
:'ruastounnfua nufuvtav{1slJo{ u1

Empagliftozin ud mg and Linagliptin d mg Tabtet

imnrJ:sa.:ri rfiolffLunr:r-irl-rrYnrgrroranrriuT:rrvr:xonfir t{JuanrriutavrrvurrdruT:nrJoorttnsrfrrlq

fioar Empagliflozin bd mg and Linagliptin d mg

uooiu.
o. QrudilUglvl?[U

o.o rtluurrfi or rn6or:?'leir ritrirYul:vvru
o.to tJ:vnoupirad'rurrirdry Empagliflozin lod mg and Linagliptin d mg lu o ffirr

or. en uiia"lu ttzu{ii aafi il fl or n1u rtar tlnvn?lltdu
"-:vJ,ov-:J^

o.d efl1fluuu::nrYruvi 6'os:vrlfiourcirurJ:snor6'rurrirriryravn?'r:ru:r iuzu6m rlu3uorq talfrzuAet
tvvA

ttavra?ilurfiuun"rirurliodrrrinrqu ttavaaln!ur]'rlluv1J::ourodrniouolo{:v!fiou1druil:snorfr'rurrirrr'cy
-X.i^n?llJtt:.r ?uau0'ru ltavLa'ljvltinrl

VAA
b. nfUGltlU 9lVl1.l lilnUn

I

tcr.ol ldentification rt :? a t 
j'rugt'tlfi :vlJu Fi nis hed prod uct s pecification

to.tq rJinrru6":uriir6'6! e(d.o% - o,o&.oo/o of the labeled amount of Empagliflozin

G( n.oo/o - clo&.oo/oof the labeled amount of Linagliptin

Lo.en Uniformity of dosage unit n:?atilunt:rfi:vlJu Finished product specification

b.d Disintegration Not more than olo minutes

to.d Degradation Products

b.d.o Empagliflozin

- CD oloc(oet Not more than o.dolo

- Any unspecified degradation product Not more than o.Loo/o

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

b.d.b Linag[iptin

- CD ooodd Not more than o.d%o

- Any unspecified degradation product Not more than o.dolo

- Total degradation products Not more than o.o%

ry',4,$v(ar{o) ....\................................tJ:uD1ufl::1fl't:

(uraqryor drferdi{u)

ururrnud,pfiu?r'tfu

,4,
(n{fl 0 ) ....................1.i..................................... fl 5l,}J n1:

(ururJ:rTrvrd rJ:fl nnfutr)

u'tu Lrv!v drfiu?fl1ru

,rt(ardo) ..d-n'{\.k.......................n::!nr:

(urtaml:xnrul AuFtfi'gLrurfi o)

rn#tn:rirurrunr:

a/m



_te_

Jri
[.l0Uttj0Udl

o. ronff'r:n1:16'YroururqrduuvifluuoirYuurrfiodrr,niruluri:vrilfitvru rLnvdlLLa{ (declare) uvn'rzuasr1u
61 9 u & 4 o u 4Y t 4 . v r d

"." 
"hrir6'runr:f,uvrvtfiuusirYrur ldrrri vru.tr yru.en vru.d uio u.ro Lra?unn:6u-,

o.tE 1r:rirrofiuvrvr!'uurirYuur yu.o uto u.o v'rioll:'ruavrduqfi'rrionl:Fr?uFrlJFr[unlvlllO.iru6nfiruq{nrilfrt9
3 d ,^ - , v o

fluvtvtfrau (flnished product speciflcation) ttav rjorirvtuoqrua''r1,\flolifilqFl (drug substance1t

specification) n:fidoqj:vv'jrtn'r:u.i6uuttlaruriltrfrltfrl 0ufro{ru!tona1:n1:tourTtt (u.a) ilrv{io:r

finished product specification ttns/uio drug substance specification

Lr. to nal:;u:o.rl'rFr :5'tun1:ti e gt u'l
vAv{U4a4
r$ianFto{r.rrona1::lJ:o{r.t''}9r:fllunl:zuanu19r'lsJyanrn6uq4rlav?onr:fi61unr:r{a9ru'r Pl?s (Pharmaceutical
U4

lnspection Co-operation Scheme) lnurarirulru PIC/S participating authorities ariurirqnntl.l:ou

n r :fil :? o a ou To u fi zu a n r :iu : or fi riu 6u?J o{ rau o:'r Fn

en. LO fl d','l:Fl6Ua'nUfUvl o.l U rfi tauo:rnr
q

m.o iiflfllrn:rqitn:rvdniunliltien;Ycudurr{rr*n;rJtotrizufisr (Cerlificate of ana[ysis of finished

product) luarludrir r{Ju6'r o dx
en.lo hrflfltir]:ro?tn:rvdqfunt?\?-sr6l6r"uorfr'rurrirrTry (Certificate of analysis of drug substance)!1

-icp i ' d, a , Y v a v a
v] L?J LU n 1 : zu A n U 1 :Uil A { Lil U Fr ? 0 U',].l yt.i lJ 0.i ti zu A fi U I tLA U zu ti A F] ? Fl fl qU

en.en Loflff'nttioua-norua*u#unr1il#:Jfi'ud:vv'jx junr:26n torinqFrtor6'rurrir6'ry (drug substance)

{o r.t" rTuiunT :zufr Frt o{ti An riiuderrc{r r*o grJ (fi nis hed prod uct) {o *.t
" ,u

en.d i.rflfl1rfiflu1 |.ong term stability naorrdrtolt]fl0{ulfifiuvrvrfiuut{ri'uritintruF'l6uvn::ilfl1:0114'r:

LLA v U 1 n : vVr :',t { A1 0',] :{UAt

(ardo) \r= .................rj:v'1un:::rn1:

(uruqryor drisurjit'u)

u'ruul\ildrfiu?1'1ru

(urarJ:rT:rvrd r.i:fl ndrrl)
u1 u LLV'rVr rirfi u'r lJ1 fu

(nrdo) lil*t.n................n::iln1:
(uxamr :xrrrur QunuTrrrur fl o)

rnd'tn:rirurrunr:

l.o/en



-6n-

d. n'tou't.iulv v ' v 
iuroril{#ou to yil?u!::ofiruqi drr{iu6'ruvruuao{:luavr6uortrinr:rfiruntrfiritauprillJ',]U0t0{a{n'tou'tr

!9
d v v -^J"lu rir {o nr ru a r rifr ri'rtrj dr r 6'u ua v fi i u n'r : ri a n rd u ? riu rTr.l"Lu {o *. ttt

d. nr:il:uflun6unlfl urfi eir:rol
c

Yt

a.o {ufr uor urol u'rfi d{!ou fro{ rl46ohirio u n'ir olo r6ou riuqr niudrilo!
9

d.Le uriln.i?crfiriqrou ov6'ordrrirrurnruriruhYr:orzuan1:n:?aetn:rvr,iuriufieitroutotr'izufrn19U
a-i , i ' tr 6 t o v 4

d.en flrfUl114U?U:11n1:vl1n1:4il91'lOu1{u1YA.l}.l0Util0A{n:1Q?lFl:lsvfl6UnlV! 14U?U:11n1:Asil'114U.lfi0
1ttJ u 'r'rur Tauri'rraov6'orei.iu1rfril6nFrrro'rurufivilru:rtnr:eirn:roitn:rvd uasr{Ju:o.i1joFt'toul ,

Yv 4 t qu t o a d di 
' 

U t d, q

frirfrortor.lnirlddrulun'r:m:?o?lrr:rvunilflrvr n:nffivruirurhirtlulrJnrrnrrudnu6uvtailrvu91' rloarru3vBhiir-rrfror:rurfl'r:rauo:rnrurd'rneirrrorfr'rru runvlviopizufrnlunrYrriohjvu?u:11n1:1 U!
vvai^J

d.d [iflluavpioruanrrona'r:nr:fllriln*uuurufiour"[n6'urqoruu5orfrorfrnnr:tAoltdnrv!rirur.J:vnrflo1v3

ri ou rirvunTer uh^i fi rt outt

(atdo) ...h+.^........................ri:v01un::iln'r:

turur;rpol 6rirurjiriu)

ururLv'rurirfiu?t'rfu

, J 1..
(A{tO) ...:1..................................fl:::ln1:

(urur.i:rl:rvrd ri:fl ndtrll)
u'r u u?\v rirfi u't lj't fu

. J Jtt-n.n(nrflo) .....{.1.Y.'1..}....................n::iln't:

(uxarrr:xnrur iunrnTsuurfr t)
rnfr'tn:rirurrunr:

en/en



:'ruau rA uoarudnuruv tav{''rsuo.t u'l
I

Dapagtiftozin oo mg Tabtet

innrJ:sarri rfiokTlunr:rir!-rrinrcrroranrl-uI:nvr:xonfirr{Juanrriuranrvur.r6'ruT:errJoflravfi'rlo

j
$oU1 Dapagliflozin oo mg

uooir.
o. FtfUdtJUFlYl?[U

I

o. o t{J u u r tfi n rrr a' o r frkil ( F i lm -coated ta b let) eir r,r Yt Yu rJ :v u ru

o.io tJ:vnor6'rern-rur Dapagliflozin oo mg lu o ffin

o. en u::o'[uut'r.ii.l nafl il rJoc ffunr rildu

o.d efi'tfllJuu::nfirud 6'ol:vrl6oarrirur-i:vnolfr'rurr{rdryunsn'r'uu:.r iuzufrn iu#uorq ratfizufrm

rravraruyrr.r'uusl'rYuurt{od'rrriprrou rlnv aaln!unlruvu::eurodrrriouolo{:v!fiour eirurj:vnor.r

fr'r u r rir 6'cg Fr'r'r r.r rL:.i iudu o r q tLn v ta I fi ti A Fr

VAA
b. nfudllugtvtl{tilnunt,

b.o ldentification n:?atiluerllfi:vq1u Finished product specification

Io.io r.i3lrrufr'lurr{rn'ry c(o.o - ooo.oolo of the labe[ed amount of Dapagliflozin

Lo.en Uniformity of dosage units n:'lahi1unllfi:vtfu Finished product specification

Io.d Disintegration Not more than ob minutes

to.d lmpurities/Degradants Fr:'tatituetllfi:vqlu Finished product specification

Le.b Water Not more than d.dolo

o4U
n6usn::iln't5n'tuu9r:'lua v t0 uqqfuanuruv ta1^llstJo{ u"l

, J . tqv'.(at{o) ....J.......... .. ..................tJ:v01un::etn't:

(uruqrgor 
t 

6ui*rjir1o)

u'] u ttl\ vr u llj u ? ljl fu

,J,\(a{10) ..,/...................................fl::iln1:

(urur.J:rllvrd ri:flndtu)
u't u !tl,'tyl u tlj u'l lJ'l tu

(ardo) .....d.rur^...................n::3rnr:

(urtamr:r{n6u'r Aunfiruu'rfr t)
rn#tn:rirurrunr:

a/m



-te-
Jr<i
t{ou tu0u dl

o. !ona1:flr:toiirloqryrnduilvr!'uusr'rYuurrfios;rr,rrjrulurJ:vtilatilu ttav6l"rttrl{ (declare) urr,ra'12frm

"." hr{rdrynr:duuvrflausr'rir.lur 16'uri vru.tr vtu.en ?ru.d trio u.lo rrd'lrurin:fi

o.ro hrirtoduvryrl'uur{rYuur ya.o vr6o a.o yriorL:ruavt6ue}fi'rrionr:nrrn}JnrunliltoczufrnJirue{
qq

jj' 4 ,-. . , v o

ntLrrmuytsrlau (finished product specification)ttav dorirrauoqrunrnto.l':imn6l (drug substance

specification) n:aifio{:vy'jxnr:u.Jduurrr.iasrrffhurilrol ovfrorttultonar:n'l:lJorurikl (u.a)
e ^ . , , .. , 4 ,

ln1\5olt finished product specification ltav/u5o drug substance specification

b. tonfi r:;1J:o.itJ't0t:o''t1.Jnr:zufr n ur
v*vdJ^vd

trtianFto.il.ttonfl't::1J:0.iil'tF]:f,lunt:zuafi]u''l9r'riluantntuc4tLave6nr:fro'"Lun1:tiAFrul PIClS
!4

(Pharmaceutical lnspection Co-operation Scheme)Tprlvrjrul'ru PIClS participating authorities

ar.ri! ei r a rr n r il : o ! n''r : a :? a a o! Tn u fi zu a n r :Yl : o I fi I iu 6 ufl o { tau o : I n 1
9

en. LO fl fi ',r5Fl6UA'nUtUVt O.l urfi UaUO:rnr
q

en.o hlfifl'trrt:roirn:rvv{nrun'r1^ltJAflrYruqiurr{rriq;ltosfizu6n (Certificate of analysis of flnished
1!!

prod uct) tu u r !ufi rir i{Jupr-r o u x
6n.b fiianlTet:rqirn:rydnilnrvri'er6l6rrLor6'rarrirriry (Certiflcate of analysis of drug substance)

tl
-iop i ' d, u ' & v 4 s a
vr LlJ Lun''r5tJa n u1:uvlfi { tUuFl? 0 ul{ vl{lJ0{ t'ltlaFl u'l ttav t lt]aFl?a 0Flu

en.en [0flff'trraior,r#norua*u#unnu#rrnTuiS:vr,r'irr{unr:zuan torinqfrttot6'rurrirricy (drug substance)
y u 4 o d t '-. , .\ Y
1J0 en.ls n!!un1:tJan1j0{tl anfl tuc4UlAlt:a:! (ii n ished prod uct) "ijo en. o

" 'u

en.d i,t0n1Tfinut long term stability naonri'l.roruto{tJrfifluvrvrl'aul{riue{'njnlrunfuvfl::ilnr:o'1141:

LLA V U1n: vvr:?{A',r0',r:tual

,,
,-.4-' Y Y .r.(a{to) .\ .................1j:v5''lufl::iln'l:

(uruqryo'r drfsrrjiriu)

u'r u ttll vr u tlJ u x lJ'r fu

(a{to) ..................n::ilfl1:

(ursr.i:rTur,rd l:fl nrfurrt)

u'r u rtllvr u tlj u?lJ'lfu

(arfio) d.'I.h4.ru1................n::1.rnr:

(uxarrr:r{nil1 AuFtl'\fe!urfr o)

tn#tn:rirurrunr:

\o/m



-6n-

d. n'lou']{u'l
v v I u '{ulodl.i#outeyil'ru!:iaJTruc/ldrr{Ju6'rrrvruLraerl:luavuduerlein:rfr'rusrrilfiriruuer211tJn0.iff{01? 0 8't!l
o u Y --"i"[u 

ri'r r]o rr ru a l rifi fi'rhj dx 6'u ua v fi i u n r : ar 6 n rd u r riu rirlu rio'.'qt

a. nr:l :vnlurr runrvr a rfi rir:rolI
- X i, v 4 u tv r 4 v v

d. o'lUfi UO1 U?O.i U lild{lJ 0U Fl 0.1 t14A O L}.IUO U n?1 ob tfl 01J U!41 n?UA{}]OlJ
I

d.te u1iln{?nfidwor ov6'ordrriruurnrv,tri1u"hir:orzuanr:gr:?aern:rvr,iuriufiai.iilo!ro{fr'zuAa91!
ai , i , J 6 t o u 4

d.en fl56UYl14U?U:lfln'lTil'lnl:fi1.lFl?0tJ'l{U'lvlff.il.lO1JLV!OA{Fl:?O?tFl:'lv14fiiln1il yUlU:lfln'l:QvVl'l14L.id0
u u 

ur Tnrri'r'ru{vfro.i?i{rlrrfirdnnrrd'rurufiyilru:rtnr:?i{Fr:roitn:rvd $nvt{Ju50{t0n?ou'r{ !
ve! ? ' lddru"[unr:n:lrirrr:rvv{nrunru n:fifinuirurlilr{Juttjnuneu#nuilurav{.rv vil?uil:rJilFllJ0lJFllucl

:-)?Jn1:floa{rufruBhjiufror:rurnr:Lauo:'rFl1u1d'rndmr.rorfr'rru uav/vior.izufrrrlurrirriotrjUU
vv4J^tr

d.d liuruovpiorrraoxronal:n1:;!ril6uuurdoarlndrarnoru ySorfrorilorn]:rAoxran'rv!6'rurJ:vn'r:"[o1
sl

ri ou rilau oTn util fi rt outt

nfusnS:3Jn'r:fi''t14u9t:1uav 16 uqq6u6',nufuvtav'r'luto{ u1

,- -4-. \ /(nrfro) t .................rJ:vn'tun::iln't:

(uruqrgo.r drirurjiriu)

u1 tJ ttvlvt u tlJ u? lJ't 6u

.dt(a{10) .......r............................... n::iln1:
(ururJ:rhvrd rJ:flndtu)

u'r u ttv{vt u tlj u'l lJ't fu

(arfio) ./.;.f.nm......................ni:un'r:

(uxamr:r.inrur Aunfi'rrrurfi o)

m#tn:rirurrunr:

m/m


