
d@

: lUnvtOUqqilnnU guvtnUtslJO.lUl Bevacizumab I 00 rng/4 ml

.^J,rnr
niudtJUgrl'lt lil

dt t 4 q 4 dd 4 d I ul '4d4 dd.{ ' q---9-.-----.9/
t. r{lu10ililn]il:1flf, tnr$o [fl0]ildryn0irfll-ru0u llJ]Jd0lJJflulaladdu dlY:u1"lu9ltlll

4o
vn 00ra oqfl 1

tY2. il:vrtolo:ugl lUl Bevacizumab 100 mg/4 ml 9}01J'19)

3. rt-?uru::q'lur?elttrl?ryfra uiat dil:rnornrfio tleafru tl::q'lunrryuvdilorri'utra'r
j't@-i-4. anrn:v!60ot ri':uil:vnouel-'lul'6ilfi"'iu n'lllJtt:.1 'Iuzufrn -iuvunolq [41fr,'lAa

d 6 o Ll9/

ltn v [41 r v [1.] uu gl ] : lJ u I t I 0 u I iT9l lilu uu n'l Tu v u : : !
d q nvi.s. rfirfnurlri'fiqnrvqfi 2 - 8 

oc

6. y-rrlonI:n:roirn:ty# Finished product specification dx6lrn#rysit:-u aIuil:vnlfl
A.oso9)"-YayA

fl:y1t:1.1d]t1:tuc"(11 [:0.1 :y!9]r:uur lqu|luudlrull'lultndryfll:uuuo1.1o{il191?u 14:o

urn'hifial'i:rur1#dxo^r'l#rruufir'lionr:a:?0ern:rv#snufikito6uoelilvrfluunitl

fifu3fl::11fl]:'01141:tlAuUt [[UUrJtilYO:J'!Aflr:91:'Joirn:rv#oiit.:#oo 3 batchs nl:,{agl

EiU alilUslll I i tllrlUfi

Finished product specification

9r5'l0zulu

9l:'l0ri'tu

90.0% - I 10.0% of labeled amount

n t,
I:Juoun lt 4 rnl

el:'l0r.itu

9l:1flt'nu

sl: ?1r.iru

9l:'l0 zutu

1ilrfru 6.000 / container

hirfiu ooo / container

nil3 fl::}Jfl1:

(ur.:d:rln fl:qllrry{s8)
A-(urid nil: ri'l Ia lflxJclrJfl:)

l. Identification test

2. Purity

:. il3 urrusl-'rorrirri'ry

+. il3ursr:

5. pH

6. Quantity

7. Sterility test

8. Bacterial endotoxins

9. Parliculate uratter

-'UUl9l > l0 prn

- 1lUlO > 25 f^Lnr

o,du dd 
J 

rl:yrru ^rr, 
f : N/ 

nrrun,, nrfio crr,.,in rdxdtld .n::ilnr:

(ur{dr:lflfl:r ogr-]:vEufl



nodgdur
A y fira ,yA o 'l. utllrflu0el0itel:uounitettvlru?tyrlJUu$iriuurrfirtiirmurulurJ:rrma'lmu rrnveiorilrirrur

,.
h ri r ri'ry n r : fi u u v rfl s u si r f r u r fi r'6y u o ir r t t'dfl i
t . t hdrri'qnr:duuvrfisusit:-uur (ilu.2 ilu.3 uo.+ rrd:rrsin:tl )

o.Aairduy
l .l tufI"u 0u u lt s tlj Uu ?1 u. 1 /u. l 1 0 n u t il lduo : t fn 1,'t T o ]J : l ua e lo uo ll ?1 0 n 1 : n x uq ]J

qilntilro{t'ra^srflor'}i(finisheclprocluct specification)tlav{Joiill4uflqiuRlTllJo{?-flq9lu (drug

AAaai,'e4nA^e
substance specitication) fltiJlt'llu?tsruuu n:iluoq:31,l'll{fll:trn tttl^'l}J[9][J0v9l0 i[[uu

rofl dt: fl t:.U or r rl1.u (u.5 ) u ruYo urYu

i ^ " ' ln t 
^ 

il a ua @ J2. urfizufrflluil5yrrflulilu #zufreroseio.rilNrirfrofr:orrlJrer:oruflr:,.Jnflurenrilianrnilc!1 [[av
UA

iGnt:fi61unt:zuAflut PIC/S (Pharmaccutical lnspection Co-operation Scheme) lqu

es m6o ilronar:fr:oiuter:otufl t:2afl utnril
ad

HAnlfliilcntrr]vffinr:zunsrfi61unt:zufrnglloidtfnirunilrn::ilfr:o-r14r:Ira3ur fl:er:']'1
*"/sdll@4/d:,

fl'tt-t:ilq'1l fr.:ntHue1luleuiJnttlJdonndo.:rlnsilguvrurinuHd'nrfliu.lirra3?tnttvr6'lunr:

zuaflur ptc/S'luH:J'rqurfirauo"uru n:fifiriluurrirrTirrrnsixil:snrs r.izunsrdorilronar:

fr:0,::Lror:n'runr:,{Aauraril14-einrniu,lirrariGnr:fi6'lunr:zufisror ptJls (pt.,u.,raceutical

Inspection Co-opcration Schcrnc) lquUu.)t,llu PIC/S Par-ticipating authorities lqiJtonOt:fi

drrurrraordorrflu arir ri r qeer r iJ: 0! nr: er:10dou'ieufi zun:-u: o{fiifurfluo: rn r

3. [r'61F1{cit[utnrurittzuant:q:?r]qilntv!2n^srii'iu"},itorrfr'rnor (Certificate of analysis) tlayfta

nr:a:xtirn5ry#nrunrr,r:tisroGu (Rau,marelial)toier-'rurrirri'iufi1#1unr:2a^sruriufirirr{lu

"-v^ya@49)4@a@d
9r?0ul'1?1.11J0.:zu'"lnflUlrrA3'"t'ian'l9ltl9lu v{:0}Jl,tdfl':[0ndt:11:oilanf,tuuuuun?tild:Jv!u5qU

: y 14 ? r': : u n r : r^r R^ 
q t o {'r-er n 6 r n'l : u n r : zu fr gt ir o': zu a^ n finr du r ri r ri o : rl

4. ttd9rrtftan-t:flilut Long Tenr Srability 9rfr0Frr)tdtilr0iutltuulteruuu [-]r-r:tutlTuuytuuu

ututnn'jr zTJNSorunnr:finur Accelerarecl stability n:fiduuyrflruuurriourr jr zfl odx
Yt

uou 2 ?unr:zuna
d4.i,4a45. il:rrurrunt:frnutmt.:nrfrfrn (clinical stuayl fiur16on^orl,'r^orrdo.lil:y?uGzuarray

n 1riltlnofl n-ut o ru16firv(n r'lu':r: ar: u rtnr: uv,nr dsirrrl: y ruedu r rdo 6 orrnyr{lufiuorufl

lelunr: finu rri'r neir ldo rlddro rrd o rf,un'rrurd,oru"t,-,u
ai0,q,9)y^dj'a,6. n:a^rorfrrauo ti.r tTUrauIr1JU ero.:]Jnr:flnur?rrr6'rer.r Jllluzuaiari'ruqififiil:y?rGzua'luit r:

fnurttavnrtrLilnoo#urfiurrvirnhurduLruu iirr(la i jtrflu biosirnilar enrJ EMA guideline

IIAs l.JS FDA

fl[uyil::tJIll:

, ^,1 
^-./^ 

n
nrfio l ll il::.r ru n,Ao h.1 (tJ n::*.rrr: n16o dncie tilr*l{ n::run r:

d^-(ur.ld:qn fl:qmrryiryu) (ur{ilr:rnfl:r ogrl:vfimGt (ursarril: rs':'la rfi ra:io: )



9.

t0.

, 9) il | @ Ja dr u d

rylfl u0: rn']9r 0 i d{9r'lo ulnulo ul {uou I yu?u1J: : !nilfl ry iruugr trrmurrdgl{: lunytougl
y A o s il o q o j

Ft : u n ?u sl I il u fl I 1.r u 9l i o u gio I xi r il r I tfl q i lu {u r fl : : u fl I : 1,{ 0 I 5 ru I fl n

lunt:rirrorurl#I:rr{ururnurrErrirrlrrrl'uru,ryeforriryrYorl.uirn:ry#urdufirirrir

urdriruousi',xil0 rul#lei^hirioun ir r tl rirrrniueiruor lrflr{nfl r:-l^rn: ryvil'hild
4 dq

tJ r er : $ r u u3 o fr rIq u r rfi u ; rir qiu n rv,r fl r :1duu il r i l : iil u r u r a il y rE r rir il x ar r r : a u nrn n

L A ^yfl15 CIisrl tgl

A y & i ^- ch , a 4 d' 5

u tfrrau opi'o rrtluu rfrrB uhrflur{2n^m nG or[lurfu r,ruri rriu ruJeufl: r

9 e) qy r.i ai q I a A ^ A
t'lU-lUn3fl0i:Uzu9lT0U I1{rr(lr'lrInUUUlfl:tU11U I tnRUilAultJ 1.'l:Or}J0tnqnl:IdO]Jdfl l1"lfl0U

" ., io ne A 4 4
fl 'r 

14 UFt I uU U r 1r rJ 0 r U fl r : try i r u11 u r 11t u [1^{ o,{ n il : s ] ufifil o r ,.xr] : u

a iu3 n:: u fl-l:

a{T0. 6r'nt/ il:vtru n{ryo n r60.. dl.lth..... t{.rd.{... n: : rrn'r:

(u'r{dr:il: ri:ula rfira:r-n: l
d^-(ur{d:qa fl:q?trY.l5u) (ur.1dr?rnfl: 1 oarl:yfrmft


