
o.

te.

6n.

d.

qfuanufustaillvuo{u1

Sitagl.iptin ooo mg Tabtet

rud{ri rfiolflun'r:riljprYnrclroranrfuT:nyr:?{onfi{Lfluan'rliuLailruvtxriruT:nnjaprriavri'rlq

fiaar Sitagliptin ooo mg Tablet

-^i u
nild:JUgrvt?[u

r{Ju u r rff q urr 6 orfrl eil ( F i I m-coated ta b l.et) drv Yliu tJ :slr ru

il:vnolpiru6'ru'r Sitagliptin phosphate fral4aril Sitagliptin oloo mg"lu t rffor

!::atuttil{tJnafi vr fl o.riiunlrldu
vdv

aa1flt.Llr1J::aflflJq4 ao{:uufloureirurj:vnor6'rsrrirdruuavn?1il11:.t iuzu6n iuRuoru ratfrzu6pr tuaslafl
oc

vrsrfluuoirYrurl{odrs?inrau LLav aalnuunlrluuuiiQUlodx#ouolor:v!fraur drurJ:vnou6'rur;{rn'cy
99

Fl?rxJ rL:.l iufi'uor q ttau tatfi zuA Fl

nfudxJUFtvtl{tilnun

,,n,rnud Product Specification

o. ldentification

tE. rJ3rLrru 6'r u r rirdry

en. Uniformity of dosage units

d. Disintegration

d. NTTP test

b. Degradation products

Not more than d minutes

NMT o.ene./ ppm

Sitag[iptin acid

N-succinyl Sitagl.iptin

Sitag[iptin triazecine anal'og

Sitagliptin phenylcrotonyl analog

Unspecified degradation products

Total degradation products

NMT o.bo/o

NMT o.bo/o

NMT o.to%

NMT o.b%

NMT o.b%

NMT o.bolo

n:?a t'i1un1xlfi :v{u Finis hed prod uct speciflcation

c(d.o - ood.oolo of the labeled amount of Sitagliptin
,.jq-

ni?a hjl! et'ulfr :vl. Lu Fin is hed product s pecification

(atdo) { lfi-......r1:uolun::xrnr:
(urur.;ryot uddr)
dA v

u'r u rrv'ivl u tlj u?lj'r 6u Fr 11.J t? U fl ::il Alt',l 01 q : n 55:J

(nrda).......... / .n:5ilfl1:

(ururj:rhvrti rj:fl ndtrl)
dA v v

u'rurt1\vrutljUxlJ'rfu FlluL?fln::1.] a1fl1flAUn5:ll

(ariio) . ..... .L.lW.l: n::iln1:
(uxam::rlerrur qustil-ruur fr o)

rnd'tn:rirurrUnr: ri1! Ln#tn::lnfi fi n

a/a



-b-

Drug substance Specification

o. ldentification n:?atiluptlxlfi:vuJu Drug substance specification

ts. r.JirLrru6'rur;{rriry c(d.o - oob.oolo of the tabeled amount of Sitagliptin

en. lmpurity fl:?ati1!41ilfr:vuJu Finished product specification

.ir.i
t{ou LlJou 6l

o. r0fld1tfl1:tfriuoumsrduuvrfiausirYuurrfioqirurirerluil:srilfllilu $avdluer{ (decl.are) uradrarf;n
9U

q o u & d o u 4v r 4 v t d
o.o Llarncynl:{uilutljUumr5uur InLta vu.b 14u.en llu.d 14:0 u.te tta?tLFln:tu

o.ts ltlrirraduvrvufluusfr:-rur yu.o y3o s.o vrfou:rsavrduorfirdonr:rl?l.,rFrrFrrunlv\uo{rufrnfiruq4

srrllfiflunsrflsu (flnished product specilication) utav doriruuoneufllv\florinqfrl tOrug suOstunce speci-

fication) n:nifioqj:vra'jrrnr:u,Jduuulaqruffhrfrl16r qvfror$uuronar:fl1:lrouritrl (a.a) !lilio:l finished

product specification unv/r,lio drug substance specification

b. tond15;u:o{}J19r:61un1:r{eau14

a'ruurr,rrilfioYl:orlrn:olunt:r.taerulFnulrdnLnru,?4i6nr:frdlun1it,rAFrur (Good Manufacturing

Practice (GMP))luulrnfirfiurdosfi!u'rfiuauo (orilr{rqonrr.r:ouflr:Fr:2aaouTnutiloqilutirtl?41fl't:

Yr:or) lpr u 6'orrJ:v n ou 6'? u

ter.o a'rrury!'rfioYu:o.lltrnifilunr:r..JAFrulartlva'flrnru"?4i6nr:fi61unr:zufrsrin116w-rureirfrry (Certifi-

cate of GMP Active PharmaceuticJf tngreOient (APl))

tq.te e{rruryrilfioYl:ol:rrn:fi'1ufl1:zufrnurFrr:.JudnunruqiiBnr:fi61unr:zu6srzufrnniru'a{ura'rr5q:il

(Certificate of GMP , 
" 

rn"O OroOr.il 
t

en. rofl d'rio6ud'nuruvgareJrfi tauo:rnr
q

en.o !.lonr:n:roiun:rvliqrunrr,trzufrprfiruqriureftrSq;ltolqjzu6n (Certificate of analysis of finished
' 'o ' ! ' d' u 't 

u u

product) LuUr:uvlfi { LlJuFt?0 Ul{

en.tE i.16fl'tiFt:':qitn:rv#atun1ilirrflAuflo{Fr-rUlrirricy (Certificate of analysis of drug substance) fildq9
o a ' 

.j' d, u ' Y v 
^Lu fl 1: r.J a Ft u't :u114{ tljlJrt? o u't.l ll{fl o{ r.J r.Jarr u1 LLa v tJ tia fl ? afl n!quotot

n fuvn55iln15n''l14uo51uasr0rJ9r4 6ua nuruvlfl 1^11slJo.1 u1

l:vorun::rnt:

u'ruLL1,!11EmU?11ry
,/'/

,t \,/(arilo).................{... ................n::x.Jfl'ri

(ururJ:rhnd il:flnnirrrt)

ururrvlvrriufiurtrflJ

(ardo) la-Wf................n::rrn1i
(urtar':r:rrnrur 6uprfi'puurfr o)

rnfr'ta:rirurrunr: \t/d



-6n-

4u4uvul
6n.6n Lonar:lrSoudnoruOufunrrra'rr{ud:vvirsiunr:26n totfnqdrtorn'rarrirn'ry (drug substance)

do *.t niriunr:zufrnto.rzufrmficus{ura'ru5q:l (finished product) do *.tCU

sn.d tufiarrfrnur long term stabi[ity naoridrrorqrorurfifiuvrvrfluut{riua'rfintrunruufli:]lfl't:olvl:
tta v ulfl:svt:'t{ a16r:fuafl

.!<,q,
en.d lJLOflfil:ttaf).i:'tU{11rtJan1:l:vufrunr:finrgr Risk assessment of elemental impurities frrtJulil

Ft'13.J ICH guideline QenD, USP $au EP

d. 9r?0u1{u1
Y t - c < dt v 4 \v Y '

zurJlUFtO{A.in?OUr{U',tOriltriOU b vrirU!::qJirUVr f,SltjU6'rUUvtUutAn{:IUAUrOUF]rAnsUn':UnUfirirvUprlUU9

r,r-r do n ru a r uG fr'rhj dr t 6'u ura v fi i u n r : zu fr n l fi u r fiu nir"lu do *. t9C

d. n1Til:ufiun runl?\u1fr 6i{sJou
u"

a.o 5 Suor ufl o{ urfi d{xlou 6'or u.rfiotilrio u n'ir ob t6 ou flqr n{ueiwl or-r
I

d.b urln{?ofieiurolqsfroreir;irrurnrnriruhir:o{rJanr:n:'reirnr:rvr.iurlufiriwoutorrizufrna,
dd r d r 4 d t o u 4

d.en fl5CUYl14U?U:'l?Jnr:11rn1:AlJFl'l0Ul{U1}14{ilOUt1'!04{A:24?tFl:lvvqtUflrV!1/1J?UillJfil:Avl1li/1J{AO

iorrooirodxur Tprufrrruovfroreirulfr:r6nn.t:t,fru':ufivrriru:rtnr:drpr:roiur:rvriruavu{Juri'Yufiertor'lrirlddruluUU

nr:n:?aerrt:rvv{rrrunrvr n:fifrvruir€Jrhiu{JutrjnrrLnrudr-tleruurarvruvil?u:'rlJn1:floa{'rravrBtriiufiqr:tu1fl't:q9

ra u o : r a r u r Fl'.r n d r r r o r fr r r u rra v/vi o rizu 6 prtu n #r ri otrjUV
Y Y - ,!

d.d Elrruasmorrranuonal:nr:YlJLl6uuurrflourlnfrvilproru ra6orfrorfronl:rAoilanrv\rirurJ:vnr:ln1!9
s I 'ooi q

fl0ufl1vufl Lou L:.Jx.Jr{0u Lfl
d d, A- d v i ^ d v d v , d d

d.d n:fut!1tuliln0{Ln!:nuril0tuytllJ te - d o{flrt1'atflua rto{x.tt0nal5ttfiFr.lttav:!:o{?1l.l5vu1jfl]:Lfl1JtLau

q-flciturt{Ju cold chain system Atuiu'lrrg'.l1.rFn}.rvdfltrrru.fi Good Storage Practice (GSP) luac Good

Distribution Practice (GDP)

(ardo) .. 1{^ ...............tJ:v6'run::}rnr:

(urarlryor dr{rudi{u)

u'r u rLv',r y drfi uxfl 'r 6r
,4,//, | /'(arfio)...............(.... ................fl::x.rfl'r:

(urul:rlilvrti rJ:rJndtrl)

u'turLl^i11rirflu?11tu

(a{fl0) ?lutrt:
(uxamr:xnrur 6upn&'2urfr o)

rnd'tn:rirurrynr:

n::}]n1:

m/d



-.!-

d
b. tond150u dl

u.o uriru:rfln1:roa{?uavrdtriYufror:rurzu6nficuq{uTfifirJ:vi6nnGunrfir.l6ukiudrfintruntuun::rln1:

orur:uavurhrvuvt?fir o tJ

b.le tfi uo :'r a r (4't r u) 0u u ol"L#u n rfr nd'cg cyr ri o un :u rirr,ruo or-ld

b.ter.o n:fizuanr:aiiln:rqire,:rsr.iurdlorun:uivurnraninr:uvrvejviori'orrJfrri6nr:dt6'lnrrTi'ru

ISO/lEC oe'/obd zuanr:sr:lqiln:rvr.d'Lilu{Jutrjnrrurn:iludorirvuprluil:vnrrtil:vn?n:1Fn4

b.b.b n:ni zufrnfiruq4urrfrodn n r€u n rfiu6uqr nfr'or orarprlorur{rrinrruFrrusfls:r.J n'1io''rv'r: tLau u'r
!

turix ur arr or fr'ryrgr r vfi'o e urJ'r u

b.LE.en n:ainuflruv1Fr6unrile1nzu6prficuqi'urfifrorqeirzuaeiol:c3vrBzua Ltavn':urJaonn-usio ri'rh afiU9U

LF}:!UT

u.en uriru:rrnr:roar':ufr"dt.iYufr.',trurzufrprfiru,a{urfrfrrj:vr-FnnriunrffrduTeruairfinmuncuvfl:rxJfl'r:o'r41:
!

rtavurlu:vuvL?61 o fl

n rusn::unr:dlvruo:rsav rdsnqru#nurus ral^{rvto ren

. ! L- N--,'(a{10) .....:l.y-..........................u:uDlun:5ilfl'l:

(ururlcyor hsiardidu)

uruunvriifrurtrru
/

(ardo) .. .. . V/ .............n::r.rn'r:

(ursrJ:rTuud rJ:fl nritu)
ururmurirfiurtrru

(arfio) .. lft{\h...............n5:rn'r:
(urrarm:xncur iunl&'ruurfl q)

tnd'tln:rirurrynr:

d/d


