
b.q6u6srfialtxtil

to.o ;tJtttlu
to.ts drurj:vnou

q ru#nuruv tay'l 1 ulJ o.t u 1

Gemigliptin do mg fitm coated tablet

do.fiour Gemigtiptin do mg fiLm coated tabtet

Io.en fl'llIUUU55AI

l.e.d AAlf]

A' d d q,d a u
LllUu1 L:JO tFraOUv{niltufi:UlJ:u?l1U
ddtYv-'[u o tfi nr] :e nou Ft'? u n"r u r Gem i gl.i pti n ta rtrate ses q ui hyd rate vt- auqa fi'l

Gemigliptin do mg
OA,Ag-E

u::a Lu w,r{lJqAuvl U0{nu L[A{ uaun?''l}JlJu
i , , v o v u a - 4 .l s a-u=--e1-=--

-iu!frou'r druil:snouo'rur;{rn'cg Frt1ttL[:{ iur.r6n riufruorq taflfr,{Afl uitJr4zu6m
4 o v vl ,u I u €

uau rarile LU uurll:u rJ1 L?t,fi [0u1J:1nfl uuu::1n6uc4
It v u r v---'e- v- '. -^:JLt:n{ufruoru[ag-uuLtr.r{u'r 0u1{u0un0{:u1-l1j0u'l a?uu:sno!fl?u1a1n6u Fl?1 i

tatvlr,lafl

UAA
en.Q6udtJU6il1.t tfl nfr nto.: Finished product

9

,ianr:fl:?0irn:rvr,iqrunlflLiJulrJrru finished product specification fittrionrvvrriuurioair#nrru

nfuvn::iln1:01fi 1: LLaufl 1 fl :uvl:'l{41f, 1:{uat

I
$o Test items Specifications

o ldentification Complied with finished product specification

IO Assay c(d.o-ood.oo/o of the labeted amount of gemigliptin

6n Uniformity of dosage units Comptied with finished product specification

d Dissotution test Comptied with finished product specification

(q lmpurity Complied with finished product specification

ol
01U?U sn LLl.lU Lt,.luvl o

OU
Pt 6UU fl :tu fl ',Hn1UUfl n6UA fl UfUU LQV',{1U iud P* (uaruu ledbd

o.u'r{dl?ff JIimr tfi rtouvTnn
q

*qiu _..fl.rvn)a.........
ud-A

b.u'ruul!:rlu a6ufu'r ttj0u a{?,0 .^f afr,l

en.urtorfludtjnr tYultna
(

a.i10............

lddhu',/orl



dhd
d.r{oultou dl

v v J o r Y 4-4----.,- s Ydo d u {
frrauo:rnr6'orEue{rrurn1fl6i'ruLonal: flfoila{a1afrofroil:o{Lona1:1ou{frdruro :luastduod'{il
!u

d.o r0flff1Tnr:16'Yuoururrrduvrsufluusi'rYl.JEJrrfiodrvdru"LurJ:sLvfltfluuavdrupx (decl.are) utue{lr.16m

d.or.o "Lue{rda;n,:duyvrfiuusl'rirur tdrrri vru.t , vlu.on, Ylu.d rato u.to udrrrsin:tfi

d.o.Lo luri'rtroduyur!'uu yru.o u6o u.o 1J0{u1fiLauo:1n1 vliou:tuav16unri'r{onl:n?uqxl

nilnlv{flo{r.rfrrrrYru.?4'rtrildduvrrre uu (finished product specification) uav{oriTiluoqilnlv'l{rrqfil
'J,wd^v

(drug substance specification) n:aifioqj:vr,t'irlnr:tilauuttilalufi"Lciufrutnilqvrl'o{uuu[ofl61:nl:

ro[rrilr (u.a) lrniou finished product specification Ltas/vio drug substance specification

louroufftrrioui'u!:vn1flil:un?0r'rnlAr5nil:ofinai uavtilrfiu to fl ru {ur.J:vnTrttl:vn?n:1n'r
ad a d

0taflfl:0und

d.te ronal:iu:owrn:o1un1:r{en u'l

d.tcr.o n:fiurzua'nluil:sruntyru flzuanr{orfirona''r:Yu:o{il14:i1un1:r{Aau1a1tu#ntnruqflu4
ad i,

LLas?0fl1:ytpr'lunr:rua^mur PIClS (PharmaceuticaI lnspection Co-operation Scheme) lpru

ililrunu PIClS participating authorities uto fitonar:Yr::oturm:-qlun1:r{Aflu1m1sJud'ntncuviuas

i6nr:vr'61un1rriaflu1 ro{6{1#n{1uFr6uufl::iln''r:o114'r:LLavar nivr:x410'r:ruqt {iqfiriluodu

loufinrruaoon6'0{Lrauri'rrrfiurri'lvrd'nunruq{uavi6nr:iin'lunl:t{eflu'l PIClS '[ur,rl?flu1fitduot1u

arirdraprnril:o!n1:rltroaodnEJfizuanr:ir:ordrduil:snrnil:vnrq:rnrr6rSnvr:ofinai
I

d.le.le n:aiutjru{1a1nfii1{l:srvrrt ri'26rr6'orfrronar:iu:o{uln:{1un1:ruenu1fl1ilva-ntnruryiu4
ad i,

uau?0n1:11o'lunr:rla^nerr PICIS (PharmaceuticaI lnspection Co-operation Scheme) Tou

uil:ul'ru PtClS participating authorities arir.rrirqomlil:orJfl1:rr:?0dolIflufizuanr:iu:oqfiliu

l:snrql:vn?n:1n14[5nyr:ofinii y6oorumaoorfivr urd,rurtn:rfi v:'ou'tonar: Certificate of
q

pharmaceuticaI prod uct

d.en [0 fl d1tfl6ufl 11\1Jo{ urfi tauo:rnnt

d.en.o ,ianr:fl:?eirn:rvviqrunruzua^mfirudur;irr5ogrJtolrl'26n (Certification of anatysis of
9

fi nished product) "Luur{uddl r{Ju6'ro drt

d.en.te zuant:n:?airnr:rvr,iqrunrui'mclrr^rtord'ru16{16'19 (Certification of analysis of drug
il

substance) ffLffLunr:zufinariufieiru{Jurr-rodrrrfriclorfrrifirruruavfr'l.rfimisrqfil-iutll

d.on.en ronal:ytofi#nqruu'udunrru#uuiuiS:vu'jxiunl:r{eato{i'flq6utolo'rure{'rdcg (drug
qi

substance) do <.*.t, fii{rlnr:zufimro{riearTrudurrirrsogrJ (finished product) do <.*.t
I

d.en.d zuanr:finur long term stabitity

-'Lun:niduvrvrfiuuurur:Jlnn'il to fl evelorfia'ruuruantruanr:6nu1 Long Term Stability
,jg

na o od?do1 t{t o{ u 1fi f, uvrv ufl uul{
q oi d v r d' v do 4 u Ja'q
-[un:guiluvrutu=uuu']il1uounfl b il aufl0{:Jd1Lu1rian1:fiflu1Ft?1}JFt{rl?10{ulrllrJvluu Lu

d

vtuLUUuulSJl[L40{

or
A1U?U 6n LLr.ll.J uniufi te

OU
Frfuufl ::lJfl 1:fl 114U9rFrfUAfl UfUU !fl V,r1U

-i\r?UVl r1[1 nUtdlUU iedbd

o.u1{d1?(nrinr tfinous1nn
l

aw0 tal{n .gddn w!fiQ ,,,,.
ud-i

te.U'lUUillflu fi 6UfU1 ttJ0U a.it0

en.urrarfiuvilnr duilrna a{10.



UI
d.d 9r?0u1{u1
y y t v I r v t y q a. dt v . 4 4y ,.- !'--.------i
frrauo:rnr fioleirn'rod1{u1}l10tj1{uoa o 1,1uxurli:nflruu.B{[Uuaxttvtuuan:luaut0urttolFl:ufl?un1ilvl
g

o o v I 6<ir1 tv v
fl 114UO Lul4',rrOnilAilU nil',t [1JlJ1{AU

I

d.d n1:d:uflurrrunruurfi eiquou
I

rfi eisuor 6'orfi or q1'fr'16 [ririo u n'ir o fl t, u6ou fiut r niuailuou
J, y t o I 6l u a d , 4l

d.d.te u't1n{?nfraiuol ovno{a{d1ru1nlfl6t1u hJ5!:0{24nl:rl:'10?LFl:'lu14u'lIuila{ilou
aj I o ! v r i r i I e- . .-- -q

d.d.en n:ilfrfiu?u:'trJft1tli1ft't:qil6?0u'r{u1vra{}J0lJ[v!04{n:10?[n:1vuqilfl'lv! 14u?u:1tn1:

qvrirufsf;oiorto6'rodxur lnu{uauo:'rFn ({'ttu) ov6'ordrurufiu6nrrrus;ru':udrariru:1tn'r:ei{

a:?aarn:ler,iuavrfluniirfiertounirtdsirulunr:m:roiun:rvvi'q6un1v! n:rfifinl'iruTtrjr{Jutrjnr:r'--ri- -' q

v | -o d{ t- o v I Y

nfua'nu6uutfll\1u uxi?u:1nn151Oa{?Ua'yij[niuv[0r:ru''rn1:lau0:1n1u'ln{na1?10{rytau0:1n''l
7u

({tr u) rua v/rato {r.r 6 nlurr it ri otil
' *rauo:rnr ({rru) osfroriuuJduuurffiourlndvunorq ra6oudorfinnl:taro:ran1ilri?ud.d.d zur-qj-- ''- - " ''ri - -' i

rJ:vnr:lo 1 riourirvun Iprutilfi riouhl
J

d.b t0na1:0udl

n:riurfiuauotulrjur6'urLUU (original. drugs) 6'otfitonar:riafl'l:finu1 Bioequivatence ilo{uldtauo:lFt1

urliuurfiurri'!ur6'uLr!! leru?6nr:finrgrriorr{iuhJnruud'ntnruviuavuuu,Jfl^rio^tunr:frnr*T firal4ato{u'l

arriryrota{rfinrrunrruvnri:Jfl 1:01141:uauu1 n:uvl:?{4101:ruqt

<. e'rr {rauo :r nr ({'tr u) 0u u oillfiu n rF n #rgcgr rioun:l rirvun rr-ld

d.e'/.or n:nirianl:4un:roirrr:rvr,{urdlnun:ilivrrJ1fl1arrin1:rrvrvrdv:'o#otrl6-l-onr:dld
9

tJ1fl:f,1u ISO/lEC oeyobd,{an1:rl:?airnr:rvrfliltflutrjmuurrr:orurioririlunlul:un1flil:sn?rl-dd

:1n1
d^at^C4dav

d.er.Ie n:aizu6mri'a:dutrfinf,qnrtunrfrrduornfrotmarpr1nuGir#ntrunruun::3.tfl1:o'114't:L[auu1
'[uci']r u:a rror#ru mo vd'oe st'r u

"'- 
----i'-----{--3+^ I I '| a a 

n[agn?1iltjaaprfi'uriod.e'ri.m fl56uv!!ilfu14'rFtfufi1v!01nr'ra-nnfuvru']u vl01aa{,'{ano!:u?iYl6ili
,r &v-
0.ru?uvr[q:uu1
U

<.a yuru:1?Jfl1:floa{rra^rd tuiufior:fu1r{a-rlfl-fuvf urvr'n'rJ:sl-pr-0 ntiunufiln*u Teu6'ru-nlru
lJ

n6usn::iln'r:0114.r:uauurlu:vasnar o fl riouiurJ:sn1fiil:vn?q:rnr6uf;nu:ofinai
did ta v 4 v c ' 

q,3
d. c( n:fuvrlr n1:u 5u a fl :1Fl1 Fn8Jfl ovu{ti 0 Ln rl 0 L!u

d. c(. o ra6'n tn ruqin r : te n si r u Fi rin u1 ?\ u M a a 1 n n :il frufi n a 1 {

d.c(.te rJ:vnrrtnruvn::lJn1:TTelru'r:vuuulttvirtrfi ttor ritvuor:1n1na1{u1

d.c(.sn rj:snrfinruvn::unr:fr'suu1:uulJUltLvist'rfi rdol rirufietufi'nu#ttr6ut

yn{yil?u:1rn1: (Ei,6o) ovlirnr:rio:o{:'rn'r'L#ana{n1ilil:snrn n:fifir3rivr{rauo:rnrr ({'tru) hi'g

a1l.r'r:0liuan:1n'ra{16' vnruirivrfrrauo:1Fn ((uru) Buuoilrfrunran#rXrgrriourr:1rri114uo
U

ol
A1U']U en LLi.lU

,!
tt,.ruvr 6n

OU
Ftfuufl ::ilfl 1:fl 114UFrn6UA nU6UV [Q1r1U

-i\ia?UYl I'rLt, fllJU1U1J Ledbd

o.1J'r{fl 1'rfl fl rinr t6fl ouvTnFr atiio........ . ..Ar.dqn dlrroln"r
ud-i

b.u1uuv,r:au flfu6u'rtt0u
J

a.i?,0.
,t t $,/

en.urtorfiudrjnr {uu.ina a{t0. k


