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.+]\.:'il a---lli_.lljl fk- alo;i^Jl '\ 111 tlJ t t I ,,s_,r,"#;r-illf**_!laS=l .r,1" ;e -

.Y . Y . eU f i_t,#-*LXll _,rl_,,rll .ub"l -
4+-ltJl a--^-ll Ll.r" up i;:lJl d.U,.-$il 4"nlJJl &Ja+llJ i+tiJll q*- t'6; el^u ,,Jl L+lJ^ll .,Jc: -

.4#!l d;"ll .*s 4,6lJJl i.L:!ll;rlrll4-JtJli;-:t-,i;Yl i.lr!.J3 #llll L';..,r11 i..[i ,;r-+ UrO

.'JiLIl +-qJll AJri*Jl 1.r:-dl i,-.-Jl ;j-r cl_i* 6+Jl ClJiSl ,rbr -

.Ll-JlLL: ll *1+^::t &; -

:C u lYt
:(l) trtlll

:C lJ l.d a...*r^ll qrjLJl JlJill ha os;r;l-ejl dJlJl+llJ el-ISI OJSJ

Ei ,l a-,rr\.t 4+StJl _.11-5!l 
, i.x(i Ui,itt a.t,j;!ll CJt ;o :(pharmacovigilance) s,rt3Jt 

t:trrt1

.k+ !t!-rlll k++r_r k #iiJ elJJl thii*L iiLi^ LrJol LlSl*L
*lsJpill ri i--*ll i_.11j3 a:r-i.,i eH :(Pharmacovigilance system) ll3Jl lrtCltl ft!.i
{+!1_*J e* g1 co-rlyrll t-itill+ i.iLi.ll k $lj*l kt'k*+ eti_5JJ ol_e-r!l &J*i uiaJrj i+rl^:
.rlJl iLi"ll-J'tl--.ll Ol-X^ ,"'s JJ+- gl , i.r<, q-,_r- ; a.--_ptl 4:6lJJl drlJgsi..!"Jl L)*

.h
.+rrllIl crl-pa.i^ll +$l'1.1'g:,-;trSt Lf ,ll 

et"L: ct-,S;
a+J;=Jl ;o ttl3Jl calJ":si$all -
'+.lJll*rlIj 4+11.\iJl c-rt- :^ll

!r*-llq-r't!t
6.Jl orit.i,

eLlliilll
.J+c aU;J:.-. rla-rLiJ3 4+tll 6j{+!l (a+J+i^Jl , if,l:$ll; &L$+i., ll ) :+l lt c:Ljfi.,, ll

cit-jfi.,* (4j=lj+ll crtr-rlt dJl*jJi." ,;E-!l ,,,1, gLjJi,.o .eJi'ill crLji* rqJSJl

6ir-ll drt*jJ:..*ll ri:rtriJl 'o Glill c!L)X.,* (d!"sll 6lS et- ''Ii*. (4i*lJ+Jl ijl ,J"9Jill
(t#^-rJlJ iJ^l,Jl 4=lJ+ll d.ll^jfi-^ rgl*riYl ,."+ Llilr tt-,rJJ

arLi-l +r :(Adverse Drug Reaction) el3$ ?Ji,#ll -rp &lIll /rl3.rlJ qrttqrlt -,ilt
r'-l-tiLll ;go qr;=tl Aitiill W 1.4 

'l_erll 
Lp;Jl fp_l ri.rlt^ll X tl6.13,.-il1 J1c cr+!l

,l ,a,-;i;: 3l ,,-r;";,"11 dJ- !E-Cl ,.ri,3 otrrlt ga Er.aien oY*J d+!l d3ti: g;J .:f Ct-l
.a*+-rt*;itl ditlJil 

"!".i1 
_rl r4-a.)-c

)-rcy Jl' 4#t i-lrl-. gi :(Serious Adverse Drug Reaction) rl3rlJ *Lill s.'it+tl J:ll
.Llt3l r-:L.,r:Jl .:-l tJ t'r$; +;ilg ic;r; +i Cr' dS

6tijr
;!-ll ++

l_# Lliyt 6Jti aluJ -,i (.5.i^i:,-,lt qj LEyt

ffi#l*i::.
ji .sl3 &;s Cil 

"t#t itLs c.,rr:-l Jl *+ fr#" & el+ 6J*t: .+*3 a-oi i.uL &rl=n
.').cl 

"JJSill 
cll,"rill 0" JKi

,./ -t v
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L.,f*Jt ; JUdl i{JJ{.^+ll

i-,altilljr

;oljJl rhii."L aiLi^Jl dSt.t,Jt L!.Lii ;4d3l!t otss*q {fU;t dst,Llt
(lack of efficacY) 4+ll-iJl tr-ii

(medication errors) 4,6lJJl otl;!t
(Abuse, Misuse) cli-rJl ,l'ri"'l i 6pt-,Yl

(drug interactions) ++ldl ca)il$ll
dto e)!}J &j^Jl ,#-.Jl _,pt5Jl ;(flsalth Care Professionals) {p.all lbJjl d OJ',..Iilt
O*Js',..ll d*JiillJ cr\UJIJ O+;_;" J13 ;t-i-!l ot+tll lJ.:rJ., ll, "t+t!l a;+3 el_9:!J a*ptrll -rljll

.4Js.-11 !t"-,ll cfyr
cl3.ill i-r.r:lill JUYI qr t);)1+j#l ,'J-*ll.ar"L"-,ll ,*p CH-iiJf "=l ra :(Reporter) dlltt
OJ;;JI4jUll :-l 3l 

"uu^ll 
jo 61y.!t OqsJ Ol gS.q3,Ll'ri.,,trUi,i:t dst^i,.ll ,iw_r.-.,-orU:f

.rN)1{
$ :(Spontaneous report) t{'.|$J!d+ liir:.tt dsl&All Jl 4Ur)1.! 4rlijql ;r3)rJ.;tlJ:lf l,r.rtf
Cl+_l kli"J 6^ ,l otr.Jl LIJ-I ,J4Jrj ar=1,.- iS_1.,l,ll Jl A-.-ll ;:lj_r J,! al+"ll 4L*jg gill ;a_f:Jl
slJt-i-Yl e .1^rl t&, r4: k lrii*tr diLLll dsl&ll Jl lt 4+t l,l ,rrlr q,rfu idtJl ;riYr ,p +,,1

.a-=.-ll 6_,rlj; d$ dJi. iJ4i,Jl c!1.:L,i;Y13
as-).,ill e--rii grJl JJJiill $ ;a."olgi.*! ,ih:.tt slst"LJt3 rtj.rlJ 4sgt _lt:yt cp ilyf .xtli
* #l elj":lJ i.urt.ll -jiYl atc t\yl 6n:i*J i-.-ll i_.rljt C els"rll 6rr; Urairij i+-t-

.{J^tll crl;pfill rJ^ rl diJ,.dll .r,+ L ctrL"rl_;r dr Ji {$l.iliJl ;A_.1Uiill cJ. l,t.. J

: (Marketin g Autho rizatio n Hold er) .l*y..,alt un#r.Ji q+rt .a

,1.31dl ,,.r'4+iJl c;=t- ;$+
.rl_l$ eL:^Jl di-,^ll :-,lp qtr.ll lr.j"l)tJ i+,ilLl -

d.lS dS+ aJ3Ju,*ll_, ,.!-.r..:,-,:ll Lla+iJi i.+-1- 4*$+!l qilJJl aS_dll ;3l ;.:_1-ri.""ll !3.:il aJ.,,ilt+ -
,q_,,_1., os !-r.ol ili,-'*lll ,+!ll,-i_l iYq.all *i:-Jl ! r-o+ gc,

d^-L:t, :(Pharmacovigilance system master file) (rJljJl trtclll ptI:J u4*'lrll dLll
d)" JKI 3l .sl3 -u-b..i-J L'-.-i-llJ ,-ilJ-dl ,..J'aFJi r..r-. 1*- rJ+ ,-,r" eJii*^ll qrilJJl LiJlll 

eLLil
.i.-iJr^ll 4r6lJJl crl F*:-rll

eil3Jl trt$Jl ire ,J.UgJt3 &_!^Jl uni"ill
:(Qualified Person responsible for Pharmacovigilance IQPPVI)

i+l.t^ll L)*Jl -,;rrJli: d.rii_l k.i1ui-l qlllJJl L)*Jl crl-_eL- A*rU^l,Joj.ll u,rY,'1. 
t1 31 ,,,Jll^ll ,6

.!l,} U+ G#L. Vl ,1 ar$.^tt; ,-ilJ-,iJl ,*-l--i LbL- eS-dll crt-l;rill &tS ot.ll, ri-.-Jl i-,rlj-/
.d_r.tt JI rUl , t. Jl ot+i _rla-,-Jl 6-1ljj o\j elJ* i,6tJJl L)-Jt+

:(Local Responsible Person ILSR]) i+-r.l- ui;t3Ut!$I d{L ir* dJJxr.Jl u€i*ilt
,JaJsJJ a.r.l.- aS$ll cJ+ r.t (-l:jioll 1Jj,*Jl ,l o-l'lt ,..''.65.ll +:+'+ +$l c.lYU. tt _9i 

,,,Jll.ll ,a
,*^,isJl q)y O;! OIl" 14; ro:rl3-r!l !r;3ll+ l.it*i^ll ls.-ll 6JljJ .:LLtL 4*J.E^l q#iJt ,-ilJ-:ll

.q-l-l- + L$a, ra-oS* # cl^ :l
Ui':^:t clt^J,-ll 3o :(Summary of Product Characteristics) 3a*rlu:t LlrajLi UpaiJ.c

q+ d,H--l:^!,-ilJ-ill ,Ja+iJi ar-l.- asJill La;s-il Cl; -.-tl 6JljJ.9J 6.r.i,..Jlj.di." ll cl3$b
.i;..:ll qt"jl

i.l.Jl jYl y :(Unexpected Adverse Drug Reaction) rl3d1 6s..S^Il -lli, snjt.tl 3i1
4-cjl ,$!- cryl-ry 4Jlihll 6jp.lnll3 clj.:Jl 

"uorl. 
i ,J!.ft *s r-l CJ (4,6ti!ll JJJl.iiSJl d ojr &Ul

.4il*$ rl+:r; rI
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i J,,JJI JIU*ll i+JJ+a+ll

i-,.att ;;t33

ur-l! gs] ,"JHl -i!t * :(F,xpected Adverse Drug Reaction) rl3JJ glie.ll s,+jl+ll J:Yl
.4+lilJl i).IJlJ elJJl u,.31.-i. u!.rt os il-,1l-5Jl c:lt JJl 6^ firlJL 4lt .'l Jl ejr& 3l a-c-r;

Jl -,pi3-9 rerj-.3113 gt-E-)-Jl dli &,i* ,JiSl Jl .:.rl; _.1'. o d, ..d; LJ,- :(signal) 6Jl*iyl
(lL ,lJ$l ,lr-t,,rl) dlS cl+'U.,,"* i-lrr,,- iJJr^, ifl,l +r+ +h Jl Al;-- lq5 q!, l.!it- l'l+3
,t*rt+*J ,lzr;g ditsl elJ* ru"aCl le 'b*+ ilJl crll r-u.s!l ;^ ic.3,";,. r1 (h d:r+ -il) &L,

.Ldl& Oi-:tt .l+l .-r" etJ+,! itiiy bts i_,_* cJLlJril't. ll o-r-xl a...-ll -l*j-r tllL- .*Jt k*l* d+JLi:-l ++l :{uryl i.,p.a:t JLli"ll fiH.l {bl
d^& #lrJl LtJllL aiLj^Jl &tJl d;r=;-2j,i^!l d.iil i-:--ll 6tlj; cJ$ 0. d(.d ,:,#ui r*,.rr+lt_r
aiLj^ll dsLi.ll dF 6i+rll el ,=.,!3 (kl lJ=,,-ll JttJl f*S: ,4+J.!l L)- gl.a ;_,)_,f^tl p.rij elli

.ir.++Jl *Ll;rJl, #lJJl LtJill 6Jitr d+ u.l-o,,. J e+ Cll etJJt thi:-ilJ
!:t3St{.y*,lJ fJJJt ,lus:lt *.m

(Periodic Safefy Update Report [PSUR] / Periodic Benefit-Risk Evaluation
Report [PBRER])
ri-.,oll i-)lj-l C lliro r.r.lla.S; g_l_l.,Js+,!.J-ill u,a*iJj t.r-r.,.a e-r! grJl J.Jjll $4lKil a-iKr t-HJ-dl uaJrJi ,-,-!.3 i-r,_e.rl .r-! 6l,i^lr eiu^ll-JEB-Jl ol_l*^l'i.ga i*^rl,
cJyJl 6;^+ g,. t4'^- i #l-l el3.:Jl L}*r aiLi.oll -01.i.,"J1 cJt J,-ll qsA_, ro;r$l_,!_e 4#yrJ-ll
crL J, Jl C^ 6r+j." ll qll*illl L)*Jl drt^J'- L_,,ti^ JJJiiill i)o;lJ l.^S r*l_9.r!l q+ ,-l:*l uSf
& ,l+ t pti jl a{ e$ll+ ,-!.,"}iill ,J4jaJi ,.,-[a r6riJ elJq,j ..,61 J) uL:l r6.uj,-o]l 4i,+-*ll

.el;pYl ha eiliiJ oJtLi^ 1J+LL elJJl iU^ 6.hj ui.k{ 6\r1,,, o]l crLsrt*^Jl

uttij]l 6;1.11 itJiiJ cJi-L, i. r q* :(Risk Management plan IRMPI) JLti.lt it,,ttt l-hi
Jtt;lll rlr-1_, jgp.ll ,jiJ*Jl 

"'-+=; 
c,rrL- ,J+ cl. 6'rr-"Jl cllelFyl_l i.t*Ult ic,3";^ g3

ll^ii\'l o.ll dr6i dlli L^.:i^ (1.6j^ i-lt ,l t*.:^, etgiy-;j3 i..tlY.rJ.-Jt *r u=r;r+ ailkx
.cllcl;pY13

N ?1, 
ro.rl-e.:.ll '^:-:-JLr ail,LJl L)-Jt u"Jl.arJ t+..o; JtUl 6;1.:l l}; gia..bti .;i o;+

;;tth:ll ,-S-i OI-r ($ilJJt aiLi^Jl L)*Jl uail.-r+ i,.-till *L3l'*Jl c.tt^s:-r 41i6
gl-, rJ#l$ll oio i.ll" h.i ftS clJl ,+J 14 l-d. r.Jl ,l .o:trJt -'.-b-j." lL iiH"ll JtSl .iJ L+t^ll
Iirl _AliJl B_;l.rJ U e^.; .r'l-l-jtt craS>t !J,.iS d-ut ._l 

s.,ll_, t-!J*dl .r+ L U{f;:f ,-g;
.i-..^4ll itlj; d$ g* i.:^ir*ll olsLtuYl; e ll-jll

_ :(Routine Risk Minimization activities) cl3sJl ;&ti. g rJJt3Jti+iiiJJll otlt iill
JI 4J+Jlill 6J+rllJ iJLtll 5 '.ijllJ f.-=:*.lt L.jr..,il.a:, U;a:.l^ os 6.1_;l_9Jl crl',1'li-rt1, eL.,l,-Jl oa
dblii rl elrrr s.rI+ll J):!l &-rr= 4*!Li:l 1-1r dJlilll Jl .i+.e5l *let;r;r _rl l4*p.; *rr,:,rigt

.4iJJ'ti
:(Recall Classification) .r,-2siu.njl th-ri*t gt4..,i, ill.'r

(Class I) J.:-L" ll ,lrr1..,l $e itiJ ,l ;_Jgts *1.;ir53r^r dl^i.l
(Class II) J.-a-L,*ll fhii-l rle l.H cp3c-,1o J;o 4i!3^ crl*"r3 t53.s dt^]=l

(Class III) 4#L iJ=.- drL$ U t,,,Ji i,6l cl-e.ill1iil,i" dsLi. &_rr-

:(Y) alt i.rlall
L,;:XJ i.ll:l=ll _j3Yl grc elyr+ (LSR.rl eppv) &4i!l uqr-F:.r.1,- as$jt ,l el1^ll errr
i^.':9 4.Jl"e i-..-Jl 6-.rlj-l d+ ,-r" ir"ipJl t\)l elui aj.r,i cD,: ..t^ Lpl$.i*,1+ ui,:^:t-c;st*i^tt_l

:;rl :-< Ai. Ell clt-J,-ll
,_.;"rJl rr-u+yll e-l Cr^ .,J3ll .i-1'=!D i;JEll *Ut;,!t ,y c!!t & -r=t,ea cM * ;G-.;r- u-iJ,. .i

'(u"qtt

l I/Y



fu-u-Jt d.rl-rr.tt irJJ{-a+Jl

i-..att ;-1t33

.+.-t -oiil-l alr^ll f-l JSq dU: e+ :.iy_ d*^ .+
[4-^rr'1"1 ll crrr:.:.-.ll ,-r. 

"u!r *! 
rrl3.jYy -Gaiu.o Jsi,,,iJ:a+ a+1&" cl3.: jl .6

.uJt Jl ;r35tJ *3t''-)r +ri,L. (g_,lrrrlt e-Yl+,J:. g .p,;_*I
.d-9r-+ 4J3.1^ &!l ,rlc "r*l-1.r+t+ J1I JSi ,,,tJ :ki_l-r.+ 4+1,i. !+lt+ _.1t-i1 3i ;il .t

:(r) rlt 6.rtdl

#lrJl Lir.llt i,)h - 4,6lrJl &.+ll_r 4+t!jt e+;r- JJ q;.r i$bll Juxl t_ttili]l ;jji:.ll a_iK rifr
.&J-Sl Ur,^,riJi ar=1^- iS_xi,.ll Jl _rl q_,,l"Jt eL-t.1Jt_,

:(t) aL 6.rt-dl

e+l*r-l* L"=ll 6-rljJ,,'t' 4'61JJl &j-illJ a-r.ujl q-ur. d !;>Jr eL,,r;-:lr, qrjrJJl q'iJlrr i,Jjrr JJjj
.!-.,-r- qd #lrJl JiilllJ,Jl_rll dlxll

r(o) ,5l 6lLalt
L:-ll flul d a+l;rll & .-+lt-l i-r.Liit ;31.: tt^- a--.-ll q-,1- cJ+ ,;" qrjtJJl LtJltt i,- & &lsJ 6:;
q,jlJJl h'iJlll ijlr e^ ,Nlt{ dh"iJ ,1,6lJJl &JsJlJ i+U-,ll ;Jih LJ,,JJ *it.dJ+_r olliitJr ;&l.sla A-..-ll i:lts.cJ$ cl. -rri -,1l.rrJ pry ,+,ttrJl graJlJ a+EJll !+.u d l;,;ylr ,rUt;-rl-i,
;L! e+!l crLl;Jl, qrjlrJl Litllt i,jt) - qtrJJr dirrJt_, l-ttljt q;- ,J$L torl-jct ,q i-r,,t1t

.i*+:S. *L ''l:*.r:J41,";.t135 
rl^ srlsJl l^lrtl crl+Jt*E \Jiill Lj)UIIJJ*l,ll jl_f *&

:(1) J"r 6.rl*ll

cl-rb .*ll t+-l-,:4u.!tJ A+r.,all .1!l3oll f#il {hJ s-^,i dJJtix,,,l tr+J Lt.Jl 6Jlj-, ,J$ * ,Jt6. ,1

dlli dt^^! ro-rl3-:Jlryq ajLj^ll d[t" Jl d-p;-,r.d^ll #rii] ri.r-rLll i-:+lll rJ+.-li ..,,_r_dlL-.-jt ,4_1,
aiL3^Jl dsLr, ll iJL! ,ji-lx , 

, 
,. ,,lill e l;rp yl3 l-cl I,J=.-ll ;,tLi^ll +fi. , ,qr.!l a.1* ;l31 ;JFll;;

&r,.+llJ a+UJll q-,1- .,C q+.!l crl-lyJl, qrjlJJl LiJlJt 6;.rh cJ+ ._r. 1a,,. J t* Jf-, ,tr.rll ,1l.i",t-,
. 4+3lJJl

6-,rlj-l,,.t'cbd^te (iJl!.-/ctll^l; r,;.r.:'. ,.lJ elJJl cl;.:.o;g^dtltJ rI.:;i.iialr1 pl,:rl .rrc g3s;.y
cJS eJ*.e uJSi rgb-Jl tlt1t,l,1, $JtJl ft1l,lJl 6JljJ O^ dS r-r (ilr!.-7"!,1"1) ir*.ar. rilt i-.-tt
dlc.r l-ls 6t-,,*ll i.:*lJl 6_lti [p r.,;r#.o1. irl 6_9c.: Uts.J 6. ,;r-=ij t_.p.! q.r;x illE ,:uli it *r^

.clhl i-*lJl
;a;JtiJl.tliXl ti*Xl rk+ 0^;:j .y

,l ol-r.:ll L)*+ aiLi^ aJS.i^ c!5 utS el3,- el3;r!! ,.,-." gl oc.rr.d $ill alS.t^ll e+;_l L,.r t i.ri. i -
.l*+*lS jlcr3;

.*t3Jl etrii-,,+ i.il,Ltt ffi,Jtrffiffi S :
.\-olrr1."l d1c AJS^:, ll ,.,rriojll4r6lJJl crl_.;=i^.all CrcrUp clLj,.,il -

.clli Jrll (. 'tLi lil <+l+. c.l_,rl+_r+ r$l _

Ol-H ft#6 & ila e 1a33.:s tt-,rSj ej^-l el3Jl pl'rl,',t+:.ilrj^tt d[l.i^ll d.J ;.i.:laJl 6lJtJill .r::r -
.i,.,3L1 itilt-JALi^tl

crL).a ,rl-,.1+ aiLj^ll 63tS.i,llj ,el-er!J 4$l+ll _j.iyl 6c t)Uyl ;_183 i-t;r r,+ ir+lll :> 1 .t
:elli,.t' h.+-U^ll JlJill (il"-ll cili *L3J,-IIi*,1-2.r-e rta.g6ij l+i. di+illl ri+ll 6rl c.i:-

6lJ*!l u;^ 4+s-, Ji4lJ+-i dJl*i JI orl*6*,1 -lA. JI cl-e.r!l jrts 6:^ -
aiihlli l.inlt drr,i -

elj.rll ,-i1*- 4iJJt dJr'i -

r 1/r



!"t3.*"ll' *+tll i{JJ+i+ll

{-r,alt ;;tjj

c.rU-Jlli+ N-c);y il.*llqt jl qf dH.€tr-ll e^ &-tJ,ill -
olJJl Jl[U,^ 0" J-ll ,17, a.K;]t A X erl.9;i olel_.p,l _

Jl -,1-,,rll sc 6:.i,- &-i-r UUI +p,t L--t !:+ o)-l ai"Jl # ai-Il dl' -l.:LJl ll;ill g^;+ .o
.!r-l ,-!JJ-XI ,.r6Jr;lr qst - JJj el;l;ill oiA \iil1l 4.ji'-Jl i...-ll itlj:la,.rtill cll+Jdr^Jl

:(V) aL irlall
cr rf-tCl tlYJ qflJJl i*lJJl cr dj3,.*Jl dr-t+ll ,rJ. ,!-l-l- *f !J,-t 1p13.: i.-l;.r cl;r-. ,! .:rc
:*_!; Lr"*"Jl yl 33ti.lt i!- q{ei ,l ;U, J *rl o:It3 q_p}.!A.E i":t -},t, iJ+tijl 4.uiLJl JtiVl
Lat {l 6.r" d)i elJi3 ;_llii$ q*!l cll-rl_pJl_e,,.lt:St LUrtl ;>tr - q'itJJl ,lJ*JlJ r-,1!jl a+;-
q_e-,li c5,tr ql$ 4.!ri^ll Jgcr 6 !+ti.lt i$Ht jUVt ari, UL.;:bJl -i!t+ p,lt .it ,_r. dcl'- t A

cl^ 3;+-l cDi i.-lJl +-ltiill+ o+*;*Jl crL-l_2.rJlj silJJl t-fttt ;;it.r - {r6lJrJl &J,-illJ a+fi-,ll !,.u-
.*#qJl j!!,t .tt irt

:(l) e3t 6.rLll

ot $t cr ! +!; q,jlJJl l'iJlll abj.4i {Js.-ll 5l-*ll: a..-lilll LHI sl+i.ii." ll 6r^+ (Fi,.r:4 .l
utJll al.sl ilt !::..* (r--ll jsJ^Jy,rfiL.*ll qr-i #l,rJl Lr,ll cj-rr.,* r.rA .p6;.r1A,guia:.ra.-tr ,i

.Lltill 
fl.6.oll+ eSl: ,or.-tl .)Sj"Jy,,ri.tl,,*Jl d $jlJJl

.#-.*.ll $!yJ.l,l-,J aiBi^ll rl-ill ,& q_r.$ a*"t+lt _./-5Yl ;rc t>!yt *tltj-t 6*jf
.a+s.-ll Ll-Jll os drl.-trill g,o ;_ltiiJl e)j-l3
.'+ Jl^Jl cat JJl+ klt"SJl e)Uyl *;tfr c#.,i

,t+t!l 6^ cJ.-l_eiJl_, et*,!!l ,rJr c.,Y,n cDri cr.o qtl$ 4+phJf _.1t3Yl .r;,1,e & ,u-oi:ll, ,.,^r,1

.t\yI ctUt i-l oLh ;.:ctJl_9,**:.-;,.Jl,j O,*^-;r^^Jlj
q+r" d q*!l ol-,l;Jl3 qril"rJl Lrilll illr tJ A.r3}J arj,a'Jl ;LiYl ge e)Uyt *.r$ dL_rJ

H C+ qsill 4.LiLJl # qrilJJl t'irrtl !c._.;ilt i.rr.;Jl Jl :l) l_r.-lt 6;tj,4 +;illJl l3.r=Jlr e+Ejt

.e;_,,llt $c drUl++ll dl-Si-Y L6.'4 d+,.llllJ (.,-.-ll j6JAJV,ri.iL".ll
lC C+,#ill 4J;itJl ,,r .,jlJJl L'"Ill a-r* ,l; 4J-U!l crLl_2rll, $jtrJl Li*rll iltr q3i
o+_r.! 4+d+Jt JEX.I 4r6ul3ll _,t;Jliill d=ll- _tCl fi)ti ds A*l*.i _,r;_.rtl! (,*;t jSJ^Jl/,rj-r,t*Jl

.-,1;Jtii gl pti*t 6.:c elJi,/ l4 .rr.=.-ll js!t/c'i,i:^-JJ aili:-lt aWlt 0. k .)i-t d 
"jJl,g,aLi. d+-, # t+:' f\Yt el Cl *YL-JI Li-

el_!l; ,q3r$ i-r.rilJl _,1l3Yl 6c g>qyl 6Jt-i-l yl-il_r ro.rl3:ll l'iiill dr*&. 4J.-i J+],j .y
;.:3q.Jl _,,p1L- rJ^.' o^ t.6-:c 6};^Jl 4$ul JU).J dl+- yl-il_r e;,,;ti3ll dt-_rl+ ,.rr--Jl }-,1Jv,-j.,i,l*Jl

.i:J-.-ll 5t-rJTcthU:.,"11 fi1;lj ,.# L rri.. Jl

:(1't aLlrtell
i--l_r. qrjl_rJl l'tJlll AJc,Jill (:,-.i.llJ aJ*-uJt crL-l_;.Jl3 qrilJJl LtJlll 6Jlr,;4iiS"tt OJ^tJl d,J
L-.$l oLrlJl e--. -l rgr$ 4+!1+ll JtYl djr ,tr -ll! (i:ls.-ll SlrJl: a,*-St, LlJl st+i.l,i^, ll
/ #l&lt *:<r, r,r*:;n!l c.>+." J! g-9+jt, re*isi! iiLi^Jl cJst utt, olJ.rU d+.rtlJl J$Vt a.ru^l

.rr.a;:lj L,iUl Atirll :tlts #:i +rr.-lt 5t_xll
:(l .)eitillrll

idl A-.-Jl 6JljJ d Ul:.:Jl ,*'r-.rll3 i+Ejl q;- d qJJll eLt!13 #tljt L.Jll iltr OrSi
,Jl,lJ L cEl i-".EJll i.€ll dE^iJ rQi.tr- 6_;3r ;l.uo,rb l$Y+.-ll *l,r*si.*Jl L)* Gl-r^ L)o 4jj3,."^ll

::+llill et4.^ll cDti u dJil rCli.4.lri3 ++Y U. tt c:lJi:si*, I,+ ,r[Jl qFilJJl i"irill LJl r "]

.!-l_t*.; i--y:l e+V.+-tt c:l t6sj., Jl+,rlJl qfjlJJl LtJrll Lll n:l 
"'-,,1 

e;3 -
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!.,U;t 4#)tlt ',l,lg dl
Lr,,.all 6ll,ff

4+-..-ll qt"jl ,d d,,J,-Ir-ll u," a,ril_rJt ottill; ,d1-e.:5\J +;l,tjHf _.)UXJ qr;ill -;HJUijJl t)j_l _

.dJilo** +1 ;l &r*ill UEaJsj {i-t - cJtSJ,illJ ,(f*+ri_r) s.^-J,^llJ
or k+l:r,!; (l(U-! .1.d. 6i=ilt_e riJ3l$-oJt lpxl ;.r;l3Jt 4+tltJl _lUyt ;;W r iri. i, dJfi _

.4St_ill crt rl41.ll irc.L!
.l-6iqli^J +yr+-:t ctl F;sj,*llL).^r ajlrj^Jl signal 6Jl*iyl . i,,,tS _

;-Ati.lt oljy e*$; \tf .; a.$, tt 4#Y+.-ll cil:;=r*Jl L)*, r,-,r.-rr .,,iu.Ji \-jl -L\ i-iti c,t--il,- dF Ulr, 'Ji,i + L_l ,!_,,-r- ./ 0.. J f+ 1- 
"& tL+ h rrl3ll it-]i

. cll -r*:.r^i,,r.oll o,ll
Jtls.]l ftS 4l+l c i#Yri.-ll Crl>:,-:.,*ll ,J^i:"cll dls\.tJlJ s,3ts-&Jl cJ_n rSull ejijj ejrfi -

,r*.$ 45.-ll
e^ !r+ iiii Jl 4#t!il crlel-.pYl3 ++Y+.-lt ,rlJ.:si., ll L).,+ a,-tJl Jurf,-fr drq,3 -
.r>!l d;Jl d 4+Y+.-lt ol-r*ar1.,*ll & l#tlJll &k+JlJ $ilrJt .EI$IJ 4+ltJt jslJl^Jt

iJ,!r 6s3,./r-,r1 ri,$! fl:,,l dflffi:$Hffi ffi ffi-,
.dlrJl L:J!L aiLi^ll Lq,$ill et4Lo \;'t .#lJJl Lir,il! a*tiJt a+jtJi *lsl^i-,yl_e

i.Ft - eL(-.veJl k".il #l (b*; RMp, psuR/pBRER) qrjlrJr Ii$Jt+ tir,j,ejr #uJr r*$ -
.iry_*Jt el-,l_p.ll3 silJJl Lilill 6.1'lh ,,,ll^l iiii, u+l_.r dS^l+': ^. tt i_,rlj;J LirJ-[]l r-re*i;

dl-.c ,-lrrJill .r4 L *l-.l-,rr W Lc q*!l {E6lrJt oL-lJJl 6J1i Dti t._p!i L)- +$l-r.
a+-l-l-,,ri l+illl

!ii$]l+ a-^-lJl ql-lJl Jl 4JL-Jt oLcr-r,.,LJl, crLc.t^i+ylJ a!,i,jlr # i*tJl G, LrmI -
a'e itl gi. Lr-;c1 UMC etJJl 4.ril! Ytq-ri $-t^s ll.Jl,Jl L*ll L}l^ e. c.ul-ilt+ #lJJt

.q'jl-rJl t':r'tl1 1l$* $-i 4Lul +J-r.11

9* C" e^r+-Jl: iF,.-ll tbrt, d L,*.-ir^lj sit_rJt f+g Jt+- cd a+oCl; *:.ill ek+ er+ll*+-,r-r.Jl drlJJ,ij*llJ ridll c.rl-1:lJlj (i+iJiiill cl.,t-r!l: ,i;c,3jJl cl)-osJ ({+#Jrill crl_,13J1
,u-Ljl , 

, 'i< Jl ,rs LRS: &JJill ulaFJi tst - *L(.,F,ill d eppv Jl , 
, ru.ri .,rs iS_,1t,i.J13

.i#i;'!l &JJill u*+_i {FL- as-.,;,.,itt d+s.J..,,:_ii.Jl i.;..*ff ,7,
.td. di-jllJ q+.y L:tr,"l ,.:^^.ai^Jl gg*etS.,i.ll l*rE

.WHO-I_IMC el3rJl 4$l_,"1 Yt al ;.s3 6^ !_r$t L\ A.-ul *t-j,-ll glrtg

d d,J.-tr-ll C ki)t-; Ln-,rlti"-r k+lt !J Lr_2;p:3 grlt iu4 a&,Lll clL"JJt dt-Jl
.e^l).llJ,r-;Jlj .l+-.€Jl 4J1," jl

:(l t) & i.rl,.cJl

:cj*f*iJt O€+t'Ji pL.a O$33*.,"

etlii 6#t! iqr.: p+ 6l trl+>,; .rl\i .:io: 4,61_rJl 45JFS ,!r,,i sc, ,j*:*i!l rr€Jij r.,^1,.a ,.rJe . \
.r.---Jl 6-,11j3 6.J 6r^i:-Jl CJ'ilLiJl_r r;-$ll 6!J qilJJl 4ilJB:si..$ cr"+ *J" (,jlJJi Li$ll

.isJFi,lJ ,-*Exll js;aJt g,^.:. O;$; rni.ol.r'l_l qrjlJJl Ltrlll tlJ; G#tl+ ,-iJ--iJl u**i_r, ,.,-l* e_l+ .r
$c clliJ db+ijl , ilo i*': qrrlJJl !:'{Il1 flliil ,o*lr,!t . ilJl a,1' 

'1.-rl^ 
,-ilJ-dl u**r_r,{..,1=1-- f+ .fq-''r- cJ+ .,''''rL,, s'e &"r'd** rrfi,gii]ilf.jSi,ffi$ffi,]ffi

qrjlJJt LtJtl .p cJl:,* tt da-!.Jl ,r^*, rJJsrJ oJrlJs Jsl i;^d &J^dill ,-=p-i c-r..l..- ,Jc . t
.q'jlrJl L'iJll sil+lrj*: rk+l rW 4j, clr !,;^;3 (LSR/ eppv)
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&.u-Jl L".;nll A+JJ+.l+ll

{-r,.all 6lljS

dLll ;J tJSSt tt-).- (LSR/ QPPV) #tJJl utlrll ;c d33,,,*tt .JA-!^ll 1-l-i*iJl ,'lliol 1-rl ,o-i+ .o

d.|Al,il 6ll_5Jl a-l-\ u,,S,jciLll .rs;r,2l.5Jl ol-;lJl Ol 9^ rStillr ,(PSMF) qrilJJl Lt$ll rtJ;jl q,r"Jiil

:(LSR/ QPPV) rilrJl f i,rill 4p driJl dA-,Jl L,-i-,ill d,*rd:mT
L)*Jt+ iil,& fu_ll.t LiJE^,p1, +,'itrJt drlJ".b:i.,*l!r iif i.tt L)-,ll Uait -. 

"Jc 
g).tYl -

L).,,; AiL.3^ll .s-,i!l oLl$)13 rj; e*,,ill ual=Ji ur e j+S l-Hi1i t cJt+IH^ ,l -L3;,i g! ptJyt -
.kJ cl.Ylrhii*,Yl jl *l ":;r.Jl

LarriM *& r$rs, arur 
" 
rdil*fi''H :Xll :

!-,r-r; t'ii:^:t .nJ^iill u; L crL,"l-;l gY;Syl: .:t&13 Ar.slJ'o .o-i 
ASJUiJI -

crLl;Jl o.u g-rEr3 ,i-.-ollsJljJ k+11,5 Ct ,_l_+tt r.4 L u:L*ly{ ptJYl -
i$tJl ilrJl .LiJill &ljlLil r!s-r ! iiLi^ll durl Criir #lrJl LtJlJl \t;tt;1-; -

ola i-,o dlll # Lq ri-=.-ll itlj; JJ t-FJ$3 * 
"lll 

qrjlJJl J.i,r3.lU fiLi^ll crUl++Jl 6.:3a. el-* -
kll*:Sl_r crUl++Jl

dJil 4;-,1rF +t:l clLJ,- Cri3J a---ll 6;ljj ...r c:Y .f! abU:t ii+:-Yl gt^; -

o.rl3.: l:si.*d itill -JllJl
.it3r .l;ir,*^i itr^Jl- JttJl d$l ii-l ol5 LrJil *t"3J,. *1 e$ -

L)-.'ltJ liLj^ ij:l!,*iJ\J Llai*t ,"-.r^"til1 ,,F.*L$Ji ct;r;)l rl,roJ *r a.alJl -

u!"-j'r Ltp a-,.-ll 6-rlj_r e^ i+-jl di,iYl ;[i: ul s& GSR/ QPPVFI dJr-3J 01 (F+ -
#lJJlli,lll dJtu,Jp uri1$ilJl+ OJ,* t+s.r roil.e"rll 

Lrlttl

s-l 1+; ipi-ll .hJ-iJl ,-q=> ar-L- aS$ll cJ+ rl^ ,J:-liJl 333.*Jl ,17, ,r*l'tt ,..,iis.ll .,lc .V

ek*+ r1;oll a:' cL+ i'J^-3r ,(LSR) q'r-x sr #lJJl }i$ll 449 Oc' dJJ**Jl U''i^ljl LrrSJ oJrlrs

L*.r gsr (Qppv) qfjlrJl }i$ll 4ro g1_r3;t .J^3Jl ,JFr.j,Il Ur;1 etli, irjl_r$l LiJll c't+Lysr

crn3cl3rrct-Jr j;r d^,^tl dJ(eppv)$jrrJl *, *ffif#ffi,:Tff
*, uis^r .,r 4i' *io?; liilf;f,S #!fl5ffi j;*ff,l:fi :fi

a+-,,-t r,f L;L, r4-oSr qrJ Lt rl fr""i*tt q1y -
e-*,:ll 6-,rlj-l d 1r-l ')+*,.J ,'.ie-Jl i!l-, ,-=+-i ,+ 1...1*'1+#t Jl 

'Uy.+- -
iJ=L- asll q$ g$t (QPPV) irjlrJl 'r-irrrl 6,o ,r*"l'.*f';6jffi 

*ffi]
et-l-,l.:ll3 qrjldl LtJ'ill 6,.llr - qtlJJl d:, *+ll-l ltiil a+-r1.. +-l-! .fu;lt Ll4aliJi qJ.'.o slc .'! '

:p"5 a.rc +:+ il^-r (LSR/QPPV) \rilJJl r'iJ'ill tlJJ,,... d-p rlit5:; cjU!# q+!t
e-Yl -

;rl .r*5llrJ, ll Jl flJl ,.=+ll trki :qr*xl;rll d:F--ill -
gy A;l$l;:*-Jl -

qrilJJl Liilll U6+ l*$ qlt dt.* grll +l-,,till -

./-r-!StVt +*Jlt.rtall P-,r -

qFjlJJl -Ei$lf os +JJ$ ,jlo OC--t- ajc c;y; cl^l (QPPV) qfjl3Jl L'iJll dJi,4.'4 O-& Ol q1;; . \ \
:ul "!

, il dll LiJlll 6il,1 -t*J
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trrJJ 
"Jl {#.;,rJl {+JJ{'{+ll

l-r,all itlj.l

MedDRA, i.ri. i -
ICSRs -pJtiiS 4+11-^ nlcl-pJ -

ADR o' tlyl $c lJtl JJJii L.Us 4$S -
Evidence-based medicine OtaJJl+ rL,LJl '.'Lll -

d\F-JlJ 4irilJJl c:l..JJl 1)c. ,&'r,,!l 1$$ -
causality assesslnenl aspJt d$ -

r+trJl dJ,6L.Jl _

!l.S l$Llll _jJ!l -
,rjlJdl li13Jq a.-U.ll l$ul a.};lll crt JJ.'irlt -

PSMF t ilo3lseJ -
(DHPC &t-,-r) *ilr$ll$ll.,dJ-:^ll d*l$l -

dl.-= g;Il $jllll l.i$.Il{ 6J*i^ll ?JJ$lti i.-ul qt11le .iJl3 .-FUJI -Sri qilJ*lJl U,a+iJ,i c5t - ,rJc_r

,C QPPV ilL d i-,-.ll 6-.rlj; cJ$ dr. k+l' j.:l--Jl $JJsiJl d.rl"rla.,i, '' oi cr5 .LSR/QPPV 4jl'
!'Ft- esll cJ+ cl t*Je .!.:t-^Jl ,,rJ-;":3Jl crl.lla.l, r.iJ-l ,Lrl:.-oll &J-Jll ULe+tJ 1i-1,- dJlSJFi'll

.drtc.rJ5^, llfu^tlt ,J3ts.ll # LSR ar-,.J L."-ll 6_.rlj-r cJ$ d," Jl 4#i+!l dc q,,iJl ur +aJi
i-;l.r - 4,6lJJl &-.=+Jtt 4+tijl q*- q-r-! LIJ-II Lr.oliJ3 c;-t* ,rlc r6.r_1-9i-, Jl a;3.:1J i,!"iltr . \ Y

safety data ) e.lJJl L),,+ aiLLll 6t-JJl cJ.:t-ri 4$li:l gc 'o-;_la+ q_*r-Jl di*,lJJlJ *.r13.:Jl 
h:*ttt

,; l+." tt i#L!l &J-,ill ,Jarrt JJ {+=1* as-dll o# UJ-llJ U.t,.J u 
-91 (exchange agreement

4r,i't-.tbJ* !-l-l- d ldt L)-, A-Jtil kl$ cl^ d"-iLll 3t-F^".J1 ,l ,o*Uf l,JS^llJ a...-tt a;t-,;,

C. airlL^llJ ii.&-,l!1 ,dsJill rg)!)l +.1-r ,ICSRs -uJliil 6-.1lrlj ,,u,;riJl ;t5U 0. tiJt cJS irl.33*"
.q+rJt dlL*lJJl U. L)*Jl lrUl*

:('l Y) #J Srull

:Pharmacovigilance system master file (PSMF) sJl3Jl 
triclllfUjl 

s*.,#JlLil4ll
-,tl.r.-.Yl os i,l_;l;Jl gt^?drill diJ q,JljJt Ltlill tl]ill ,'r.r#jl r-irlJl .ll.:cJ ,_!dJ*ill r,aJij rl.\.o rslc . \

.o:l-oiel_e ,4#rl cJ_rJl c* 4rrilrJl lltJlJ q+ll L_2IJJ g"rLi_,1!l LJJr! ;r;ilt
L)-,; ,iL.:^ll ot 3,IJl oJtJl -1slll $ilJJl l"iJll etll .*.43j1 , ilJl u;jr.n ,;-S+ Ul $.i+ .y
i!^ii!l ,J, J^-tiJ Y3 e,rlljJl LiiJlll 

euLJ 0,c drtiJrr 6.o ,L.-.tr- ,#i i.-rJ4tl {inlJJl crl;.bJ,^ll
.i,,*+lIYlJ e+L^ll

L,1c. L-i 66litLioll dtji"yt .33g_, ,(Cl_rJl Fi,illl plJij ;rrll_e-rJl !:.iJ'itl 
dJail ,#*rrfJ,!l qiLll , i, J .Y

grt i-;Yl d;f.r[ ]i!t tl.:.-Yl d l.6;lr uaJ*-l^Jl sjlJJl ]i,6Jl eUiil ,o"^#-,ll *Utt+ a.ilrLll ol4lJ;^Jl
crUh s.llJJl Lilll flliil t,.{$jl , ilJl clL.Jis,. O^.-biiJ ,4#-rll d;Jl d 4,rildlltiJX i++Jl l-JlJ!

:d-l.
QPPV qrjlJJl l^t+tll i,,c d-e3*.*lt, doiJl U,oi.6.,l-

,-!Jl-,'ill ,--ti-i i-rrL,.- isJpiill4;4*Eiill iilsJdl -
d:i6lJJl L)-& rild^Jl *Ul++Jl Jr-. -

t*,_l*Hl a*.U,:!lt *Ul++Jl 6.rct! -

$jlJJlJi$Jl+ {il'i.Jl drl+Ia,ll u- -

#rr$r-ElgJr plJii er.rl -
6tjq.Jl 6tJX -
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!-lg-Jt &*tt i+JJ,e-+ll

{.*.a:t lt1t;i

cbJl d qilrJl i-LiJX 6+l+Jl LJLJI grt-,1,-,1Y1 d[hU Jr*i\,1 ;l-:-)l q'l i-j:J.ll 4iiJ,"lt ,_ilU-,ll ,
4*-"ll

arEjl q;r^ dr qlt .J1^ # silJJl LiJlll 
TLLJJ qf.#-,ll eilJf _"p; &J-Sl U,.*IJI r,rst - ,Jc . f

.ttl! g+-rU cr. L* 'l ( .D; q-xlt oLl-;Jl3 sjlrJl -Li.rill i;,it.r q$rJl a-.-,tt,
LiJtl lLinl i$x 4Jr r+ fll i.+"tt ,"/ LJ sjlrJt !.iJSll rtlill ,#*,Jijl , irJt L;- d_r oA gl ,-,-, .o

.(QPPV) qrilJJl L'iIll dl' cJ3i..*tt, dolJl Ua-^tJt 4# d^,+ gSt alr.:t ot Jl /+*.6j1 qFjtJJl
gE 

"'-s;7,-b+J 
$c $jlJJl Lilll eLL.J,.,;]Jl , ;!Jl cl., u!.rt drii,}J-,:Jl L,,a+-Ji, ,-L6,Jc .1

;qJEJl ;,.-LirJl ti*;L,4*a:!iJi/4ls^,Ji .U:+j .l.rcl

.(QPPV) .,jlJJl Lxtill ;c. d_l-l*_l LJn3,c U-r,i 4-i !*i ,-,-i r.,ll^!l e.L ,.ll & dJ.
.+^ts r4_r eppV Jt t_# ft$r Cl ,{Jt

.QPPV J+ dl..-iYl dlJ.-tn
,-},1Jl $Jl c+.r,,u K) qrjlJJl -,-a-:-^lj rjlJJl L+,lt 

,LL:J,#-,J3Jjl . ,rJtlio C_r Jl 6Jt j,yl

ies.a,o3 (#lr-Jl LiIll gJl+t -r*-r .k+ *tr3lJ Lll clil*,Jr -.j o!+,1 ee,J$ t-Oltil
.6p9,,iJl ,-*li> i**t - rj*lt .X

' ilo C$i l#i=!l &J^dl {JLaJTJJ i+-L- aS-sll cJ+ cx.,'b}^ll 31.i.,*ll ,17, *-Utt ,.,i(Jl ,Jc, .V
national pharmacovigilance sub-system file (national PSSF) .,jlrJl-LI$JJ 

"JJl 
rt!,111 dra

cr L_* 'l f d)i q*!l drl*,lJJl_, sjlJJl Li*rll ;'-111.5 _ 4r6lJJl dtJ'-+llJ aJlijt qj- ;o ,,,ll^tt lie
JFll -,,l.u-)l ,,/ Lr+" I l-s 411+-rs^ olsjl ,LSR Jl ql-ej 015. ; "ru:, 

ft * ji*, ,qlt g+-rE
:dr- crUh r-l"r ,4*,;Jl drJl d lgl;rll ILiJX 6++ll i*,rlo. [,prU_;Vt J;hl]

'.,,'ir !r #.r,j* r-:*ij i*.r.- is-dr 
"HI 3it$* ffil,5ffiI ffii :

4rilJJlL)-Jl{ aiLi^ll drUl++ll J\. o

arr.J*L:ll a-l::!ll ciUl++ll i.rcli -

(nationar rrr$j,J ffimH * :
6.r3,sJl fLl,i -

cJ-e:lt ol4"6lJJl i'tiJlJ 6++Jl L_rL* ttgrl.i;Yl .U.:ll Slt :t.uayl .,i as*r4ll diiJ*lt ,p'U-4
.4+-"Jl

:(l r) ail irt lt
:Pharmacovigilance inspection ell3Jl Filttl plAl .,le ui,r3$t

lii$ll rllii,Jc ufuli:Jtr !-u>"lt *t-l;.rlt3 qlt:{t Litllt 6J3tr _ 4,ntrJl ej+ltJ LEJJT qr.r" rJi3 .l,--l=-i a:l.t - aSJ&ll d+ o. L,:-il1 3l.!.-Jl Ji qFtll {:tis^ll _li ,-fu;ll L}a+iJJ r.rsl..--LrJ'qrilJJl

.iJi-\tl ,-ilJ-dl
1t3ri."^ll Ji $.t!l ,.,,,.6s^ll ll .!-9-onl uairiJi qr=l,.- .,leJ ajlr- -,ro ,i fuL ilr*-r drlJl+jJl 5!:: .r

.rtl,$iill crt4lt3 erK J$_i l#b!l ,-!JJ-dl Ur.o;iJj4+*t* iS;r.&Jl cJ+ u^ L.r.jLlt
L'ort;.Ji i5l^- as-,;"Iil d+ ,; 1.,;-1il1 1.l.5n " Jl JI q'..Lll r-lis^ll -rl d;-r**rll LlaJ+j c;sL- ebl e+ .y

."uit -,4,'r:I oS .:' u*.l&& 
"ESi::t 

o{ cJ$ 4+!l^Jt crriLliS+l ,-m$oftt - a!i.!l ,l*r'
:C 1- ,Jc r,iililll dJ . t

qFjlJJl U';rttl iJ";;i4r+1il c+Jr^.r LhJ*,,-ti rl+_l -
PSMF qrjlJJlIi$X r-,,6Jll , ilJl -
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fu;r-,lt i.u.;*ll L.ur*++tt

tr-,.alt i-1t;3

cjiJlill tuit^-bl d,l+ll*s gi, lRisk Management Plan /RMP) Jtti*ll 6-11.:1 lJ.i ,;*ris crlI -
.(additional risk minimization measures) -AlJt

.("'i$ij cjrl cDs l-ls-'i-t-,. r: .,l' drJ Yt-) q-p!j q$t+lt -rtiYt,., JJJtij] c.rtrl;itt [rcE -
iJ.,.-Jl qLrjl qrr d,+-5:^x h iii,-,^tt *t-;JJl dt..Jj e+lt 

"_l 
4"'ilJJl L)Jl J.L^JI di\ixl -

(ongoing safety evaluation and safety communication) L--ll 6-rl j_r_r

.qFilJJl ui.,ril.eFl al..Jrrl,{l -

-lJ *1Ut ,"i1Jl ,l 6.r#Jl L,+riJi c;-t- & tt-^--,r, crll--)^Jl .-ll_ls! rqlliill d*-,ls fy+.o
,l ;;*k cilil& JJ,+.E cjt- ,"t'_r ,i#!Jl &J-,jll LJ,+FJi l1'l,- AS_dJl ,J$ , L&-il1 g.;." ff

uials} q.Et^- ,.F; i-l!-!l a-r.k-, .+ L+ r. iJii rJ). uE'ifill +:fi dt-_r!, rri$iijr &-,r e-& 4+F
6J'" eult-Jl ora &3.u. Lr qr.rEJl,,u-s,-lt el5)l c*:g r#t.. r-llfiyl r+ 4#"j 6y d>i,-il*,jll
olel5Yl Ol' clt g;13 *-rs, ei* &J^iiJl ,-e--f l-rsl*o rJoJ l+Jb ,;iilt irfiJt pl*;iiil .+ ...rrl

,la33.r= Cj.d.lli t.oJ 4F*s*ill
L'-t - aS;r..i,Jl cJ+ .l^ Lr._il| grri..^ll ,l .o-tlt ,,,i(Jl 3l d;_:*:ll ua+rj ,.,*[.5 fS eE cJf-; .fibl 

"J" ''illi^Jl L-ta-p e+ ,(o) .l+ll .."J 4+le ,J"i1^ll dE*dt_r ,*a+r.-rll ol*)! t#l+!l &J-jJl uE-r,=Jj
o.:a clJ+ t*j_rb &{ 

"lt 
JtUl L,r;. \I c,t+ri*ll 3l ,:l_;ljl itijy !j.:$ 4;..-lt ,lfiJt a#ij

;crtiJl- Jl t_lrAi q+r.s{ dl^^LiJ 6JJtill i+_rr 6^ i+-UL O,S3 Oi .rJc e crlilt- Jl

,#as-lll *l-r;,Yl \Jiii elc cJL # ,fu-Sl .r-*j.*F aSJ,iil,Jl$j 4++-il -
r.-h-riu.qll Ula+iJi !_l-d J#ii -

U'.*ilt ,li! -ll .l^-s1.,*Jt ,--Jr j 13;!'j -
6lJ*!l 0,. .;-i.,, ll ,.,-.,r -

lEJll q;- ;1i1,9," O+r ,"{ ,-ilJ-ill U'aJsJi r;.tJ iq.s drly:sj,"ra d*+*,i/,..1a+-,j d5b -
crlillr JJ a+.;s.-iJl i:rlel;p)l1q+_"Jt crLl;.rJl3 qrjlJJl !:!Jtl ijlr _ 4r6lJJl &J"r+llJ

d5*.i/,J"q#rJi .rrp ,-9Jl-,ill Ula*i.j ,.'-L3 g;"rl;tr.rlt U:rrt1 fLlr,i,.[6:, Uq$iIJl -!Jj.il -
.6+r+ Crl:;.i-.

a.l=L- as-dll dp u. (-,oji^ll 3r3:..*tl ,l o-t-:t ,,.n(Jl ,l 6g;ll u|oJrJi l+*1,.- aslll ar.l .v
kX.llY t6jLii6-l r.Jt. d a-!,-Jl 6:ljt d$ (.J" qJlJJl q'tttt ,15 :lic,l i.:\,i 4*,ri*,t ,_fu^dt ,_-S;

.olpl t *t sJt ,,l t+lJl; qrilrJl !+:ll{ UL:^lf

:(l t) & 6.tlrll

:Auditing ll3.tJlll$ll ft}- sJ" .d!$Jl &l+tae

,#sl-l ro-rljrJl LiJ'ill etlx & J<.il aj- ds q-,lyr E-:-l.-r3,-iJ.r]ll+ LilJ-dl ,JLaFJr,.,-1,.a fJ,rJ.\
.4irl+ atlil p

crlelS.Yl dI-GQ L.,u^ tti iJil! .:lr! ,3g*riJl ,,+=; qr.'Lo eyJ dr$$ll elt:: "J" 
lrLi.,l y.

.Lr^rUAll lr;s5;ll j 4rEJl
. il Jl d.L i 6JJiJlJ il^iS.Jl d$.ill *l+Lo e^+l 4tti+ xlii=Yl{ .-}J.$l ,JaFJj ,.,-1,.a e$J .r

.4]r+LLJ,-3$.'ill clt*Le e$l Gtty a.iK,j:li-il e. sil_r$t.Li$Jt ft!,ij,r-+jt
:(t o) alt 6.rt.dt

:Risk Management Plan (RMP) JLls.ll 6;l.rliJai
:4+Iill crYL-Jl o,s gl$ Jtt;.Jl 6-,1l.rl i l^r .iL esl cilJ-$l u!4*rJi r-r-:1,,.- rJ+ .\

"raS-.rlt/il*i*,311 
++i $rl6y dJ! 4+-ijl r-iL p;.:ii.$c -

6q5 q=pc. aji A.iLa),l +.* ..ltL1,,.l fjl*5 -r.ar:." 11 L)-,..} Ll" d,lJ+ij J_l+j .r.rc -
&J-ill ,Jra:riJi r=r:l-,- cjp,-r" ftSt Cr:,Ss. Ai-J ;h^-J :ilc -
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:,ilJ,,4!t 4#.-ojl i{JJ$.+ll

i..ott ;;t33

q*-r-Jl drLlJJlJ sjlJJl LrJlll 6jlr - 4,(lJJl gJ+lJ {+EJJI q>1.:. dp it ,,,ll^tl ss. _

d3st ;4,6tJJl iti+lJ 6q+ll {*,Jl. ll glLi,;Yl clJ$l }i!t _;l:-}t ,_sel >tlJl 6-,l.r} iJ.i 6;y .r
.t#-,;,'ll

+q-!l -.,,S. e^ q-lr- d Lni$x r+ atj Cl crlJdill q.:si r-irlJl drii .io &J^d3ll ilrsJi ,.'-[3,Je .r
,-6_.,_11 cjr+ q;!l crul_pll, #tJJl Lr.rrtl i,;1.: - 4_6lJJl &rNllJ A+Ujl q+-l *, 4.l*l

L\-r ,-iUl i-l-,pr !;-df crLl-1rJl3 #lJJl Liiill ijh - 4+llJrll &J,*+llJ a-,.g-ll !-,,1- rui: f
.al.ill elJjii G#l,j dJ- crlrJ, .r,5ra3 cJL #,.h-r*,ilr ula*ij,.,-r.3

e:tu cl drlJiijl dh-tii ("lo dliiytr r-:-)l,jJl dJlF-)^lt & a-,.Byt{ &J-,ill *t::rffi
..JJp

6+-l i++Cl ,-..,1+-!l :Si e Jtl.^!l 6-11.:1 ili 4. el-iii-l ,.,1L 
6.rrii3 ,-ilJ-Sl ,_ia+iJi r;-tJ .!+ .1

..,'lLll Ui"iJ Jl d* q_,,+Jl oL-l,2Jl3 ,,jUJl LiIll i,Jjh - qjlJJt djJ,-+llJ i+UJllq;-f
:(l 1) ell i.rlJl

,*itsSt *t.;x.hri..J! 4#t+Jt ;tiyt gro i*}t pl}i 6;trt

Management and reporting of adverse reactions to medicinal product
& ,=+lll A+EJll a+:r" t\1, !_l_l* # 4jl u-b-i,,,4 qlL'sl L)- a*rE4 &J-$l UleFJi ,,,*1,.3 fjJ .I
(pharmacovigilance qlrJl #lJJl Li*1ll crUti# q**Jt crL-l3-rJl3 qrjl-$!l Ftlrtt i,Jih -irildl

;oLirl\;.r^Jl-r data)
4-r!ri^ Jcc, ,lL-6Ji^ d-rils ilr|.l; utill JJiJ 6)itijr 4+r_Jr Juvt _

iJl-jll r,aii JIUL*iJl crli -
4,6lJJl ol Lr\t1 -

4;;JrJ+ll Lrrltj ot-=UlJl tl plj.t &rX &;t cl, .s_rult df$f ; o!j.,iyt clyt- _

,+,,ffi*-il,##;ffi:
,Ji$-vl+.rlj.r gc ,jJ-ll ,.,0, _,13_1,o clj-r r e+J -

c.rl.^lS:l go i'li-Jl MedDRA os i.:_21_5Jl .:L.J.U^- Jt rlr:-+::ffirffi;l:,*i,
c!!_r sJlyJt l'tJll crljl+# !*-"Jt eL*l_;rJl_e qrilJJl l.,ittlt rr,. t)lql+ &J*Jl ,raS; l-.sLo f,,ll .f

:crL3JJt g";.r!t tll r)ti*l GJU iJ. .-J*=lJ ri;Jl3t ir 1r^11

.t:+-l bL-!l E.u LDti ;6-+till 4$l+lt _2liVt3 6tslt .ryl. -
.L* 1 . [al.:!i 6.r. qpti ;i r*ti,ll J+" 4pl+ll Jtiil -

sL-lJJlJ ,r/l_rll l-il'rll i-;,rlr - a"(lllt &J+JIJ qEjt q;- p-J fH cryLl r.5p_e prc $c _

u. cJ-rlt r;-.,(ilr djll ;-9:s r.x cJllt rJ+*!t) si ai" r.Js g-r-e.r ,J(.i+ clJ+ fu+-r^Jr

e+ I-st d-l!r j,Jiill oK dt- 6r (follow up) a+riJr ;rr.-,1tiil o)ci .qc.l.yt' .*'lffii* -
.; rti _.Hi iiJl ,."'.1. I c.,J;.+ a*JE^ll ,i:,,+ 6J$.Jl +ol_f U,^i.r+ eljllyi

.i,!,- i-l:.r,t' to.Lo_,r i,:YL _rl a:U: q_.,_l* rjihtf_ni ctL*l_;r i.;;3-i _;r, I $Jl J*JUiJli-ilS -
: 0iqlEll 0r6tJ-_rJl 61 6.:;13 reJJt i;c .).ci ta$t Jl.X4ll JJJ6I &_i -

CIOMS 6_1LI-l rlsi-,l+ dqc.pv@moh.gov.sy ."CJJiSlYl +*,ll _rl d_dl c#jl rU+lt .
iJljJl d+ g" r.d,.Jl ,CrJKlyl i>Uythl_.r +p 1+:rrStt,
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; JJJ,4lt Ulll X J,'J+"+Jl

ir.all 6tljs

JcJl..,iill .tul!+ ,tLill 136 ,-!+tl ct dJtsJBj'll rtjJlr EzB ( R2,R3) rlJ;j d)i. * i4r_.pStt .
Y ,) .r ;r1SI .r=l3Jl r-ilJl _.1-el+il Yl & o>ci _,1rSr^ll ;*e,l{lyt +J+ll ,} XML file_ro
;-,all d.l.r] OJ-l CIOMS JS*i,".l' JJJiiJl dLJl lfu;"+ti clyt-= .r3;,3 rJL* 

"il!"S
.4J-!ls)liiUt+ -x-jiilr Orsii rJ+J -

*'-l-2'rll3 silrrl Lirrrl 6'Jilr - 4'nlrJl &,+llr a...u-'ll a*r',flfflffiif#{ii1
clr i+iEJl; ,-ilJ-ill ,--lr-r. l.;.L- a5-r".i.ll gc Jl l+,.tJ.Jl r+ilJJl *1I^l.,Jl go 6-;rl,.all d-llcl;*yl -

.q:$ i '+till 1#lrll ,rEYl
. +tr q,#+t+ -.!l d)j.t- cJr* i.lg;,1oLrL,iYl -

.il+JJ i.:''e Jt ,;t_.;,"!l e)r qrs Lrii.,*Jl rrl-*ri^.^ll LJI-! # rr-il _

rralrJi 9-l-- tN.}+ L;-*ll o1-,l!1, #lJJl LiIll 6Jilr - {$lJJl ,1, o-+ll3 4+L6jl q_.,1- elfr .o
.f&ilFri.r- u-ii L)- _t-rE3 p)i*l dL ,f l**3lt

:(l V) elt itt qll

(PSUR -PBRERI i-ot*,U f.l'lJl ,:{.rri!l ,x..rli:
0,.^::l ,#ill (PSUR -PBRER) L)*lJ g;:;.rlt d+.ill +_.rtji: rlu! .5;.l*,ijl ulo+i'Ji c,r=L^- rr+ .l
&ra+llr i+EJll !,rlr. Jl k*,rrl-r elJJl 4+l\,i f-,.Ii.-l JtlJl-itl^Jl Oljp s"i *lJ*iill so , i.n"(ll

EMA (EURD a-.rE *,s ilJ*"'i, llr l.e+J t1+.{4jl !3,r$ q;-*Jl (JI-,IJJIJ *ilJ$l l-ilrll ;:plr - 4"ilJ.:ll

:*! t S.(List
cJL#l&llr EMA (EURD List) i;t-l qri al.r,iJl q"r.:!J L)-il .''_r_r.:lt d+r-:lr ;Js es -

.EMA (EURD List) A;u $r al . ^'i"Jl !-rr1l lrJ-Jl
.EMA (EURD List) a;tJ *u$$ $.icl -

PSUR -PBRER . irLo #riii &J-,111 ,_u+riJi c;-1.^- (p ,-,ll 'i 611 l+.all i_.rljrl gfu -
.cll3 # 6tl ": *l.1 tit ,EMA (EURD List) larU d 6Jjsr.ll ;gc t.,*i+Jl *l-r*jr,,.*ll

4r6lJJl drj=+llr 4+EJll !_,+.r. Jl r$,:ll t-,bJ'l (DLp) *Ugt di! a-tii u. Lg V. ik+ 
",t.1 

-
liJ L$ q. il**_l ,LEI jl fu- ;_,,:l ,,r!4 JuJfiill rJlS li1 EMA a-]il- cJ+ r..r- )4j,^ll gt-rt3l cr

.i;,..1^ jSI 6J:i.Fu _,;;Jiill utS

+r=IJl JJJic q*-"Jt cll*,l-1.rll3 .ojlJJl LiJ'ill i,;llr - 4JilJJl &,+rll_l A+Ejl q;- +_r-! pl .t
.,-,lLllpti-l EpU ct Lg \ f d).i,+ltrll :rc L).*Jl t'_,r:.:lt

q+- tl r'-S.;,:ll +.rJ; gi +*=;ift .ric o)-cl uiUl U ar*l Jri,+rr! ,-n-*-ill Urerri'J: c-urt - eJ,iJ .Y

.qiY+.-ll ..udll
dl+ Jl e*yl', (conclusion PSUR -PBRER) ,J!.rt rS+ A;ll ULe+j:Jt {:r=t-,.- eriJ . t

:6+ri3Jl Jlc I,Jl$l clL"JJl ,i^-;lJ

ffisl :
pSUR _pBRER dL frrij g;_ru _

DLP rlLll ciUl++ll di! lJ.ii e'tE -
ilri^ll PSUR -PBRER uirl^ p;.:ii &_rE -

",-l=yJl as-,1 
_

cJtS.,iJ g;Jis*+ iiLi^ll d.U--J$l 6iJ 4$lJrll L)t*ll t'lrlt C+.-ill JJJIS dS.$J t9J:s,o .:l-icl aa .o
.ICH-E2C(R2) guideline 6 6r-.21!l PBRER JrJls
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!-u-Jt 4#.$ll icJJ+^+ll

is.,att ;-1t3j

3\ll ' il"ll {-,lrq !:ylt cJLlJJlr qrilJJl .Ltllll i,Jjh - 4,6lJJl &}-rllJ i+Ejl q;- e,ri .1
drlJi! 6#ti c.!;r= *lJ.Jt .r-n-l rJt. q/ .-ilJ*!l iJ lliJi ,.,-\.aj e3ll $e lpY+ptt ..,-r-1.l,ll a+;-

.JlJiill
.L'r)jl c.,!.:Cl itsil.r e-l-.fll 6^ 6.r1l.jJl crr L*)[-Jl ,,Jo !byt+ ,!J-nJl ,.,laF) ..,-lg eJ+ .V

:(r A) alt ii-Jt
:Post authorization safety study (PASS) ura#iJ3Jl rq {dt"lt ot*l;.r

ghls el-l'lJl rJF. [.1l.Il h# L-tJl sLiel.1l"ll 1,le t"gJ-.,-= ),+ LilJ-:ll r,a+-Ji irsL-- aS-dl f;- .'l
4dlJJl &F+llJ a{U-,ll q;.u J,! 4-lJJl Lr. ii-i 6.rs! (:,--ft 6JljJ d 4#,-Jl dJl-Fll ry) !_,r_,*

.!*>Jt r:1*,l!13 iFilJJl 
tr'tpll ;;rtl.r -4*,lJJl dlSy:: r,^' l*,1!L+ rrl.*ll t>qyt ClJ."i e.:f ,_il_rJll ,JaJ.,Ji li,*t,- iS_*ll e:- .y

a-.-ll 6_.rljl cJ$ 4o 6rdr.r-Jl iN)t 6JL^i-u liui-Yl r:J {*,tJJl+,Fts t)uJ AiJ.j }} pu rrc,
.(study ID, study type, patient ID) f\l dg cfljJl -S,J fuJllJl cit-!,-"ll y.lir

cj; i.,;l;^r q-)glt crLl_;Jl3 (fjlJJl L:Ill 6}lr - 4+1lJJl &,=+Jl; ltjJll l+J*u eF .f
Qq 4j-Ul Unltt Ji ,.-r-t .o 1\l-l a-lJJl q,.i ,#jr^Jl '.-b::^" Jl L), a*rH"{ rrEJl c!S_r,_l;lll

.a*lJ"Jl+ o+ll d$ i,+l-rll
q_xu t)rJ * a*,lJJl C+UJI elJJl L)- U-ii J*JEi ,$,.,:Jl u,q*-_i 1+.t* {Sl&lt tx-l $D .i
V p-; 6.:lJl ol oJ+. 6-r ell+ !-,u*lt *l*,l-1r!ly rilJJl L:J1ll i,J3l) * 4"6lJJl di.r-+llJ 4+ttjl

.\ 1 d, ErLll u," (YJYJ\ ) *lJ,iiJlJ
aiijl q;l-Ji*,lJJl elxcp#tdll -,;4JiiJl sai.l*,:cjt*,,.,I+as-dll eJfiii*,lJJl er^ekiiyt .:ic.o

.q*ylt *[-l-1.rll, lrilJJl LrJill ilh * 4,rilr.Jl &p.,ll_l

:(\ 1) e!;6rlJl
:Signal managemsnf iJL^iYl ;H$

'-r.3;r*ill UlaJ+j,, '-t 3 f_r'q . \

ajJUll ,,3lJ.iJ,"Jl cp !*_r^Jl eL*l_2J13 qrilJJl !:itlll EJ5lr - 4:lSlJJl &j*ijl_, q,$JJlfu+- iNl -
c.rljrt LIJI a--.-lt 

"Jr -i-f 
$ Cl, q-,-l- qri il+..'eJl 4pyq^-lt +:lrari.*.a L)*+ eiLi^ll

d+t _l g;y cJS& l,rilJJl +il '-b.i,.*i A--BJI drlJ'.ij!"ll L+ly 6c !,;il,ill-9 ilj.Jl-J.tl;.oll
.cllcl;r;Yl o.:a gJL Jl t+tJl dt*./ t-6n-.*+ i.u.i.Jl crlcl_,p.Y1-r.3

crl-3JJl a.iK O' !+lt crLl;.:Jl, (#jlJJl FxJlll 6JJh - 4,6lrJl &rrijlJ fulijl q;- t)l+l -
gi-lu u ilJee LaL 6l ry d>i (confirmed valid global signals)+ ULi^ll 6_2.:tJl

.6Jl,i,yl Jl\-J
,.,ll^ll se. a".f>Jl cil*lJJlJ qrjlJJl Lt*'ill 6Jilr - 4,rillll &J+lJ fulijl fu_.rlr^ .r*rj -

.6_,1t.iYl firriiJ 6$b crl.r g3Si dl cit JJJI
d$ eLsl _,,1*l+ q*!t drLlJJlJ sitJJl }";tll ;;itr - 4,6tJJt gJ+JlJ futiJJt q_.r;.r^ rrfi .y
L-p.ll r:rlel,,,pYl itiilJ +trl &ul#ll 6.rl-l i.^-liJl (outcomes of signal assessment) ot_,;l-,i,Yt
I,pul ;.rl3Sll Jl &l-rl,-Jl clI JJii Jl 1!1*yt+ ,dJ+ qrj,-Jl 6r.J,^,,ijl ,J6i1Ji q5l.- iloj; cll+

dlJ$ l+lJl .rio t-.rr* r/ ur.lill3 ptJl gaclJ.iJl q'i i:is.allJ

:(Y .) & 6.rt-qll

: Additional Monitoring !il;Yl X$lJ.ll

:4+lEll *Yt ll qrj lJrt--J l$l-rq,-}-:*ijl ,J,aJ+Ji r;-L- elJ .t
.+t*Yl l$l-*X EMA lelE d 6Jj.,ii^llJ !_l_l- q'i ,J+", 11 c!tJ,.-bsi.{ Jl -

.?+ r+.ll r:l-6j,i^ll3 fuJJ.Jl C:lJ':si.r,"ll -

i.ir<i
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!-p-Jt4#Jll i*-'l++l
ir,a:t ;JtgU

.4r6lJJl L)t*Jtr uLi:t .-ilJ-iJl .q L el-.l;r la-rlc 
"i:5 ol-tJi.! \ri!l c:l ,^:a:-*Jl -

.4.t3J.,i^ll r&l!1., AJJ^.S^JI ol>:-:,,*Jl -
q;yll ol-l;rJl3 q'jl-rJl LtJ\l 6Jh - 4"61JJl drJ,-JlJ lEJll q;r. ,..rltl Jrl .'^;-:,,* gl -

.a.i$ll Jl4iit^:l
(inverted blacktriangle) +-l&;lt .:r*!l drJi^Jl d#Ll ,.lrri."l r+ 4ir1.:l +$ly:_r+l a1c Jr11,ill .\
ci,i6 ci.t6t qb,l $|n C/ )va:.J,,,^ll lta e,;+) 5;!+ tir-* i.Jlilrll ; r,:,ijl .,JJ sit -ajJ r u.:,=i.,*ll
.a4 *3&,,,;,1" ):l ql ,p i\yt 4a,-Jl +bJl i c*-a4Jt ,1* qllj .Lx*Jta liil,:. ;+x ctl4l,

.@:$u l,*t+Jt jigt s t>qyt4ls J9 ttuN .. 6_,iit J At
d f\)14,\i,6r o:"a:i.-J 4*$1+ll -luYl ;r tXlti;31: C 6Jtiyl LlJr^dt ,,.la;rJi c.rst,-,Jc .r
_!_1,5l i+-Li^Jl *lrl;r;.Yl rA:l UIJ r=.a-.;r."Jlj 4l:.-Jt !L'jl qer drJ.-ji^Jt 

"J" k+;} fyl .:13^ gl
.olsrll1,r'r:1+ll _,11.3!1 6c t)r)l
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i^,l-6-lt', l+ q;-r^Jl *Ll;"rll, ,,jlJJl l.tj1!t 'o]lr - 4"6lJJl &JsJlJ {+l!Jl q;- e;-.o
.i+_14.& t+tr+ e;il_r ,k+^,i: a,'$L:yl A$lJ^ll , -,ll,ii ll crf *.:,-Jf.r

:+*sL:.)l 4$l-*ll 6Jii . 1

Jl !'*-l -p*i.^"lt gSl il-lr- *si^lt ,-h+J g+-lE r-r 1eq crl3,i,. ,J-"rj4$t.*"byl LIlJ,"Jl 6J:i rLi .1

:,-* dSJ d.."..oJl 6JljJ d i*+ri:
iqq iJt*i iJL^ slc l+.lHl crl_:*:s:.*.ll -
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ot-,l;Jl3 ,silrJl Ltfll i,J3lr - 4"6lrJl &F+llJ qEjl q+- +_r-! el jhill p,o ekit)l $o -
.lirll .,b cJJr 6^ 4+lt-ill dll.-tji ir^..aiJ JCJ& q_x_*lt

k-i#tl e+_r d.f'ilt o.iXl C.DU.l'j Cllt+ &"1+jll ,..jia+iJi i.r-L- fJq G#LiJl ,,r d.it l13s, .:ic
.1-r-1 *Uitdl rJt -.i-l q

"D i;.j^ll i+ll-ill .#dti 4J I >Jl crLl pJl e ,;lrrJl Ltlll 'ollr - 4rilJJl &J,s+llJ A+Ejl !_,1- e3arJ' tJ'r J J \P 
..:ll3l t+lJl $e 6cj*i1l r,*lJi .+=1-.o clp u
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