
d' -Jt'ru.:1un1t?tntlsfi ,JanSvvruvlo'torn9fl ualnn0 rJlu

irln4n:w:rsrirs::nrfiuruavunr{ueiro::rrfitrrtuor4yrnlcrururula fiol#Tvuu:'ar-nqoonqvrd u,a;
J v o )qqv ^riro::urfrurufrr{ry{ryr'[fllriu5nr:oru (osr) (od) (oci) (bo) [Las (ho)

luo-n:rri ro::urfi ulvirurJ:;laan4ra:r1u u'l rdrrA n

l't.fl.....

tr nflviliulnli ! urittzrJiurJq.r ! anr6n

urj a a r r ut o.r Yg{ra uo d'l.r n fl fi }r'r u

;iru-nlrlnruvn::l.rnrio'r1r'r:tuavu't n:vvril'td'1f, 'ti at

a?'r aooodo{rYuq sald0rislAuavuriunT iilAiil!rsrvr6
Ld aoon#a{ nir- q145aras" itrfi"lud'runr:rJ:narqa u,avfirulr:vul nt:tirar:o-onr:nre:h

.j - a w j ,jLlunti! 5! t!a uut 0{n1n5f LLnr: ao Lvr.] nllr lLvrLul.]1vfit.rfi0ona0 {n!!:Ll1v r!a uLttlla{ tJ1un11

rirnnouarirlurtarl:vulrfll#fi !:vfr r6nrfl

E aoon#aln-r Luiunriiliil!ru rvrclu!:vrdunr:r.lg-;rlii r, drunr:rivr::rtn1r tttirl6u
) v .i , i. d

nrniEo'otrin'nnrarrufiaooofro luras uarrvar fii..rr-:-r-vrrirr 1fiuJa'uuurlar utnvfinnvrrutvirfriirrtu

d?uYto
. c, ;, i - g

tl49|rJaa?''t alruuuao{m:1nfl u}J1urras0{anivvluvlo'lotnotua'lnn0u 1u

c,i

o. an1t{U[U1416'lt149lt 0{U[U14']ltatrJan5s?lUt,0.lU6U14'l

... iryr,rr6oovl:artvellJo{fl rUul6oovtiuav,ianiuvlltolityrr6oovl:
rJ olliurJ:vr:a nlvl.r'r u ul tavi A o 6l u n lfr nr: s:rtriryrg-F ur ravio'o'trilvrc fl.0. trcbt,

y'{:s:1tliryd6;srqfioonqvrdrioo nuas!:varv a.6. bddc( ttavflsssl"urilvuorJolfiunr:ldar::vtv u
q tr - q q y 4 qy-:, &

y!.F1. tcrd6n6n 5il..ro{a!!un tfltv'{ltFlvnaln toirl:snre'h:rtfi a a1!t! nul ltdx ruasfifta'[dr-l-':6'!s]'iLtri

ilfi x o"u':rnr .r1. bdbd,fl*rtl 
'

t.]1er51 od tuvilr.J:vlrannull u u1La116 o rrlrad'n lvliSluni'j rnr:n:sv:rlalo'lsruqt
) v g .juov - L "I€i'tulooonnflniyylil{filuuonli:i}.ltuur.ro'1.i dl ylt01yu1vLoL141.:r15:1I11{n1u!o0n:14155:llLlJFlll

hir,iuo'n:rmudrufii'ru!:vrranXr,lrLrudvsoonriurirolitr!'ur.l Ltas!rm51 bo rr.rrad'nli'riro::ltflul

n.r (oe'ri) (r<) (.x) (loo) uav (rm) 1uo'n:rrirt::ltfialfr'rul:slrunnrrlud'[ri'rn,fllto'ldru-n lru oa.
; a. -- v JJ - q ,t t/s - 4 a d

rfrauUun 11"80 ru'lunr iUl'! o ut ryrrn uxn! u 1ra v'{ n o Lv Lvutla vx r q0 0 nqvi v5o tLlLn 1o 0L ![vlu
4

LLnfu llusr.i'rur'l t.]1n5'l o6( A inltljun0{00nnln58vll1 iu

o,.rcr uvnloit6ln:5ttvsnttt{'tufi o{d

- a v Aq ; - q 'r 15- - js
iol-uf r fr"[un r: rir fil qr tta t urdtr.ltavrroLtaLvuuasxoqo0nqvl5 Lounlv!1Ln15

, I io ) o--- .i -.)t
1loo1.{r!lnrraynlio\ryrrLlurn5o.i!o t{'Lun1rri'rn!oIatr0[vtrrLo!QTat{u1tfiY'le'oL1{LvluLLau
., i J i ' - 6tv
iflqoOnqvrB i'l fr.inl5oufUlrlleturururtaudoLyIyuu5oarlq00aq]15 tv,l0o'ltuLnlinlULnn:o!

finXvrruritruo nr:rilvuodrt::lufiulfiou o-orfir- or n{r.,:vnal nr:"[u nr:fi01: ru'l oury1r lot rir:ru16'



le

olnnlio-fl 16!!l'ldludrurirr I ldu rilm o! uvrurirfiurtrrynr uuo nv x u.i1!tun:crlunr:fror:rur
olryrn rirldrir a'tunr:vrlsuur a-n un rlryrarjl a rru ula s ui'r rarir firfi oninrur:c !!rr ufi lfi urdor rfi o lfi:r
rJ:vivrBnrvr'[unr:rirr,fiunr: rir't{r'r u'[unr:rir rfir1n:r nr:ar or: rur]: sI u trirfi onr:{'u n:o l{riln n r
a, v ; -itl]llnu s{aevl Ll4tnotJa onu

o. lfiurJ:vfrvr6ntrlun:vuunr:orlryrorrirr 1 lrir,{tulrJlirtraorrll:rorir dru:u

or tLa s or n'lririr r.irj: v n or n r: tJlr vlirlri'rli n f'rucia rl.rr: nr.irunr:ourut nuavoonaina rarkY:': n uir
JJdrtu dlzua6monr:rl:vnoro:fr oro.uirj:vnour:

tr. aonr:cFir't6'o'rarirurrl:vrrrurLor:irra Ioulunr:ohtfr!nr:ulonr:fior:rur
ion

oufu1FrJannfufloy n 1Lta 1L [La'] ulr 0{ n1a 0 L u11u0.rL1J L't 1J16uytL1J LLn 15!: u t}.llrytv tlJ L Lft a rln fu ryl

u1Lail6olfilyruuiainqoonqrd6lrir'tdoruvlvrlrilo 6rnr:i'orr6lrirtdcjrutunr:fior:ru1o!t-u1no'rn

firl:snornr:- lirlfdrr."nrrr.nruvni:rln150.r141:uavur a rr r: nrjr uir": r oldfrldd'l na'rrrr6'o a::
o y ,y )

r!un1flo!rlvtu Ll,l LLn u [lJ u 21,1tu Lo

m. riga?rrl:vfrlr6n'r dlunrsdrn5oroirilnn utiu In:rnr:n:roao!irfrmfizus{va'l

oondi'ormarn rfluriu
x

0{0'r tLlLrFr0.i 0 0 nn fl fl5vv 5x{l.J

u. iorqrJ:raseiuaErfl 'rfi rJluro {n'ri[[vrnu{.1

inqr.J:varduavurlrurl'rutonnl5Ltv:n[{{6oov'l:

nlvLi'rul-Jv: 0u ntl!o'1555! tu8l.l

m. n1tttn! UI IUUAOUU
no a

en.o -5nr:un!ryu'lrol tuun':0q LL!a wLn00v L:

n1ilfl:s11tfryry'6 ur tafl6 o"l#Ivu .6. bdbb i nnn:vr:rlrirvuoriro::rL ri auirra:-l

qi:-roururnrrrlnflyrr u'j1ri'tuulra oolrilvru .11. bdd6., ril,tuorhorlryrmlerururr,fionr:6'r6turtavror-o
J d, -Lylyu uasn:s:rt! 6Ufuylanqvla0nqrl0fl 00rluas!:ua1v 1r.r1. Ieddc( ].r nfl ni Yvl51nn1vLoFl'l5ii[.lLu u}]

a .i ., d, - I
rrav u n riun 1o:r1.r ttuu rR u? nLaFqr 00n qv 5r 00 F tre s!5s a''lvl 11.f1. bdbo nl uo L!auq 1fi L8]Ufu1

'1fi fl AOnn1159l1tll.l'1Fll1 flio

rravnurir#lv-rvrirnruvinurnruawrwiltrfi d srs'rArddcl aliufi rra s'urrnl baco,l uio.t

-, - - ; \v
n1:11!.tllryAynntn Lun:vltUnr:fior:rurOqqrnzu6nfirud4tnru 6ln:vvl:':larSr: ru4tloioonLlvnl6

n5syl:x{A.'tEli6uqtudo:ot:-lrira'16'lna'rrmrrLzu6 nrYrus{qtnlilri1'1'l fio qilunruilfiotoltol;irrinlru

ou. sfioriruuori{dorufiovd'o16rorn{dr.ri'rto}"n:vrrr"nr:fior:rurorl ryrn 1ou"[udrufirfiu':rir,r-rravrfia
- :1- !

114 LvruLtav'lnq0onqlln 1.lo.lu

x { a 1 o'r 5 tu 4 1r r:' o l dm : r ri r'tdci r u q I q o fi o v 6'o r fi I o r n {6 u rirt otu

n:vurnr:fi or:rurol.{[U10r]ArlJituq{arralr6ohilvru vl.6. Lrdbo

Jo,d" &" - ' d !1 ia u
tfro Lu!filvuoFn5::rJrtL:JFl 1{ l:xlJr{ntuuo0Fl:1n10:51]tLUl.JLl.JtnL0nt19"rtJut-]lflvl'lu1l:vltla



m

b. livnlfin:vvlii{a1nl:ruar 16ol rirldcirufiosolo16r.orn#u'urirto'lun:vurunr:fio nrur

or1ryrmrufi mrirud'atailfi olrilyrc 1r.e. bdbd
sn. r.J:snrfin:vrn:i{ar6156uar #or nimrjuriru6y"os,l"'or,firornoir6 artro orrin:riri urrrru

!'" J" v )a
vu?ui'lu1J0.itn vl00{nn:[0n{uvr,i [u1]:utyfittauF'r.i1]:s[ fi ylvrly!1]11Lfl1:1l5uu.rurona1tyrl.i?t1n1:

e'rdmfirudurrafl 6otlilvru v{.fl . bdb6)

d. !lsn1finivvnrla1o1ltuar rdor 6'n:reirlddrua.!aovr'ou{'oLfi!olnoidun'rroh"n:vr-rur rr:

fi or:ruroqryrnzu6orrYrudimqoonqlr6 y,r.ri. bdbo

d. !:vfl16nisyrii{4161: ar 6o.r rirldqirufi oso"orfr lornnif, urirrohn:vlrunr:fi or:rur
I

oqfular.lar)nfuryr?rlqoonqy6 11.f1. bdbo

b. !isn1fin:uyl:1{a101i ar riol rirkiEirufioci'nr6rornfr6urirtolun:vlrunr:fior:rur
J -ioury1mria9lnrufl1mqaonq 5 (a1J1Jv b) Yl.fl. tedbie

6'r. lisfllfinivvl:?.rd1E'r5rua1 rdo.r rirt*ul*odv'oso-orfilornrirfi urtiru oiriniri'rfi u?r1ru
l. i.

vrirumuto.rio raioo.rrin:ronturirlur]:surnuavsir.lrJ:crflo frdru#rfr'hnr:rJ:vfiur,onarivnliflrnri
:

fia0floJryr?nnoonqyn .6. bdbo

ourrhfinu ufiorornn:v:rtrirg{61lfldt:;u:annu 'rLU1tall6o vi.o. Loau< hifir-vrriryryG

" "t - , -i
50.1:!n1501tuun15011]n16.114't141.J',tn e5nu]n'tll]a{!ttl.{{tlr] v 6.r6'rnedd6( a{i!vr'b6., onrrnl bcaol

6or nr:rfir:l:vfrvr3ntrlun:c!rrnr:fior:rurolryrno.rFnn-rudqtntr o-l#u ffiorl:vrrannulruurtan6o
'[d'l"rnir eirrin ru ou. a rbiarrlr:nrfrL r]uFtr-:cnrfinr sv:r laror:ruatfroonnrlrdla'{o"{nalrlei

6n.b e'r{l:v rvrFl[uiflrgrarf,o dxt: (rirfi) r,ravnr:rir r,iunr:o-r na'r': turrvalrir#rnrlv uvSoh.i

odr{:
luarantruJ:rJ railramufifiyrirfrtunr:n*lvv rfiuuru6nd'ruEiur ovfinr:urilsr'{ Committee

for Medicinal Product for Human Use (CHlaP) dq.J:vnoldrufrrdartrruartrrir{1 r:rn ru tfiotru

!:crfr!ronar:itrnr:'[fr'aur:oriliunr:orrurmrirunxl ilo tS? tra sfirJ:s 3vrSnrn 6rfiovfinr:hi
,!

fl00utu1r]u5ozu1l:va{Frljuvlu LlJUuzuaflurufln 0.i"u'l5s L{uo'11..1:n1:41{ 6l t{unu

n1'lu60tl1u
|'A

Loilrfl .in?1 nolfiulJ0.ltJtnu?10{ua'')
qd

L9rul ua fl15:uv'{{ n11}.roo [14ulll1] 53 fl 0! n 111 Ln:1s 14 ri A n: v vllJ UA ?

nr:iufl.r

E
E

d. o?1ilfr'lfl'udv?anrrrulndr6u.:rYlnXrauru6u

irrnnralrui'fi nmrLa-ln'udra:'o'tn#16ur rit- ngv:Lrudr.viotriodrll:

fi nrrr'tn6'16 ul rir nl nivvri?{ ri'rliuoeiro::rl tfi elr.J ao ua vu n t{uriro::l li ul nr:rir r"iunr:
i-l

rfiUr ri!il 6srrYruc{ar1r.1n: n.O. baUsn'Lr"{o . (<) 'lr- ouryrmlaurur ttavl:vntqn:vvllx {A roli qt
) 'ov, A vi
rSor eir'Lridrufrov{orfrtornfiUurirrro Lun:cLrunll n15ruT 0!rU1rlul 1'l.F1 bdbd 00ne''l!.r

l\iv:llJfqffu1 1\.r1. todoo ttluritt rfilr6lleul"l:v5l{flryrlG01 (aliuv' u) lI.Pl, bdbLe



-d-

a ^3b. fl antsvtuYl0'tQ[notui']nnnuu']u
i. - - - - - , J .

ir.o nlu!1uflnhrYofivBuEor,a:-nrnvEo rio'Lrirfrovirlr-raionr:vosl:uri'[n:rjrr

nnurrudritauol#{toir oriryrndr:vr,iuriro::r rfiurh:or.4rXrmlar*rur uavriro::rrfiur
Lunrv!?un'r:un1: 'r01.{rurnurraroo'[ri'Iruruavl-nqoonqlrd rir o:: l r, i u r oir r 1
A, e;qee - J . - i *
vlLo'rvL'rvrLo LvlJ 5n15 5't1.rv.in'rvLo 09r:1a105:LrrlruLrL tn1.J09r:1a 1!! ru{vl1LlJ5Y!?anlvlJ'ruu1,1:o

u n Ll un 165: ! tl.J U IJ

u.tE n'rLrn:nr: or riuurittdun:orviore urrrlfuri#toi:-raan:vvrnrl u.o oarrl:
-7- - - ".& a, - q A oe

njrvlJ'tu1J:JtJan15!inLL{o{tLr]1unon1n'tLll:vn1flL1J5'ttflaolutlnulL!unLL! ttrya Lv
, e a ea 3

t01m.r1y|ttavr.]lnu110.i:u115'rlJfl 1ioltuunli Lvrlj1.Jl!al nlnSvvt?{l.J

! , q.^
b.6n nlv 1ufi ovrio Lrirfi orl:cIwdLLrirl:vrvadrnrraior.l:strtuodrrt:

riryuolvft.ita:nau6u1fl ri1655! rfi urhloufl rfllaurur riro::rL rfi urlun:vr.lruntrfr ir:rur
oqryrnuruavrFntfrlvruuav'r-nqoonqrB riro::r.,rfiurrirr 1 fir,,trr,rrirn'tffLli'r:-nr: Iouo-o:r

i- , rriro:: rflu ei'o rlriufiu om: rn rrrirgfifrr ut: vrLr a nqrarr ufiraSou n r{ueiloii tflu}.r ufiorJ:vlotur,rn
-!1liet fl6.1Fl:Ju5atl5vqt'ttu o{u

rd ol#nr:fior: morlry ro r{. ulr- rir uerrr:ro rir uavfir.J:v frvBn rr drr.r i u n11tLa vol n
) "ov ^ - , a; !

LrnL !:sn0Lnt5 {i0uy'rLurJafln vraMlnit 1un1i0ltu1fl ttaso0nCnato LfE'tot:? u{1J1-J a$Janrl0

n15!5s n 0! 5: nn10.t lt:s n 0! n 15

a on 1ivri116dru d1!{1l!ivurflita{:-trra lou"hnr:rir lfrunr:tfio nr:fior:ruroururn
e; )q,q

,JAFn qr0s!n1Lt01uLLalut0.1Fn9'o1JtrvrLr.rrljL?1J1ryvLtLun:v!'lun1:v101:ru10uru1nu1tA11no

i ..,. a A- c \.,'Lri"ltuuiofr qoonqlrB dr'[friru'nrrL ou. a 1r.]1i ndrriunro::rL u urLfrootill Lrimrl (osr) (od) (oc()

,--- v Ji - - : 
'(bo) uuac (bo) la oatl LLlun 1Lt01L Lun15!0Lfl14u'rvlrn ul n! u1rfrro9] Lv tllu!!av1n 00 0 nq vl5 ttu

-J
fl 9!l-J',t:v!U alSaUtvlPl LvlO:0.15! n1:9r'l tUu n150uqlnvlln:v! lJ o La nv: o! n a v: otlJ!n1no! ttvll.J

;,v , v i . v)
rrnt!0un.i 1!n1!!1rl 51 6}6( lJ.rLottn 4["uB?lJ1ru 0.ionsut{u?{1tu v1J? u.i'lu1]o{:5 1450o{nn:tan{1]

vioo-odrln:rnr:a'rr,airrl:sfilrBnr d1un1:rirpr:o{ii1rilnn triu Tn:lnr:rt:roao!traFri'rur{

va-.ioondfla10 lfludu

er. o'i'rr.rviioiluasdu4uuo.rYglunr:rJfrri6orrrruavri.rfrunr:Lir{JuhJnr nrv!1u

6d. G, 14U1 8n1Utl5! tl Ot0!

d1{n.i1unrusni5 n1:01v't:uavu'l ntuvl:x{410116u4fl

6'r.b fiu!?vr1.i Ltau:v uu tla1ta;a:.Jn1:"[unlrll'!-6Frluiott-tn-l nr:1ri'rfluhJounnr,llr a

au 1.t L5

-Y-
iiru-nrrunruvn:: nr:01u15ttavu't n:u115']{41olSfuat tnsu ril tqun15{ua{ll uavt0 uo

rfierrYlnqn:vvr:xrirr{rrarirfiuav{firfiurdorrfiolviilvr:r! ri!usiriufinlniuyr:1{dil'0raldriro'l Iou
i - A - Y vA v

rasu riltfluntifrttn{iiuay ror.]o[n u']n!nln:vy5?iForjt0:1Jo!ry1o ttavrjtnul1Jo{ Ltav[r]5u1l0ov1a!o
eeq _ J ' -

tJg-.l-n-fluriru:!tilv tvtL!n:e!x!n1:?in156u1o1,lry]n:?l.]fln:v!!n1:rl5?0ao!oorl11..ltv'lonln!ottanl:

u1 11..1 !t LvoEJ tl-J5uLr!n15n1!ql]



q,... nr:dlLynlulaErL"'ldrfioohr.rsoruarnrnyr'oaotYuflourrasFilttntL lunr:riruiunr:viohi
i^ . s < a ovJ .

n4ralrafifinr:urrrvrn-l,l]au-lr1{rfrod1t-lxuexlr.ravoxn'lurluaounl:raoqrUrn louriroolrgrn

aur:orirtfiunr:r.iru:c!!ooilad n'{uridurirto*asuonar: naooor.nir:sriro::rrfluu.iruyrr6rSnvr:ofinei

6.r.d firLrxyn{uav:vavrrar'tunr:air{o?1rl rd{rl#uri!:v{rtuuasy r ulrufirnrurtorfi'! nr:
rJfl lTnruuavnr:ri.rdunr:l#l{JuhnrrLnnurruodrrl:

_ ,_ i xAa'l!n{'r!nfuunlS nl:0'rv'r:uaeu1 Ln t0 : u! nl5ut rts"tuylnl n SuvrSx rL aLt!{nL
rfiaduor tairairrnruldrlo rdol#rifieirur6urdorldirvr:r!:ruac15uo urasarrr:nrirflioua
ov1, \^, X i,q,qp-tvrljut!rll nl tJ'ru :1lvr.ilJ:vtltuvrl LlJ totuvE'rlJ Loun15[rJ u rlvllnly 1u'.l1! L?rJ t{fl n0{ Fl?!qt.]

'tontay,Jfl o a1!fl {lua{usn55 n1:0114'uttasS't

.i , v 06
fll.d tlUvlUu:On1Lt0'1Lvn1O'l'l910.l Lt LUnl5!n!r\rll Uav!nn!n15 LlntlJU L!Alrlnfly TU

n'lio'1Liun'heru.rnnrarruffLdwt:vllru1unririllfiunr:ou!nmtooa ramuloutl"tdrfir
nio!oer:rn'r6.1 r,r: osro.ir nr:! i-!In:r air rt oryri? u.r 1u rfil.r rn- 6.ltildlrua n:vyrl rio.llrl:s ur ru

tu[:o{onnal')
< i -3d. rJantsvlu [ou5']'lyt010 lnoguolnnOu lu

d.o tlan:sYl!nOlfl 5Unn0
A qe 4 d, 4,e 1 d

tll0 tun5v!'tunliy'{n1: 'r0\tu10rLllu LlJoluo?1 :')ot:'t LLas !:vay0n11r a{zuarl0n1i
adlatdvc,

o'r Luunl5to.irJ51r 0uru10 Lnon?1 :?oL:'t tl,Dr10411 41!'t:fio 1un1: ut{ul.J 1L1l.Juty Lu1J1.io1un1:

't1.ltt0.ru5:n0 {{a,i r.J a n5syt!n 11,r51}] tf1:u6n0t0.ttllv tyfl

d.l,,.lAn:u !OOa{n

a'r rairrJ:vfrvBnrr,rdrunr:6rn: o rrYrilnn lirl#ririlnn'lpiirnrur]a oon-aornnr:1{
! .;d

ulLAl{9tO Lt4LvrU145O?AqO0nqv0v1inl:Ufl llUvltn U',tvt

d.6n ,'afl lsvl!fl 0A{ttlfia0l.]Ui0Atn11v

tIr.l

J J. -d.d gi an5v7t1J ouytaln tu

tLtu

6lUVt b

lfin zua n11!01r1]u tunl: t1,5 slJU 0 u nil a:su! n fuvn55]Jn 15

nlrri'n4uoTvluo'ril1uarn1:t#r{1fi rirfi toriofi otafi fi o

d. ruqrran?'r d'ruflu'lunr:ld:ruuorlryrn
Lr.r!

oo. tvEman?1 01[Uu Lunll lglsuufl snll nl:
LIJ}J



o4a
oo. ll,tEHan?'ruo1luu tunl:n'] uo trualfu'r

uuu

o 4 o Y e a1 . .i
6b. txqHa R?'l!o1[lJu lunl:nl uo lt r011,1ulvllrq6v{uo tunl taan 61d{vt1{u na:o{1'!:a ol ruu

fionr:mr.: nR:or

tutl

i " ia,. iuv
fl'rvlrQ1lJ0:1J:O{2',rtJ0rJav!5lnlLut'rui''lu1.Jr1lulJo4avrLn01nn1:n5?0ao!rLau?rn51Jv

0u'rn00?uLLa?

(uruzu:rri ofir1arfrt)

i o {! a-u n i c vt:?.i a't 6't: fu E1,

inl*r:rtnr:uvruratrBnl:n vn:5r.rnr5o1v'r5Lrayu1

ed vrqaonrau tocuu

}1u?u.1'l1,lar:u oto! n0{n?!n}rl9rnLaYl0n alunilunfuunSS}rn1l0']}1'll[avu1
v v ee!

t0'r14u1vtr.l:ur.r0t0! u't{41?fl:fuu't t?utu tnatn:{'rulfun'l:y{tnu n0{n?!qt]?nqrayl0o

1Y:. o bc.to 6'isrbo , o bdcto .'rmod

6ura std2562@gmait.com

a{fl0


