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e nsdldunideaiusnuiigamgil b -  ssmwadea Foslienansuanuariusesidissuumsiiuuay
dndeendu cold chain system ﬁlﬁumagmmmwé’mﬂmeﬁ Good Storage Practice (GSP) Wag Good
Distribution Practice (GDP)
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