
udrttu2rarh
239i55 ftlv.j

qrud'nuorrrcu,rvdtqrJnrnj aru il. fi z3g/5s (1nu.)

uensrnrfiroiln:ni

fiot.rqrJn:nj

r'tilr€rfu

1, qrua-nua:.vrorryrs

6505-XX-249_3640

Recombinant Hunran Erylhropoietin Alfa lnjecticn
Vial/Box

t. 1 {n qrJ:vnrdtunr :'h?{ru tdynurl: nlafi nn r.rt-rnI: ntoi.i r u rffi cT:n!v ri.i
t.z qru#nuru*tumrrrynfir,

1.2.1 rJrcnau6'ru6'rr;riirdrl n'o Erythropoietin Arfa {frn Human Recorrrbinarrt
1.2.2 uulEtnttil$i.t?o,tu.t osritluntunr:d,prurusiaynrf.i

r'a qrudnr*ruv'lun''l5oon$uu t{Juurrunjrrnunr{o zua:rnludrndu uav"lddor{rtdfirufii
2. nr:u::nuatfiuvia

2. 1 uru::olunrcJuyljetsfiyi

2.2 afflnuufrltuvurrloTal:"u 

"oarryrpltr.rlu.r 

, flu-ran11,,tr:,r , {u26s} , i,,uilflarer ,
ragdzufi n, rarrsrfl uupiriuar tia eir,rdeuou

2.3 Llut.lnl?utTq Lractu-tFluT:1 tvrfiuuolunt:o-oururinunil
2'q fiuviodalfir"rrrr::iurrrrrdtu:q frrfiiirururrnn'ir t fiuvio oypio.rrtjurflFruasrurnrfiar#u

v .jc ra a
[? u Inuil Lll tF] ri1{u 140

-roiJ. llonluuolaudl

:' t errfirauad'osfira#ngrulditnr:duvyu-r'B!rirfLUtrftos;.ruilratuu:yrufllyu uorn:yyrr+
fl1E1Trlqfl ernr{un:$irfluurfirJa-vrFrrilrn#tri.iiu fin:syrrr.lfirorrruarfluror

J.z na{ilfiu'rd0iu5a.:il'lerr6'runr:orffnnrur,la"nrnruq{ rrayi6nr:r.rfisrfid (crvrp)

3'2't n:fir'rfifiturJ:vtvrrt'lvrfl Txlru{r.ra-or do.rfiuri.rf,ornTo.r GMp q1a.inrvfl:.].ifi.rnl:ruflz
lulurogryr'rauatrg

I3'2'2 nTiluldrtrlornsir{il:.vtnn 6'o.lflr.nilf,oYu:a{ GMp torTr.rlrufrr.rfirn rrnursurnfr.rfiEr
Lz.3 nrd:jr€rrnrnrir.rilrvrnou#':ur.jru::l"luilrvurnhra frorfir,ru-rfioi1:o.r GMp

lutia 3.2.1 uav 3.2.2

3.3 rlr4u{d0:n:orar:fi:rqirn:rsr,{to.rt:l.rt:{aran (Certificate of AnaLysis ) flr.injuarddrilr
U:ynaunr:fi qr:m uav,/u$odrjrei.lidotrilyunr:arodo

^-vs q rlotrluu'ldo:1:a'lnr:st:?oiunrrsl4 uavt:.luan.lurya'lzufrnsorarrunfifiriJurhrLrrird'rpto.:ririlr
ta

frzu6ot €Jr un vuEuh rizua'min q6u

3'5 Erlfr Hua 6'or r{JuErrfiuirvv*tru{ruanra€opiuvrusiruilrulnarr:r
i" : "3.6 tolflroeJrtfr riuril:vnounrrfi o.i:rutoad'olt6lrnrtuvfi u::o

3 7 arul,o{eJr"luiuritrLar:tot da.rlil#ofln?rdrirr.runlflunr:q-r,la-r,ruiu*r,g.: rarnh.tfriirr,rr.rrirtaulr
ar urrar u rli or fro{ r{rua rfi r.r6our*#rhirfi u 6 16 ou lufurirr o.r

: B (trefr'o.ri:-rfipitou*anuJf,Buurtun:dvr*indvurrorq t#rfl!urdfiorunr:lciriuurr{u
rui o r.raU : vlutrritr or {rjr u

,/4. iBnr:n::oaou
v

r f,; r aj: i lr {-: --1.:

orl:1 :i ''t;,tri;,- J\: -- A-&



uilt z}u zuil"t

239/55 twuj

4' i3nr:n:rqaou r:?aaau'rrqru#nuruvravrr; uasruairn:rsfurtudo 3.3,3.4

fifiuufl TflJn1 :a:r o6ouqrua'nufus letfl .]s aU. ar s y,l. $ o,t ]tu.

*.r..............W.. ,..frio.fl?n.y,ru.,/uTsorun::rnrr
( vr-nGru ricuytol )

2 ? }Ifr 2555

v
f1??*{1t!frs4

6J

C1! 4e 6li: i q
li.il.;r:rY

.l --r
qor n'nr nrvnvt tt nrlufi 01136 hTl$

rrrruorgifi on.rw,r{ur{sfr 0 n?fl ,iltr.

fi nn o+ne. r 1..{*..P..9 . u o.LSl:9:3,?

(a-ru+;* [i:riuii? )
lit:.f,lil i r,r"'t,Rir u ei ;urT

'I

........ /.. ".." .. /........ {

rl
vt.a.r$..,......fr.fu^^.1*/r"9 .....,..,.....r.r1rrvrl'1:r-]fluTnr: d:ssir flu. tirer:rrnr:

({nimln rdurLegrfia:fr ) :n.::.0/n::tnr:iruunnr"iratri


