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RCBP: Regulatory Committee for Biological Products i^". -d:$l slJA'asi'-ol ardExll Ai+Xl '
- 4r,lY++Jl aJj..5ll ;r-o ;6rL.Jl3 *l3rJl ..,:-*S A--.':ll ,Hl: c-r:L- 'l '\l a+ *^:t: i"-lt ,-,;, ti''ll i-E:
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vBPCL: Vaccine and Blood Products control Laboratory,:ll *li:;"3itl-ilJl +16l;*;i^ '
CTD: Common Technical Document r':Jl ,iixl '-i'lJl o

CPP: Certificate of Pharmaceutical Products r=rY+.- -':'-:iu'o ts:tai '
GMP: Good Manufacturing Practice 'Jrll eJl--lll i*':L* o

SOPs: Standard Operating Procedures a+JlJr-AIl dtJl elel;'=. J .

.TRS: Technical Report Series 4..,^11-ll a-,-ll a^),j^;c ;;rlJ1 a;i:Il >;Bl al^J-' '
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: (iP' JIJ#ll) LJHrll dlr ?1'r Jl' d*Jd
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"-.$ 
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--

df\-:ji.J f_pi+ll ,!rrr ,,,)J i-1r ,' i * - Bio-Similars ++-r+= ebf,* - Blood Products derivates'':
(J=Y'-,I:deJr'ic;tsl

..r"!l :^: i-rilS 4-U^ $i,rJ', ;;rl-I ll3*.rJc f3r-..]l Of-l":-i,*ll .y'-l :VaccineS dlL:Lilll-

arull,=+l:-Cf .I.Jl 4Jh a-ii-l i:l;-:-:"" Cf i-r!t q+ :Reco*Ui"*tffl**'lffl- 
. cr-l# ;i .+j\ 1-1 ,+!:Yl ,,Jc ,JsE d-.tc fhii-l+ ii+'t

eJl .x o_r€\& +:-.Jl ot *:-:.-"li,ts,+:Bloodproducts derivates g'F'lt p'tll olSlL-
6rc1-,* ,i ilU-1, i:t^S 6;,5.rll

q:+= ++l-rr st--:r..1 4+rJXl 3 ;LYl r 
&,r- i  .eLill 4J+-rlCl rl3Jl oa :Biosimilars 4iJCr dj+e -' - 
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.tii.,U irrSUior+:iJf J^,-+J,J dr JKl .a'i eiiJl e Jr+ ei ':S43

.i,ll-ill, ,;LYlj ;:3fl ,,J' ;q {s-d3Sl c'''t-=:'"I J*J- €i tJ-:+ -l1 '.JJ+J -

lill drljjill -Arl:hll crl )}.till 6::sr-,Jii+lJjll CIlr:"'''-i:Gl!l d):tJ Ltlt*il13el^Yl JSi:o'+[1"-
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ii::.
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EMA_FDA_pIC IcH_.sJiyr 4$LJt i-\.,yJt-: a*JulYl Y"t,.,,
.,!:*lal ,:S;ifl dlll- asJ-ill 'Jl+J r+ r,e3;'Jt A+l +ry 'l-l

.a-,-ll 6:l:-l e 1r.:i o;;'si rt'r j o:Jr-,j: al*+; )'+ 99Jt AiiJl dJJ$ + l-f
y .."-i L+L d.JsJl isJlsll d:^" d.s dr i.-ll ;rlrr r.t crl-=\-slll -Ht f,5Jl Alill 1{:U qi f-f

,L;, .-i ; +l*r]i Efraa -:i ,if'OA -rt a;tr,' or ueJc dL.lJl crl:ta-iJl a"K 
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e*yt'
( A frJ,iJ ) q-,df a-.-ll 6tl-.1-l .9rl;:':*"Il i'#tJl

i.+l-,]l aS-.,iX i-.--i Lcl^ Lr"Jill aSJpi,ll ,J1"" ,j+ ':- i.=..ff 6:l-r: 
"1 CT ff,* t] 2-Y

:.il*l!':' t -i.l1.

ir.lt*ll
i-,-Jl 6 rl rq,qJaJ^ir-ll

. i,.il cJS 4-ry:ic-l d+*jll r-tc
I ' i\o U)'ll t-=1- 3r+ o-l'

:.,Jtxt ' l''i' i\l

Administrative and prescribing informatisn a+;lrYl ;-rYl : Module One cJ3)l e tdl

overview and summary of modules (3 to sxo-t-r) drl..ll ,J-iL : Module Two .lsl erJr'ill

euality (pharmaceutical documentation) r.;r=,,iJ'li,Jll crl-3J- ll :Module Three eiljjl e ij^ill

Safety (toxicology studies) (+*^-,I o1*rl;:) ;l^Yl : Module Four elil eir'"ill

Efficacy (clinical ,t r-Ji"ry ( q;!r c:t-,UJI) Ut Jl : Module ltivs e,,*t-'Jl e ir"ill

:; i,'-'-ll aLLJl r*j'j 1-'s a!^ll L'ljL .;.,... Module One clYl e rJ'-Jl 'I;jJa r!:u-dl 'Jn-;ll ci Jt
: +JSl c,r,*"Yl g;3i"Jl AliJl 'J:+J
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