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J- -i1ru'tofi'll:.ltt:nt0.lu1 tafl 1124n ?uauolut{eifl t4u

a. qruaurifimrtrunfin

3.1 Finish product sPecification

rli:ryrqer-h
2. ldentification

90.0 - 110.07o of the L.A. of Pregabalin

sr: ;,tr,rus,^ufr rvu]t, I in:sheo lrrod"r.l

specification

3. Dissolutioh m:':rrirunrrd:vuJu Finished product

specification

4,Weight varjatlon vio Uniformity of

weight

(ma ss)

n:?ai.i'l entJfr :udu Finished product

specification

5.lmpurity/ Re[ated substance a:1{fii'rllfir1:rfr rvl11J Finished product

soecification

4. r:io-uh6ujl

4.1 ritrnnlflti'rutonari n1:'lditro1.{qpmduvrv rfiuusl'riuur rfiodrtrirulll:Y lvlfl'hlu ltav

;irunr (declare) ttvrilrufi m

a.t.t 1urir6'rgnr:fruuvtflurr$ili!u1 (14t).2 v .3 ns.q rudl*rin:ni)

4. t. 1, 1 1ln:nililusrdr^rFsr'iurj:vrnolvru (v r ufl r lru 2)

q.t.t.z lun:6i1flrrr.rr rrdrrdonr:!iliu:;n (u 1ufi{ ru.3)



q.t.t.a lun: dri.hsrrir riror nqirrl:ut fl (14rnrfi{ u.4)

:^Ar
4.1.2 |1jrit?d{ vutlJtJllu'l vltl.l 1l0JtJll'1La1l0't'ln'l'1,!l[Jx];'lllavlauflrl'1:111lJnuo nlll

-rJ
liiJntlflFltl[]J" alxl11111.l11Y!1luLll'l (Firrislreil lrtotlucl :,1'cr ilir. atiorr) iriddod;':v-jrln l:trliielltttl-nt

ttfftrrfrlr6l"rrdo{rtuLit'clrrdrr14i0ii 1111'1v111'i6ilrltrrlrltrllll0l[dl?x] 11^li'ilrl l irrirlr{'ll lrtorlrrt {

spocrficatiotr

,t.2 "(un:rildsrzu6 oflrnl,ryryn[yl dir..rF ndo.tiiri rntrln rr] ru,rrirfr rii :t,tl t'rtq:ii,-rt,ttr ri trfr ntt't n'tit

uAirtrnr.fjGrr tfftrtrrr:rr.inrr tr,1ti:iyti').:lilrf-liru;1tr (t,Ml') lttt,tlttntttfti11.101r'tu rliriil;'lFrri'ttJ!il1J

rr:n:: )il;1or Tolilzunn'r';it.r:oliil'ii:fi tatto:rnrttn;;irl'ir.Lfr orrr

lun:nifi rijuurrir rdrqr n rirlrl:y urrt dir"riin6o.rii;ir nlrnrr rirur,rrtlfi oi-l:o iIrreri.ir1r n1t

zufrnarnrlr.rintnruqii6nrrdilunr:ufrorurlortJ:vtvrqinin ni'o Certilica[e of plrartl:rceutical

product adlrlraa ml!:0!n15 Fl:'l x ao! lnufieldnrri!:orfili'uvitar:o',rnrrLa*'iirfirufinl'r n:nlii

dual-dril{nrurlyuy6orrul-irnqu fiorldiLnr:i!';o,ro{ilurlalnaanrtvntrsrl::;iir!:v tltmiu

4.3 rir lur lrn rir rrto n a r: n iuritlttluv ta*-,r,t,..,ltt.,',d,a,ru:',0,',

4.1. 1 ti;rnllnl .{:[ol t-llnlul'rnt^titl1*ulttr' ,ti^' 0r '" li ''"f r" 'rv i'r1l'uriuf*r

rillfrrodx

4.3.2 r.Ja nr:fi1:'tili rn:'t riqntrrnihrl6t (RawrnaLorial) tlo l6';u'l;irriqri;ilit"irrrl r';rlfrt'llrl

,;,,11
!rrviririludio rlr.r f'.r'r -.r r iir"ri n ur trn v iir'.rii n iirqGrr

4.3.3 rurrnr:finrqrn?11n.!6i1utvlrju'r-rtrolll (l.onq ternr stability) nRond'l.lo'ltlt o'ttlr
,t.i
v]fl 1111 t] tL U 1l

4.4 
'iiodrrur

4.4.1 lirauo;rnrdol;i.lri'rod'r.rlrodrr os t nriil.r flrr{]r-;dirrtltlrtraflitrua;it6flrt'[d
- i"

611ri':rlr .l f i rrar:e"turlrrt",r,. rurr, u'0 i ','L' 
t;',6,

4.5 n r'r!: v nla 6u n lll t.r]?l a{tl ol r

a r t or er'hilff u i fl l-tqr ni1rdilfi noufi l iuei llllrti

q ! - -:.-
4.5 z ur n{'lflr'tfl tlol -rtvno.t;i.t;i'tnt'trt r.y\|lillhlitl;olrlntlr;itni'lvrllliltiiailloltot

tntJaa



4.1;.1i,'Lttr:ri]fir,rri'rlqrrrvirn-r:ai:rrJilrt rlr ni;,'irrnrLiiorito:-r'r'ilnir;,tirruulll,,r urirl.t'rl

diir tf,orror rrjrldljt tr'hr nt:nll'.'ti rn: r ydn tuJln! *ir; j il'riur i,l; i r1r (llelcr, lr,!'.l,rrr1 LliJ) l.ur,nivir.rrrirrir

,!, q

14: rr r..rr..r.rfl [un5 {fl d [1]

4 5 4 rilrlelFter.r;1ltr-ifrlrrlrFiuynn;riltfiourlnrir.nrnoru vloil'rLr 14tourotlonr:tilolri't.'lrr'{
q d ,.1

ftarlr I t14110r l9tu [: ]l I | 1 01.J [1

q.6 riirru0rr00tLfiqyl#u 'r sqrudu ryr'li},ru,irr r rlirillr trr'r6'.tr,rur,rr n -;v r nrVu iiiyru'rriuditr r:r u

.,id,
l!' l lu r r ll"lll I lli I FlaJlllfltln tiL

^)o.z rirruF}rsolvi-r;v'{,lrtrntflnallnrrri-,ltln:tltittttto 1r:nrrilriohlll

4.r.I urir u.rr r fio l ru n l-r: iiiy ryr nr';'ilhdoi',rlr a-rrtilo rdtr'; rjit ilio lvr.l-r,,r rrt,,r:i'ltttnirtrl-rtr

^!
1j;l]ltdljtr1,11l 614 'rJ, ryvl', '1'1 i I,Ll,l?.



l.Ooer Tiamaclol HCI 50 rnq ,/
--"rv2,+ flet!iqv?lu

t. rih:lruin;irv*'r:nt]:vn'nr
2 r l;vnorrp'irttilrtl Trat'n.rclol I 1Cl 50 nrg hr 1 tilr,r

nfu6'nu[urtal'{1uuortlr Tramado[ 50 mg

3. r';:-l"Lrttn.rtl-o r r-nrnruiiutd

4. o.r rrrir;r.liurufn, rfor tlfrnulr,ro'rq, IarilnAFr, tatrlv LilrrL'iritu'i[io rir.rt"rn trirnnrnrtrl,lr,l r!', \)

4. 'iuul ro orerto..r l'rdi:iworrdo.rtririou ni1 1il 6 tr'larlt url',.r'rtrii:eirltorl

. qt d ll U 9l1l'l :i []1 e !l n

1. ldcrtili.;rti()n 1 est n;-':lt"l ltt

z rlSrrnroiru'r;irdi1 90.0 l10.il'16 LA. of lrarnatlol

3. Conlr:nt un folmity ol:lnlilll

4. Ilissolution Test lririoun'jr 80 %, ol | .4. avarloonrr"ltirJnr 30 lril

+. gru o urjfr u,'rurof, n!o! Baw-Ma teda! GPll

rant:n';tlitn:r vfiqrunrllnu Raw tlateriat specil cation filnnstion

5. t1oLll?iju"l

5.1 ;ir rurnrrriruronaT : nr:ldiuorlryrnflury tiluriril urtvi,l drurirs"htli I tltn Lys ttav

rir rro.r (declare) ttud.itran

s t t ht;irfirun l:drr14ij [iErurl''litrt]1 (Y ?. 14tt 3 vU q rL-irrrrin:ril)

i r.r.t lun: rirflrrrrrfiruilnlrllrr tlrn'lrrr (vll'rttflr vrl 2)

s.l.t.2 "iun:riliirrtirlirtd:ltfi onr:itrj'trlr:1 (r'rtrrrfl'r url 3)

s t. t.: "iunr riir,i]rrlrtirrdrlrtrsi'l tt "i:i r14fi (u rr-rii{ rtJ.4 )
:^;v

5.1.2 lLfirt0{1J utliu1lU'l t4€r.1 ,tiJ.ltltutalt'dtln't '},'{liJ}li run!iIi]uflll'lirlllrnllnIuI]11'\
-1,.1.d1";rqnnlflptlltit-1J14tL1ttJ1,"rrl '11 r1n,1 l,^,' ,I \l " i .r ,,, ) r ',ji elU;: r'.r l,' ,t1 ,rlriL,l 1

triLrrryi:trfrlrtydoir[u![r]r r514i0iirrrlur-rtntti-rutolnr:tetttti'Lrtlt-ttnti'.ttl Iitrirlrcrl Itoclucl

sPt cil catiotl

5.2 hlririifil rzuFi,rh:, :rrrnLru rin6ndio.riiiirululmri'rtrut't.tfl'o',-tt:o.tlrttr';ii ttttrt;fft4u't nrtl

n;irunn:.di6nr';fifi'llnr:rufrnttrto.tttrsr11;'tilAlfiritu'1r ((,1r,'1t') 'luutr';o tl'rftAlotr rlltiil;ir;lnnrl l:iorl

nr5F:r'd3orJ lnUfi r^ranl:it: olfl liud tar:o:rnl ltnvii:fi liinlr
"tr..;r frijut d."r"'.r^, s,ttl'-:.vn tl.i.lrduri;i [1, rr r,!f ruv#l;d':1 )u11 ,' 

"!l'3,l' 
rr

r.risrrqq tr ,inrrrru")iiEnr:d61unr:trfrnurtoltJ:r;vrr,1ru6n lri ll Certificate oI ptrarm;rceuticaI

product or,htcirqamllioUftl:Ft:'taaol lrwfi r,ranrrir-r'; or fi.r-.i'rrfi ral'.1:'rnr rrav'iufizu insr n:nifi

duar.ir ih ilrjnrr,rr'lt,rlyEsnrurd{ f qu fio.rIdi'l nr:il: a.ra{'lltrlnlo uan'nrlrn'[vrur]:Ysir!'ivrvnd

5.3 ;irturllllrirutonar:nrudnuruvtallr:i1o{uldtallolln'l

5.3.1 tinnt:n:xaitn:rvdqunrlr'l6nriiu't{l0'ldir'rfrn (Cer li[i';r le ol a n'r Lv' i'') lrtu llufia r

ri]ud-:0eir,r



5,3.3 r^ranr:finu1nx1 n{6'?1u5vuvulxt0{u1 (Long terrn stability) na0rltix.lolqlolu'r
i3
11u Ult s [lJ U 1]

5.4 6'routur

5.3.2 rua nr:or:roitn:rvr{4runrvriorqdu (Raw materiat) tolor-rurrirrYryfrl"ltlun'r:zufrmar
, ), d. - , &
:ltvditULa t 0ut 1r l1lo.ltJNnflu'l lLav iJzuilmlrflfllJ

s.4.1 qilauo:rnrdorrirfr'rodrrurourr ou 1 nrjor {lt{lln-rtrvuttaql:runstdufltdi
, i.

n:lJfr'luFn tri tylJrr [uu t101 n 1J0"]1'llUtr1flu
.J,

5 5 fl15ilivnunrunlv\Lr11a{ olj

s.s. t or q1irfr u I fl rTlorniudr.rfi nqufi ri!?icuou
J.

5.5.2 u'lvn{'rora.xrou ovfr'orrir;ir turnrtrir uhitt:o.lzuan15itFt5lvfiuli1.Jdd.lutuut.l

" JJ ' ' i' "l ,

5.5.3'Ltntfuytvl.Jxu.t11-ltlnl:4 n10 u'l.l ulfl a.xx.l0uL1'10fr {F'l:?q1[Fl5'l v 14n [unlY'] vu'luilu

ovrirrafirfioiortosr-rourru't In u ljm u ov olor eiror rfrrd nmrrLqirurldvrh sr ruejl n:r oi tn:r vri*ns uflu

{Ylfietorrirkirirulunr:n:roitn:rvdq n1ll llnvd']::l1n:gru (Reference standard) lun:nidrl'jrur

lriu{luhJnrrqru6'nuruvlevl1y y rulrwoanuR ,s''[riilfro.:*', nr: ratto:rnrur6'i nailllostil']u lLavl
J,q

tatJudm tuFl:.i010llJ
,J-n

s,s.+ {1tr uoio lit rrJFuutrdur,ln n:drfloorlndr,lunorq u}.rrlo1q v:0t:lotnfi n'l;[40!ffn1v!
s q,<J q

n 0un rvu9l lFr u [ull[.101..11lJ
! '! ' 3 ^ . - X

5.6 {flruEuuo tau lvuu'l u{lrl{0 u1fl1.Jolou'lfll.J1lu'lul4n lvr]oJll:s l.J nvl!4ry[]r n!Nfl'r0:1u
J<r

rn1.r1450ry11U:1U0r ta [J n 0!
s.z rilru0uuoudrvl#onrFnd'ryryrrioln:r-rrirvun 1un:niriohlfi

i.z. t vrjrs rrr-,sio'r e.JnfiudryqJ1n1i o-adoiru urtfrorrfir,r{udTeeuur u:',t n r:lurei o'rjru

^Ju5nl'tatf'.avl 6 v 5 o n: v vl:1{ a 1D'15 tu 4t

ti a9]



qBt6'nufuylill,{lv1o.rur Etoricoxib 90 mg tablet

.5d/x,o d lJ Frvl? Lil

t.,t.t,fir,rfiuuflld, (Fihn-coated tablet)

l9l2. 5gfloltq luo Jfl lri tfltufl0 Eloricoxib g0 rng

J, r:: l'lun tqrulilor,tiir r.ri o uru.r 0,"1fitfi0 1'lnorrq'tr3,r lllistcr track flo,n-t,o,,udu
a d,.i -i ^ \stt a i '4. qdtniy! Jur.i6igt lFtull I tu rHrjrl0 rq tnu nN afl r(rt nvrljf tuer ti 1JU r I I0ur JTqlrurun rfluv u:; ! lJnsmtrflns

nn.lulovslo{flfu r6ou fl rtoro'ou llfitrrnlloo tqtrarrnc;dHfifl (lot/batct numbcr)

^, A' Is. {rrN!aor qto.rflrfrriiror{i'orhirloun'j r t fl u-lorn'iufr rillol

n rud rJ Tfl't{tflnfin

t. rona-n!fli (rn,Lc) rir Rercntion rirne EJo{ Etolicoxib luar r-Tflaoleirodl{fl ti niufi1,1o{dl)- ulgl:glu

(zvvi'tt + z.su/o)

2. ro nd-nl11i (NtR) cr nsrfiluolar:sl-'lodrrslovituelrutnru qifi rjruunl ilu nrt f,rT rtdoll

:. 3urnrd rur ri rri'ry 9s.0 105.00b tord:rr1'lflrronrn rna,nirtl'li so i tr finflrsiorfiq t

4. Any individual degradate q{gfl 0.1%

5. Total degladatcs q{gfl 0.3%

6. Content Uril'onnity Conforms to US]'/EI'

7. Dissolution tcst odllrlo0 ssx oedlu\rlfi ufl fllulu ls utfr

d rd
r{au tflou fl

i e ta r- t",&L u-t11lduoel0{ tfltlJoqtUrfl rtllvl.'irficrurirflorrdoil'rfiriralurl:c'rrfl'lvu ttavrlolfidrturludrri'tunl:dursrfruu

n'rflsrfitauo
I - 4 , - ^ r- oi

n)rdrnflnriv0turivmuucir:-ttut tlrJlufil TU.l, no.z lun: fifrriluu ttl nq'lu :vtrn'lnrrl
J.(hdrri'Enr:rofiuryrfluu$iriuur lllrufi{ ru.l , r0.4 luni fifrril1lur1j ldr 0r nerr rl it tilrfl)

i ^ " e^ t/ d v4 u 1 - -- ---q--^^ --!! ^^-!^t:1^2. u ryr0i6ra lu!i s.r11fl lvr u 4Hfinoi'oriluLirfi.,:n:otutq,Irunr:Hfiqutsrt fi,inrnruryii?nr:d61unriHeinurtoI

" ",il3v*nd'uririut1]:elnfl4Ftfr9t ( l:J n lsuntlull:Jll!

:. fiyu-,rdo:-u:or nr:n:rrirn: rr fur juffrirr l{lusr-ro dtl'lunr:td otru0ln dNafl trnHxi?u{1ufrn:ur5?{

d r5'r:iuqtt-u:0 {
; d, j 6_ dr ,,- 4 dt e

4. utfrld otijuu ltlJtt llu4trdq i 0l ut'llrTu0 lllu lu lou{nl 1



nfufrnrtnlglov,l'lvtJo{u1 paracetamol 325 + tramadol 37.5 mg

J
1. f,our paracetamd 325 + rrarradol 37.5 ng

z. n ru a'nrg ru s lr'atrj

't. riJuatintfrn:-lrJ:svru

2. rhvno!6'r uer-'t u't paracetamol 325 + tramadol lr.s mg lu t rfior

3. !::llurtJ.ithraf, lr ilo'rriunludir

4. an1n5Y!
i ' r.l

( 1 ):s!fi ou1 drurJ:s noldrsrrirdryttavnrutt:'l itrolfr n iufi uoro

iatdzufin raursriu $iriuul iiasiBnr:tilfnrgrur'[iouxt-ornu

ulJ!:5f i[ue4

(2)tluuzurur odxrioo6'or:vrldotrlu;ofl 0u1in15dr aru!5vnoultav

r*rnn.rlrJu: rlro.rur rardzuFq iufi uo, qi{riorr u

3. q d d6fl1{[v]nfrn Finished product

1. ldentification m:r I r.jrunr:ldi vl."i Finished Product specification

z. rJilrrutirurrirnrg 90.0 - 110.0 0/o [-.A. of paracetamol

90,0 110.0 7o L.A ol'tramadot

3, Content uniformity F:xntirt-lm'lxrdssu'i! Finishedproductspecification

4. Dissolution Not {.ess than B0o/o (Q) ol' tabeled amount of

paracetamol and tramado[ is dissolved in 30 lninutes

5. Reiated substance n:rlrirunrufi:vlJuFinlshedproductspecification

4, r x01-l [lJ0u ']
4.1 ?i1r1.Jrn1flri1utonff1:nrildi!o1.{rUrnduvrv rfluueirilurrdo,irvilruhil:v tYfitYU tlas

rirunl (declare) ttuGi{uAFl

4. t. t hdrdrynr:fiunvrflsual'rYlor (rtu.2 v1 3 nu.+ udrrrsin: d)

a. Lt.t lun:rflu{juurdtiffnlul:v l fi'lvu (vx.lrufii vu.2)

4.t.t.z lln:rflr{luurdrrdrtdonr: ltu eu::1 (u:Jrufl{ 11u 3)

a I .t.g lun:6fllfluotirtdror nrirll:vt1'1Fi (vu1ufri Ylu.4)



q:1.zludnnitu'nv rr]urrt r vrI I ter n ifirduoi rnr lviolr';rralt6unnrrn'[]n]rnrunrr'!
i;

tertLJ;pr....zlc r:.yirruVi:'"tjtUIr 1l ;nt.h-,r 1,,"1"l', r1 ,"ti , ,r" , , r'; fruqrlvj r,' i, lfiU',..rj.'r

rrih:rfrurfrlovfio.:*1-J1Jtonffr:u60rittu ur rlritlt"rrnt;t0ttiltlrrlliotL Finislreci product

speclfic,ation

^ ^iq.z lunififrurzui eihir.lilryn'[rr iizufrordio.riiri rurrn'ru[]ruull'.raai!io{r'10:ir1rn!tu4(irur nrr

lta'hrnruq{i6nr:fidhnrieiAmurt0!nivutrrflrnr: at (GMI') lrtr,rtrrntrrfi[au01rfl] 1j'lriirir,tFr-r1r'iilr J

n'ri Fr:r iraolJ Inufl zua nr:ir-r:orfl r'i'ttdtatto:vrr tta*,Ur,duaro',

'h:nirijd.iJut' 
',ltrii ,r rr'r rt1l,vIr,z l.rr.:i"6 ril"i r'1, r,li\t; r ut'r rl,',r',, r,J rr,,r r'irr,

zu6nlrnrryfilrnnrqii6nr:fi61r:nr: aaur?o{l:v[yr]dir.'rfrn uia Cr rlrlir,rte ,,1 irlr rtt,a,r't ral

prodLrct ar-uriralnFlrxr:o!nttairnaollorglit.r,rnr;il:,itflriufr[i]L0irn'rltav-ir:frninur rr:ri]fi

diuorii-rhL"klnrrgrty uy;oll 'ltjr-iinqu do.xtdi'!nr:ili ir'14{ittllalo uaorlllrsr'[y ur]: vsir ;Iiltflrhr

4.3 ;irturnrvtrir€Jtonar':nruinvruvtl t',,"1,t,,,0',d,a',rrr-,"',

4.3.1 rinnlinixaern:rv#rqrunrnru6nfirudtoldiruiiot (Cer1 ir.nie ot' arr.,ly.is)luurilfieil

rijufi'l-oux

4.3.2 rJa n1:Fr:xiri tn:rrfrltunrrin qfrl (Raw rraleri.rl) to.rdrurrirfrryfrl"l4l nr:ru6rt ur
, A' c. - :t , ^'r1.1Uil.ltl lU9ll6lti',l.lv{10{tJf"lamul Ll'a$ruiJf]Fl-l0l[lflu

4 3.3 llanr:finurrrlurn.r6t:t::v uv o'r-rt[]rur (L()rrq lerrn slability) nn0fl1i').iolsjllorllr-r

111 lJ Yt v t1.t U 1.1

4.4 6'rodxl't

4.4.1 rau-,-r:'rn'rdaleil6lodr.lrl'r-orj tl cl 1 n;iol fi'triirrfr rtlvl.ltraor;'rtratj[6tlr"r'[di

niui rllcr r:lt - ri/1lqLt]t)lrdn[Lc:-1.F I -11l",r l1r"1,1

",A4.5 n]:!5vnlq n 1llu I114.1xl [] LJ

4.5.1 o^qlt.tn t il uiu,r^riidafrrrttflrittritrt' t
!' ' !'

4.5.2 u11"4n{?ofrd.xlol ovfrolail;irtrtrrrrrirulu:-tlt-,.1'lr^lan'r';itn:rslru'riui'r;llualtol

diru fr ror

" dJ , i
a.h.3"h"r:f y-ut]LU|1"1i n ri,rilFri.',rll!r rr!411r,'l[1\'<1 lel;r.,?..:lv1,lc0]1, 14 14trlti1't.l

- a q - -.:-l^o:yryftfioi.rtt"rritodr..tutloflr"i?rU,t:,9'.tdt'r t]4ltiinF.lr! lrJlJl/ l"rJ.rr 'tli6l r{tlrr J (',t:v.lrr;lUu



L4; 
' 
rlJt l( rhl [ 1/ r li lFlrlll l

4.-5.4 zutllfiolirtrrlfirrrrl riiuytr r iri]Lij,rtr rlriu:rrrrr rtl 14tt{itir-tFl v6'.rtiloti},ttt'ti,.ijrrt talltlr
. ' '-i r

' 
rirlrrr r111r!'r Lo flltilll l il1l L?
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