
4rudnufucroY{1sl,o{u1

U1 CyctosPorine bd mg caPsute

to{ Il{nu1ulatau ti::ri, fl':urj:vu1 bd(bd

@. n2ludalnll ul cyctosporine lod mg capsute

u. inqrJ:vArri '[dr.J:vnoun.r:i'osiouro-oyrrJr 'l#[d'urslrrlnrrugioonr:dtirraurrt,qrua'nuruv

ro rc$olurn-lna'rr rirl#triurn'l'qrualr.l-n'q nriol nr!fr?u ,r'qrunlYlnr uurn:nruritaun uaci

r.J:virBnruaur:nrj,lLrlqirirriofnurl:nlfr{r.Jruto{:{vruluratau rirbirfinilarJ:clutridu{:Jrirrio
J

vt'r{i1tnll 1nv4fl

ur unlgariruiuiltJ:vvrru

u1 o capsule rj:vnolpiruEn Cyclosporine lod mg

!rrn]u!:ilriruridrviuuri!rl:cfl ru tloaivr ttas gioldolfiuual

o n fr o r n : r ti"l u t-o lo u'l,rj au la' o u ua vraq o l' r o : r ua v ud a fl luoa r n

!:cno!o':u tonl:n1 tonru'r'drrYrg doa'rurJ:unoldu 1 tolur

nrrru:o,lior.Jirrzuar:drriry uatrvttl'uuol"riuur tatfi nr:26n iu

16ou tlfi nim ltavl4uoo1q do{zu6nrravanruizu6n lfluoeirlriou

d. qru6!fiafi1{tilnfin

ruanr:n:loirn:rvriqrunrnurfrorr"iluhJorufi"tdonr:irn:rvrir.rinfrrudordrrioSrJ 
( finished

product specification) $aynltitn:Tvdqrunrvrinqdu ( Drug substance specification) lnUdrl6l

nlnrnd'{gi.ri!a!-!16urrYu rlldrnf,rsirilvr''ldiir.rOroiolr{]uof!dlfiu!rvitaiolurin'jrorjuurn:5ru

rndrsi.riutooirYlvrds nru!:vnrrn:vyu?.!6'ti1:zuqt 6ol :vrldriuur (arhd U) vr.o. UauU aliud

Gn n:n!1nl t\.fi. bdbb (all:vnrrtlu:rtfioorqunuriufi bb n:nllnll to<uU) *avldir-rnr:ir-r:ol

orndrrinmunruvnlfl.tfl 't:o114'l:Llacur n:svt:tlalor:ruatudl

,.rar.r1:el:?oi[nt1y{qrunruoiolfiri'.lrionr:i ln:rvvlhiioun'j1:1unlrYr]rilvuoluundtsiri!d

rir.r61 d',.rriol1jd (n:dfidrl6ilrim:im1lLoriufirirraln l#uu!rna',tsl'riuddr.l6lrJ:vnou)

*", r .

o- nIudllUflYll tU

m.6, 5 INU

..u drurj:vnou

q|.qt U5t1n 11

gl.d OAInU'l

u.r :61?6',lu1]u YIT{5d

I
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nl:r]n1l

urlamntri: t'agaor

n55!n1:r.J:votun:lunt:
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lJO Performance tests Specifications

@ ldentiflcatlon N4eet the requirements

b fusay
do.o% - ooo % of the labeted amount of

Cyctosporine

m Uniformity of dosage units* Meet the requirements

d DissoIution*
Not less than do% (Q) of the labeted amount of

Cyclosporine is dissolved in do minutes

d Water Determinatlon NMT sn.do,6 (using finety ground Capsule contents)

d. q duiihvl.rfltnfin (sia)

d.G) n1:n:?nirn:1yi.iU.ro1r]nliitnllv#qruR11,1ti6nn-rudU1drr5ol! ( Finished product

specification) lo,lu'l Cyctosporine Capsutes(USP d6n)

d.b n1:n5?ne rfi51v#Urnl!n15i !n:1vliqrun1il{nqfi! (Drug substance specification) 'ttolur

Cyclosporine (USP den)

14U',lUtl,lE

- * rY.lrio Dissotution rl,av Uniformity of dosage units lfiuuuronarluao{5'luast6uo an'l5sl5'ln

ira:rvri vrnfildudr:ruac16utrdrfl ufi'rratlfluh Con

- nrfidrnyyl!'eruuu{lnr:riu (Waive) n1:rrl?a6o!iLn:'lvli:1Unl:'totriduuaolron6l:v6'nf 1u

- , *v-
fi{na1?fl Lo5u0ll.ltln?u

- NLT = Not less than,/ NMT = Not more than

.......:t.........................

u1r61161lJUu YlT'i:a

U:vorun::unr:

urutlirufrfl nrvnlu

nllunll

rrrar:ntu: {aXaol

fl5::tn15

Specifications1to Performance tests

Meet the requirementso ldentification

ctg/.o% - ooo.d 96 of the labeted amount of

Cyc[osporine (on the dried basis)
b Assay*

NMT b.o 7o01 Loss on dying

lmpurities

Reporting threshold is o.od96- Organic impurities

NMT o.s'lolo- Any other individuaL imPuritY

NMT o.dolo- Totat impurities

d

nruvnemnrtitttuct qrudnuru, !fl 11'lrllolor n{llruundlnral lxnurlrn tng

p



fi rauo:rnrsio,tEudrrurnrr,rriruronar: yrioualarufi odoiu:orronar:lnu{fi druro uav

}irEulrird'uranar:t tioutcu14ulutat tonar:n1udr dudssi olild

d. lsoultou il

01vt:[asu1

rruvrcrfi 
uuei'liuur rdoritar.iru'lurj:;r nt u ua!d1ua{ rril€i{HAel(.o r0nf, 1ln'l: ttlluolitU'lnt

A.o., drr,urlUrirrirynr:tsuvrvrl-uust'.tf!ur (yu.te vtu.6n ytEJ.d udrursin:fi)'luntfin'rfluuri

r.rdoluil:vryfllvlu (raurufil yu.rr) 'lun:niirfluarrirrtrudonr:utjsr::1 (v rufrl vlu.') uar1un:6d

riJuutirr{rornsir{rj:vurn (vuretfi { fl u.d)
. ,d.

i4u,ru[i,tq: n:ru nr: rua uu ut]al *ri1t {tri'iuoqrgm ua ra nrud aa s] ltirLuudr lu'r n'1$o ur 1l

rrjduu$rJar:ru nr:'luvrvrfiounhfuar (utltl vl.u. ct) v:'o drrurn'rto uritgnJd uu urlal:rtl nr:'lu

rcriuuel'riuurrdurfi'u{iuor4groruavaorudzu6sr (tr!u u.d)

a.o,.u dr turlu nht o{"uv* uu'uut,r vu.o v:'o u.o 1,o{ u 1fr tauo:r nrn:ulnufr niou

:ruav 16 unritdo ril,tururo:tru n1: nluqlrqolnllltolar a oniruc{urdr 15 olJ (finished product

specification) uav.flO rirraUo q runrnt olr-nqn'Un-1U ldl riqJ (Drug substance specification) rJdu

vrvuu'uulflnudrr6':oTnrndtpl"riuotir-rrdurrYunurl:vfl1fin5!vll?{a1or:ruqt vildlndteiliudld

drl6ldo$fluoriudrfiuur,virraiolr,lrjn.jroriturn:Srumdtor'rYdnsiriuvdl drr.l:vnotriru

a.o.to.o irlqfiln'rurdrn'q; (Drug substance)

- drrurdoriryunlrn:grutolinqfiud'rordr6'rgdduvrurfiuuliriuatrrinlrunruunlsrnll

0't'1'l5Ua3U1

- drrurriorilauolrn:orutorinqdlm-r urdrn-rgluol"r:r urvl'lddrl6ltunr:dunrriuu
iv ' ' " ' oiil n r:fu: o{lusr'r:r ur (official

tor,rrv n: ri ti ug r vt- rlo riruunlro:!''1ut0{1n qo ! tl'l g 1a 1n rU t

Pharmacopeia)

c.o.b.b H6nrirudurdrril;rJ (Finished Product)

- rirrurrioriruururm:r.rutolinqfitoiruriirdrydduvrvrfluul{fi!rirfnlrrtn vnl:rrn'll

- dr rurdoriryuolrn:grurolr-nndr oY':urdrn''rptloir:r urvr'lddx6l'lunr:duvrtr.l'uu
4u ' " - ' i:-r nr:fu: o':'luqir:r u r ( offlcial

uo r r v n : fi li u u r ri ci o rir vu er r o :! l utr o i a fl q fl u 91'l u 1 a 1 n rU Le

Pharmacopeia)

c

)J>/
u"r:al?n'lu]ru v :a

!:vorun::unr:

ururirufrsl n:vt'tu

nt:!n1:

urlarrnstr: {utaou

n5:}Jn1l

nruvnrlnrtriruunqrudnurwtonr;ao'lor n{llrur,n(tnrt lt'lnuturotng



1{}l,tutl{E: n:doq:vr,l.jrltoul6uuuilar*fi't1,i6irn:Tcittav?iorirvunlrn:Srulriaoondo{flr!

rndts{riudl:vnraiu:OleirqnrfiurfirLqiorir{nlrunrusn:5!n15o'r14'l:!!avut ovolor uuv tonar:ui o

drrurnrtrirUtonAr:rir,trorrffltrrldouu al:runr:luvvtitluoirilur ( rt11u TU.6( ) vEo ( urLu uA )

rLrniOl finished product specification IaslviO drug substance specification loUiuvr'tO$fftt

rujduuurjallriuiu U fl riufil zu iutj:cn1a :cn'lo:la1Ar5ny5oinii n'rto*6tl rrjdtruurjalriudor

ldiunr:or4ifi orndrrinllunruc n::!n11o1141:rGsulud?

J(.o [Ondllqomlllt o{U'l?ll6ua:1n1

ri udo n.rrl1uoqzunr !'tn:n'tu?-elqo'ln"'lurdrn"rg ( Active Pharmaceutical lngredient

Specifi cation) uav ilaoriruduldltSo:! (Finished product specifi cation)

d.m.o dr[urra nlln:ioi rnrlcvia runrnr.JinrYrueiurrir uSolJtol qinr6 n (certification of

anatysis of finished product) 1o u:vrlndtol'riuvr'lddT lallunr:itn:rc{ flr!!:v nrnn: vr:t'l

a1o'rror4t rior :vrldriuur luuriudrirriluoirodr':

d.m.b dr ru,.lrianl:96?oi ro:.rvliqrunlil{nqArto{er'?u1dln'ru (Certification of anaLysis of

Active pharmaceuticaI lngredient )y'lflunr:2a'nuriuvl]rilriuri'rotirlflto'r{Hdnuruav{Hdn

inqfiu drfi nr:n:T oitn:T vrin:ulnfririonru drug substance specification

.........\). . . . . .......... ..... .. .. ..

u''ti6't161uUU VIV$f,

rJrrulrnrrrn.t

urrarrntr: 't'uXaou

n55:.rn l5

nru;n:elnr:rirr,lun 4rudnuru;tolr;to'ltLr n(l'tluund'tnelu lau grlrn tatl

d.b ron6'l:iulo{rl1nt51un'l:HFnurnruua-nrnEurii6nl:Ytd6'lunr:Ha'nur (Good

Manufacturing practices; GMP) luvurotJrdurdolrivurYilauol'lu (al"uarqnnrl:ounr:

elr?oaodtruir.tanr:i!:ol6liutJ:cnrarJ:cn?o:rnritSnvsofinii) loudo'itl:vnotrri'lu

d.b.o dl rurnlrrir u ronar:yflflo:n:ouro:grur"nq6un"r urdr6'19 (Certificate of GMP

Active pharmaceuticaI lngredient ;nCt) lou:vrldotrol RPt rrasaarriudoonyflieoi!:o{1.l1nl!'r1'l

d.te.b drrx1nl filuronaiivli,ieoi!:o{u1n:Irun'niiAnu1rl1 y6'nrnrudi6nr:ddlunr:nisr

Ut14iO PharmaceuticaI Inspection Co-operation Scheme (Pl?S) laUYdxU'l']u Pl?S participating

tvirtoldrdnlrunruenS: n15011,'l5uauu"l n:Yvll?{410156I1q1authorities LllutJiul0'!v50[vlul]I
o a. 4 " v " ' " lfidrrurv!"lf,oi!:olzua'suYrui4a. b. m'Lu n : nj vt- ti u u r dr tri r o r n n 1 i U : v lvl fl t1 ii a a m 0

(Certificate of pharmaceutical products, Cpp) 14i Ovrila'oitl:o{ n15oe1v 1U (Certificate of free

sates, CFS) [acaioldrrurnrflrilu rona']:f!:oltto:orunr:zu6mutfl1ilYd'nLnrue{i6n1rdfflun15ilAo

u1 GMp-ptC,/S louu ?u.r'tu Pl?S participating authorities afiairqonu:ounl:mlxnaouloofirla

nriiuio.i6{iu{ivn1fi !lvn?olln'larSnvr:ofi n;i vioorqnaontvrrrdrrrrin:ni

a
ururirufrn n:vrru

fl:5 n'll



ddu
d..n.m nt[uyliqqnue]xu1d1riry (Active Pharmaceutical lngredient Specification) llio

atf;nriruriurdrrio3{ (Finished product specification) LirJ:T n$urnfrtsl'riulogiriufidl nr r.J:snrn

nlsyll?iA16.5 q1 rdol:vqoiriuur (oriud rr) a.n. bdbte oioluaolva"ngru'jrorfiuro:grutolnr:

irn:rcdrfl ul nrurirtalori'rriovi.: d'loiohjd

C.en.m.o a'rioriryun*avlint5.lu,rlo{niti[n:1u]i1uci.r:rartolrJ:vtuadtiuar:rintol

The lnternational on Harmonisation of Technicat Requirements for Registration of

Pharmaceutical for Human Use (lCH) r,tio

e.en.sn.tE {Oriryun$as 1o:!1uro{nr:ir,o:rvritOl{26u (ln-house process) daoon6'Ol

riu ICH guidel.ine n5o

d.*.rn.sn {oriruunutav 1m:!1ufr' !ro{nr:irnrlv#yrJri, r,tunlflufl'rir-rUrlosr"rilvdlnrU
J ov e

U:vnr6 n:cytil.16101r ruEt uiol lvqol"rfUOrdrr.riulJuuuelrun I (General Requirement for

dosage form)

UlUruE: tioriruunqrunrtl letinlu?"nnAln"rurdrn-rg (Active Pharmaceutical

lngredient Specification) uav il6nrYruc{urdrrSogrJ (Finished product specification) frol6'rl6ltrn

ol'r:rrdurfiuuavofurdurriu unti!uqini0iYJriliTU'lfidofilvuflttav lrlUlLll,o{n1:itn:rvdtovirv

1-srqfi rlm-?u1d1n'6U r,rio n6mrYrudurdr rio;tl

d.6n.d ronal: ioradnSruduriunrrldufruii:uu'jrl{un'n asrro.rioq6u!ord'rurdr6'19 (Drug

substance) ri'u!unr:H6ntolndnfizu{urdrtSolU (Finished Product)

d.6n.d dltu''lr.tan1:6nurn':runln'r (stabitity data) lnuoiolrJ:vno!dru

d.6n.d.o d1ru1ttAo{e.]an15anu1n.t1!n{0ix:vuuu1? (tong term stability data) fi n:unu

orqfi riruunliuuoalnu1/u:rlriruri riruru * !unr:ndn

d.m.d.b dttur u,an l ru a nr: finutnl unr st"rluanr?c ur I (Accelerated stabitity data)

druru * junr:H6n

d.m.d.6n dllurLr6ni,.ranrl6nurn?'runlsr-rtruvuflnld (ln-use stabil.ity data) n:firfluuri

fiolzualyio16oorlriouldrasori]uurdl::oJu muttipte - dose container o'rutu t !unr:n6n

d.6n.d.d d1rl,lt $6 n.: Hanr: finvrnrr!nlrYr:v uv utt (On-going stabitity data) flfi140

riru:u , {unr:n6n

.... ry.... ...... ... ..

u'r ia''r16'1u1.tu 111:a

'rJtruirnrrrn.,

ururizufrn n:vrru

ntl!fl't:

!1.ia11ntnr tuxa0u

n55lJn'll

nruzn:runrtrirvunqrudntruvtorr:toltLr n(:'r'lrundtnat la':fl gr.t..ttntau
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A.m.U druurya'nrrun?1!al]qaronmf, nrirudur (Bioequivatence) lnunanr:fi nurnrrualqa

ralzu6srfinniurrfluhjn'urioritruo!0.: ASEAN GuideLines for the Conduct of Bioavai[abitity and

Bioequivalence Studies r,,ti oq u'o n1: AnU't6?Uts d-vrB ru a ura vdral:1atO.i alAfl rifuviu'r nisvll?{

alil:ruqr lnuanrriur,riovri':ulruflnurirauXadld'ilnr:iu:or!1n:n1un'rn?i1flnn1unrucn:: n'l:

o'r141rutauu1 (ronrvuT arrTrg)

e.m.sl drturvrilfra:n:ollrsr:t'lunl:l6u-sl'sl'l va-nlnruriiSvl'o'11#olUq-u"m-nr:

[Good Laboratory Practices (GLP)] vriodrruryrildoiu:ollrn:gruriolrJirifinr: ISO/IEC oe'rolsd

"Jlu5''run15u1yltfr uo (01tI)

d.sn.d dlru.trOnAl:$Ao.in1 6i!n.r:Ui:11u Green book torn:rliylurnrasrinr:uilvd (drfi)

d.m.6( ril rul ro na1: [ao{n1:19i:nnr:l::11u orange book 11o'! US FDA' vio European

Medicines Rgency (6irfi)

a.en.oo n:nitlltjurfiuultlsiolruarxnr:flnurvrln60n (clinicat trial') toiult!!ru tflnlflud

Ian.:6{r{avl'r,inain$o{u1tGu!tfiu!dlu'rfr'uuuuuavfifiuvflurr:ar:v'tln'liullvd (d1fi)

d,d fl10u1.!u1

d.d.o {tauot'rn'rd'olri.rd":otirlurlurluduuauo:rnrotrrlriou t uil'tu!5:1 (Packing unit)

d.ruflufiru,ytuBan{rluayt6unldnr!fi?u0r1ildfi1xuolufi'?'Uoqrualrffirtrh.l{rl6uuavorqtolurtor!u

il6nfiocAurauollvnlolrnl ovdaliorqriuornilfizu6nhjrjoon'ir o t 'lurlurl:vnlfl :vn?ul1n'r

oranvS0un6

d.d.b norvnirrnr:r ovtfi usirodrlulto!tidrauo:1n1r1n:rulilould6u1#1'ri'jrn:tfl n

J,
d.(n1:utvnuqaunl$u1 a{uou

d.d.o uleioiti'runr:fior:rurqrunrvrnurl|a'ngrun'rirvuo uachifil:sifiqn Gunrfiu6uorn

tirfn l r ua ruc n:: l n1: o1v'tI ttav u'l
J, 1v

c.a.u orqto.:urfrriuoloiolfrorqornrr-uardsr lr.trhu G)b rd01.JLlac Ltnlu Lo Luu00n11 od tnau

d.d.6n urlni?ndd':uotovd'oqdtdrlulvfieoi!:oln1:iun:rslizu6nfirudurdr15o;rJ{udais

1.r0u1t0{l.l nn

........ r/..................

urarrgrr.Jiti fivr:a

tv51un::!nl:

ururirufrfl n:vrru

fl5:ufl'l: nlllJflll

nruvna:lnrerirvuoqrua'nuruvtolrvto'ltLr n(llruundtnr l la':lert.lrntau
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L-1. /c>4'

urrarrntnt {uXaou



d.d.d n:fiyiv .t U5rtn1:li1n1tA'usl-roUrlurytta'lr]ourdod lfl:'toi tn:rvdqrunrn vrjru

:rtnr:oclirufl6oio.:roeYroU r.i Ur Inu{lauo:rnr ({tru) ovoi'0,:a'lurrfir:6 nnr!iiruruvivrjrU

:rtnr:riu:roitn:rvriuavrflu(iufintourirlddrulunr:n:roitn:rvrinrunrn n:nidnu'jrurlrirtuhJ

nuqrudnuruvtottrv urj:u:rtn1:toarruavfhiilfiollrul nll tauol1nrerrn-lneilltolritfiuo:rnr

({tru) uavzuEo{n6n1un{rrioht

d.d.d {!auoi-rn1 ({$ro) 6'a{iluJdouorlnn:firdoUrlnduloorq y:Jooru u6ordoufionr:

rdoranrnriourirrauolouhiidoultnru'tu' 16ouva'ildiurr{l

r.luu4el ,to <.e.r, d.d.d u6s d.d,d (r6uo5.tn1d'olduuarxyrilaoiu:al nioualarufiod olou

ii!o1u1a

c.u nr:d{uout 'l

d.b.o {Lauoilnr (4'1ru) nr:i:c!udod'iuln1rrYdn [nrudio'n'61unr: rfiuinul [a vnll

n:vo.tuu'l (Good Storage Practice/ Good Distribution Practice (GSP/GDe) tdiunr:iu:ourn:5ru

Good Storage practice /Good Distribution Practices (Certificate of GDSP) *avoi'oldoleil urtfinfrl

r?rritur4ur n{ulruma'tn::u 1:l ururarau nrlo'rurudriT vun nluh *o iurilorniudtdilrir*l

do n:du.runn:rr{ralo:rnrd'o.rru{l nd'rlrtdrur{ur n{urumdtn::r 1:lrierruralau nrulu * iu
", - )..- ".r!I!n1n?r./vr !o:!n16{90

a.u.u n:firfluorvr'doluiuinrrfiqruu4fi tr-a olnrrta 16uapiotfitonar:uaotluavil:ol'jr

i:vwnr: uEt*avdnri,:tlrrflu cold chain system vildlrn:gruudntnrud Good Storage Practice /
Good Distribution Practices

d.b.6n {rauo:1n.r ({tru) owiolu::1filviolnuuun!:vtnysr uavdtuluur (uil':uriuradn?l)

lfiavor nsionr:sr:roiu:'uril:vldour uavil'rlrulufi uviod{o rlu

c.o nr:unrhn#ryryr

' *onufi ndrYrgrrioun:urirYun d'td
4tauol'ln1 ({lJ']u) uuu0tJ tvuntnna[lJtu'lr]'tlun)urr rvluvr vr'ru

d.sr.o nlnir{an1t(un:roirn:rv urdor n n:ui yu rarasrinr: uyiytjyi oriolrJfrrifi nr:fr

ki'lrm:5ru tSO/tEC os.,otod zuanr:m:toitn:tvdhirflultjrru!rsr:sruriorirvunlurl:vnrn

:vnlo:rnt
' trisrurn n tiunt6u6uornvioInarnlorudru-nIrun vnII n1:d.6.r.b n:fUt'la nn rUfl U^

orvr:uavur ludrltrartoldrgrgrtvduorr,',u

\-/
. .......1L............,,..,,,,,,,,

u''r.r6116',',t11UU yl1llf,

'rJrruirnrrrn.t

u'tB1JOlfln nlYa'lu

n:5 fl15

urlarrntt: {ugaou

n5:!n1:

nru;nrrnr:rirr,lunqrudnurultolrvlolor n{llrur"nfu net l:':nBturotnu
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a.o.m n:finlflrgrarqrunrnornzu6niirucidorodlzuasiou:y8u6arn uavn:t:rlaonriodo{thu

vlLu:lJU',',l

d.6,,.d nrfir xurlrnlrrloi4nyYud'69rg1n.trn-frdoi?rtulriou6 urnjud muuluurutoln:vr:rl

6161:ruqr IourniodrouBnr:qrnlrd a uayaranr:finr:zurldrtuljowidvrSuniouS6vr6U

d.sr.d lfl u:1 u n1ldfi nr:fi or:rurqr'noo nornriry6urto{:'iYlu"]u1a ta u

e.a {rauorrar ({1ru) 0uuoil#rarjru:rrnr:doortfiordurfiudnruua'rr/llonr:vrynr(uflrgryr

rir {'uru:r er 16ur,rio{trr u:rudurf, o riou

d.c( fi ?ut1{nlitoasrutvrdlrjiurtor:rur HBnrYnn4urvrtfiil:;i6qnrion rfiun'ulnodrrinlru

Rolsfl:run'rlo114r:uasur'lu:cuvtraT o flriouiudurondr:rJ:;nrn:rnrOrSnvrtofind

J
d.oo tonSllou 'l

d.oo.o [o na1:nr:rJ:v tu'u rirrJ: vf,vro'nrn rio:r nr (Price Performance):ruavt6uonrl

ronar:rtuuviluUicnlfi

u1ia1161ll1tU ylflla

!:vorun::lnr:

urudrufrfl n:vors

n::!fl1:

lrrarrntri: t'u1aou

n::!n1:

n ru:nrarnt:rit,lunrlrudnuruvtolrltoltLr nriulrur'nfu netu lairtor:lro tas



n1:rJ:cGurilU:!auGntrrio:rnr (Price Performance)
a,

druiunr:do6onurioaT riry (ulnfi ) n{llrur,ndtn::r I:lttururarau

daur : Cyctosporine bd mg capsule

nuvn::rnr:rirvroq6ua"nuruu roynvlJo.iullJo.rli':1ru1tna rau loirdaner"xrrr.J:dryirnr:tJ:vriuriT

!:vivrinrviria:rn1 (Price Performance) tJ:v nouriru d'1 urJ: tE 6'11 6'.rd

fr'l*rJ:dru:rnr
, J -! -.sr'ruU:dru:rnr rtluri'rutj:fr:vuur:t'o€06'o,i'rrnra:-goiroiB616nvr:oinii (Electronic Government

Procurement : e-GP) n:rrjrgfinarr n:vv:l rnr:nd.rovrJ:vrfiulrirfio{raro:rnr ({tra) ld'lauo:rnrtu

:suu e-GP

6J.
n? [!u:n1uR[uR1v{uacn[u6uusrritl:vlugddafl rr:rtnr:

riru!:qrunrvr *atq artu-fi?rrfiUrclutddovrr:rtnr: rfluor-r uU:vrJnruvn::rn1: ri''luunqrua'nuruv
,l. - -, r -r<

t011'tu1l0.i u1n1v!olJu[1\oLuuna Ln t!n1:!5vnrn fl'rYit]ann flu'tt06lufuv L:':1ru'l1J'tanv0oy1 Ltaulfl

-' , Jd s
Leiafrn'tLLUinl:!5nt:vatn'l:ttuu'tU:vnoun''t:tlnt:ru''trro!tvtrulu6?uvt!!uU:y Lutuuna?!:1tn1t lu

n15n"nu1u1

n1tfto1t 1 Price Performance

lunr:fim:rurHaairus ntuunll!nrr'r ovfior:nrrn"oiu'lo1nul{ua'nrnrudnr:U:vrfiurirU:vlvBnrr,r

oio:rnr (Price Performance) pYrnrirr{rrsiu IouriU:varrirdrrauo:1n1 (frrlu) do.:uanrudngrufiarlr:n
.ja

1.J1111l.itVtXUn'l[1]: LUtn flu:car0nlYir tuuall n:r:1Jioialt!1tona'nflrnallLnuitrJ0']u10 uacna.i
J.

uaq.lLona't: Lu?1./ tlaut']alytnlyufi ll.iu5unlfl!tsn1fl:1n10La nyt:0!na yln11 lyuoftruvnt:!n1:'1av
-J:-t!1ro15fl]1Ua n51Uvl tauo tllutgll]

nluu:vanu:Jmy|u{au

n. :rarfiEurauo (Price)

fraurj:rJ:cmrbif.idu

Rnm'r11 travnrudur]fi drfl u{:vlutieioyr'r.ri1tn1: (Performance)tl

*t

'tt't.i fl'l1s ''111u u ]r1154

rJ::otln:: nt:

^1-..................t )k...........

urufrufrn n:zora

fll5rn1:

ur{attntr: 6'utaott

n55l]n'l:

nruynm:rnttriruln nrunnr*ruvroyrtvlo{ur ndr.r.rrurndtnm! It{ror!rn rnfl

n'rurJ:dr!rur'ldrtor:rur Price performance fi n'.:d

(t )-ls>{.



u , *J< < r. --son:1d2uu1yunto{n1uurt3t4':'t.r tlnl no R[un'] uaun d unflluuu:3 !utuf,oyl'1.::1tn1ll'lo.!u

a'tq!vr rJ:vmrut

z-
o9t:1dlUU1vUntA': 9t?tlu I

Price Performance

VitaI Drugs 7A

Ie Essential Drugs 40 60

6t1 Non-essentiaL Drugs 50

1U [r4q

- Vitat Drugs 6o ur'lun{r: life saving , Narrow therapeutic index uavdu .l rl1 r]An vni:]Jnlr

riruu oq rua'nuruv uolr l vrJo.: u"l

- Essential Drugs 6o trrlunqrrirydurva"n uvi':trfi!:v rnvr n,n [av o raio urlunq'r:"nur1:n

(Therapeutic drugs) uav6u 1n1}.Jxfrn unt:xnllri'lyuontua-nufucLoyi'rc'tjo.iu'l

- Non-essential Drugs 6o ur'lun{lfryf,arraa'nuuvirtrfiU:vrnv n $as t u6o u1'hnq'!!r:rvn

o'ln1:a-{U (Symptomatic drugs) uavdu 1 nru6nruvn::ln1:rilvr.lon a-nuorslalr1yro.ru1

mrudnlru:c!fi uqrun'r Henriruriul

o. trnrddumuo (Price)
bu,lla n1' 1t4ltu1vltll)

, i -! - "n?llutn1ut1a'] Lr.iIn?rruSvr:u1JlJnl:iert00rlQ1.!n1n:!n?ulsoranrt0una (Etectronic

Government Procurement : e-GP) n:rrirgfinatl n:vl't:':lnr:ndlou rtu{rJ:u rfiurhvu-nnvuuulrifi

t6lJ0:1n',r
cJ d. .

b. nsunlY{llaua6u6tluervrllJuurs[gttisiourr:rtnr: (Performance)

o. lnsueiqrunlfl vi?ld (eenerat qua tity criteria)

o.o n'Hiuio.u'rnlg'ru Good Manufacturing Practices: GMP ral1r{r1u}rtauB$n{ra'nuT

(co ac[[uu)

-i',Er
u1ta11611lUU VrYi:6

rJ:votun::lnt:

l]1uUtUflS] fltYo',ttl

n:ltJn1:

rlna11flt?{5 tutflau

n5lufl'r:

RrucnttrJnrtdtuun arua"nuru; rinrvto.:ar n{lrruundtn::r It{nur!ta rnu

o 30

50



o.o.o) GMP to.ruiu'r{ru6ninqfiu (Certificate of GMP Active PharmaceuticaI lngredient:

nPt) vriolhir:or API (bd nsLrl]u)

o.o.b) Certificate of GMP Finished product (ted ncltux)

o.b n1:iuto{rl'tn:gruinqGufrrurdrdrg (Active PharmaceuticaI lngredient Specification)

ua!'l'ln:i'lu Aniuriuldl[5alrJ (Finished Product Specification) (r(o RJuuu)

..i.r) Orrg substance lpecification (APl Specification) (ted nrttuu)

o.b.b) Finished product specification (bd nv[u1])

o.o rt1n:g1un'rlr-lfrrjf,nT lradnrnruciiEnr:rrEluriouJfrrif,nr: (Good Laboratory Practices;

GLP) ((o nruuu)

o.d u'rsrtjlun']lrfiufnuruavnr:n:co1uu'ler1!va-nrna.lrii6 nr:d6'lunr:rfiuinurua;nr:

nicaluul (Good Storage Practice/Good Distribution Practice (GSP/GDP) (do n![[uu)

b.tn dRfrn'l tafl1c (Specific quaLity criteria)

b.oflafieadnfunlurarir6oiu:o'rruanr:itn:r;ri (Certificate of Anatysis; CoA) (ao acuuu)

b.o.o) Certificate of Anatysis of Active PharmaceutlcaI lngredient (APl) (Ua nvutuu)

b.o.b) Certificate of Anatysis of Finished Product (bd nyr!u!)

b.b n1riuro.rq n1ilHanfiild (ooo nruuu)
a -w J

b.o n'l:f, nU1?AU[nU?nUntun']fltjO.rqrf, ndrUri (ooo OU[tUU)

u.ql.o) t{afi(o{nrurvilfi uun'un'uuroiuuw (Eioequivatence) (do nvuuu)

b.or.b) zuafiqorinrl!tyirlfru lunirinulduulrii./rL!! (Therapeutlc Equivatence) (ao ncuuu)

lmrlulun : n:fiurdrauold'iudounr{u1fr"tririo$i1m1 do b.Gn.o nrurn::!nr:oclri{lsr-'tuU:6'.indlt}l1
....,-Jylo'D 'rruunvtll.Ju ltavljtutfluncl[ul] b.en.rE tilu tq rvirornri, rirvrinovttuutn!

b.d Hafi{odn21!6rd2 (stabitity data) (ooo Fryuuu)

b.d Hafi (ndqrun1fl r,o.rn'rtucu:rlvidre-aur u:rlnjild uasoalfl (Package and Labeting)

(uc nvuuu)
Ja . e

sn.ln ' q n'lv{ uavq duutlvlluuulc tututl0fl'l{11!n1l0u 'l
sn.o utnr:udlnr:t1u (bd nsuuu)

fi 1uluq : :luavL6soroiJlufnnvuuuusiacdrI
1,il ,v

: ua o r'liuHr'lr.r m r:r r rir r rir r

urratslliri in:a
tl:vstln::rnr:

ultilJotv9t nlvnTU

flt::Jn1:

u1.ial1ntY{l tut60u

n:l!n1:

nuvnrtrlnrtriryuonrunnuruytonryrorrr n{llrurndtnmll Tt.:rfl r:itnrou

a.



o. tn.urin nlfirt{U (GeneraI qual,ity criteria)

o.o n'r:iu:o.ru1fl:f 1u Good Manufacturing Practices : GMP t,o{11.:{'tuuioutdmqin6n ur

(co ncuuu)
t ) o va J J , J - d a )d - -2nnu:!d{n:[Yr0Lyiln?,ll]tta!!1'ttJ'ry]r.Ja9r nltu:un!nrufl1y{ ruutrlylltllt sayE Jrllruaun't'tu

r.laor,ri'u r:lo,t,q*n.r11r1sn!1ufi rillrun1l1n 1 ludzu6m

o.o.o GMP to{UiilrflilininqnU (Certificate of GMP Active Pharmaceutical lngredient:

APt) vrioilriu:or API (rod nvruu)

o.o.b Certificate of GMP Finished product (ted nc[uu)

sr
u'].ia''t't 6']lju u vlr5a uf ial?nt}l: t0taau

!:vorun::unr: nlltn'll
u1uu0]9tfl n:u0'tu

nl5 n15

o) ldilnr:ir:or GMP-Pl?S GUP-PtC/s Tnuvrj?u{1u Ptcls participating authorities ted

Lo) ldir-rnr:Yr:or wHo-GMp rato rfiu!rvir tuvurnvirfiuedo.rriu Apt loun:.t bo

*) ldilnr:ir:or wHo-GMP 6u 1 
'[r1:vrl,lrrn{onu

<) kiilnr:Yv:ol GN,IP :crrariHifl / Gt,lp 6u 1 luurrndrdurriorri! npt loun:s @O

e) ldiur:ir:or GMP livr?rn{r.rAn / cup du 11rl:vrr,lrrndouor

u) lrir,frrrloutr .!u) vEo luir:o.wrn:orun-ln;irrvrooru v5o atj:vv'jrl:o'[uir:o.r o

o) ldilnr:ir:or GMP-PIC,/s Inulnirumu PIC/S participating authorities fi:vervnar

iu:ounnn'ir u fl
led

to) kiiur:ir:or GMP-P|C,/S lou rirerlru P|C/S participating authorities fi:vusnar

iu:0.:riounir to il
lEo

*) kiiunr:iv:or GMP-Plc,/s lnudrfin{lunruyni:rnrro'r},r'r:uavu'r n:cyn1?na1o'r:nt6rJ

orn!:vrvrn{arin

<)16'iur::"u:or wHo-GMP / GMP 5u 1 G)O

a) hjuirdouh olsn) uio 1rli!:ourn:orurirneirryroorq v5o :vuirl:o1uYu:or o

nruynttlntrriruuoqruohuruvronr;ao.:ar n{llruundtn:: Il.:narrrntnfl

[nu9ln']:u:cuJu lnvuuu

[n fln']:u:JuLtu nuuuu

<hlc>{



o. tnilrinsun1illt':hj (General quatity criteria), rio

o.b nl:iu:o{ ln:Iluinq6un'?uld, drg (Active Pharmaceutical lngredient) (eo ncuuu)
t )qra ; i ' J - -?nnu:g6{R : tfl0LvlJn?1tJtt0tJll?1U1ylrJAmlJn1:n?!n nfUnl

o.b.o Drug substance specification (nCf Specincation) (led nc[uu)

'r),I
!1.141161U1rU v11156 ul.ial] ntvi: !ut60].J

U:Jo''r!fl1:!n"n n55!n.n

1t'lulJfuflfl ntvnlu

n::,]n,'t:

led.) drr6r USp, BP, Ph.Eur., Ph.lnt., JP orirrirqnnrlrJ:vnrfildor :vusr'r:rur :vu$i'ulu1

bob) dlia{ USP, BP, Ph.Eur., Ph.lnt., JP afinrlUtvnrntsor :vuoir:rur

n:fi d1r6{tun'r:rur Non-offi ciat pharmacopeia

bd

o) dt6': ln-house specification daanndorril general chapters nufi:vr1'lu USP, BP,

Ph.Eur., Ph. lnt., JP afuEilEo, ICH Guidetines lral ii Risk tusessment Report for

ElementaI lmpurities uanl (n:nfuiira'r{o Heavy metats) n5o tihuroiuuu!

bo

to) drrdr In-house specification daoondorriu general chapters n'udrvlh UsP, BP,

Ph.Eur., Ph. lnt., JP n'lu :cn16, ICH Guidelines lrac ii Risk tusessment Report for

ELemental lmpuritles [au.: (n5ofuiiri'?io Heavy meta[s)

,n) drl6r ln-house specification daonndolriu generat chapters ,rrrJdrcuJu uSP, BP,

Ph.Eur., Ph. lnt., JP ofu6i1qo, ICH Guidetines un'trifi Risk fusessment Report for

EtementaI lmpurities [[dni (n:oitilir'1{o Heavy metats)

Gi)o

<) drir In-house speciflcation fiaanndo.:fi'u general chapters nrrtdrvlh uSP, BP,

Ph.Eur., Ph. lnt., JP fl1 rj:cn16, ICH Guldelines un1rifi Rlst< Assessment Report for

EtementaI lmpurities u6o.i (nrdlilfi]ixdo Heavy metaLs)

oa) drldlvaru pharmacopoeia irrl6'u

nruynrtrnrerirrunnrun"nuruyrontyto.:ut nd!.:ruLndtnllu Il.:nfl r:trnrnu

(.1--..-)_,

rnru?inlr rs6u nsuuu



o. [nmiqilflrflr4rxlrj (Generat quatity criteria), rio

o.b.b Finish product specification (bd nvtlu!)

1.J1,id'r161!iti frr:6 ururirufrn n:vnra ur!6rlntn: {utaou

Uivolufl:ilJn1t fl::lrfl''r: n:lrn'D

nruynr?l.rn1rri1runnuon:sru;tonrgro.lu1 nfitJnlumd{n??rJ I?.!vrululorau

r/

o) drr6r uSP, BP, Ph.Eur., Ph. lnt., lP arjrrirqn ravu,frhlurvrfiuu$i1iuu1ra? led

b) dr.ia.i USP, BP, Ph.Eur., Ph. Int., lP aflieirqo usidrhildur1ttlurcriuueiriuur lsro

sn) drror USP, BP, Ph.Eur., Ph. lnt., JP ouilnlulrrnlfi rdor :vlsir:rur uasuritllu
ylctuuunlluulua'l

r) d'rr6r usp, BP, Ph.Eur., Ph. lnt., JP afilnrr:U:unln 6or :curir:rur uriu'rh1dllrT1r

tuvl: Ll I F tu 0t ''t 51 I fl't
@o

n I tidl { A.:1u si'r 11u'r Non-officiaI pharmacopeia

.) drl6r in-house specification daonad'olrYu general chapters nlld:c{u USP, BP,

Ph.Eur., Ph. lnt., JP oJu.i1qn, ICH Guidelines uac fi Risk tusessment Report for

EtementaI lmpurities uanr (n:ritilfiri'rdo Heavy metats) uav uri'ltltlvvtiuuririuurudr

bd

u) dr.:6.: ln-house speciflcatlon daonndorrYu general chapters nrrLd:vl.lu uSe, ac,

Ph.Eur., Ph. lnt., JP oJu6i1qo, ICH Guidetines ua, fi Risk Assessment Report for

EtementaI lmpurities u,flni (n:dhififi"]{o Heavy meta[s) unll"lduffltluvcliuusl'riuur

bo

en) drl6r ln-house speclfication iaonnd'olrir general chapters nlldrvllu USP, BP,

Ph.Eur., Ph. lnt., JP n'ud:cn1fi, ICH Guidetines uac fi Risk Assessment Report for

EtementaL lmpurities ttao{ (n:nfuififi'x{o Heavy metats) [as[6lt1uv]v ttuudrirururdr

bo

a) drr6r tn-house specification fiaonndorri'v general chapters nrild:vdu USP, BP,

Ph.Eur., Ph. Int., JP n'r thcn1f,, ICH Guidetines uac fi Risk Assessment Report for

ELementaI lmpurities uarx (n:nihiiri":do Heavy metats) *sflu'triuffltluvrcriuusiriuar

od

a) dr':61 ln-house specification fiaoondaln'u genera[ chapters nui:vr'lu uSP, BP,

Ph.Eur., Ph. Int., JP oli!ai''16n, ICH Guidetines un1ilfi Rist tusessment Report for

Etemental lmpurities uaor (n:dtiliri"rto Heary metats)

6)o

ai---..'Dz-

rnruqinr:!:vrfiu nuuuu



n: tfi dr.: o'rtu ol'r: r s r Non-official. pharmacopeia

<) drror ln-house specification daonndosriu general chapters nuvtJ:vqlu USP, BP,

Ph.Eur., Ph. lnt., JP 9(xitdkL, ICH Guidelines un'lrii Risk tusessment Report for

EtementaI lmpurities ltafl{ (n5frtd!fi'xto Heavy meta[s)

a) d'x6lvaru pharmacopoeia itLfi'u o

o. unrudqrunrrrrrir}J (Generat qual.ity criteria), rio

o.b.b Finish product specification

o.m !ro{'ltJflll frrihnruudnrnruriisnr:diluriouJfrrifinr: (Cood Laboratory Practices; GLP)

(<o ncuuu)
t J ova -' ") 

, a, - - )c-
2fl0u:c6.tn rTroLv n111] rt otJ 1.J?''lu']vlr.la flunlt nxuq,.lqtun1r to u140{unu r] nlt't Lnlluv u'l Lo

s *v- ) -cv -qvi,c
u10r:61u {arafr Ldlnrunrnaluavrfr ofr o1d uavafl:r:nuor]i!1rifi'11il

"/
!''tra't16'tlju!r v]Tl5A 1.t'tu1Jfufl0 fltvi'ru x1{a1?n!t1: tuta0!

:vorunl:lnt: n55unT5 n:l!n,ll

RrurnrflJnlrrilr!n q o"nBnrsr rlrnn'!u1 ndu.ilurnd{ nmrJ b.tr\u11l1a tn0

do

* I - + s )-o
o. r0uurilr.rfrerlnul:.xrufr!rio.rrJfll-finr:rirunr::n:0.!n?rrarr:1rnfi1rt!rnrolu lso/lEC

o6'robd rilunltvtnaouria'un"6u?iu1 (MedicaL testing: ISo ododc() nrnrru?u.rru

accreditation body door:itl1u:vo'!ffln4 [LAC MRA Signatorles (lnternationaI Laboratory

Accreditation Cooperation lvlutuaL Recognition Arrangement Signatories)J rtu drfnlru

1r'r9lt!'tlt14o!ulu9rn1:n:!'tvtu'rfl1an:n1:LLY{vru n: u vr:':.: a'101: ola t

a. i - c c &v- , J, J a
te. LaluulS{rudn Iou l:.i.i'ru, Lo5u:0.ir]rn:-q1u GLP 0'']nxulu.l'turiu'rlfl06i0

a J ^ s s )zu )
6n. LUUtJ'lt.lilAn !oU L:{i1UYl!v0.l1Jltnn1l Ln:!n1lllJ50lq rlylrl'lo:5]xoq Lu!rutl'lUt0

WHO List of prequatifred Controt Laboratories

tn fln1:u:surJu I ngtluu

at...-

rnrudnr: :Yffiu (rFondoledor.rfi r) nvuuu



o. rnilriqrunlilrtxtU (General qua(ity criteria), rio
.lao.d 1tl:I1Un15tnUlnU1t[AYnllnlcilUU'l9l'l!fi4fl[n(u$?in1:vln [Un1l[nU:nU1[lArn1:nle0']UA1

(Good Storage Practice/Good Distribution Practice (GSP/GDP) (co nEnuu)

. J ova J :, , J - - - , J
?n0ulJd{a tvi0 !14!n't't!tt0l.]u?'ru'tYlt.lau nltn?un nrun1fl [1.J:y111'].in1:intnu tlavnlinqa.ir

nngio.ittavLyl]1uar.rn?urin-uhnaoervixfldorjyrru rdobiurnlirj:vfin6nrvr rJaonrYer uacfinrunrn'[unr:

:nu.l u't u o1J: I tl1't y: o 1Jo.tfll.J L:n Lu

urrarrgrrJiti frn:a l.t'1UlltUYlq nSri'lu u1.ca'11n11r: luta0!
Uluol!n::!n.D fli::Jn1: n::lln'll

nru:nrrunrerirvun n{uontrruv royrlv!ro.:fl r n6ir.J.:tundt n??r.r blralulo nu

do
r) '[diur:ir:ouLrer:r1! GsP-Ptc/s ua! cDP-Ptc/s ornv ':uruiu:o'rdrirriiofio r,tir

SGS, BSI uavry{agludrr:cuvrrariu:a.r lnurilunr:iu:o{naon?i?.:ldqUv1u

do
t ) ldiunr:Yl:0.:lleri5lu wHo GSP [16! wHo GDP nlnl,r xuiiuir-,:oriilruijo6o uir

SGS, BSI tta!d{of,ud?r::ucraa']iu:or Iourfl unr:iu:o{naonvi?{dqilfl1u

mo
*) tsii!nr:iu:oMn:!1! GsP-Plc/s uac GDP-Plc/s nrnu lulllriliordrirudo6a uiu

sGS, BSt uayd{ogludlr:cucrrariu:o.r Inur{iu nr::nrorhinaoovir{,tiQrJvnu

<) kiiur:ir-r:orulenslu wHo GSp uac wHo GDp olnx lsl,rluiu:ordri, riio6o rdr.r

sGS, BSt rasd{o{[ud':'r:vucnariv:o{ lourflunr:iu:oflrinaonvirfldqr-hrrr
bo

kiiunr:iu:oursrrs''r! GSp-ptc/s r4io GDp-ptc/s ourr'lnoorrvirornu rumui!:ord

rirriiofi o ltju scs, ast uavdroglud'lr:vucnariu:or

a) kiiunr:iu:ouu:n1u wHo GSP 1{io wHo GDP otirrtnodrrvdrornv ra':rril:o':

driruiio6o rd! SGS, BSI ua;Jrogludx:vacttariu:or

u) toiiunr:iu:a.rurn:grunr:r6linurttacnr:n:cotuBudrnr!!rn:slr.i lSo c(ooo i'']n
d, I4

rarirer{ru:-!:o':fr 'ltodo rriu scs, BSt Ba!fr{oglutirr:cucrrariu:o.r

m

e.l) fiuonar:nr:rlfrtfimurrn:grunr:r6uinuruavnr:n:voraBudrdaoorodoururot:oru

GSP-P|?5 uac GDP-PIC/S r4ia WHO GSP ua! WHO GDP 14io ISO q(ooo uaol un'lrilpi
.J, J A

ili0.i01nru?unrl-Jrl.r'rrS0d0 rtu SGS, BSI

oa. 'lrifitanar:utanrtrni!'r1.]to.r Good Storage Practice/Good Distribution Practice

tn $nl5u5uuJu nJuuu

oo



b.tnauriqrur'1v{lotl1c (Specific quatity criteria)

b.o Hnfi6odqrun1 y{{fioiu:o{ anl:itn:1uli (Certificate of Anatysis; CoA) (co ncuuu)

b.o.o Certificate of Anatysis of Active Pharmaceutical lngredient (APl) (bd nvLtuu)

/
(

1y

u'ria116'tljuu ?ttl:6 uf ial'tfltv1: luta0u

U5uD1!ntir.rn.E n:5!fl11

l.t1U!rUyl0t fll3n1U

n:t!n''r:

,) zuafi6oin:rril API speciflcation n:lvlnfi??ioto.i Universat tests lrav speciflc tests

#lto.t Supptier lrav Manufacturer rtasinr:uanlzualugrJdo4arilrJirLr (Quantitative

data) vio n"rtat untiu vir{o Physicat description

bd

u) zuavrqorim:rril API speciflcation n:l1nfir{otor Universal tests ttas specif]c tests

royrlsto.r Supptier uio Manufacturer uavu-nt:ltan.rralulrJt"o4art'rrJirrru
(Quantitative data) vio n-':tat untiu u-rrio Physical description

loo

,n) aan'qorin:rriu API specification n:!Inv-?doto,i Universal tests [acspecif]c tests

yr".i'u o.i Supptier Lrav Manufacturer urin'nr:uaolaalu:U Conforms, Compties, Not

detected, N/A

<) ruafi6oinxrir API specification nrulnfrx{otol Universal tests [avspeciflc tests

loyl''rytJo.i Supplier r.tio Manufacturer uril'nr: rraolaa'[u: t] Conforms, CompLies, Not

detected, N/A

oo

e) ruafiqorin:lrir API specification n:uI nv'ldolafl'tsro.r Universal tests !flr']u'uo{

Supplier raSo Manufacturer Ltavl'n1: [[an itJa'lugUdo4a rtuJErru (Quantitative data)

y5o sr'?tat unriuf?to PhysicaI description

u) ruafiqoin:lril API specification nrtl1nv-?do tovrlctol Universal tests tonlcto.r

Supplier raio Manufacturer uurifi nr: uanlr.ra'[u1tJ Conforms, Compties, Not detected,

N/A

o

rrru;narrnrariruunnrun'nr*ruvronrvro'ru'r ndu.:1umd{nrrl.l I?{fl fl l:l.lnrnu

lnrxrinlfiJ:s!iu RstLuu

R:



b.[n dq nlv{[o 1c (Specific quatity criteria) , 9io

b.o Hafi do qfunlv{vrfl{eoiuro.!Hanlrirnrlsd (Certificate of AnaLysis; CoA)

b.o.b Certificate of Anatysis of Finished Product (bd nyw!)

r) ruafi6orin:':riu Finished Product speciflcation nltlyrnv-x?iot o.i Universal tests Bav

specific tests [a v!'n1l utdn i r] alulrJtio:1a rt'.rrJi 1 (Quantitative data) uio n"r ra,u

unriu rirdo Physicat descriptlon

led

to) afiqorim:.:ril Flnished Product specification nrlvrnfi"r{olo.r Universal tests uae

speciflc tests uriinr:uanrr.ra'lu:i Conforms, Compties, Not detected, IVA
bo

,n) ruafiqorln:rn"l Finished Product specification n:!11nf?{o to'n'rsto.! UniversaI tests

!!as generaI requirement dosage form for specific tests uaufin1:uan{r.ra'hi!do{ati.l

Gllru (Quantitative data) v6o fr'rtat unriu rhrio Physical description

6)O

<) l.rafiqoim:rn"r Finished Product specification nruvlnv"x?iotav{'rvto,r UniversaI tests

uav generaI requirement dosage form for specific tests rttii0l:r!6niarahi! Conforms,

Compties, Not detected, N/A

<) nafi4orin:rn'u Finished Product speciflcation oiuInfi?{o!oy{.lsro,i universaL ttavfi

n1: [6oii]a1u?Utio{art'.: iurru (Quantitative data) v3o rY':tat unt{uv"rdo Physical

description

o
u) zuafit!oin:rriu Finished Product specification nr!Inf?{atovrston UniversaL tests

uoiin',:,raro*allg! Conforms, CompLies, Not detected, N/A

/
!1.!a1x!1!id fir:6

:vgrun::!nt:

u1u![ullq] nlJilu
n::rfl"t5

1,l1!A11fltt{: tUta0!

n::lJf ''15

nnrvnr?!nrrri.rilunqrua-ntruyronrtro{ul ndl.:luurdinttll I:{nuturotnu

a3ttuu

a



b.tnsudEfunl [o 1r (Specific quatity criteria) , ,io

b.b nlriulo{n n'r Henri.ud (ooo alrllJlJ)
. i qvd tr .) , .l - a

?tloulCd{n: L 0 Llrl]f1?1lJlt0l]u?1U'l11nAgliln1:nlun!n fllY'il,O{n:vU?Un1:t{an n'll9ll?iltn:]Uy

Ltac !u:3dy5n1fl Lunl:tnE1 Ltn ma0ni!nltLn!inu']tJ't

u1.ra1'r5r iri finr6 ulufrufio n:lnru xila1lfltllr dutaou

U:u61un::!n''r: nitln'ti nilxnll

nruynff rnrflilrrun Arun"nBruytnirT 
y1o.l g1 ndr].!1uud{nt lri fl 1x1n lou

,h

o) 11un1:uldtaro og1tl Green book lnun:riiyurfl'raninlrrLflyrdsrs.iusireirLd o fi,rflr1fi G',)OO

b) Liluuloq LuUrUt:runliurnolfl'rrtJo.l WHO List of Prequalified MedicinaI Products ooo
)-,) :runr:urfirauo oqlu u.s. FDA. orange book (yu"rfrorJn#r) y6o kir'uyvrtuuliniu

European Medicines Agency (EMA)
ooo

. J ,i-
d) i'ru n1: u'ryr'rarooqlu vt:"ieo :1unr:iJAnlioleiu'la1!-qJlvrifi fin?rrL rvirrfiur lunr:
ulljU:nu',]n!U',',t9tU[t!! L9]UAlUnUl al!ni1!n yn::!nl:O']y]:RAUUl nlsfl:1':

z ,,)
6'16'l:01611 n.lLinLa!l1 6) O{UnAUU

o)oo

. J - t -dd) t1un1:u1vLau0!n0tanlt:ut0{qaun111 a0rnru9r fi.ru

- an1rflr?oiln:''rv#druruhifloun'jr sn 1'unr:ardn lLayv'1{on1:n5?oirn:rvrioioflrirjos
,-v) J .,1 - 4

n11Y??14145?U LU Green book aUUAlaFrY!:1n!:1Un1lUltOA1r.lrytnU1nU
u u aa vo

- rJanl:1tn51sv! a'tu [! tnu 5 !uualnlrvlLo:u:o.lr.]an15't Ln5lvvn.l'tuU:vn1fi!:3n'tn

l1n10Lanfll0!na
Jc a,v )qv

- sr:'t0?Lnlluv Lou140{1J!!nnltti L! tty 0,t u 0u fl.r1: t 0,1r,t ri a fl tJl vr lo n'15:lJ:0.i fi? 1l] a 1!'r: n

fio.rrJfrthnr:rnaoud'r!u1 (Medicat testing: l5O ododc() nM]'rgD61u ISO/lEC osiobd
i -oaccreditation body fiuoriu Luiuu"udrna [ILAC MRA Signatories (lnternationaI

Laboratory Accreditation Cooperation MutuaI Recognition Arrangement Signatories)J

violnurirrinrurro:!rulio{ilitfin1:ro'rn:!ivru'rfiianinr:uvrvrd nlvyn?,id1D'r:uar

ooo

rn rinl: :srfiu (16onrio'tsr{ovdl) Frulnlu

'i_-\'s<.



b.lnfuriqrun']v{loa1c (Specific quatity criteria) , sio
d -v J

b.g| nrrenu'riduthuariuqrunrntarHBnfiruri (ooo Rsuuu)

u.or.o) naf,Xodn'lruaruauora6nriruriutvitfiuuriufruu'tiuuuu (Bioequivatence)
) - - . - )d , ) ' c ."!u

:lUnltU',rrtauo (uann flu141:.JtlJ) vt q arJUgrou't': tFrou't':vu ':910 tuu fl o{u u'}tJlflnult't6r.Jta

(tstoequtvatence) LU:Ulltvluufl!fi4fln 9lu1gruLL1JU

- " ' & a - o .
o) r.r6niiruriurarl"rg'tvri v'rfia.ra'n'turJ:v rvfi1vruuavd1r1l1n1nri1.i!:v run 6rr'n-rurdrdry turn

n?r ur.r raci!u!!rufi ourY!ilefl nlrudurlr,.lrir'rtriirvrsriuun"riuua-ltl 1r.fl .bdend

- Ja -b) anrlruvlulal [u711]uan51u?1 Lvtranlllnul !!tvrltvru!nutiaflRru?lu']9ruulJ'lJ
.-;

€n) iiamnruvlulal rUroonuuulfiUao a'o usl-? u'r ttur.J oo nqvdulu (sustained, controtled,

extended, prolonged)
."^d-J&a

d) qruar!56! .l n1!Ulunlflarndidn{1rn6uun:i!n1ro'rv'r:[auu1 r5o.i n1r{uvrvt!uuei'1iuu']

n1! {oflnai ASEAN Harmonization Product on PharmaceuticaI Registration a.liurr 26 o'urrol 2551

drrin.:runzucn:t!ni:o'u41:[avuildr]:vnra'hi' ASEAN Guidetines for the Conduct of Bioavai[abitity

and BioequivaLence Studies uflu guidetines oriurad.:iirrijudorilvuod'1! TechnicaI Requirements lu

nr:dr.rnrirroduvvlioudriuurulu ASEAN Harmontzatlon si.:rudiui 1 r:nr1ou 2552 tflu6'd!fu

n-rrfu(rauorJ:vn?Fn1n1u''reio.:LLao.:Lona1:dlru'r14dngrut'rarqa !: c nou n r:!:v tfiu

Price Performance vrn utu:runr: uriaila!t6d'i'[dnei1il{{rroiu n:firflu:runr:urvtjhisio.:lirfi:al a

(BioequivaLence) ovfior:zuror nrior:a n1rfrnu1i o'u tdur n'lq runrnto.:l6ndrur4to.:arimrirudrrvru

...4J-
.L

rrrarrrrtjitj fivr:a u1ofrufin flryslu u1lalxntrl dulaou

UiJn.un::tJn1: flt:!n.r: n::ufl1:

nruvntr nlrri'tlrl.lnnaun'n:Jruitsr1v10.rfl1 n6ir]{1urn(tnl?N INflEI'1u10!og



do,) n:ni26 s]flruciErr fruu1]1r

dA
n:ruu1{ad1!rlJtnulnu

o) i:ru{runr:6nui Bioequivalence tflu'hnu ASEAN Guidetine (oritd u I d'luri o u.n.

bdbo LturiulU vioi:ruflunr:flnur Dissotution luu'rn'uJ BSC ctass vild'iu biowaiver

n1! ASEAN Guidelines d.:drfin.:runruvn:l!n1:or141ittacu1 ],rinr::"u:olra uavtfluhnu

US. FDA Guidance v6o EMA Guidetines eirarr

do
tp) fi:ru.!runr:finul BioequivaLence rtuhnrll US.FDA Guidance v:'o EMA Guidetines

rirqo lnuiaanr:lnao!Frx1!lvjrtfrurLvrrundtn::r (Pharmaceuticat equlva[ence) udn.l

mo
*) i:rulrrnr:6nut BioequivaLencu rflu}Jnu ASEAN Guideline (arltd r ) dldrrinlru

nfuvnri nl:o1vl:LLavul l#n15i!:orzua (silupi o r.J.Fl. bddb - 6no i.n. lodbo Lihd'ulil)

loo
<) fi:ruirunllfinur BioequivaLence riluhlsrt:raa'nrnruri[avw?!it6'lun1:finur6rarL4a

ro.lu'talrYru .n. bdd6n drrinlrunruvn::lnlto'tv'utlauu''] hinr:il:olsra

oo

a) fi:rurrunr:flnu1 Bioequivatence lfirf,uhlsnu ASEAN GuideLines/ US.FDA Guidance

vio EMA Guidetines 1o ufinn n1:r uao! n'r 11r lvir lvt't,!rrl tR{t n::l (Pharmaceutical

equivaLence) ttdFr{

u) fi:rusrunr:flnu'r Bioequivalence lririuhJnru ASEAN Guidelines/ US.FDA Guidance

y:'o EMA Guidelines uavldfiplanr:voao!n?1r.r rvil wr'u vrrrundtn::r (Pharmaceutical

equivatence) udor

ocr) lrjirua:rurunr:f, nut Bioequivatence

t.rnrudqruntttonrv (Specific qual.ity criteria) , ria

b.m.o Hafi6oin?ruau4ato.rrufiordrusiurrvirlfisrfruriusroiuuuu (Bioequivatence) (ao nvttut.r)

a i a *vu
14ll1Ur1t9t:n50i:1Un1:ytulrauotuutlunltulvtLotunl:untluLuFro.ivr'rn1lflnu1t2a !at0.iu1 auulul 'l

fi tr:rurrJ:rrfi r Price Performanc" lura'rriod

. .r_......................

u'].!a1161UUU YlYiSa

..lruuiunrrrn',,

u10ualfl0l fl:si1u

n:l!n''r:

urrarrntr: t'ot6ou

nll!n'r:

nruvnmlnttrirvuoqrun-nnru;ronrvtolar n{rlrumdtntt! lt{rtr1!'to[no

LL

Ln 9tnl5U:UtrJU nv*!lu



b.tn riqEunl lofl']J (Specific quaLity criteria) , rio

b.m.b Hafieodn?'trrtvi1!fiurlun'r:inulduulduuu! (Therapeutic Equivatence) (ao nguuu)

i:ru':rui6'uvrlniin (cLinicat triats) vi'o:1u.i'rrnr:6nurvrrra6infi rran6l!:vBnEnrntor

ur finr.rllvirrfruun"!lunr:inurufrurlyirrirurdurruu (Therapeutic Equivatence) raSo:ru.:ruvr.:niin

fiuaos6.:l:aiv6ntr uavrJ:vfivBzuatorur r,lionr:dnurdr 1 rravoior6firr(lurr:ar:vrlnr:utvirti

do
-- .l 4q

o) n:oirudnri riulnuuuu ri:1u.t1un1tfiflu1vt1.!naunvL[flnln.:u:Ydy]6n1111J0.1u'lvl Lt !u

- .J . e 4
n1::nul a,i 9lvi lJ 1t L1.ll1l d ''ll vl1,l ullvlu vlu'l rt 0 0 0

do

,da
u) n:nlurilaarfry16urriu ldiunr:u::l1u US.FDA. orange Book vEo lpiiunr:iu:o':orn

EMA uravti.rnlanruvir:or v:'o loi'iunr:ur:11u: rr,nr: ninnirur{urarrirylr,tin'!nrrr: rvir

lfra unr:drrininurniuursiuurltor drfnur drfnlrunrucnr:!nrrolvl:ttavut uatdln.!

anruvlunr:ir:or
: e a -- J,

6n) n:diuliodl!rUtnu?nu :'tu.t1un'tldnulvllinarnvl!.:!0nonu:cavlEnl to.lu'lnuu'1tll]uuul4lo
.l d - - .5a dt .)

:1U.i1Un1t6nU1yt',t{naUnItlao{0n!53d118n11lt0.:u'rYr Lt Lunlllnul a{nlllJYl Lu11: A1:vl1{n1: LlYlylUvl

, ) a .a u ) Jilriodo (rdontofr nvuuurrnfr qo)

(n) i6nr:flnuliuttu! Randomized controtled triat uatinr:6fi rlvflu':r:ar:vrl
.a , a a

n 1: u.llvtuvl1.t 1 Lt 0 n 0

do
(t) io'nr:flnurrtl[w Non-Randomized controtled triaI uavr'nr:fifilrilurr:ar:url

ri , I a
n 1r ua v uYllJ't Lt o n o

6no
(n) Tdnr:d nur r! u ttuu Comparative studies tLlu Cohort studies ltav -nlldlitJlr 

Lu

rJ,.,Ir
'1',r:6',r:vl1n n'l: llYivr uvrl.l'r li 0 0 0

Iqo
(l) ig'nr:finu'rrfl!rtuu Descriptive studies Lt!! Case report or case series $avinl:

fi fi rr{[um:ar:vrrr n1r $yrvlddillrdo6o

oa

- J JJ
(o) (o) nr:flnur6u 1 frrfiu'xiorn'r-rn'lrrinoflriuuo'!u'luautou'tlrayluion?1!!aont"uloi

,.Jvltfrluul tl:o

(t ) rd'l{odou (n),(r,),(n) uio ({) dtritdfi fir:rflum:ar:rtnr:uwrddrirrdofio

o(o) lrifi ronar:*arriolaatl"!d\ru,i11tia'udru Therapeutic Equiva[ence

1.1'tguolfln n:Y0'tu

n:5!n15

u']n611n$ t SUt60u

nll!n1:!:so,lunll!n''ri

nrurnrr nl:rilirlraA ri'nuory!flr'rylro,lti1 nd!'r1umd{ntr}J It.!t\u'tulntou

D,I

1r1,!a1?!1{fid frfl:a

[nn]rin'r::criu ncttuu



b.[n eiqfuallrratrls (Specific quatity criteria) , eia

b.d flafi6orin?1un{sr'? (Stabitity data) (6)()o nJuuu)
t ) , , ) - J-

?nnUSVd{R:tYlOfli.lAylflAOUAnlfltO.ltln9ln[U?]U'lOU1.irlOtUO.irl1UyA.inlnytlaflflfUflU1tOilJfl1t
..h r

01.ltlslylurUU1.JU1tLA] LOU0'l{15'lLn:1vuy LFlilrnl5'lU LoIn

6). Long term stability nl! ASEAN guideline on stabitity study of drug product nlulel
. -J

StOraqe condrtron niu

. n:! sn iunllruAm

. n:ugr1}l01q10.1u1

o mooC t b/ sldllk RH rgo

o dC t snl (Refrigerator)

. -bo'C r dl (Freezer)

,.o) firuanr:frnur Long term stabiLity enr ASEAN Guideline n:!n1l.ro1qu1rrri1vun
.rA i a
tifroarnur llau!r.Jan":Anul On-going stabitity tJriouflflaqriu (rrarfr o Lrav b rfiou) rijl,l

0 u't.ll.t0 u

o.b) finanr:flnur Long term stabiLity Fr1r.r ASEAN Guideline nfljn'r}]orqu1firi'r141ro
qrJ
15fr aarnur uurihi runnr:dnur on-going stabitity fl rioutfl oqjr

..*) firuanr:finur Long term stabitity vi storage condition trir{luhJnu asral,t
i. rvA

Guidetines nl!e1'r 01qu111rl1fl1]o L1r0a1n rtav!fian1:rlnu1 On-going stabitity !noxJ!
J.

1l01UU (LXAlvl o ttav b toou) tu1loU1luoU

bo

b. firanr:dnurnrlrn{er-?tfuurtJol{ (ln-use stabiLity data) n1! ASEAN Guideline ttavfi

{ola:vr'[urona, :rir fi'uur

*.finanr:frnurrr':r n.im'x'luanlxstd,i (Acceterated stabitity data) nT ASEAN

GuideLine n:u 6n irnr:flaartavn:u b L6o!

bon:drfluurdtrjdorfi In-use stabiLity'lfr'ne[uul,i']do Accelerated stabiLlty rih oo FlsLLuu

. . .cN... ............

u1.16'tlt't1lru vlt[ta

t

Ly.
-:-u't8utuYln n:v{'lEJ l.t1.SA1',r n11\: t'UgAOU

5!O',t!nt:r]n1: n::r]nl5 n::3rnll

fiauvntt!n1rri1!lr.loq n-nBruvtol4'rvflo.ia1 nd {lurndln??t.] It.!aBTUlatnfl

tnfuqlflltuSgtuu 6g$uu

o)0

oo
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E<.



b,[n dq nlv{lofl']v (Specific quatity criteria) , tio

b.d ilafieo{qrunl lolnltururlldduaiaar u::liruri r6roa'rn (Package and LabeLing) (hd

ncuuu)
t 4 A- -xnqutJd{n : rrorlJ:uur}luuqrun1ylto.lrltucul:lya zu6u1 lJt:ln fl uavaalnul n! 10n11,!1.to

uau!1nE1dug1'1:1u'r 0i'r:ru{n pl"rrrorvir n11] tcnlfinlvvEi.ralo'llfuqt tio.l:v11dr:ror

u"t.ia''t't6'11Juu'I1y{l a ur.rarrntu: {ataou

!rs6'tunii:.rn1: n::!n15

1.l'tu!fugln n:Y01u

nStlJnl:

n) n'rtuvu::1ni{fl1ud:sdu Finished Product Specification #

n:ni;!uu!u'r lnjection r.i:rnrirudrflu uiat 6io

oon;dl uuuul Solution/Suspension/Syrup !::lrituriith Glass

G)oni r!rruuul Sotid u:rldruaLiJu Atu/Atu foit

r) n'rtuJUi:lf,:sn1ud:n{lu Finished Product Specification #

si.dn:dr!ruuu1 Sotid r::1firudrflu Al.u/Atu Strip

a) nr{usu::ln:{ntrd:;uJu Finished Product Specification #

n:ri;ilut uu.r I njection !::lriiur4rtu ampute

n:0i;iluuuu'] Sotution/Suspension/Syrup ur:lriilriLih ulo PVC

n:6rii u!uu1 Sotid u::lrYzurirtu PVC,/A[u Btister

o
,J

,r) nltusu::1[rJr]i.:nr!fr ivq'Lu Finished Product Specification

o) oa'rnu'rfi :luar16ungndorn:vdrunu Specifi cation ua!u6n{'[urln i?udau

1,0{u1
b.d

o) oalnulfirruas16ongnoiournhinrurixun'ru Specification $aJlvio u6o{lrinru

luvnurirutioutoru'r
le.d

(oo FlstLll!)

@on) oalnu'rfi:1uas16EJfloneiorn:!drunl speciflcation

t) aarnurfi :ruav16unqnoio.:um"liln:!rixun'l! specifi cation

nsuuu

o) r r::lfizuritanrvu rrr (Primary Packing) v:'a r r::1firudda'ln"adt rrrr (oa nvulu)

v ,,, k,
nru;n:r:.Lnr:drlluonrun"nuruvrovrr;:rorar ndrrrumdtnr r 1t':fl s'rxlnrou



# fior:rurncttuuntl Dosage form

o. rnfueiqrun']lr uavqruaur]FdrflurJ:slutrieiomrl:rtnr:du 1

m.o uint:udsnr:tlu (bd nuuuu)

unrur{nr:rJ:urfiudl{'Lufior:rurrinr:ui'rnr:tratorfilauo:rnT({tru)tdrrri

en.o.o nl:lranrldu!txtliruliulvlJnoiq (unriuardfiorqhiuiu t iva-lorniudzuan) (teo nc[u!)

6n.tr.b n1r :yrfiunrrr:firvrolorio{ualour (tlB$vrr,liosirltvtutirvriru:runr:urdlauo) (e nvulu)

ffi
6,) LrlIr0rirvlJnvuoL.iau Lt Ln'l Lunl: rLanLuaLx

bo(n) OuuoluanuJ utl LoLFl!ilulu
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