
:1 ua vrd unq ru#nurus ray{.r yfl o.: u1

Empagtifl.ozin tqd mg and LinagLiptin d mg Tabl.et
vtaioisrqrj:va.:ri rfiolffLunr:dr!-qfnrsrtoranrriuT:nil:?{onfi{r{Judnrflurav!rsy.rwiluI:errJon unyri'r"Lr

fiour Empagl.iflozin bd mg and Linagliptin d mg

voJ u
o. FlfUGltlUFlYl?[U

o.o rtluur rfi pr rnf; olfikir rirrailiurJ:vuru
o.lo t.J:vnouriran-rurr{rdry Empagliflozin tod mg and Linagliptin d mg "[u o rfin
o.en ut:a"Lutu.l{tlqafril flolriurral $auFr?1ldu

o.d ilfi'lfluuu::aJYtue4 6'ol:v!fioureirurJ:vno!n-?u16ird6Uttavn?tilrL:r iuzufrn iu#uoru ratfizufrn
ttavmlJilvtlJ^uuol"iiuurt{odrtt-ntou trnvantn!unltuy1J:TQrlroeir.:riou6'0{:vufiou't?irur1rrnrrr-rureirdru

9.rlvai^fr?lilLt:.i ?uau0lu ttnvtnflilr{aF)

b. nrudilfaill{rilnfin
b.o ldentification pt:?otjlup'r1:rfi:vu"tu Finished product speciflcation
b.ts rj3rLrrum-rurr{rn'cy c(d.oolo - 

"oa.ooZo 
of the labeled amount of Empagliflozin

c(en.o7o - o,o&..oo/o of the labeled amount of Linagl.iptin
Io.en Uniformity of dosage unit n:?ahilurrrilfi:vltu Finished product specification
Ls.d Disintegration Not more tf'an "t minutes

b.d Degradation Products

tE.d.o Empagliflozin

- CD olere(oarl Not more than o.d%o

- Any unspecified degradation product Not more than o.to%o

- Total degradation products Not more than o.o%o

b.d.b Linagtiptin

- CD ooodd Not more than o.dVo
- Any unspecified degradation product Not more than o.d%o

- Total degradation products Not more than o.oVo

(uralrpor drfplrjiriu)
ai

u't u ttv,{ vt u.llj u ? lJ't fu

(n{10)

n fu v n 5: il n 1 : fi1 14 U et : 1 U A y 16 U n q 6u #n ufu y rail..t y rJ o { u 1

ry'. 4' tlV(a{?J0) .... \................................r.1:uDlun::!nl:

(urur.J:rllyrd rJ:rJndrrlr)
dd

u-r u tt?\yt u t1J u?fl 't tu

n::iln1:

(arfio) ..i Ju.n-.......................n::lrnr:

(urrarrr:r.inrur Awfinrur fr q)

rna"tn:rirurrynr:

a/m



-lp1-

Jri
t{oullJoudl

o. LOfla'rrfl1:teiYrourursrduvrvrl'uusiri!urrfiodrr,rriru"turJ:uLvfllilu ttavdrttpr.r (dec|.are) uv6i.iruAe]
9u

o o u 3 d o u uv r 4 v t d
o.o lurirn'rynr:f,uvrvtfieruoiriuur t6'rrri r,ru.r" ilu.en 14u.d r.l3o u.to rrdrurin:ni

o.to hrirroduvrvrfluusl"ri!ur yu.o uio a.o lrior:raavrdaorri'r{onr:n?!nilnturrv!"rJO{tJfrnfiru,?4rrr}rfitl
& d t-. . , v o

iluyivtluu (finished product specification) ttav {oriruunnrunt?\llo.i{F}6161 (drug substance
19

specification) n:dfioqj:vra'jxnr:rtl6uurlJa{uritrrfrrLrFl ovfrolrLu!ronfir:nr:tourilt (u.a) illiliol
finished product specification ttnv/uto drug substance specification

l.e. to fl a1:;1J :o{x] 1 Ft :o'tun 1: ti a gt u't
Y^Y v6ad
ilr.tanfito.il.tLOnar::L:o{r.J'rFt:f,'ruflr:zua9lul9l1r.luanrnruvlrrav?onr:fi61unr:zufrnur Pl?s (PharmaceuticaI
g4

lnspection Co-operation Scheme) Inuurirulru PIClS participating authorities arilrirqnnt!:orJ

n 1 :er :'r a a o u Io a fi zu a n r :ir : o r fi r iu d ucJ o { rfi u o :1 Fl'l

en. LOfl ff lTofu#nrstuvljo.i urfi tauo:rnr
q

en.o iJflfl'nrr:rqitn:rvfnrunriltJAnlitudurr{rr*o;rJtor{2frm (Certiflcate of analysis of finished
, .ra , -j ' dr v

product) Lu u'r:uil a{ t!u9r? o u't.l

en.lo r.rfiflrre]:roitn:rvr,{niln'rl\;Frq6rto16'rurr{rdcy (Certificate of analysis of drug substance)t3
^iow !, d, v ' il t a v 4
v]LlJLUfl1:riAnUr:UVtfl{t1_JU9r?0UI't yt.11J0.1 tJtinnU','r ttav tjtiaFr?fitqFr1J

en.en !oflfi1l,rioua-noruduriunnu#:ruiuii:vu'jx!unr:2frn flo{ier6lAwot6"rurrirn'rg (drug substance)

do r. t" nfu iu n r : zu 6 n I o.i tJ e er n:rudu r rir 15 o ;rJ (fi n i s h ed p rod u ct) do r. t
" tu

en.d rinnrrfinur long term stabiLity naoonirrorullO{ulfifiuvrvrfluul{rirrilinrrur]6usn::un't:o'l4'l:

Lta v u1 fl : vyl:?.td'1Dl :fuat

n fu v n 5: il n''l : fi1 u u a 51 u a v 16 u n q 6u #n u6u v ro1^r 1 s fl o { u''r

t-
\Jw

, J, \(nrilo ) .................t1:uo''rufl::il nl:
lurarr.uo'r drinrriiriu)\ ,-

a!
ul u LLv!?lu t"ijU?trfu

,J(a.itol ..................n::!nl:

(urur.i:rllvrd rJ:rlndtrl)
d.j

u']u tLv!vr u tljU?trtu

(ardo) {ilq.n................n::Lrn1:
(urrarrr:r.iFrru1 6unrTeilulno)

rn#rn:rirurcgnr:

l.o/en



-6n-

d. F]'tou1.tu'tv u I v 'ru'rodl{#outoilil'ruu::ofiru,?i'firr{iu6'rrruu[ao{:ruavr6unl6'rr:ufirusrtrfirirvupril11UFr0.iA{91?OU',t.UI
o v Y -^J"Lu ri'r rio n ru a l rifr ri'rtr.J {x fru ua s fi i u n r : zu 6 n 16 u r riu rir"tu{o *. t11

d. n1:l :v riur.) [unril u ]fi ei.lltol
9

Ut

a. o iufr u o'r u rr o.i u r fi ri{il o u fro { Lv1a* ohirio u n'i r ob 16 o u riu q r niud r}.r o l.J
9

d.le u1iln{?ofieilttor.l ov6'orririirrurnrnriruhYr.l:orzuan'r:rrrxaaLFr:rvr.{uriufiei.lltortotr.izufrst1q!
ai ' i ' i 6 t o v 4

d.m fl56UYl14U?U:11n''l:il1n1:alJfil?OU'l{U1il4{l.l0lJ!il04{n:?Q?lFl:1s14n6Un1V\ 14U?u:1%nr:asY'114U{AO
1lv v 'r'rrJ1 Tquritruqv6'o.r?i.irJlrfruAnFrrilq'rurufiuriru:rtnr:ci.rrr:roitrr:rud LLast{Ju:o{"ljam?ou^ 

o

'v o irt{sirulunr:m:roirer:rvdnriln'rv! n:nifivruirurtili{JutlFr'r}.rnrudnu6uuLilv!rvil:u il frlJ 01J Pu91 v' iloauu?vrGtrii!rfrqr:ru'rn1:rauo:rnrurrr'rneimrowirru uav/raiopizuamlunrirriotrj14U?U:'rtn1:'i UU
vva:J^J

d.d [i?'ruousr'o.ruaoxronalTnl:;!rl6uuarrfiour"[n6'urproruuSoufrorflnnr:LAo:lan']iloirur.J:vnr:"lor1{3

ri o u rilau orlrr utri fi rt o ulr

(ardo) ..hr.^.. .................rJ:v01un::iln1:
I

(uruqrgri d.rirurjida)

u't u ttl\ vr u ttj u ? lJ'uu

, J.(A{10) ....1..................................fl:::Jfl'l:

(ururJ:rllvrd rJ:rJndtT l)
u'r u ttv{vt u tlj u'l lJ 1 fij

. r lrr-d,,r(atfro) .....{.1..Y.'1..}....................n::iln't:

(urra,trr:rrnrur querflirilurfr q)

m#tn:rirurrunr:

m/6n



4A
:'luau [ouanfuanu6u g tal"t1 gtJ0{ u1

9

Dapagtiftozin oo mg Tabtet

isrnr.J:yarri rfiotrTlunr:rirriofnrgT ro{aalfluI:nil:?{onfi.irfluanlfurav{rvur.r6'ruT:nrionuavr,r'r1o.......".."."..._

dour Dapagliflozin oo mg

o. qcualrififratrJ

o.o itjuartfinrnfi oriliiu (Fil.m-coated tablet) rirvYlYlrJ:vvnu

o.to tJ:cnolrilu6'rur Dapaglif[ozin oo mg lu o tfier

o.en urtaluilzu{ijnafril fl olffunrudu,,
o.d ilo'rfl1luu::ofiru.a{ slor:vufioureiruil:vnou6'retrrirdru!!avFr?'r:Jtt:{ iuzufrn iufruoru ratfizuam

lluq

rravraruvrfluuel'rY!urtiodxriprrou rrav aa'rnuunltuvlJ::eurodrsfiou6'or:vqfiour rirurJ:vnol

6'r u r rir riry nl'r r.r rL:.i {u#u o r q ua v rar fi zu fr n

gAA

b. nfuduugrvtl{tvnun
',!q

b.o ldentification n:'loe.irumttfr:vl'Lu Finished product specification

b.to rJ3:lrufr'rurc{rffry c(o.o - ooo.oTo of the labeled amount of Dapagliflozin

lE.en Uniformity of dosage units fl:rqhirunufi:vlJu Finished product specification

ro.d Disintegration Not more than ob minutes

b.d lmpurities/Degradants n:tati'tu0ntfi:vuJu Finished product specification

b.b Water Not more than d.dolo

(ardo) I * .................ri:uo1un::!nr:
I

(uruqcgor ' 6{ie!{i{u)
u1 u [Lv{vt u !?J u'] lJ't fij

,Jt.-(a{ro)

(uT urj:rTrud r-J:rlndttr)

u'ruttl\vtutflu'ttlru

(ntfio) . . .d rur^...................n::rrn1:

(urramr:xerrur iunfi'ruurfi n)

rnd'tn:rirurrunr:

aJm



-b-
oir.i
[{0u tfl0u dl

o. [onar:flr:teiirloururmduvrvrl^uuoiriuurrfiosirurirulur.j:vrilfltl1u ttavdlttn{ (declare) tuueilzufrnqU

r." trrirdrunr:duvrvurluuoirYrur 16'uri vra.t" vru.en vru.d raio u.to ufrruqin:ni
-u

o.tg lurirtofiuvrvrl'uusfrir:ar vu.o vtto u'o vrYol:raavtduprri'r{onr:nllnlln[utl']1\1Joszufinfiru'fiti
A& 4 ,-... v

er'riltlluvrvLuuu (finished product speciflcation)ttau riorirr,ruoqrunrilflo{in616u (drug substance

specification) n:fifiod:vu'j1{n1:u-JFuuur.iarruitrLrfrlrFr ovrlorttuttoflfil:n''r:?oruilt (u.a)
I -. . , , .. , 4 ,

tJrr\5ol.r finished product specification ttau/uso drug substance specification

le. tonff r:;1J:o.il.ilFr:5'run1:ilanu1
v^YAui
zuriaFtFlo.il.lronal::uTO{lJln:61un]:zua9rulm1ilunnLnfu?lrrave6nr:fifftun1:tianul Plcls
!4

(Pharmaceutical lnspection Co-operation Scheme)Torurarjrulru PIClS participating authorities

ariu ei r a n n r LJ : o ! n r : Fr : ? a a o u T pr u fi zu a n r : i! : o r fi { iu a' u% o { ta u o :'r n I
c

en. LOfl ff rtoila-nuruvto.l urfi tauo:rnr
9

en.o i.ldfl'tret:roitrr:rvdn6un11rzuAnfiruq{uriirr*o;rJtolfrnfin (Certificate of analysis of finishedr$u

prod uct) iuur jufi air rfl un-ro ux
en.lo i.r6flrrer:rqiun:rvv{n6unrilifrQFrtorn-rarrirrTry (Certificate of analysis of drug substance)

.irp o 
t' 

d, v "' & v ^ v ^
vr ltj Lunl:r.rn9r ur5uila{ r!u0r?0 u]{ ?l.lfl 0{ iltiaFr ur ttav zutian?fil no!

en.en LOfld'truior,ra-nqruduriunrrl#:lnTuii:vr,r'jrrjunr:2frn tolinqdlto{et-?ur;itfrrU (drug substance)
vu,oottl
rio *.tr nliunr:2n aro{tinnnruvr urrir r*ogrJ (finished product) {o *.t

" tu

en.d iiflnrrfinul l.ong term stability oraonrJrro'rr]ro{urfifiuvrvrfluut{riurirrinlrunruvn::!n1TO'1141:

tta v u1n: vvtT?{410'r:tualJ

(nrfio) t v 
.................rj:vo1un::!nr:

(uruqrgor 6rieudifiu)

u't u L!1,{11 U tlj U',l lJ 1 tU

,ai(a{ro) ..................n::ilnr:

(ururJ:rTrvrd r.,]:rlnr4trr)

u'r u ttl\ vr u LlJ u'l ?J'l tu

(ardo) . . il.t'[^,t)ful................ni:]rn1:

(ulsam'l:r{nru'r aunrTe}rurfr o)

rn#tn:rirurrunr:

b/en



-6n-

d. Fl'lour{u'r
y y t u y t v ( A d, v 4 ttv v j o

zur1uno{a{n?orJ'r.iu'rori'r{dorJ LE vilrur::aniruc/i f,rriju6'rrrvruttaq{:ruavrduprtprn:rfl?u Fna]vtnluurlUI
q v Y -^"1"Lu 

vr-r rlo er ru a l rifi vr-rhi dr r 6'u ua v fi i u n'r : ri a n t6 u ? rTu rirlu {o *. tq9

d. nr:l :vnlun run'ril u rfi eir:ror
u,

a. o iufi uo'r uro{ u 1fr ei{il ou fro{ tlrfiolririo u n'ir oto td ou rir or niudqrou
I

d.b ulvln{?prfiriurou ov6'ordrr{rrurnlilriluhir-r:orzunnr:n:?aern:rvv{ariufiei{}louro{riruaert!u
ai , i ' J d t o u 4

d.en flTfUYl?1U?U:'ltn'l:vl1n1:A:.J91'l0Ul'lU1ilA{3JOUtil0A.i9l:?A?tFl:'lUUqilfl'111 14U?U:'l'IJfl1:Avil'l14U.iAO

' v 
ur Tqruritluavfrol?i{urrfr:rdnnusiru?ufiililru:1tn1:ri{er:rt?tnr:rvvi ttavt{Ju:0.11JO9]?0U1.1 !

e.iirfrerrourirldsirulunr:n:?aern:lvvinrrunrn n:nifinu'irurtrir{Jutrjnriln6ua-fluruvrail1v uil?uu11

:ltn'r:roa{rufrvrBtriYufior:rurnr:rauo:rnru''}rirna'rrrorfr'rru rtnv/utofrzufrsrlunrYtriotrjU!
vy4J^J

d.d {rlruavoioruanrronar:n'}:Yuril6uuarrfiour1n6'urno'rrl u5orfroufrnn1:tAo:ranrv.l6'rurJ:vnr:ln1UI

ri o u rir r,ruprlo utri fi i1 o utr

n il u n ::il n'r : ri1 vr u er : 1 u a u 16 u q q ru #n uru u [a il''r v s o { u "l

k^/
. r lt(alfro) ....1..................................tJ:vDrun::iln'r:

\

(urarlcyor 6riqrdi{u)

u1 u ttl'{yl u tlj u ? lJ'l tu

,](a{10) ........,............................... n::}Jn1:
Sd,qd\

(u1ulJ:',] LtJVtU 1J:!nUlJ',tl.U

u'ru uvrvru tlju?lJ1fu

(ardo) ./.ilr.n*1......................n::ilnr:

(uxamt:r.inru'r AuFr?i'euurfr o)

m#tn:rirurrunr:

sn/n


