
11 eJ a v [6 u q n n rud'n uru v tav{'r utl o { er 1
9

Gemigtiptin do mg Tabtet

a-nnil:vdrri rfiohTlunr:dru-or:hrgrtoranrliuT:nvr:rro nfir rtjuanrfluuavrrvurrrirul:errJoqrravfi'r"lq

-

4^riou't Gemigl.iptin do mg Tablet

ncualri6ri'rhi
I

o. r{Ju ur rfi or rnf; ou?'kil (Fi lm-coated ta blet) r{rrair.l ilrJ:vvnu
le. rj:snoupirun'rur Gemigliptin Tratrate do mg Tablet "Lu t uier

6n. u::o"lu*zulurilqafrvrI
v dy J ,d. anln!uu::nfiruvi 6'o{:v!flourrirur.J:vnor6"rurrirfr41ttnvF]?t].rrr:.1 fuzuan iufiuorq rarfizufrn

un v ta t u v tfi u u n"r ir u rt{o d r { rin rq u ra v a a r n u u n', rlu r u r rr u r o d r l fi o u ulr * r r,., d r o',lc

eir urJ : v n oI fr'r u r r{r dru n? 1 }J rL:{ iu fr'u o r a ua y ra.u fi zu n n

VA
nrudilu9ryrl{tflnun

c

Finished Product Specification : Gemigl.iptin Tabl.et do mg

o. ldentification

to. rJirrrufi'r ar ri'rricg

m:rorirunrltfr:vqlu Finished product specification

c(d.o - o,o&.oo/o of the labeled amount of Gemigliptin

Q = doo/o (at eno min)

( en.oolo

( tr.oVo

( o.Loolo

( o.lo%o

( o.bo/o

en. Uniformity of dosage units n:ronjrunufi:vqlu Finished product specification

d. Dissolution

d. Organic lmpurities (HPLC)

TotaI

DP-lMP-o

DP-IMP-b

DP-lMP-en

Any Unspecified

b. Water Content lVF, USPao(c(bo> 1(Ju.oo/o
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Drug Substance Specification : Gemigtiptin Tratrate Sesquihydrate

o. Description

lE. 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.b 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 similar[y measured

e(d.o - oolcr.oolo

) dd.oolo

( b.o%o

l a.oo/o

I o.ao/o

l o.ao/o

1 o.ao/o

(urrarrr :r.i n ru1 Aurrvlietut n e)
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lR, USP do <oc(e'/>

rn. rJilr run-r a rr{r ri'ry

<. Chiral Purity

d. Organic lmpurities

Total

DP-lMP-o

DP-lMP-le

DP-lMP-en

Any Unspecified

l.o-PropanoI

ToLuene

lso-Propyl Acetate

Acetic acid

b. Water Content lVF, USPao<c(loo> ( r.o - b.oo/o (w/w)

erJ. ResiduaL Solvents (GC)

(.o.&o/o (w/w)

( o.ode(%o (w/w)

1o.&o/o (w/w)

4 o.&o/o (w/w)

d. Heavy Metals USPdo<beno> ( tEo ppm

ei. Residue on lgnition USP<o<loao>( o.looTo (w/w)
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