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d. n 6uu9t?t'1.i[ nua (n0)

SulfasaIazine TabLetsUSP( https://onIine.uspnf.com/uspnf/documenVo_GUID-dCg]siFdod-

oEdB-dBoE-dFoA-dDdogrbAoe(cre<< < en-US )

o ldentlflcation N4eet the requirements

b Assay
NLT c(d.o 0/o and NMT o'od.o o/o of the labeted

quantity of suLfasaLazine

o Uniformity of dosage units* Meet the requirements

b Dissolution*
NLT ddolo (Q)of the tabeted amount of sulfasalazine

is dissotved in bo minutes

Drug specification: Sutfasalazine doo mg I to
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Dissolution test lrav Uniformity of dosage units lvlrtuuronal:ltafi.i:'luavt6uoilanl:0:?Q
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uLfasaIazine

USP(https://onLine.uspnf.com/uspnf/document/o_GUID-dCene'rFe(od-oEdB-dBoE-GtFoA-

dDe(oe.i bAoe(s'rlc(d d en-US)

o ldentification [,4eet the requirements

b Assay
NLT c(e'rl.o 7o and NMT ooo.d 96, catcutated on the

drled basis

6n lmpurities

lnorganic impurities

Residue on lgnition NMT o.doz6

Ch[oride and Sutphate
Chtoride:NMT o.oodoz6

Sutphate:NMT o.odz6

Acceptance criteria Meet the requirements

6) Loss on dying It loses NMT o.o% of its weight
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Drug specification: Sutfasatazine doo mg I d

a.< drruT vrri.r6lofuro.r 1er:g1unr:arf, nurotuudnrnrudi6nr:d61unr:ra6srur (Good

Manufacturing Practices,- cupflrrrrrd rdurdo.:niuurd Lauotlu (or.iudrqooru:ounr:

vr:roaouloufizuanr:iu:orfit{utj:vnro!:snro:rnr6rSnvr:ofinai) InudorU:cno!riru

a.a.o druurvrft f, oiu:olurn:orrnr:26rrurmr va'nrnrudi6nr:do''tunr:ru6otiorq6lfrror

rirfirg (Certificate of GlvlP Active Pharmaceutlcat lngredient ; ,let) Iou:v1dotlol API uas6olfu
) -a -
110 0 nu1,J{a0l\r l0 {r]1a5s11.r

d.d.te ti1r1-nyfi{f,oir:ourn:munr:ru6nurnrrrr,ra-nrnrug{i6nr:d61unr:zu6nH6srnirus{ur

rirrio;rJ (Certificate of GNiP Finished Product) loo:vtldotol Finished Product u,asao'lfudoon

vr7sf,oYr:orurn:gru
a -)a.e.sn lun:sfifirtlut 1d1t{10'rneir{dts[vr6 {uauo:rarriolfrd1ru1fif{doiuso{t]dnJirue

(Certiflcate of pharmaceuticat products, CPP) viouri.rf,oiu:oln'l:d1r4il1u (Certificate of free

saLes , CFS) utav6'0{d']turniarirutonar:il:ou'tfi5g'rtn'tttJartulerlrJua'ntnrudi6nlrdilLunl:HAel
ac a

u1 lnu rJanli:1:0.!n{iu!lun1fl!:vn1ol1n10tci nv:0una u500'lusl60tttllua? Llnn56Il Loulul-Jt0

rro.r Finished Product uavanlfudoonvrilf, oiu:o{rl1n:5'lu
(.b len5lusa{torit,runqrunruiorqGu6'rurdrdry (Drug substance/Active PharmaceuticaI

lngredient specification)ua s tr 6 nfrrutiur dr riogrl (Orug ProducVFinished product

specification)

d.b.o drt!'tLl'tn5!1!irrq6!m-?uldrdrg (Drug substance/Active Pharmaceutical

Ingredient specification) ttavu1rri5'tl.JNA rr rirudurdrrSogrJ (Drug ProducVFinished product

specification) Iourvqg{1:1tr1 (Pharmacopoeia) dlddrl6lnr:i ta:rvdlcrulrn:5luoei1{doud'0.!

r{lull] m rldo rirrauo tta vtrl r]rs'rut o,irl1ii [Fr:1viltusr'r:r u rtqeir:r urud.l n r:r!: s nrfin:uvl:'].1

6r:^:tu41 6ol :vqoir:rur (arilfi Lrt 11.4. bdbb aliufi m ninfl1or] 11.11. bdbb (alrj:vnrnlu:rt
- -iFoo^qrunuriufr bb n:nlrnrt bdb[e)

a.u.to dTrursirirun#sdduvrrrieu oqo to.rvts.i dnq6u6'rurdrn"ryrrav r.rdnnirur6ardrr"EogrJ

a.u.m n:riimrl6lsr-xuld,fi6u (Drug substance/Active Pharmaceutical Ingredient) uav
t_

rufimfirudureiruE!?tJ (Drug ProducVFinished product) lrirJ:r nn'tuoir:r u'l (Non-officiaI

pharmacopoeia) do.luaoludngru'jrurdrauo:rorilr'trl:g'tulo{n15ira:lvlinrunliltfluhJnrldo
) * o - , q .!

vu{lJ0 Lfto{a 0 L!1J

e u m o fi doritauo uas'l1or51uuo'in1:i[n11vflusl'r:rurrLoltJ:vrvfldufl uailrfi n

tO{ The International Conference on Harmonisation of Technical Requirements for

Registration of Pharmaceuticals for Human Use (lCH) uio

e.u.en.to i{orirv!ottas}.11a5n1!to.in1:itFr:1vdqsun1ilu'lt o'i{zuAer (ln-house

process specification) daooadolfi'u rcH GuidetinesvEo

e.u.sn.sn fi do rirvuo uavr.t1rtU1l.J1lo.in1:i rn51vdqrun1fl u'll,o{riruaodrirvuolfl u
) , J ' - , - J. 

'd.,:rur air:r1or air:rvir mrln ul: a nr n niv115?{415'15 qt t50{ :v!gil5uu'l (ouuvl b) Y{.r1.

- i , --?, ---.a-^ - e
bdbb a.iilrfi 6n nlnlln vr.fl. bdbb (all:c nrfltu:rtfioorrlunuriufi bb n:nfllnil bdbb)

drvilgrJuruorfiu (General requirement for dosage form)
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Drug specification: Sulfasa[azine doo mg I

14U']urvq: todrulnqrunrvrinq6r6'rarrir6'ry (Drug substance/Active Pharmaceutical

lngredlentspecification) uuasadnfirudur;ir 15o;rl (Drug Product/Finished product specification)
dd ogo.to1.to'1o'tn01t'tu't [ou']fluuavauu[oU?flu un [?uunnluyl9tll']u1 t0n1fiuotla! 1olI1ul,0.l

.od
nlta[n51E14r01r'rJ?qnflUA',]UldlnfU t0 rJann6uflu1d1[l03u

(.s, d1ru1r4fi.:doiu:os!rsr:r'run'rr Anu1q1rrudnrnruda6ddtunr:arBnul (Good

Manufacturing Practices ; Gtr,tP)luvr:o# rfiu':do lririnqGuoir urrir6'rg uasurdrauotre, (ou-r.r

dr6os'tL:ornr:mr?oao!loufir.Janr:fi-L:olfiriurJ:vnro!:cnto:rnr6tSnvr:ofinei) Io ud'o r

!:sno!o?El

e.o.o dr ruru#rf,oil:owrm rtrlnlitreflu1n1rrva'ntnrui4i6 nrrdilunl:ii6fiin06!6'? u1

cirn'ry (Certificate of GMP Active Pharmaceutical lngredient ; API) dldi!n1:iu:ollrot:gru
!e

wHo-G[/P raiorfiuurvirriiuotjrrriou lou:v116oroi API uauanlfitfioonurilf,oir:ourn:5ru u5o

d.6.,.te d1ru1ufi{f;aiu:olrlror:grunlrr.ra rr ureruJudnr,nzur{i6nr:ddlunr:zu6nn6nfirusiur

riruSo;rJ (Certificate of GMP Finished Product) fltpiiunr::iu:o.r la:g1uol! Pharmaceutical

lnspection Co-operation Scheme(PlClS) looyrirulruPl?S participating authorities rilu{il:os
sJ

uio[fru! rvilr o{d'Un{iuntuv n:lr.J nlrolvliuav u'l fl:vv]t?.ia16't:uat [ourv!90101 Finished
-)Produd UavAnlluvl0OnUU{A0i!10.1}l1sll51U

a.gl.b.o dtutafii6oir:ourn:grunr:H6otol(H6orimq6un-rurdr6'19 (Supptier)

d.6',.b.b d'rru'rvrirfroi!:olilrn:Ilulro{{ttl{!r:1zufioriruri (Packaging) n:aid
, .t , J ,-

,,J i.J a r ul a1r:a !! ltavij ulj.r l.i5l1a 1{ t 0 tta v n 1{v 0 g nu

c.< rirrutrri.riloiu:o{nr:ira:1ui lcertificate of Anatysis (CoN] losfrot!:vnordru
a.a.o drturufilf,oiu:olzua nr:i rn:rvrfinq6un-r ordrn'q (Certificate of Anatysis of

Active Pharmaceutical lngredient ; Rpt) loufro.rrl:vnouriru

e.a.o.o drturv#rf,oiltolzuanr:iun:rvil':"oq6l6'rurdr6'rytol{26n inqdud'rar

dr6'ry (Supptier)

c.a.o.b drturu#1f,oir:olzuanr:itn:rvr.iinqdroYrurdrn'rgtol{H6n H6nrYrue4Err

drtSo;rJ (tr.,ta n ufa ctu re r)

d.d.b d1Lu1ufi{doiu:olzuanr:irn:rsrir.rf,onirudurdrriogr.J ( certificate of Analysis

offinished Product) tor(c.rinzufrnri'rudordrrSogrJ (Manufacturer) lu!unr:r.r6nddlor"rodrluavtd

irlqo!qrxrlldlnfU?urou?rl!n!d'rtulvunaos!:o{n1:?tn51u14?flqou0?l.J1a1nrU

d.d,sn r0n61:uiou6'n5rrduf,lnrril#!fiuij:cu'irliunr:zu6ntolinq6utroldrurdrn'cy
(Drug substance) fi't!unr:o.rFntolzu6mfirudurdtSog! (Finished Product)

d.cr 6i1[u1fl anlrdnurorrrn,tsir (Stabil,ity data) lotldoqrJ:cnoud?u

d.c(.c, d1[u'rtt6o{tJan156nu1n11}.]n{fi::vuvut'l (Long term stabitity data) do:r.,r',uo.qd

nlvuoL?1JUQa1nb1/1J::1ntuv o1u?U 6n lunllilasl
d.c(.b airruruao.iHa nr:6nurnrunlfrrluanms ti': (Acceterated stability data) druru.

lunliflanBavfllu b [9au

x1{d11ntr5 tu
n:flJn1l

n vn::lnr:rirvroqrud'nuruvtonrvto{ur l:1fl ur!ratau
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Drug speciflcation: sutfasalazine doo mg I b

d.c(.6n dr[ulrran{2an1:finv1n?1l]nqpi'rtrusrtlnl{ (ln-use stabil.ity aata)ffdrihatddoj
uxu o lufl1lftArl

ur{arrntfl: 6'utaou

a.*.< dr rururaorr.ranlifirrurnxrr:nw't:vuvarr (on-going stabitity data) tJrioutliolil
)a(r.lalv o ttas b 100L) t1J1]091':u0uo'lu?u olunllHa9l

a.oo dr ruru#nSlun?1il6il{atot ru6otfrrudur (Bioequiva[encefiquzuanr:finurn11uarJ{atoi

zudsrnirucrurrilullorurlorit,tuotol ASEAN Guidetines for the Conduct of Bioavaitabitity and

Bioequiva(ence StudiesuSo {fionr:6nurirrJ:vtvrBerarrasilratJ{ato{HAn,iiltiu1 nlt?ll?l
a'r n'r rruq r Ioeraorfuu6avrire rr ufi nurEr ar4 a dldYu n.:i-!:o{u1a:!luorndrfn{1u
ntuvniir:n1ro'rv1ruauu'r (n:nilriltjurfiuuuu)drv:-l n: fierrarrYrgfildiu nr: trn r{uhisio.:

rirnr:6nurfi rauatorzu6orYrus{url}ieiorduuao,i

c.oo drruru6otnrrurvirrfiuufrutunT:inu'tfruu'lgiuuuu (Therapeutic Equivatence)

d.ob d1[ulranalruda{nlilfiiunr:u::ntu Green book rlo.in:!ivlulnlae]inr:unvrti (dri)

<.o* dr rur ron61r[[d o{ nlrkiiu n1:uttntu orange book t,o{ US.FDA. uio European

Medicines Rgency(drfi)

d.od nifitilldslfruuuusioluao.rnr:6nuryrrrnfifin (ctinical. triat) tLolurlurj:c uvnlvuduanlfil

zuaurrnf,finrorarujiu! lfiu!fii., urduuuutuavfifiurflurrialiill{n1iuv{ilti (d1ii)

c.oa drrururi.rf, oYu:orurn:grunr:r.lfr ri6orruvrdnrnsue{i6d61ufia.idAdAn1l [Good

Laboratory Practices (elp)l lun:fidli1n1rfi nu1fi?ail4adsir'il:vrilfi

a.ou drrutafisflaiu:a'turn:grufio.rrJfrrifinT: lso/lEC oerobdtu:runr:urdrauo (drfi)

d.@G', Ft'xod'l{u1

d.oo.o (lauo:rnrsiorri{frro urrurluiuduuauo:rnrourlriou o, 14il?u!r51 (Packing unit)
.! a, u v 4 o o u 'it ,e e
{,: itlun]-x uyluao{ir uav rdun [ont!0lurlrr.Jvrnrvuo Lur4?r0ntu6lJlJ0vt? !!$1i9luLLav01q!0.1u1$0i

iur.rFmdovduuauol:vntotrnr ov6'arfiorufiuorniudrufinbifioun'ir o iJ tuiurj:vnrfl!:rninl1n1
:"
0 ta n 115 01.,/n a

d.os,.b Frruvn:: nr:r ocu6!0'-rod',lurtol{drauo:rerun:rulilelubi6u1ri1*i'jrn:dflo

d.od n1i{ i! rYuq otnrnur$d.ruou

d.oa.o urfror runr:fior:rurorunrvrour,la'ngrudrirrauo uachifi!:ci6qntiun16l6uorn

rirfnmunruvn:: niio1v1:tlavu'r
J,

d:.6)d.b o1q1o.:u1ma{u0us'0i!0'lualnauHrifl L LnuobtFl0uuav Lt.11u !0 t u0un?1odto01.r
J' " !'

d.6)d.m El'lyln.i'tofra.i!o!ae9lo.ia{;ilru1uu{a051Jl0.in15?tn51u14rua0lnEuau1a1$iltJluvla.l

rortorrizu6n
aA , J , J ,

d.od.d n: rurvL'l ul lt n 15?i I n1:q}] rl10 u'l.l ulv a{ 0lJ tllaa{ rl:?01lFl51Yvnfun1fl fiu?u
r tr e,. --.-.--.--.-C-. ,

trt n1:o vlirvU{do 5owosrr o u r r u1 Lou0ttauo:1n1 ({11u) 0uslo.ia.iu''lll.lltl0n'l1!a1u?uvl14u1u

:rt n r: aro:r ri un: rvri ua v uflu{:-ufiotor, eirl{dr utunlsFr:? oi tnslvriqrunrn n:fidnl'jrurlrj
r{lutloruqrua-nrstuv[e1\1v u ru:rrnrttoffrruev6lriYrfior:tu1n1:latoilnlurd'lneirrtot{rauo

J,r
:1nr (rut'ru) uas/v:ouhafi Lln: igt0 Ll.l

..........,,....,plz,,.........,...,...,...,..

u.lullfuflr] nlv01u

fl:5Un1:

...,.......nJ.url......,.......,....

u'r.ra1'rnl!uu 11T1:6

r.l:roiun::unr:
oruu n::r nr: dtvuonrua'nufu& torl1s'uolur I:trarura la er

n55!n1:



Druq speciflcation: Sulfasatazine doo mg I 6r,

d.od.d {'ra!o:ln1 ((rlu) doriluJduuurlnn:nirdourlndv oolq filnorq uiordotfio
; , .,-.J

flr:Lao!arl1^nounlvLo Lou LlJLrri0L Lln1u Lu o rfr0ulra.i Lfl:1.Jtto':
p A e 14

ltu1rJ[v0t : rod.od.6n. d.6)d.d LLav d. od.dirauo:lar6o.16uuaoruri.ldoil:0.: vriora.larofiodo

lou{fidruro
d.6,c( fl1ld{&auu1

o t-a)at d u
d.oc(.or 4t61-l0l'ln1 (ry?l'lU) n'l:1.llJLJ1.J0oA'i U1911!van !nfUjl?0vlO tUfl1:lnul n19'l Uavn15

nrve'ruu1 (Good Storage Practice/ Good Distribution Practice (GSP/GDP) ldiunr:iu:o.r
,.lletriluGood Storage Practice/Good Distribution Practices (Certiflcate of GDSP) ttaufro{t'ori.i

ur'[#ndrrrtfirusiulnd!{'rLrn6itn:r Il{fltr1lJ1atau a'udlr?!dri114uo nlulumoiuriuorniud
r'- " ''! ' r nri!.i1utna'tnii li{flu'r!'tatauto5lJfi1A{{O n: U11J10n51? U taUO:1n',]910{[Li.i na{t?tn 6u9u'

- *qv- o nl
nlULu 6n 1UllJ0'lnlUYl [tl5!n1AWO

)e i -d.o6(.b n5[uuJuulrn0{Ln!5nulfl q6uu{rl b-d 0nfi ']tta[t060o{ut0nalluaq{llav:ulo.l21

fi:vuunr:rFr uaso'odrur riju cold chain system dtfi!1stt!1uil4'nlnild Good Storage Practice/

Good Distribution Practices

a.oc<.sn {rauo:rnr ({tru) ovdow:iqfi!violnu uunrJ:vmvot uavdluluu'l (ililrufuvdn

fi r) l#avo':nrionlisr:?o;!:?r.rvi{rvrdorLr*aviiruruuufi uviod{orou

d.bo nlrunrAn#[UfUT
-J

ryLaU011n1 
(iJ1]1U) UUU0llt14UntAn6fUflJln0!n5!n1uuo o.iu

d.bo.o n:dzuanlrdrJrr:?aitntlvr.iurdornn:uivtu'lfl1aoin1:B1lvldra:'oriolr.Jfrri6nr:

fikirrm:grrr ISO/lEC os', obdi.ra n l l n l l oi tn: luvflrjrf,u1lj n 1! x'1er:51u{ori114uq1u!:c nlfl

l:vnlo:rnr
. ^! d d1

d.bo.b n:fiuA rlriruv urtiofiqnri u n tfruAun'tni'o{oaloIoud'lfin{lun vn::!n150114'15
-tuautl Ll.Jt? { 11A 1t 0.1a qJ 6u 1n vt 0 0 Y 11 1u

d.bo.En n:finlf,11; lqolnryiolni.t6nri'ruridoroei.:arariorJ:vEvl6alaBacn?'urilaonn"urio{thu

vtLo:l.Ju'l

d.bo.d nrfivil?ui1tn1r6'0.i{nvr'ua'ryqJ1n1:6'0doi?lultfior6urnud nruuluurutoln:vr:r.l

alnr:ruar lourniorirur.,linr:atnud <uaczuanrlfior:rurldrflutro.:uirJvrduraiolidurdl
a. ta

d.teo.d r[]ur1unrrfr fr nllfr a1:ru1o]r-eroon0lnfriJtultJo{h{11u11J1atau
J - 4 - J u u e. . v

d.bo tj[6u05']n1 (4t1u)Euu0il Lrvul u:'ltn1:t0ultutltou?nuunluua.ifi onllvNnlluaf]JflJln!
ld,

fl iJlU:',lU t9r!1,150tJlJ',1U51 ti 0UIau n0u

d.bb 1u:1sn1rro6.i':uaildtriiufior:surarBnrYrur{urdfir.t:vifi qn riun rfiufiuloudrrin.rru

a vnsr nlro'r141:uasullursr,tc[rar otlriouiudutona']lthJn?o11n1616nvr:0find
d

d.bm tond'llou 6l

d.bsn.o to0fl1ifl']:rl:c lfiuFir!tsfrvBnrnrio:rnr (Price Performance) durfi'Jr6u (drfi)

..,......tnJ.e.....................

ur{arxn'r!firi fil/lra

,.1:roiun::rnr:

1-]1udrufrsr n:vo'r0

n:: n15

urrarrntn: dataou

nfusn:: n1:fi1vufl Frfudnufuctofl'rv1ro{u'l 1l.i11u1ulaLau

nt:r.J n'l:



Price Performance: Sutfasatazine doo m3 I o

u0u[tJ9r

J - -! -.
Lt;i1v5!n1ino,a0nu1r0d1Le (fl'trFL)uasu'ttlxrlq Ft?u100oqonn01'rnlnlfu'1ul5

0ranv'I0!Jna (e-biddrng) L5 laul!1atau

.... .. ..+1r.aJ... ............ .....

!1.rai1!iiliri irra
U:vo''run::ufl'E

,r)
.. ._ _.___..___*_............

1t'lul]hfrn n:3n1u

n::!n'l:
1lT.iamntltt tutaa'u

fl:5Xrn1t

ntuvni::rn''rrriluunaola"nttusrorl'rJlJo.rul nd!irumetnr:x I:{ gruromu

nr:ri:ccfi uritJ:c?vBnrueio:rar (Price Performance)
J"

dt.tiu nr:6'nr6onslta dlfry (or lafi ) n{l.rrumf,tnr:u l:rfl srulalas tvdlt bdbb
urdoarrirg' Sutfasatazine doo mg gastro-resistant tabtet

fi6nnr:uasrr,tnf,,ra

nrusn::lnr:rilvuoqruar'nu6uu raflluur n{rL.rrrrndtn::u 1:lrur!rauaul6'o-orirr.ra-nrneud

nr:!:s liurirrJ:v?vBnrvrsio:rnr (Price performance) f,u tfiol:Lrornnr:rJ:vnrfildfl:v:rtrirgrg'fi

nr:o-odoirrdrluavnr:rBur:riaqnra:h lr.n. beuodrfiar:gdrn'rg1ui6nr:fior:rurrTnt6on{o tauo

rl1rlr.nn11 calunr:fior:rurrio 16onrjo uauolnuiBnt:rrm:r ee (o) vEo (u) hi'vilrerlrutolig
rirri!nr:Isrufiorrcurfi.rrJ:clurdrolvr.jr ulruto':ig uavinnU:valrito{n1r'[i'.!1u rfludrn'ry Iou1fi

t4,
nlu{n.rLn fl :'lR1uavl'ta1: 1lfl fl.l?louuisn0!o1u

n ruv n::r nr: rirvroq rudnurua ravrrst o{ urrollt{fl uiula La u6.ilfin-ov'rradn rnruc4nr:

!i u "iup r!:v avinrnrio:r nr (price pe,formance)n{ldduloul'rfllJ: valrirfiohinr:o'odou r

aoondorrYlvr:v:rtflryr!6nr:i'ndodndrruas nr:uBvr:n'aqnrnit r'{.n. bdbouavl{rtunalnvil'tu
.v a - i-

nr:a'llair:slunr: Lturtoarriqtoulrc uv,a Ioulfi'arrLr:no'ourorfrfiqrunrn firJ:vivBnr oil0rrr
!.

tJ'rn:n]!nzun''rv'.{vtnlvuo 1]n?1!n n1n11.]vanrfl:unfl16nla''l0llolato?un5s!?un1:fl0'llollnnla0n
.;+ o a,
frhl: flartlur:::r iravnr:l*drui'uor.rv nr.lrefr rfi en{ol

?nqu5!d.rn

o, raa'nrnrudnr:l:vrfiurirr..J:vfiyrBnrlrsio:rnr (price performance) atLT :nrirlrJtdtrilfin
,! ' a J a J. v .

r.J:c lut!li.r0io:vuuus1415r?trlfuyr Io u a1tu150 LtLl]u LLulvr'r.i1410 Ln50n 0r61nqJ61v:un1l 01ltu'l

6'n16onurfioarrirguauulfi?i-er6ltdot'ov1u1fioa1fru (urtnfi)r,ravur6rimq dfiqrunrtroth.:tv!rca fi

a11r.ln ! n 101:.111a n tfi:u6 fi'rA sr5 41515 fu d t
-t -

LD. Ly{0 Lvnl:00t00014'tu1L11Lt LunllulufDnulilU?ulJ0.! L:.iY{u1u1atau nll9llluunlloxB
.+ ,. t

nr u! ?un1:y [!:.i [a n1:!axu:']r.r Lxiin!1urt.:1J:uiinu !r14E auactuulJ01uu 6'1l]15noou'luxun{

r,tiorruuunioio{ufi u??io{uavrl:?oaoul6rrrlnrutvrrval



rnilr{n'lrilrsLfiudtJ:;?flBnrusio:'ln't (Price Performance)

o.:rnrvidurauo (Price)

o.o er-?u :d1ur1nr rflu6'r,r :fit vw nr:o'odo,t'o6'rlnrninrirui66rf;nrsofin.i (ELectronic

Government Procurement : e-GP) n:rrirg6na1.! n:svni.inlindrovrflu{rJ:vuiurirrarinnvuuu}i{

ra1-l051n'r

b.a nlvrraun auilGdrflurj:slutlrisioflr.i:rsnr: (Performance)

Price Performance: 5utfasatazine doo mg lb

mlamntri: t'oXaou

n:l!n1:

1

h.o lnruqinli lsrfi uqrunruo.raorrirudor

u.u uinrtrafrinr:ttu

do:rdaurirrarintor6'rur]::sv'jr.::rnroioqrunrnuavqruaurifidlturJ:clutdeiovlr{:rsnr:fi6'ld

'ri'n:rdrurlrvrinuoldruJ:arur:otr.Jiuurur.la.:16'srtr!finruvn::rLnr:rirvunqrua-nu ulo111vlJo'!u'l

ulr'tulfiq

- Essentiat Drugs 6o urlun{rLrirpf,orufinuviltrfirj:sunvr n, .! rtav n r,lSo orlun{lfnrsrl:n
(Therapeutic drugs) ruavur6u 1 nrufinruvn::lnl:riluuorlfufrnu vLaYrlcto{ul

-Non-essentia[ Drugs 6o urlun{ujryflutadnrrviltrfirJ:vr,nvr n ttas I uto u{undrttl::Lvl1o1n1l

ri'rtrJ (Symptomatic drugs) $avu16u 1 mrufinruvn::lnr:riruuoqrua'nu vLov'i'lvlo'!u1

l:ri"rufl::!n't:

....... ......rD...........

urullirufin n:coru

n:fln1:

a19rlJyl U:sunvur
09tt1

, {-
612UU',tfiUn?O{A? UUI

Price Performance

o EssentiaI Drugs do

le Non-essentiaI Drugs do

nruvn::rnr:drvuoqrudnuruv torrvtalur n{rLlrumf,tn::u l: luururata0

/f--\

u1{a1151lUU vlYi:a

do



Price Pedormancei SuLfasatazine doo mg l5n

[nruqinT :U:sduqilnT fl ,,tanfr[ueiu1

rnrud"rr:rJ:vufiuqrunrvrzu6enlru{urdoarriry (urrnfi) r.J:vnourirucjofior:rur o'lsiolrjd

o. rnrudqruntrrtrhJ (Generat quatity criteria)

o.o n'liiutaa$'lsl:S'ru Good Manufacturing Practices (GMP)so{Tr{{luraiauidn{H6erur
. .i.ed ; n , .i A < r, .l

aoquic6.16:r 0 Lrrjn?1! rltor.ru?'r8'rv,{ ao lcl-J! n15!:cnuqrunlll LoulvlFiflln"llttllsdflon111

[avr]x'r]!aonriu 0li{0}11lqrun'ryi!'tnio1!firi'rvuo uauarilt6uolulnliudinr: dn

o.o.o) GIVP roluigy{ruAax-erq6rm-rerreirn'rg (Certiflcate of GI\,4P Active Pharmaceutical

lngredient: API) riolt!i!:o.! API

o.o.b) GMP roi!sfvrt,rAeruldruia;rJ vio{ul.:urrlaranriruduldtiogrJ (Certificate of

GMP Finished product )

o.b llnrgluinqaudrurdrfiry (Active Pharmaceuticat lngredient Speciflcation) uav

uT a:gT u,ranfifueiu'ld1tiqil (Finished Product Specification)
. ; or- .i ; d a a - ,Jh,annl:sd{fi: ,1,r0Lvnn't1tr"1,0uur1u'll'ltuan 1''lln1! nt.]n6un1lt touol.lo{?tn1ll tnl1s14vl[o

!1rl:51U !n15 [An{ rnrury]!1nt!1ulJ0{i6n1:.jtn:1s14 uav16n15?tn:1eUn:.inllrvltouul,ol]uvlutljuu

m"riuurlii'l rirfnlrunruvn::ln1ro'rvliuauu'r (oo.) n:vt:xaror:ruqt

finr:iu:atrro:5'r1-lt,o{specification to.lulo'.inei1xli1uei'u1tt1 (officiaI pharmacopoeia)au'r:0

drOr specification !o.iulleien ei'rt'ru'r'looirr1alufii n'r tvnlfiniuvt:lla1o1l&lEt rdo.r:vrloir:r

u1 af!fi o r.fl. bdbo uasarli!fi bvt.r. tedbb drvir: n:niufluinq6roir urdrn'rgratoH6nrYsuritrr
-t_ ^ ^,-&6rrla:uvrruto:11:o{ specrrrcatron tiluair:ror ( Non-officiat Pharmacopoeia ) ntLrJ:vnrnriu

l.r1a:r11.Jro.r specificationdortfllhJnr:Ldorit,tuq rlavu1e]i!'runlli rn:rvliurtol{26n (ln-house
.J vq,

process specification)fraoondorril .CH GuideIinesvSofior:eurnu{oril uo uaslt1sri!luri'rl!trol
,4. c, .

n15-rn:lvuq0Jnl rJaninq9iurllu"ldlFrryu:otJanu'la1t50iu t.lFlo{LUuo15'lulttltJlnu a!!lnu?nu

u{ururin:nivr'oir:rurfirioriruunrtavrl0r:t'rt.J1ro.rn1ri toilc{tarlviaqAud'rurdrn'ry rio zufiglrYrudur
.icv ,

a1r:n:!{,r Lfi[n

o.b.o) Active PharmaceuticaI lnqredient specification (APl Specification)uar

o.b.b)Finished product specification

nruvn::rnr:rirvlnarudnuructa tstoror ntiuruma-tn::u l:.lngruratau

r\
r1.!a'1?!1iliti iil:a urtjriflfrfl n:cors urlarrntn: danaou

{:vorun::!nt: n::!nl: flllrn'E



Price Performance: Sutfasatazine doo mq I d

o.n u'rsn5lun1:rJfiri6nrurafrnrnrur{iEn'r:do turio.:r-lfrii6nr: (Good Laboratory Practices)
r ;.v- .i .l , .J - .iqn :;ard rfi o'LrifinrurfiorTu'irEr6srrirudgrdlEo:rJfiru6mfizuanrrfl:1oi rnllsfnsunrvrt'nlnu

-i,i, 4 a ae
riouJfrr,G nrri rn: rvrier rfrld'lrm:gru doXafitrifin':rrnn6'or uriutir tfio6oki'*acar r:ououirltd'

lnuri'rtrl
-t*

o.d ll'l9l5S1Ufl'lltnUlnUlllasn15n:uo1UU1a1U afltflrUfl2En'l:vlO [Un1:[nU:nUlUAsfllt

n:so'1uu't (Good Storage Practice/Good Distribution Practice (GSP,/GDP)
. n a'^ .j ", -; - - e 1

ifinu:sd{6; r110114}Jfr1''t}.r.lJ0uut''tu.rv arLnllfi'lllPrltnfunlr Lulvv?1{nllQoLn! [avn150fld{

finnolo l*av "u:,rsalnrrririu'lrJmaoovir.r]sioilvrru rfiol#urnrfirJ:civ6nrn!aonn-u uavfiarunrulu'!-

nlrdllioinur u:rrvr1 v5oio.!fluI:nld

b.rnrugiqrun'rv{lafl1! (Specific quatity criteria)

n.orari.rfi aYu:olruanr:irn:rsri (Certifi cate of Anatysis: CoA)
al

{orqU:varri: ufiou!5u!rfiu!ruanr:i tn:rvlinrunrflto.iinqA!rr'xuidrnrg uavzuinrizuri u1?i1t5oiil
aara S -'llrJniunlrrlr{FrluvtLo Uu1]01jure t!uurlli! u1!? n! alun.ilunfuvn:1 n1i011411tlasu1 n:Yvll?'!

u'',u'',r*qord'nS.rdrviur:rJ:v riu ldrrri

lo.o.o) Certificate of Anatysis of Active PharmaceuticaI Ingredient (APl)

lo.o.b) Certiflcate of Analysis of Finished Product

tsr.o.,n) a'ruur Risk Assessment Report for Elemental lmpurities(n:nitilfiri'rdo Heavy

metats)

h.b n'r:Yuro.iarunT v{flan,i6uriu1d'rrio:ilolnNrjxu{lun, Uuonvtdtilrdofia (Thhd parties)
. n de-

isrQrJ:sa.rd:rfio1rifrnrru rfioriu'irurfrzufinfinr:nru4 qolnllrtonnlv!?!n'ltttAn n15ul?a

iln:rvri ttacfi :v Bv6nrvllunr:fnurl:n 1oufinr:Y!:o,ia n1 eY{n6i1?o']nvd1u{1un1uuonfrfi
, .i - ou ,is' 4 e.

n11:Ju1"d0no Llnn1:5u:0{nrun1v'{tJa9trl fl110.ru1f,'ttiQ:lJv L:i{1u1410lJluvlu'ltlJuBltJa9l

;; ^.;;.;r.*.*, *"o,,ty data)
tA . c

in0Urrd{6rtl0: tU5uurvlu!tJan11!n{anl'vr110,itJannruq u'ldlLlelu ?1,l n'lSnnqllr]uavrna0u

n?'rr..rn{anlvrronzufivrfirul4urotirlriotflol nruvfiiorndirfifirYruliart6'iunT:oWi6vruttuxud2 lou

dr.rdli6nr:irn:Tvrifildrrn:gru finr:*an.:unrudrrn:Iruto.ii6nlritn:rvffiatLr:nfieadnlun':
anillrlo.r,rAn,irudludru ,onJnuni, n'r'rl!!:'1, ur',rruiq-rdna, qzunrn6u1ddr6'19nru{#T vuouav

r:rn:oruhoir:rural Ltolasiluull urv#ntrueirvYrl:vriutdurieirrurronall!!ao.:fl4fll:finsraru

n{frx (StabtLity data) 1o er6'ol!:cno!eir u

b.sn.or) drturtonal:traoirtanllfi nulFlll n'lm-llvguu1? (Long term stabitity data)

io.en.b) drrulonar:ttaotrianr:finrc1ox1r.]n{d'xluan1?sti{ (AcceLerated stabitity data)

urrarrtrr.liri frvr:a urarrntrr: {ogaou

tl5ys''run55un1:

l.t'tu1Jota0 fll3n1g

n::xn1: nt::.1n1:

nrucn:: nr:rirvuoqru6'nuruvtonrvto.ror n{urundtn::l 1:{rururatau

&



Price Performance: Sulfasalazine doo mg ld

b.sn.rn) drturtonal:u6o.irJan'nAnurolttro,lo-ltruvtiarl,{ (tn-use stabitity data) n:oirflu
;v d d I 'u1fi do r116rlvSorAool.rrioulduson:niurfr ar:-r:n l{ldvaruoi.:vd'.rrijol{

b.6n.d) iilrulronal:ttar]{r.ran1:finuin?1}.Jn{rt'?:suuulr (on-going stabiLity data) ileirqn

h.d n?1$a3Jllato.iHdgrrifuqiu1 (Bioequivatence)

a i dd. -i910U:s6.in: t 0t!lUlJLvlUUtianlSfln1Jlt'lA1]f;4 [AVilsnlOlVl6lUn{1UR !n:?11fl1:011..l1:UAsg1

trild'trinr:iu:arflanlrAnuliiduqa r,riofi{orirvuolri'finuraruarXato.rzuAnrYrudsltdlr6ufi'u

{orirvun ASEAN Guidelines for the Conduct of Bioavaitabil.ity and Bioequivatence Studies u6o

rifio n r:n'nurfirrJ: sfivB zua uavtr al!ato.xruA nJi[udu1n:uv]r'r{6ro'r:ruatvdn!1!ti'rvirrJ:v riu
LOILN

b.<.o)a'turua'nt1un?1!a !ato.itu6rtniruc{ur (Bioequivatence)uia

te,d.tr) {o{aNa nlivro aorJn?1r.t tvjl tfru!vt1{ tna'tn::!(PharmaceuticaI equivatence)

rr.lir.r!rfiu!n'!urdurur.Ll lun:nitril':ru.riuzuan1lAnul BioequivaLencetrtio

te.d.b)ri1tLr'ri'ru{iun1:Anuln1:aua1u (Dissotution) luuroru BCS ctass dta;u
biowaiver sr't ASEAN Guidetines

h.d n?'rrj[?i1 rfi u lunrtinurriu urdu[[uu (Therapeutic Equival,ence)
rAce

annu:!d.:fi: r aLliuuLruunrunl to.tr]anr ?rula1t:nlunlu']otuttuu ?lrnoln'lflulvavlonlYl- -- _

*atelr:^laoo:io rtiu,6urri'uraa"ngr!ri1ui!l5srir-r lduti

le.d.o) ii1ru1ron61:rlaoinlrlrii!n1rur:1lu US.FDA. Orange Book r,tia

to,d.b) ;i'rr1.J1rond1:rLag{nr:'[ei;lJn1:i!:olorn European Medicines Agenry (EMA)rato

lo.d.sn) 6i'lLurronalruao{nr:'[eii! ni:!::l1u:1unilr.]6nrizuriurarrirglvrififin'ltrlvirrfieiil
'[unr:drrininvrniuurfiuuurtardrrin.iru0ruun::!nlioTir'ltutavu'ri4io

b.d.d) ri'r rul ro n61l rrao{i1eJ{1un1ifinu'rv nao.iyr1rn6fin (C|,inicaL triaL) fiillronfis
!:yAvdnlr uasla't 1L rvlr rt u!riufllj u 1nuLtlJ1J Lunl:tj']tfi5nul t:nt0{ultoal q,vltduouiun?rl

;1nl vto ytu{lufl'r5q nu'rll0ao{vnioain (ctinicat triat) fruanlfiflJ:v6vr3nrn uac{:vivlBHatol

ur ua soior6fi r:vflullrariyrl{nrr ttfl v d
)- a

b.b qrun'rfiro!n1ruvurr1fid'!ri6ur aaln uau son6ltri'lriuuld'ruiurJ:Et1tu (Package,

Labeting & Patient information leaftet)
i e . e 4e)

inqrJ:v6{6 : -rfi0!:sr}lunfun1tt0.i1Jr:0rl ?rrtasnxl1.]0n910.:n:u0?ul,0i0a1nu'l9ll{nl vlLnuu
!-

1101l1.l11sr1ruuFt1:lJU1L',tn!atunil!ntuvn::l]fl1101v1i[4s01 n5vvl5'].:d''15'l: q1

- rfi orJ:vrfi unrrtlqndo{ ni!fixtlrouonalrrilri'!u1.ilviur.J:vtrturYuuuxvn.ro'o1i'r

r0nal5n1rl!u118.ialun{1uFtfuuntlx]n150'11.41i!!avu't n5svt5?{a1E't: q1

vann'tua'11,15!n1l!lvtl.t1.t [ottn D..........dl'$1...................

1.]1.!AT',l51!UtJ vrfl:A

:351Un::r.rn''r:

u1uufugfl ntuQlu

fll:lJfl',ll

ur.rarrntn: i'unaou

n:l!n1:
novn::unr:riruunnrua'nuruvrowrvtarur n6iu rrun6'tn::! I:.rfl urrratau

4y



Price Performance: Sulfasatazine doo mg I b

" i !.
lE.u.o) rir rurn"rt a{uvrv rrluuol'rfr u 1 (uu! yru.oyio u.o) rildruyrjr ua vyii',t tr5otr

,.jg
:1UAur€iUOnzuanU v LA 131r0iUlA1r50lu1ltuvrvt1JUU L?

te.b.te) dlr1,l,ltonalirilriuu'rd'tui1jltstltu (Patient information leaflet)

o. u3nt:udlnr:tru

rn dni: :sriufrl{tufi or:ruruinrrv#rnr:trotol{rauomnl ({tlu) ld'uri
.; - v )d vJ-,

en.o 'l1l udnLUdUl-lt?nrl 9lUlvlJFlAlq (Unt?UU1fllO1q t!tnlJ o luAnQln?UvlAla0)

6n.b n'u :vri!n?ufirvrolorio{uauoen (rridvr,tBod'ruvtudlv lu:lun15u1fit6uo)

.D. ....h.d/ .... .....,

u1.3 f,',l16 ',',]l lU U Vt',Wl A

:vorun::!nrl
1ru!fllflst n:un1u

nll,.ln1:

ut.:iltnttr: {'gtaau

n5: n1t

nruvn::rnr:riruuonn:a"nty6uvrQl,ncgo'1ur ndu{ruma'tn::u I:.ruururarau

e1



Price Performance: Sulfasalazine doo mg I s,

sr1:1{[rdo{aeuuuIn qin1:drs[fiurlasnuuuuqrun']yrHinfirurfltndaarfiru (Performance)

Performance: nsuuu16uoooncrruu (6nrflufrodauiauac uo)

o. rnruriqrunrnvYrl (General quality criteria); acuuutdu gld 6vuuu

o.o n'lti!ro{r|'rn:tr1u Good Manufacturing Practices (GMPhort:{.l1ur,r3ou3dm{Hf,nur ;

bo fistluu

o.o.o GMP towi$vr{rfinin06! (Certificate of GMP Active Pharmaceutical lngredient) ;

6,c; nY [LL]U

udnu QR code rdoiurar ?u{1u PICIS participating authorities

ul{al't5't1luu vlYi:6

:sn1!n:t!nTi

u1uutufln nSvn''ru

n5t!n''t:

tl,ia'r':ntfl: tux6au

n:: n]t

a'tou rn ru Ei n1:rl5 s rfiu nsttuu

{26 n6'r ur air n'rgldil nr :ir : ol GMP-Ptc,/s1nufi d? u.!1u Plcls partici patin g

'6 JJ v
authorities lurau?ofirfiurdo.rrYu nptn:nitrj:vu14l'rn{ntou do.: *anlr,tanorutr

npt ldYr-rounrmlr.ir.rFnornvrirulruiofi rfi urrio.:

oo

l€l
fr26sr6':ar:irfirutfrilnr:ir:or wHo-GMPlufi rr?odrdurda.:n'u npt

-' qptldirormnl#zufimo1nvil?u{1uY6fivu'tfllJotQ1.J 0l0.1$Ao{uannl!x1,

n: Lr]:e!
)einult0i

6.r.d

m

{n6o6'rurdrdrykiirnr:il:o.r GMP olndisrvr6r{rufiorlur,rurndrdu?{o{rru API

n:dtri:vlvurorlolar.r eio{rao{vd'nrl!'jr APt liilor4grmlrizuFfi a1nv ?u{'uY,

v tnu?t0n
r, g d
Lll r 1,1[.10 u ItJt0 6, 0 { t 0 6n tl : O L! : 11 5 O.i 1.1 1 rl 5 n 1 U fi { n a 1'l 14 l.l O 0 1 U 14 ? 0

0 B :&1r'')'t.i : 0 n1::lJl 0.1
o

nruvn::rnt:firur.ronrudnurusLal,lrvtalur n{:rrrumdtn::u I:.:nururauau

I

.i-...\

t>2



Price Performance: Sulfasalazine doo mg ld

o.o.b) GMP ro,ilidr{ii6olu1cirr5o;rJ raia{rnlnr::lzu6nrirudurdrrSogrJ (Certificate of GMP

Finished product ); o,o nsrruu

rdnu QR Code udoduv1 d?u{lu PIC,/S participating authorities

.,........irI-"'-.......... .

u'].3 fl''t ? 6']l luu vl?t5a

................u.?-...........

uluufi.lfln n:u01u ur.rarrnwr: dataou

livol!ni:!n1: nt: n't: n::!m:
nuvn::lnr:druronrudnuruvroyrsto,rar ndurrumfltn::r 1:rurLrvrnuaa

a1n! !nrudnl:rJiB[fiu AgLLUU

o

rir.rfinurdrlil:rlldiunr:ir:o r GMP-Ptc,/slouilri?s{1u Plc,/s participating

authorities 
'luvuaodrdurto{fi'u 

Finished productn:titri:suuu?ni,'orau eio':

uao.:radn5rl'jr Finished product'lriYr.lor4grmhizu6nornr,rilru.:ruigfirdurrior

b
{H6murdrrSo;illdYtinr:Yr::ol wHo-GMP'tufi rr':odrdar{arfiu Finished

productninil rcu4 '!o{o[nu oiaruao.rvd'ngru'j'] Finished produakiiuor4yror

tv rra na 1nv1]1El.t'tu5611tn u't1r o.t

s,i.d

en

{zu F ou ra'r 15o;rJldil n r ::-r- : o r Gtvtp ornrJ :;ru n{ruBoluuurndrdur{ar n-u

Finished productn:fitri:vuulrodnuou oio.:uran.rud'ngru'i't Finished product
, w -ii v

Lo:Lou6rr'191 tvruann1nfi u1u.i'r1.rli1ltnu1fl 0.1

d

r.o J
tti ttil t.i 0U llllj 0 o O.lt0 5n14lO LL:1J:0.1:.191:!'lufiinal'ly O0'lU 1,110

0 u: s 14? 1n:0 n 11511 l0 'l
o

a"

oo



o.b !1srt5']uierq6u6'rurdrn'ry (Active Pharmaceuticat Ingredient Specification) uac

rilsri$luarefl ,iruritndliogrJ (Finished Product Specifi cation); d n!ulu
o.b.o) Active PharmaceuticaI lngredient specification (APl Specification);d nvL[uu

rfl 1LO:U 1::U tun5ol u:'lU n1tU n :0 .t Spec Ification

410! rn s{nri tvfiu nJuuu

6)
drrdr usp, BP, Ph.Eur., Ph.lnt., JP afurirqo sr1r]!5vnlfi rio.t :cleir:rur af!
v 6, fl.n. bdbo) [a& 0!1]vr te 1r.fi tedbb rtavufrltlulrvtfluusiriuurtta'r

te
dr.r6.r uSp, BP, Ph.Eur., Ph.lnt., JP auiurrlrtthsn1f, 6ol:vr1dr:ror or.ilfi t
fl.fi. todbo trav a!-lrfi b vi.p1 bdbb uavurihlurstieluoirir:urud'r

6n

6ll

drr6.: usp, BP, Ph.Eur., Ph.lnt., JP afllollilvnrfl r,tio arir-r1viln'iLj:vnrnr

t:0.1 :s!a111U'r [qU01{A{rJ1nfl?'] 6) OUU5?llnU
le

dr.:dr usp, BP, Ph.Eur., Ph.lnt., lP aliun1!tJtvn1fi r,lia ofulviln'irrj:vnra
,50{ r3!a1:1u1 ugitl{ lrito[[n lt [u?rs[uuun']:uul (rona'l: u.d u.iLlLnlunl:

i!:ororn ou.)

6)

Jx ,!
n:ruruu51un15u'lvt u [ntun1:lul0.t 5pecifi cation'[ueir:rur

a10u nsBuu

riJur-nq6r d'r u rdr 6'rgt ol ar6'u rur r (tnnovator drug) d drr6.: tn-house

speciflcation fiaoondarrYt general chapters mtrit:vr.fiu USP, BP, Ph.Eur.,

Ph.lnt., JP, ICH Guidellnes (Qk A)

d

te

4'
,f,ur-orq 6r-rd'r or;irrr'rytor o r6 o a rfrg (Generic

)U
speciflcation raoonao.in-U general chapters

Ph.lnt., JP, ICH Guidetines

drug) ?10't.i 0.t In-house

Ph.Eur.,ntrfi:vrJu UsP, BP, b

d

uT.raT16',',t1luEt vlfl :a
!:voiun:5rnrr

u']Bll fi,l n:uilu

n::!n1:
lrarrnwr {otaau

fr::!n1i
nruvn::lnr:drrauoqordnuruvrorrvta rar nrir'lrurndtn::l t:ilrur!rarau

Price Performance: Sulfasatazine doo mg I d

I

@

rnrusinr::srfiu

--\--_\

.t:.,..i... ,10 ........H*.-.................



u 'lutfiE

- n:ai{26mm-':uriirdryrato{zu6nur;iri5o;rJ lri:vrlofuto{sir:rur tflyrtanur{l tudturdu
vw lf, uusiriu urfid!yc rf, u!1{6'!6iru-nrruo ruvn::r n1:01v1:!!avu1 (ou.) r.riatrirj:rn4otTuto.:
. Jv - o o - -i
oir:rurfrdr.!d.t"[udr rur [uirn:rc# (Certificate of Anatysis:CoA) aruv n::!nlltoa{1uarifrov

", - !, --. "l:u,:.tunuLr1.Ju [u1411J0U Lv.1J1.J L! 9r1].J LvtJ 1v AL n1

o.b.b) Finished product specification;d nvttuu

Price Performance: Su(fasatazane doo mg loo

urrallntr: t'otaaulrratl5rrJfid fin:a
115Yfi 'rl.,rni::Jfl ''t:

1.JlUrJ0tflfl fl5unlU

n:t n.E

nl[uu 5U1[O5Un 1t5UtA Specificatin: 71Un1 { on

alnu rn sinr:1J:srfiu aEuuu

G]

dr':61 usp, BP, Ph.Eur., Ph.tnt., JP auiurir4rr nrrU:vnrn udor :sr.lsir:rar ofi
.,i uo a

vl o 1\.Ft. tcrdbo ttau aluvl b 1^.r tedbb ttasttn [fl luylstlJUu9t151ju']tta')
d

l!,
drl6r usp, BP, Ph.Eur., Ph.lnt., JP atiunrurj:cn'tn rdol :v1dr:retr aril
v,t.fi. bdbo LLas o1i!fi b fl.n bd'blo uasufflttuvrvtfiuuoirilur*dr

I
Yl o

ol

m
drrdl uSp, BP, Ph.Eur., Ph.lnt., lP afl!rl1}r :vnrfi uio oriul1liln'irrJ:vnrn

Lia{ :uU$l'151u1 !tlu01{0{!1nn?1 o OUUSI nU
b

drrdr USP, BP, Ph.Eur., Ph.lnt., JP atiunlrr!:vnlfi r,lio oriulr.rilniTj:vnrn

r,ior :cueir:rur uddrlrilduri'ltrtuflvuioueiliuul (Lon61t u.d tilhtd'iunr:
ir:ororn oti.)

Jr 'r r-n:dlf, ui']un1is1frlilkiiun1riuro.r Specifi on

G]

a""a''r)

a10u rnfuqin'r:Uiv!fiu

G)

rturufi nriru{urdruio grJtoraroiuu!! (!nnovator drug) d dr16.l tn-house

specification fiaoond'olril general chapters nrrLn':vl]tu USP, BP, Ph.Eur.,

Ph.lnt., -JP, ICH Guidetines (QbA)

d

b

ru1uzu6 niYrudurrir ri t grJtor o rfioarrirg (Generic drug) n'drl6l ln-house

specification fiaoondolrit general chapters flrrrdrvltu USP, BP, Ph.Eur.,

Ph.lnt., JP, ICH Guidelines

b

nrucn::r.Jnr:rirvuonrudnutucrartvto.lor ndrtrumdtn::r 1:ugrtralau
nt:t]n1l

(\
k>/-

"l
0suuu



" udnu QR code rdodrur l:'xrudf,#0.:rlflt6nr:
ControI Laboratories

-l
vl0 qtutirgfi:ruda wHo List of prequal.ified

Price Performance: Sulfasatazine doo mg I oo

uramntn: {ugaou

n:l nl:

o.sr rJlo:E.lufl'llrJfrri6orruufinrnruc{i6nr:d6"tulio.tr-lfrthnr: (Good Laboratory Practices);

b nutruu

ul.ia'11n1!uu vlr:a
rl:volun::lnt:

u
t.J''t u1t tuYlfl fllvnlu

n::l]fl1:

alo! tn ru,i*r,Jr*fi , (16on{olorioudl) nsuuu

o
r{luardtio:ll iH6nloul:rrr!fikiir..r:ourn:oru GLP o'rnv xu.!'rrr{ 1.t1tu1[ton0

-;t
fl iouuao{ar''rtu1t0na15ti.:na1'l tu luvluulauoulsnlo51fi'l

b

le
utuurdl6ogrJ fi zu 6olouI: rrrufi fi fr o nJfr r.ifi nr:!fl il nr:il:ollrn:gruo glu

1.1fl11:roiio wno List of prequatified Controt Laboratories*
le

6n

rfl uurdrrio;rJirzu6nIoerl:r':rufiteiitt:o.rrlrn:tru GMP-Pl9s lnaililruqru

PIClS participating authorities
b

lrifi ro nar:dlnriruruao.: o

nrucn::unr:riruwrqrudnuruvtalnvta.rur n(u.rrumdtn::l 1:snutltatau

(-\
l.-Z

....................nv.(....,.



eat
o.d ,.1'tglloluflllrRuinulrrasnl:n5sa'luu10l1llfianlfl ?l?Efl1lvlo tunlllnulnu']ua8n'l:

b.[n linfun']vrtov{'lc (Specific quatity criteria); bo nvuuu

u.o vri.:6oiu:o.rHan'uern:1r1i (Certificate of Anatysis: coA); bcr.d Rguul]

ler.o.o) Certificate of Analysls of Active Pharmaceutical Ingredient (APl); oo nvtluu

!1.r6',r1n{r: d'uldou

n5: fl1i
u].16]',tnl!uu Ytr:a

r.J:voun::lnt:

t
4U-

#;;;;;;;;;
fl:l!n1:

al fiu rnruqin'rr :urfi u G6onriolntoudl) nvuuu

6)

el i!auru r rl zu dsr/drtrv5 o air u r ua v {iuirl [o5l n1:iul0i GSP/GDPo1nn- - t &

drrinlruarus n::rn1to114'rittavul vio ornrarirolru third party dritiiofio

rdu SGS, Bst (naoovit':ldqrJvrr!)

le

{iroryyrmzu6n/rirdrvioa'rur uravrjir:drltriiunlliuio.trrto5nr!nl16!fnul
11.J GDP-ISO 6tooo o'lnv lU{1uilro{fi[a v n15 n5v0] u a! fil rl1:.1tll nl5

ri, 16ofio uju SGS, BSluasd.:odlutirl:vu s[?41:u50{

ol

m '[ri uaor ro nar:nr:ir:orrrsl:t1! GSP/GDP o

a'rfru rn ru q,4n r :r.J :v tfi u nvuuu

o
fl anlii rn irvriinqfiu m:1fi'l API specification n:uqnfi'lliotro.i UniversaL

tests uarspeciflc tests rYltol SuppIier uasManufacturer

l.!,
r.ran1:i Ln licliioq 6r n: r flr.l API speciflcation 6ruInfi?{oto.r Universal

tests ua!Spec iflc tests taYlrvlo.l Supplier tlioManufacturer

m
r.Ja n1:i rn:ruiiu06! rtt.i n'! API specification

tests tartvto.i Supptier $asManufacturer

n:1J14n1i'1{o1o{ universal

d
iia nrri ro r 1sl,iim nd! gr5{n-u API specification

tests tf,.:tol Srppti", vioManufacturer

n:uvrn'?{ota.! UniversaL

ruanriirn:1vdfaq6r API Specification uritrin:l1nri'r{otol UniversaL tests

rrAYSpec iflc tests Lofl1vto.t Supplier iaManufacturer
b

k)
rranlrirn:1vfisr06! API Specification uoitrin:ur,1nri'rriotro.: UniversaI tests

ttasspeciflc tests l'te'l1o.l Suppller L[asl!'lanufacturer

nuvn::lnr:rirvuorqrudnuruvrourrtorar n{rLrrumd'tn::u 1: trtituratau

Price Performance: Sutfasaiazine doo mg lob

nlvelsu'r (Good Storage Practice/Good Distribution Practice (GSP,zGDP); d nvuuu

R

o

I

oo



a10u rnfuBinlr!rsrfir.r nE[[uu

o

zuanrriLn:.rvrulai'r[5n5! erl{fi! Finished Product Specification niuv]nrr?uo

ron Universal tests $aB Specific tests uasfi nr:u6olalalu;r.l{oXartlrJiurzu
(Quantitatlve data) viofrrtat unriu frr{o Physicat description

oo

le

tuanriiroiivl4ulrilrior n: xfl! Finished Product Specification n:!1nfixto

ro{ Universal tests uas Speclfic tests usifinr:uaollatug uuu"Conforms,

Complies, Not detected, N,/A"

te.o.b) Certificate of Analysis of Flnished Product; oo nvuuLl

b.o.b) Certificate of Analysis of Finished Product; oo avuuu(sio)

4h.

1r1.ra1?!l{id fr1ra

Price Pedormance: SLltfasaLazine (oo mg loo

u1':arrnrr: {srtaou

r.>-

lisnlun::r.tnit

u1tJU flfl niuilu
nt::tn1: fl5:'JflT:

a'rou rnfuvinlr sv6u Frgttuu

en

i.ianllirFr:1sl.iu'rGiltin:l 0t::ri! Finished Product Specification nlllnfi?to
taflrvuniversal tests !!au Common dosage form specific tests rtavfinl:

Lrao.iilalu:!{oila u€llirLr ru (Quantitative data) vio d'rrat unriu li'rdo

Physical description

d

,.Janlri1,a: 1vvu1dr r5o? n:r n'l Finished Product Speclfl cation n5!?lnf?'t 0

ray'{'ru Universal tests 
"rrav 

Common dosage form speciflc tests ttoifinr:

r160{2alu; !lul!"Conforms, Complies, Not detected, N/A"

ruanliirn:1vrur6irr5o;! n:ri'u Finished Product Specification a:!{nfi?to
rafl rs UniversaI tests ttavfl n1: uao{tra'tu;il?io4artlUilrru (Quantitative

data) uio ri: lat onu{u ta'rdo Physicat description

b

k)

zuanilirnilvvula'l150!r.J nt.rriu Finished Product Specification nllvlnr21l0

rafl 1v Universal tests udfi nr:utaoxzua1uiilu!!'Conforms, Compties, Not

detected, N/A"

o

nrusn::unt:riryunqrudnuzuvtorrrto.rur n{u.rrumdtn::rL I:{nurulalau

I



a'l r11J tnsuqinlt tsriu fr3ttl.lu

6
fiRisk Assessment Report for Etemental lmpurities [60{?iwoiAPl$a! Finished Product

Ae-
u5o!iuurr=ld:-ul:untixqlrj'[ori'']141.Jotor ICH Guidetines (QoD)

6'i.d

k)
fi Risk Assessment Report for Etemental lmpurities tl6o.lLolllv Finished Product $avi

metats lu Active Pharmaceutical lngredlentn''Evflaou Heavy

fi Risk Assessment Repoft for El.emental lmpurities Llao.:!o?{1! Finished Product m

l'Risk Assessment Report for Etemental lmpurities [an!t01113 Active Pharmaceutical

redient llaufin1:vlgrao! Heavy metals 111 Finished Productln9

iraurvnr:uoao! Hea\y metals 'l! Active Pharmaceutical lngredient Specification

ttay Finished Product Specification

Price Performance: Su{fasatazine doo mg I od

b.o,sn) drrur Risk Assessment Report for Etemental lmpurities (n:nitriirirdo Heavy

metals); 6.i.d netrl,lu

b.b n1i;uio{q nlilrranriruriuld'rriagrJo'tnilrj?u{1un1uuondil'lrdo6o (Third party); d
nvLtuu

'n:roao!ol"r:-!errfi 
oq1u WHO List of Prequatified Medicinat Productsnu6.:r{rirudr

u'r ta11i1u1JtJ vltma

!ivo''rt.rfl5:r.J nl:

................4Y,...........

urorirufrn n:ulrg

n:rtn1t

u't{a''t2fltu: tSxaa!

fl5:Xrfl',t5

flsBuua10u rnrueinlflJ:!rfiu G6ondo'[ndoradt)

do

Ja
l1frn1:u1YlLauo0u Lu Green book l-nlirlou nrrlivru'rfl ''l6rlin'r:uvrvrtioi.rusirri!

fi . firflo1iu

l9

; a. " - ! o
i1u nr:uliT rauorilueirY!urfrou Lu WHO List of Prequatified Medicinat

Products* lrac1fii!:o.iv]c uflIun'ritrurorn;irrin{tuFr vnil!n15o1v't:[auu'1

6n

-.-tal]0xrtoranl::1r:o{nrun1fl zuanfl ol9l o.iLl

- r.r an1ln r?oirn:rvridT urutdrio0n'i't m ilnr:H6n rtavfi"]{on15n:?o
, a9a

iro:rvrido.rlrirloun'irrir'flofrrcuJu Green book a!i!ri1Aofril:1nr:10n1tu160

al furfluxnu
- aa e-

- r.lan'r:-rn51uli a1u[urf]u dlllLlJ0lniuvlLfi:1J:0.izuan1l? Lnlluvn{'luu:vn'lfl

1]:vn?ot1010 ta n11:0una

- srt'r 0i rn : 1s 1or ull'olr-l fr 
ri6 n r :6{l'trhiolrJfr ri6 nrrto{(zuAfl B lfittin1riuro.:

n?1!41!1r01i'o{!frt6nr:vroaolriuul (Medicat testing: ISO odod6() nu
J -ol]']n:5"ru ISO/IEC os.robd accreditation body frooliuluivdualna IILAC

MRA Signatories (lnternationaI Laboratory Accreditation Cooperation

MutuaL Recognition Arrangement Signatories)J vio lnudrrinlrullln:flu
llouJfr {6nr:to.rnr ifl u1fi 1anin1:ulwrd n:vvr:llatot:ru6t

j
tlu n15 ulvrt

nruvn::rnr:riruuoarua"nurulrar'{rvro.1ar nd:r':rumdtn::u 1:.rrgruratau

https://extranet.who.inypqweb/content/prequatified-Lists/medicines/export
.---\
t>a



Price Performance: Sutfasatazine doo mg lod
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