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d.6,,.b.b Gi'rtu'rvli.if;o:-u:ourn:5rutor{uti.ru::1n6onlrur4 (packaging) n:niyr'{6rdnur
, ! , i ,-

arL:c:llLLasrJrru{u::0n1{toLtas0't.ivt0unu

a.a dr rururirdoiu:osnr:irn:rv# [Certificate of Analysis (co0] Iouoioril:vnoudru

d.d.o ii'rtu11.rf{;o5r:orzuanr:1tn:rvurimqfruor'rurrirdru (Certificate of AnaLysis of Active

PharmaceuticaI lngredient ; Apl) louoiolrJ:vnou6'ru

d.d.o.ol A1tu114U.iA05!10{UAn1lltniluyl9ltloU9l?U'l61nf|ll0.ltlria0 ?91619lUsl?U1A1FlfU

(Suppl.ler)

d.d.o,.b eirruruu".:f,0:n:olHanr:irn:rvrdr"nq6w"'rurdrrYrgto{{Han Hasrfirudor

drtSo;r.J (Manufaaurer)

d.d.b ii1ru1141i{f,oiu:o.r zunnr:i rn:rvr{zu6on1rur{urdruSo;rJ ( Certificate of Anatysis of

Finished Produc[) t or {zu fin zua'n;Trudurrirri o;rJ (tr,4anufacturer) 1u!unr: ala'nvrJdtn-roeirr rrav'ld

imqfi rfrrur;ir6'ry{urdtLrniuri'uiirruruflif; oir:otnr:iun:rvr.iimqGu6'rurdrn'rg
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_)([?Alv o Uas b tflou) tlJ1.l0U'l.l1.J0U 01U?U o lun']lt{Aq
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Price Performance: Mycophenotate MofetiL tabLet lo
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Price Performance: Mycophenolate Mofetit tabtet lt,
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Price Performance: Mycophenotate Mofetit tabtet l.n
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o.o.b) GMP ra.i!3Syr{nanulrirrio;rJ raSo{ur.ji!irliiAnfiruduriiruitgrJ (Certificate of

GMP Finished product )

o.rs sr1qr5'tu{nqo^un-rurdricg (Active Pharmaceutical lngredient Specification) uav

u1o:SlurJAoJifuriurdrGogtJ (Finished Product Specifi cation)

')ou- J "), J-d s , -ad - ,Vf1d
an0u:u6{6: tfl 0 Lv}.r n?11.] rl,0Lru? 1u1vl zua rgl n15Fl1!q! qrun1fl toua f.i0 {18 n15? tnl1v14

,j,r ..J 4 .
1r10551U Ll-n'EtraO{tn6uql*r9lt51uljo.iadn1:?tn51vu ltav?0n15?tn:'lvfim:.i9llrvl[ouutatuvlvtuuu

siriuur'Liril-r rir{ntrunruvn::!n150.114rtuavu1 (ou.) n:rvn?{610'ii att

l'nr::n:olrrn:I'rutoi specification to{u1a-{nalxtfluei'r:1ul (officiaL pharmacopoeia)

a'r!1:nd1{a{ specification to'ru1lti'a1}.rgi1:lurtoar'r:rurufi': 9t''ltj :vn1fl nisvl:?{aldlrruqt ldo.i
.j - ! " u d4

:uusi.i'ru1 au!?i o fl.fl. bdbo ltasa!lvl bil.fl. ledbb Alul!nl LUu? oqo !m?u141fl 6U14:0

,)t 'q v-
zu6nniruderreitio;rJfrtiltriiu:o'r specification tiluel'1:'tu1 ( Non-officiaI Pharmacopoeia ) ot'ttt

rl:vnrarfu lorg'ruto{ specification siolrflutrJnurloriluuottas 'tsr:5'tun'tiiLn:'lvriultoitHesl

(ln-house process specification) viaonndorriu tCH Guidelines i4ion-ari6ulrttrt"onhr,lunuas
nr, ,a e 1 .

! 10l501Uv',t LUeJ0 in T il rni'tuvn6un11\uam't 0rflfi!a?u1d1n iuu:0 tJa0ula''l t:o5u t.i 0l0 { [! url']:1u1

" 
: a!.

tou?nu a!urfiu'tnu t?uu0 nltuv 0'n'tu1lJt0 nlfiu9ruavu'r0r551u1to{n15? tn5lsvtflv{'rv?0qo!0t2u1
,t,.e'

a'')n qJ u:0 r.rann6uflulalr:ai!{i toun

o.b.o) Active PharmaceutlcaI lngredient speclfication (APl Speclfication) crac

o.b.b) Finished product specification

.. t -{................................ ............................-LD........

ul.id'r't61ljuu fl 1'{la

:uorln::lnr:

u'tu1lfugfrl n:!0'1u

nt:!n1:

u'1.1d']?fltlu tu{aou

nruvn::rnr:rirvuonrudnuruvuorrvtolor nrirrrumfrtn::r: I
nt:!n1t

:{ u'r1llatau

t-->.
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- d d Jo -an1 ,Lonr.laonfuy luolu Lananu , n?t Lrin, n?1!!sayt6uay nrun,]flo=u.l frdrdrgnutoriruuouav
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b.sn.o) 6irrurronalittao{rianliflnurnlrtolfri:suvure (Long term stabiLity data)
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te.d.d) ?i"rruiron615uao,i:'ru.r1un1rfi'nvlyroaa.:ylrInafin (CLinicaL tria[) yrrtj.llonfi.l
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o'r:'l.irlao{ffrlruurnrueinlflhsfiuuayayuuua nrrra.rEsrfirur{uriioarriry (performance)

Performance: nslrut,trdrt ooo nyrluu (fiorijuaodruiouas bo)

o. lnfue{qfun1flli'du (Genera( qual.ity criteria); nvuuurfil md asuru

o.o n'nYuio{sJ1nt51u Good Ma n ufactu rin g Practices (GMP)na{r{{lurtau3ivr 
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bo nYLLUU

o.o.o Glr4P totlirivrrizufi nr-nqdu (Certificate of GN4P Active Pharmaceutical lngredient) ;

oo nu[UU
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udnu QR Code rdoduvr u{xu.r1u PtClS participating authorities
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o.o.b) Gl\,4P rol!3gyri,.ranur;itio:rJ yEoriu:.ill::lzufiorricudareir uir;rJ (certificate of GMp

Finished product ); 6)0 Frsltuu
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n:n:irflui'runliurtriiunr:iu:a.r specifi cation tugir:rsr official, Pharmacopoeia I

a10u Infu9n15tl53r,1]u nttLuu

@

drl6r usp, BP, Ph.Eur., Ph.tnt., .lP ariueirqo or livn'r6 udo.r :vqoir:rur
- i - i \4a
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Ph.lnt., JP, ICH Guidelines (QbA)
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) - de
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- J J r, ..--
speciflcation fraoondolril generaI chapters m1r.]vrv!'Lu USP, BP, Ph.Eur.,
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o.lo.o) Actlve PharmaceuticaI Ingredient specification (APl Speciflcation);d nvuuu

I

ql
I

\J)



acttuualou !nrudn'rril5sriu

drl6r Usp, BP, Ph.Eur., Ph.lnt., JP oriurirqo n'lu ivn1Fl t:a{:e!u151u1
o

m1.9

drrdr USP, BP, Ph.Eur., Ph.lnt., lP atiunTrd:vnrq
-) 't{ o

y{.6. krdb6) ttas au!fr b n.6 bdblo uavun lfl luvlsllJUualluullla?

6)
J.
L:An 5uu9r',E1U1 AlU

b
drr6.: usp, BP, Ph.Eur., Ph.lnt., JP adusrud:vnra r,16o oriulvilndrtl:vnrn

udo.r :vrloir:rur lorsdrr6lurnn'ir o afu:rurYu
m

o

dr16l usp, BP, Ph.Eur., Ph.lnt., JP a!"!rrru!5sn1n vto qfulvilnir!:vnrn
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o.b.b) Finished product speclfication;d nvttuu
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Aa, e ,i./.
o.m u'len5lunlir.JfrdfinrrrudnrnrudiEnr:fiiltutioltJfrd6nr: (Good Laboratory Practices);

b nuuuu
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b.lnfueiqfun']vira lt (Specific quality criteria); bo Rruuu

u.o rari.r6aiutotHanr:iln:rcd (Certificate of Anatysis: CoA); bcr.d auuuLl

b.o.or) Certiflcate of Anatysis of Active Pharmaceutical lngredient (APl); oo nvuuu

b.o.b) Certificate of Analysis of Finished Product; oo nv[tuu

nruuurn clnltuSgtuualolu

oo
r.Ja nr:i ro5'rvl,iinqo ! er5.i riu API specification fl:u1n'?loljo': Universal

tests uas Specific tests #ltol Supplier [[6u Manufacturer
o
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le

ha nl:i rnilvli't-Flq6u o:lril API speciflcation o:1l nli?to1ol Universal
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,t6 n 1 :i rn ilvriu reir r5o lrJ al{ nn Finished Product Specifl cation n:uvl n

rir rio u o l Universal tests ua v Specifi c tests usi 1]' n r : ua o l r{ a'[u 1 rJ rrul

"Conforms, Compties, Not detected, N/A"

urarrorr.liri frn:a

tl:cotun::!nr:

................3JL_............

u'tuufuflo nSgQlfJ

n::!n1:

urramn$r: t'u1aou

n::un1:

nruvn::rnr:rirvuon6ua"nufucrartv'uorur ndlruundtn::l 1:lnoruratau

\r--\
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b.o.en) a'rrur Risk Assessment Report for Etemental tmpurities (n:rfih'l'rirt o Heavy

metats); si.d nvL[uu

lo.o.lo) Certiflcate of Analysis of Finished Product; oo Ftvttuu (gio)

alo! [ntudn1:5s6u 6g![uu

6n

,.r a n 1 ii rn : 1 s#u r eir ri o 1 
rJ o :r riu Finlshed Product Specification niu1 n

firriouatrrv Uniuersal tests ltau Common dosage form specific tests uavfi

n lrltao {arallrith o{a ti{!E}r lru (Qua ntitative data) raio pYr tat on tiu ti":to

PhysicaI description

b

d

iJanllirn:lvfureiru5olrJ oi{n-! Finished Product Speciflcation nluyn

ri'rl]oranrv Universal tests L[av Common dosaqe form specific tests urifi

nl5Ltan.iualuliltt!!"Conforms, CompLies, Not detected, N/A"

rra n 1ii rnil vliurdr riolrJ fir.idu Finished Product Specification n:!vln

u"tt oranrvuniversaI tests L[a v !- nliuao{ r]6 Lur"!t 0{aId.l!5r.]1fu

(Quantitative data) raio rr'rtat unliu #lrio ehysical description

b

zua n r:i ro:r vviu rdr r5olrJ qriflu Finished Product Specification n:!vln

ri'rrloront UniversaL tests ttsifinr:uao.ir.talu?ilttulJ " Conforms, Compties,

Not detected, N/A"

o

a ''l n! rnrusinr:rJ:r6u n![u1.1

6)

i Risk Assessment Report for E[em
".,tut 

f.np*iti", oarorilnu'l API [av Finished

tt-
Product uEo[iuulfrtdiur:untiunrltorirltuotros ICH Guidetines (QsrD)

sr.d

b
fi Risk Assessment Report for EtementaI lmpurities ttao.lLofl1c Finished Product uau

finr:uoaou Heavy metal.s lu Active PharmaceuticaL lngredient

fi Risk Assessment Report for Elementat lmpurities [an{tolllv Finished Product

d
i Risk Assessment Report for ElementaI lmpurities uan{10 'lc Active Pharmaceutical

lngredient uavfint:vtodo'tt Healy metats 1u Finished Product
G)

ilonrvnr:roaat Heavy metals'[u Active Pharmaceutical lngredient Specification

uav Finished Product Specification

.Sh]............

'tl:vtrun::lnr:

1.t1U!rUYlfi n:so'ru

fl:ltJnll

u'r.rdlxntYit {'utaou

n:::Jn'r:

u1.id11n1l]uu 1lYi:a

ntuen:rrnlrri'r14uoqola"nvuvla1lMJo.iu'l ndr.J,i1umfrtn::! Il'!llu''l1.l1arau

.T\(-->(
................,...........:......

t
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b.b n'r:iu:o{qornlfl irAnrYoriuT drriogrJornmjralrunrsuonddtdo6o (Third party); d

nsuuu

a'rou unarcinr: :srfiu (t6onto1ot avu.t) nuuuu

o
51U n1: U',r11 lauooulu Green book d'orirloro n:lirurnraoinT :rrvrvrti6":r,urireiu

Yl o 0.i!a!!u
d

b

) c, .u ).
r'run1iu1frlauor{Juoiriuutfroq'tu WHO List of Prequatified MedicinaI

Products* uastdil:orvvufluueiri!urorndrfin'l'ruoruurl55l.lfl1lo'1fi.l5uasu1

6n

:1Un15g',lvl raua!tol.] a n15:ul0 {n6Ilfl 11,l r.J69tnfu?l o{

-,ran1:05?airo:rvrisirurutlifoun'j1 m iunr:Hin uav#'ttionr:sr:ro

' -" e - ' J,
irn:rvli6arlriuaunilri?tovr-rvq tu Green book o!ualEovlu:1nn:1sfl 15ul

)-d
t0a1r.l6lJtqu?nu

dt u s' 4t Y:t -- -- - ---a- Ha n15T [6:1uliiiaT qlri[Ru d nuualniuv] Lo:u10.! tJa n1:1Ln:1vvn i'lu

l:snrn :vnlo:rnr6u6nvr:0finai

- nliairoilvflou#osrJfr ri6nr:6'rllld#olrJfr ffi nr:tol{H6mordloinr:il:a.r

n?'r!al r:nfio! frrj6nr:vroaou6'ruur (Medical testing: ISO ododc() 01!
.J -r

lu1sr551u ISO/IEC oe'robd accreditation body fi troilidu5vd'la1na IILAC

MRA Signatories (lnternationaI Laboratory Accreditation Cooperation

[4utuaI Recognition Arrangement Signatories)J vrio loruritinlru lgll6'lu

rialrJfr ri6 nr:to'rniilivr u1fl 1anin1: uvivt d ntvvtit{a1o1lruq{

'o:roaous{riLiurdoqlu wnO List of Prequatified MedicinaI ProductsnuFlridrueirld

'.......... .r.J- ........ .......

lJ1,ra1Xn1!UU virSd

,lrruirnrrrn.,

u'tu1l[u?ln n:u01u

nt:l]n1:

urrarrntr: t'otaou

n5: n''r5

nrucn::!nr:fitl4unarudnuruvuonryuorur ndrrumdtn::l I:rnarlratau

t(l\<
4V
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u.m arafi6orinrun{dx (Stabil.ity data); oo ffsuuu

tnrudnrnJ:vufiuarrunsn'r (StabiLity data)

" - *vf v!1u6.: rAant0t6tj?rln6!uru{{qn

/.;----\\l ,
...........lnr.1.1..................

u1.r a 1x t'l1J1.J u vrfl:a

!:vorun::unr:

u1u{rufrn nluorB

fr:ttn1l

u1.ia1xn{fl: tJUfla0u

nt:t]n1:

Long term stabilitydatan ''l tl ASEAN guidetine on stabitity study of drug product n1u

o) oo"C t b/ srd% RH ta% lio
b) dC t orl (Refrigerator) lio
c]) -bo"C t fl (Freezer)

ua!fiouafl.laan1:Aflu'ln:! cr !lnr:ar6n uar nlu0l1!a1qto'tu'li :1fllurloalnul

'[n" storage condition

o.!1.t

nvtluua10!yl rnil?in'rrilrs6u#

b

finr:finur Long term stability el'lrl ASEAN GuideLines n5!sl'l'.l01qu'l!uoa1n

d+fl ulilquursr:jlu,iarrni6uduldr rio;rJd unttluvrv ri uueiriuur ud?

r.lan'lifinu1 On-going stabitity flnoutjfloqiu o"ruru o iu
(frorvroaoudtrar o tuav b r6ou utjuotirlrioel)

lLAs!

n1: A0
o

6n

l'nr:flnur Long term stabiLity gl'ul ASEAN GuideLines nl!sl'ulo'lqu1uu0a1n
.! d, c , ,.l "q .l d o-91. -.
fi rrfjulr.JmrlrLrsr:!T !e.Jao,ituqrulaltio: fr ttn L1 Lu14YtauurllSuultta? [[sl uilu

,tanr:Anu1 On-going stabitity tlnoufl fl o1:ju

b

niuuu[nuqin']rUrvlfiua10uvr
v a'4

firanr:flnurntunisi?rlfuvLtloLt (ln-use

Guidetine tlauIt0!aiuuLu[0na'linlnuul
ql'ruru o {unr:ar6n

stabiLity data)oltl ASEAN

o

Ie
izua nr:6ntvrnaunlsr'rluaarrv ti.: (AcceLerated stabi lity data) rt1r] ASEAN

GuidelLine aru ct iunlrilenuavnlu b [6ou
b

fi alfi ln-u se sta bi Lity'l#nuruuulitto Acceterated sta bi Lity

9r1!U

Jr,n: luuu1ll [u
m

n6us nrs}1n"r: tilvufrq a"n1J6uv to1l1u1lo.iu1 ndrl ilume'tn:: 11{1IU'Matau

b



Price Performance: Mycophenotate Mofetit tabtet los,

u.lul.iruflo n:va1u

n:5!n1:

..........n.,'1.u.... ..........

urarror fld frvr:a

,.1*uiun,un,,,,

ur.:arrntr: {uXaou

f'l::!ntt

nruv n::r nr: ritvr.roqrudnuruv torrvt ol tLr nei:L.lutn6'ttn::rL Itlltur!ratau

h.d 6x18rdu{asa{t{anrTfugitil (Bioequivatence): d nvlnlu
A ^ s t -.Jd t/. ! o , J ''r,J51Un'tiulfrrauo (rJanriruri ulalrflJ ) 14r]qguatlufi 0u'1.! to0 u'1.!t4u {sl0 luu aue]0'iuan{t{a

n1iAnu1fi?au a (BioequivaLence) lGuurfr t,iufiutJ6nrirue4urfruuuu

o) zu6flfi6udsrarrirylrari rirdzufiorlud:vrvrnlvrcr*avrirrirornsiruJ:vtvrntrridrordrn'rg turo

Frx"tuL$': uau: r[uurufioun'1jrrAofiil']it l"tuildildiuvlvlfiuusr'riuud{tj fl.tl.bdmd
- la - v h , 'b) zudmfl-fuqlulallruvl-!udn51u'l'l L14t{an1l5nu1tu[vl1[TUUnu annfuflulslutt!!
U4

6n) mafl nrufl u16'ltl6ufl oonuuubhjaoUriaudxuT uuuaonqvldt!1u (sustalned, controtled,

extended, prolonged)
. *r - !-- ---1-.-- .-4-.-. o v

<) qruaurjG6ul sn tl:un'rfia1nai'rfnltunguvn::ln1:01141:uavB1 Lio'! n'l:iuvlvtit ueilil.J

u1fl1 ;onna{ ASEAN Harmonization Product on Pharmaceutical Registration

n:riirflu:runr:arvrdldiuanr{ulfitridal6nuriralqa'[uuqud uioflanl:ilnurnr:acar0/

rJa orJri o u sr'r urlu a o or o a o { o vfr o d q rua urih d'l si ohJdo

o) urlu;rJar:avarutJ:raornr{oeitaiil{vnlraaopr16oo
- ii c , J -..- -4..'

to) urairuiu [tnruuon 16un u1a5:J u']{i .i u'ltaa u'}i:qllu t {14i': an1::nu1l01l'lvvl uelo'ln

v u ^-) " "li61u60.:fiaorirj:v?v6zuanr:inurdrul66u1 ttu nr:ioruar1{mdtaYlulvll{Flaun v:0?91:v01.lulfi?t
"rJ

aoovloffo{ousl vlt14 1ca

,n) urdlfioulriraftruanr:qo6lurir{i'r{n1u rru ulannio (antacid) srriruflurB (anthetmintic)

u114uoofl't (ophthaLmic preparation) u'l14uonM (otic preparation) allfiuild(radiopaque medium)

; e - y -<l ' q v.a
q'lortd'owir nr:iloaotnrrrLtyir ryr-ur.ryrl.itJlvay|6r{anltin1j'ro?uiti0u ttu n'l:Plfl!1v]1{tnat?vlu1

r,tionr:vnaod,uvaoqvrerao{u1J!du1 dtu!'lcar
J. F ) q " < ! Ja

a) urfillrtorrio-6 oo! 1ua-nu vvt-ttunrsuio[o:vt14u (vapour) vl!n?1 [vl1tv]0un!fl1{

mfrtni:uril.rutoiutt!!
Z- q , J

d) urdliu!:vyl1u1u?la1tas al Ula (oral. sotution) ttu elixir, syrup, tincture yt-u-nlutvir

rfr truvrr rnfitn::u rYuureiuuuu

b) ulitJttuur.r.i (powder) 6.lsiolrirtfluar:avartrlaneul"i
. d' e ou

ol) ur6u1 6l;irrinlrunruvnt:I] nllo'1141:uauu'l fr411 1[ta?tfiua!n?: [oiuun L?unllfl nB']

firaqalulluti
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[nrudnl:rJisGuh?1 4rr{ata{r.leBficur{ur (Bioequivatence)

^ 'i a )q v- o " 16?a lata{u1 nveio{il:vdun?11# n:01u111 t6u0 r! ul lu nl iu 1v [flllJr]15un t?u Lll910.ivl1n1:n nB

uvirrfi uulunr:inurfi!uroiuttuu (Therapeutic Equiva|.ence) ttvlu

urrarrrr!flti frt:a

l:vorun::unr:

1y

".u'tul.lrufl'l n:sn'lu

n5:lln1l

(n\>r
;;;;.;;;;;;;;;;;

n::rn1:

Inrur{n15ilrs6ua'toLlvl

o

fi :rurrunr:fl nul Bioequivatence lfl uldfi 1il ASEAN Guide[ines (ou"u

eYltlri o !n:lnr.r vr.Fl. bdbo lflus{ulil raSo fi:rulrunr:flnur Dissotution

'luurnu BCS cl.ass dldiu uiowaiver n1u ASEAN Guidetines dlrirrinlru

n6uv nrirL nllo'ltr: tlav urtlinr:iu:ot rua uav lfluhJnl! US.FDA Guidance

raio Eun Guidelines eirqo u6o tfluurd'urtlr v6o rfluurdoovrvrfiuusiriu

noutl yi.a. uer<

-/yl b)

l':rulrunr:6nu1 Bioequivalence rfl uhJou ASEAN Guidelines (ariu

grv,iud{ud u fiurnr .fl. bddb n'.riud ,r fru'lrn! .Fl. uauo filcirrin':ru

FrruvnritLn'r:o 114r:tuavent]inr:iu:oIHa

Yl ol

6n

vt r tvt'g tJ il r t tndtn tl}t'( PharmaceuticaI

equivatence) rGtrurfi uuriuursiuuuuuao.i lun:fitil4':rg'lru anll6nul

BioequlvaIence

1.1 t 0t] arJanlSvlod0u n21u I

m

o

fi:rurrunr:6nut Bioequivalence lrirfluhJnu ASEAN Guide|.ines/US.FDA

Guidance/EMA Guide[ines tusiu'zu a nr:roa olnru tvir ufi ulvtrl tndt n::l
(Pharmaceuticat equivaLence) uao.l

d

o!t] 11U{lUn15fi nul BroequrvaLence

erruvn::rnr:ritvlonrudnurucrortvtoror nrir.truma'tn::l I:rrururatatr

frJ$UU

'li
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ro.d nx'ruwi1lfiur'[unr:inurriuurduuuu (Therapeutic EquivaLence); sJ.d nvuuu

J- , d
,ramrl q ul?reo'r'trLn'lrrL tv r tfi e riull'l.: ua n15;nu1 6'olairurn ru#Lu ro rJ:s rdu 6o

rJ:v16uvro o ar6orirudurarl"q;riolfinrrlryirrir'su r l sn a"t n:tu'( Pharmaceutical

equiva[ence) riur.r6ofisuciur6'uuuu!Ytou']d1{6.!

" doqazuavoaaun?,lllvi,]lfiuufr'uvt1{mdtn::tl (Pharmaceuticat EquivatenceData) ldrrri

.) 6'aurdrdryu,rfiourluuavoqlugr.Jruuytl{rnfirds?fru (rtjuoqlu;rlr,n6otiou6urri'u ra6oog'lu;rJroa

luroir6urriu)rYrjurpiuu!uv:'aurdrl6loril!ro:Srurirvusrlorudrrinlruaruvn::ttn1:o'1fi'lsttavu'l

rE) lurourryirniu Eil[[uuu1 (dosage form)16srriuutavn'qrunrlmuriorirvuolrn:trutdurfiuraio

rfrurrvirfi'u

*) dorlatolorrtsdrtalotalrirutin (weight variation) un: BNrr*o-r srdrrity (content of

active ingredientsl rio.lurmrfq (Uniformity of Dosage Units)

rJ:srduvrt u ru6mfirur{urarfrUdolfiflrau{a (Bioequivalence)rYuHanfirudurdrl6l Iou

fior: ruror n a.ra n r:finur rrji uu r"fitlu6rrJ:cSylBata lou*'doeiaun rn 151fi L0Oivll{ Lna'toauOrayli

iufi?'r.irJanfl 6uqrurarurgnrzuanfiruc{urdrl6l ovdolo glutlltnru{fi rirvuo
t Aa t 'dd 

e ) \e '

Arannr-fuqigrfrlar1lJ[vi1tfrUUdu 1{mdtn55 010 llllli?ail{anu luo.i0']nuaaUell{rl tnun

rfiouavtlElrruto.ia'l5li.iusi{u1filn"luqn:oiriu lxletoqnlnto{fr?urdr6'cg qcuntrtolinq6ufitt

ttavn:lileEn'']ruAsr ufluoiu 6lflol-ururirdeilzual#nr:avaru raionr:ilaorjaiou6"luroonornaJ6eriilei

5?!vl{ n'lleos}..lul t11a:1.! n'lu tLr]na''l{ n!

d'rrfunrfilflu:runrrurdtdiuunr{u}ftrifio.rilnuriral4aluuqurl uiolrifrorrrao.reranlianlr't

n,rsasa,ruldao{riou6'rurluyaoovroao'r zufinniruc{urdoarricydEilrauorJ:vnxotlnlti'tuisi.ilJaudnv:of,nd

,iriiqruntnJ:strEnrr,{ uagnmu aaoriu rdurfiulriurfiolri'unvrtl{*'.rdruuu'arurdoriu'irurdoarrirg

6'rnd^rfinruntrtravrJ:ciyrSnrflrfiu!tyrdt-ursiutttdunr:drlr-fltril-ininurl:n}i6'ufiJru

ul.re{1?511lUU 11fl:a

l:sorun::rnr:

,b
,,.. , ... , ,,... , ....1J..... ,.... ,...

u1ulJ6U?rfl n5sn1U

nl:!fl1l

urramntr: riulaou

d-\b>/

n::1]fl'D

nruvn::lnr:rirvuoqfua'nu6uvro1'r'rulJorur n(llrumdtn:: I:.lnur!ratau
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[nfuqin1l-hsfiu6?1ulyi1lfiUx1lunr:Ynurriusrdurtuu (Therapeutic Equivatence) tdutn

6tLtuutu9l 0vr )n:Ltuut]1 a0LA fr1,tuu (Lfl :TJn1 nvt da10!vl

6'r.d

n:futJa nnolYlul9lu ltuu
-- J )q -u.qfi:ra rru nr:frnt1vl1.:F dfr n14 Ltao{n {U:vdv6tr'rflt a { u'lvl Lt tunl:: nul uau

.f,,Jd
0fl l.t Lu?1la'livl'liuYtvluvlu'1tt000

o

s'r.d

dA
flt6uu1tafi1ll6u[ou?nu

tdYunr:u::1'lu us.FoA. orange Bookuia ldiunr:Yu:olorn EMA tLavdln{

an'ruviuro{ vEa rfl una6ricuqiur;irrio;rlordtdi!nr:duvrvriuulfl ufi ?u{'1u

Therapeutic Goods Administration (TGA) tJ:strnooatq:16u

6Tl

ki:"u r : r : :11u: r u n r : ar 6 n niruda r arrirylu inrrurvirlfr or'hnr:drrininurduarfiuulu

to.:drfnur drfin':runruvn::ln1loT14'ltLtauu'l uuavu''!n':aorrclunr:iu:o'!

ns$uurnru+inr:rj:ct-fiu (rd
d
T6CUUU l qa)ant0a16Uvl

-.1n:oru1tai1!rylnulflll

i:ru.lrunr:finurynaalyrln6finyrtti.ruonfi.lrl:v?yBnrnto.iu1fl!ulfuuuu/rJ1drr6l uia:rurru
d d, -- 4"c a . ''t

nr:6nuruoa o lur.ln6fr nfr uao.: n-,:i:cdu6nlT{ro.i u1y lt luBl:inul ainnr]I Lu11:41:Yl'l{n1lllvrllull

u1rt000

s'r.d
(n) :cliu!i6in'uuu! Randomized doubte - blind controtled triaI

.) ' A a
?1la1tv1{n1:tlllYrUv]u1ltafl 0

Iav!n1:ma]Jfl Lu

d.o
(r) :cltiuui6i{uu!! Non-Randomized controtted triat ragfin'1r6fi!rd1u'11:a'l:vl"ln

.) , I a
n1:u?{vtuYlu'rtt000

6n,o

vr'finqunrrqr, ( Comparative studies )teitt

uu! Cohort studies, Case -control r'lia Cross- sectional study uavlnr:fifiut{lu
t.l ' / ^'r''r:aT:vl1.lnTlB?1vluvl1.r"1lt0n0

fl 161nU(n) :vll'uli6i6'uulu observationat

b.oh) iEnr:dnurrturruu Descriptive studies $uu Case report llio case series utavl'ntl
IA ' A 'slv{!r't LL2'tt6''tIvt1.: n1t uvlvl uvlu1tg00 0

6),o
nnnrrrtiaoon"ata.:u1uac/vionrruIaootiuta.l{

a .-hn,--. ti'.4a
u3o ri'rtauou (n), (1), (n) Mi0 ({) x L}J Lrlslli}llt [u?']l a1:vl1nn1: BrvluvluT lto n0

:11u1(a) flr:flnulau1 v]lnu110.i

o(o) lrii uo nar:uao.r1ro{aafiua!u 'l',]u?iu01u Iherapeuttc tqutvatence

d

olriitoXa Therapeutic Equivatence

!1,la1xt']1-iuu vlvl:d

:vgrun::lnr:

u,tull6u?lrl n:s0'lu

n::!n1t

u1{41?nrr5 {utao1.l

ntt:.Jn1:

n6ucn::!nllrilvuoq a"nt s[a]'{']s1lo.lul ndr.l,ilumfrsnll I:i ulularau

4n t---)/
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b.b q nl so.rnrtuvu::1da-lflatn aarn rrav tonar:rirrYutndrvilrhctrtu (Package,

Label.ing & Patient information Leaftet): d nstluu

#fi n'r:fu1o1!!llruuur (dosage form)

,,}

1.1'tulttuflfi n:vilu

n::!n1:

u1nal1nt1l: lJUtA0U

.............. ..... F.::. -+-.. .... ..... .... ....

urrarrm fid fru:a

!:vorun::unr: nt:un ''r5

qfunl so{n'rruru::1fi dufi'atndosfi quauiifi o{!

o) arruvr::oo:lntrd:vqlu Finished Product Specifi cation

b) !i:lttlutoYl'1v14 ?u (lndividual. Package)

alo!
[nrue{n1rU5rrfiu nvuuu

o ninil!tLurul Injection !:r1fitudtflu viat, prefi [|,ed syringe 6n

te nifiiiluu1JU1 Solution/Suspension/Syrup urrlri6us{[{iu GLass 5n

nr(tiluluu't Solid u::1firudrflu Atu/A[u foiI for Blister 5n

nifi;{uuju1 Solid r::Tirudr{Ju A[u,zAtu foit for Strip b

n5fi Iilu!uur lnjection tt::lrinrdrflu ampuLe o

b nrdiiluu!u1 Solution/Suspension/Syrup u::1li'cudrflu t?o PVC o

e, nrd:luurul Solid r::1firudrflu PVC/ALu Blister o
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