
va-nunrudnr:fi n.:rur6'or16onur Price Performance I:llurlrauvlSrrirlrl
rr''tu'luun tflolryln1t110'r:il1 HarJirritit,rrin

bo% :rmrfrr6uo (bo

:vrrov rflufrr{ru: runy [udr.fuitr u *riay:r er

nvrr!!)

o. N/A

do96 qfu6il{66u 1 (Performance) r?il do nvttuu

IreEilunrunllrr,r6nrizud (uoo nvu,uu) (bo%)

nfunllrrinn6l il (mo Flu rrll!)

o.o ino6llrornauifiorxJin'r uI:tlorviumn ooarfl:r6u v6oritll (mo FrvrLl.Jil)

;
o.b imq6llrornrur,tdrdu uonlvfloarnrio o.o (od ovt[1,J!)

NIA

N/A

#nrsilvflr.in rufl rfl uo.r,.1Arlf,[u9i l::1frrud $auearn (bo oyrrl]u)

b.o a'nrsruvlr-rtl : ul{rrr:r arulru fii'lurLoorq:vquraveiruiruriouou (d osr[u!)

re.b nir!ladoJiu : firrnmnlrrrunnrir.rl6'.dru"llruriavrul0 finr:oonrLtltlrfionlurlaoon'u (a nvuuu)

b.m n?1rrv!1va! : florfiuuarlur.l::tfrrudqofrra florrilnrrldu fianrrvnr:rfiluylryal (a nvuuu)

Lo.a rilurl::ln'ruqirLr.ll.r unit dose (a nvirr.ru)

N/A

N/A

N/A

N/A

ossnLlsv1ert'.:o1f zu6nfrruqi (mo 0&urJU)

*." I:wlurr raldirJrl:vlutdludrlar:liyr:{onr:nrfrli:tiruqi (mo ay[!!)
m.to I:rvlortra'LrltriYr.lr-l:;latrrfludr!nriliyrr{orr:na'.rrrtnlrud (o nyulr!)

N/A

N/A

<. l:valnr:rurr:"Ldrrfr lauolul:rl,$€r'r!ra (ieo nvrru!)

a.o unu'hTiui:rilerrrrarvrirrir!rrrrtrirjoBnrr r, tluav1:-1uu!rgrarlunr:kjur (tqo nvrLlr!)

d.to rouleytr,ii.xilurr.lra:lvlilrirlrrrrtrhiaanir r tluav"Lrllrr.liSrgrar"iunr:l{ur (oo Frsrrl.J!)

<.*'Lrlirrofirl:vaunr:efft{ r,rtarns'LrTlul:wrarrrar;uirrirtlt*frrulflryr,rrlunr:'L{or (o nuuu!)

N/A

N/A

N/A

d. hafiaa{nllr.rtrliolufrolfluki (Comparability exercise : Ce ) uiouiluerrfir{nqnfrrunFr (Biosimilars) (mo asrtl,Ju)

e.r 16'iur:{ulrvue auorn oa. irrflu6:imqnfr'ruoFriunir.lfidoqla cE n'LBlfix'r-aqfr'uurl l:rnor6"ro Non clinical

studies' oK/PD, Toxicology ttas clin]cal studies: Safety & Efficacy & mmunogenicity ttf,o equivalence triaI

lun{rrJ:vtr n:fifiorrrl ivfi alfluuravtr ufio :rnrolrnfi 40fi ovuonnru umnnr.116' iu frutriuroJ! us, FDA. purple book

yio Elr,,tr. :-l:o.rr{lu bioslmiLar (mo 0sr[u1'l)

a.r, !i:-lnr',6uvrvuisuorn ou. irrtluf,risrnnfrronFriufiifidaqla cE fr!urflT1-nnd'uurr tj:vnol6ru Non clinicaI

studles: pK,/PD, Toxicotogy u[av cl]nlcal studies: Safety & Efficacy & lmmunogeniciy lfln equivalence trial

1un{ll: rtr nrfrfiorr:L uvfi oufluruavtr uis m ofrosr.l o n n'rr}rLrnnelr.i'iei :':r fir-llfr'r-l::1lu US. FDA. pu rple book

v5o Etrl,, il:olrilr-i blosiml[ar (od avttl.t!)

a.m tfrir.ln-',duvvlilerro"n oa. iru{lufl:'l-moneir0nfirirxrn'!1dY1rnr5u::oh us.FDA. purple Book y;o E[,,1A

fr:olrtl,; Blosimilar (e ovuul)

a.< 1"6'iir n' :fi ulr v rrl er uo r n o a " i r rtl ufl rrh n n #1 I n fi .i ( o o e rLLu )

N/A

N/A

N/A

N/A

u. aLafraoidar rd (lndicatlon) *aanr:rutu{01rfi (Extrapoiated indications) (mo osLru!)
;i

u.o:Ltolrrrvr ou. il:ornrrfilarflrionfruult! (US.FDA liio fH,ln il:o$1ndol.i1d) (mo oeu!u)

u.L, fidolNil uasnr:'lora{oti.rdfi ou. :n:orivrrn'rlarfirfmqrl!ul! (us.FDA 1,rio EMA uiluY!:ol) (od FryuL1])
ii

u.m []rloll"rfr o u. i'Jto{fau nxr0rfi rin nd'u[!! (o oy [!r,J)

N/A

N/A

N/A

d. Real word/Switching (leo Ftyttl.J!)

o.o frrioraorrtLrJaann-uluvlndor-Jrdflui;un',rfirrrueenr Iacfldo!an'rrrlaoorfrer

olnnr:rr.l6eruEirflriqrn6'lur!!ufluur6rfmqnd'ranf;ruioa''i-rui.l6cu:cyrrlurdrr-floodren6.r (bo FryrLuu)

o.o fidoqanrur-laoon'o1llxdolo,flfi16'it,nr:iiunufleru uayfidolan?ru!aonn-u

srnnr:t!fiuuurfirr-nnfrutulrl{luu'rfi'linnedruafirvio#rluJf;ru:vy'ixorfirr-mqndruofi.r (oo nyuuu)

el,mlrifrdoqan:r!rlaoo"{utudol'3'ifl6rnn',rrilurrrfiul uavirfitoqla#!ur-l6u!:cvirrrfi:innnfrruoHr (o FrsrLu!)

N/A

N/A

N/A

- tr ;&
d. qtuarlffrul.,[yofle6u1 fr16orionT :1{lrl (too oyriurr)

*.o irarfrf iilunr:rirayart Ll.l or (d ny [r1.]!)

d.le ni5tio1,\lo.t (d nuttl.Ju)

d m rltutlr'lnu1.r (d nuL[1,Ju)

<.< ,Jilrn:r.r::1 (a olrulu)

N/A

N/A

N/A

N/A

^,ru, 
/

(uxuqr.la uioul:od1)

^-- q

r flclU\n
e 11d...........:..........................f 111r1:

(L' 1arlidtiLv .6ruo5r;r ro::)

o ruv ni';r nr:'r,'rvloq rua'nueul ralr rrt o r r r"rrf;dor uai ir n r na'l.x

I ^ 1", b^r A"l)
1Jit," 1,i' o11.10........................ ...... ... r )):.t'l

[ , i6t r J.nr]:'l ant :t Fili,



.rln5O1uIt{.1lut{Aa (ooo nvuuu) (bo%)

tl1el56'ru Gl,1P (do nuLtu1-J)

o.o t6u1ni51u GMP PIC/S * fl lfruveirzu6ninqfir.luavl:wruzu6orurrilio;rJ (ao

o.b'Lfirrm:mr cMP Ptc/s * tl uaurvl:rmnFmuri{ru5o;rJ (do FrvLrLJ!)

",*'lfrrrm:rru 
GMP P1C/S rioon'ir * fl (t o osruuu)

avt!i.Ju) N/A

N/A

N/A

o lr9.l:oruzudn,iru,zroruo?'lilfr.xd? (bo FrsL[u!)

b.o Stabillt,v per ASEAN guideline (oo ovull.l!)

b.b Sheif life/in use stabiiity (oo rlvtt!u)

N/A

NIA

u?nr:va-tnr:rru (ooo nvu"uu) (boo/6)

o nr:fr orlorl:rarutru (ao ovlruu)

o.o nr:fr orial:varurrurfi omlfl ryvrunvt6'Ylnr:uiitrvr-ufi (<o nvuuu)

o.le nr16orlo!iuarutruifl ourrlrgr,irttav'16'Yrnr:ufrh (teo nuuu!)

o.m nr16oer'.LjTvarurrurfiour6ltflararardrvtotritdiunr:ufr1todru.r'uvhrfr (o nvuuu)

N/A

N/A

N/A

I ar:u-1fi rur.rioErrr (ro ov ttt.ru)

b.. Euuel"t,,i*anrlfi uutdr6!nr!sirurlfr t ourl6alloahfi fi oult (uo ov*uu)

Lc.te 0uEroulii[ranur]6eruldrEro'rulrurifirloultlunr:uant!f;uu (mo ovttl-Jt.t)

b.m uranuJfi rukilrl16!siru'ru viokEuuorl#uranulfi ou (o 0su1.Jt-l)

N/A

N/A

N/A

oran.. ....'(..............
(urriara rioul:oi1)

o6uvnrsilnllfill4uoqtua'nigtuv-[a111slo.i r1fl flac.{E]r r[aullo1nn1.iA/
Lr'b^u ",r, 

[^t dP n,,un',,
(urlarrtno:r uorl:v?vd)

u0tr........&&5.')1.............nrrun.,

(urram i 6riu{ rfr 
'r 
roirprr rio: )


