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Restr.icfii dc utiliznre a rrrcciic:rnrentclor citrc cotttitt licctat de ciProtcr'onzi

rl i1 cir r.rz2r l'is-cri I u i tlc u 1la ri tic :;i rrt crt i rrgir-rlrr rr Iui

Stirnate p ro f'es iotl i st cli Lr do tll ertt i u I sIt rla L.1li i,

De co'run acor.cl cu Agen!il 13Lrlopcanir pcnLlLr Vicclictrrrtetttc'(EMA) si ltg.'rrtia

Nalio.alI a Meclicarlentului gi a Dispozitivelor Nzjeclicale clin itomAtria, ct.rtripituia

Bayer AG dopeqte si vir i1{b;nreze cu privi;e la tt;lndtoarele:

Rez.urtutl t
. o Apalifiti nrcnirrgit-ilrrirelrr'(ir,tlir'itlrralc -si rrluliilrle):r loSt r'5tP.ir't:,tir irt

i156gIc1.1r cu utilizrrroii llcct:rtLiiui tlc cilrlt-itct-t-rtr:t, ittclcoscbi irr c:rZttl

dozclol dc 25 ngl't'i si Itr:ri rttrtt'i.

' lliscul clc :r1lal'i1ic ti rrrcningit-uu ului crcgtu otl:rtir cu crestet'ea doze lor'

cunlulrrtivc.
. Utiliztrcli itcctittulrri rlc cill-r.rtclrJrr:-r cstc curr tr':iirtcliclrt-r'r lt Prcic,iiii ctt

ructrirtgit-tltt cNistcttt s:ttt irr :trtti:cuele trtc'
u l):tcicntii trcbrric trrt-ilri l<tt'i't.',t1 i 1-,cr,Il'!r trrrJ^.,i,,giurtr ?rt cotrcut'ti :rir.i:'r c(i

prnctica trr cclic:rlit clirrieir.
n in situatia iu curc uu lturcio,rt tr:rt:It cu:lcct:lt tlc ciprotcrulrir r'stc

dirrgrrosticirt cu nrerrirrgioitt, tt'aiittttcrtttrl tr'ebuie cr1-lr-it dclirritiv'
s, Pcntru scrrrrrclc st:ver-c dc arrdlugcrri:z-:rrc, tl c excrttlllu Ilirsutistir sr:r'ijt',

llppccie nnclt'tigcnici", scvcr'i, iriSolit.-' li'ccve ut eic fur'irte sevcrc dr: i'tttec

gi/Sau clr: scbot'ce lli l'eritci, Sc i)ui, uriiizrr duze Lic 50 rtrg iiccirit tlc
ci;irotcloln-i itttrrrgi cirrri rlri:rti iuSt triiririulc t'eztrltiltc Siltisliic;-ttu:rr'c cu

clozc rrpti rrrici de rrrcrl ic:,rrrcrtc c:ir'c "urttilt:icct:it tl e cip|tlter'tirri slitt

cu al{tr ol)!itlrii ter:t 1lc rr tict.

" Perrtru sc:itlclcl tibitloului, iu c:izul clcvil{iilur'sextt:.tlc hr birrb:rti' se

pot titiliz:r tlozc clc 50 rrrg :rcct:it r.lc cigrt'ofcr'citti-t :ttttltci cirrcl :'ltc

itt te rvctl f ii s u rt t cc-ils icl c t'rr tc i ttri tl tc t' li f e'

o Utilizarca iics(atul11i rlc ciltr'utcr'urri lretitr'tr.tr'ttrito:tt'cle i"ti ic:itii

rittttiilc rresc[irrtb:rti: tt-:ri:ttircriiui lii^Li'.,iltli'r.i;1r-ltrid irr cill'Lrrrurllul

itroltcriibil tte lirostlrt:r.

Int0rnrA{ii Sttlllittlcrrt:trcr t'cl'ct'itulrr'c I:r lrrolricrtrir tlc sigrrr-:'rrl:'i

Inclica!i ilc terapcLrtice pcltti'u l)1ot)()tel'irl)lir cLt aeellrl clc cillrtllct't)tial l)ctllfLl cltlza dc 5d rrrg ltl

Itrtrei irrclr.rcl sernuclc sc\/ere c[c llnclr'()gct]izafc. dr cxcttllllr-i.hiIstrLisrll scvei', ill\)l)ecic



airrl Iotctlicd se\/et'ii, insolilc 1l'ecr,crrl dc fnnle se\/ere cle acnee gi/saLr cle seboree. lndicaliile
tcrurl-rc111iss la bd:'ba!i pe:r1rir cloza cle 50 rrrg irrclurcl lratarrcntr-rl anliandrogenic in calcinonrul
inopcrabil cle prostali;i scidcr.ca libidoLrlLri, in cazul clevialiilor sexuale.

N4crringionrul este o tlrntol'ii lard care sc fblnrctrzi la nivelr-rl rlenirrgellri. Scutnele clinice ;i
sittlplottrcie cle nteningion'] pot li ncspccil'lce si ptrt irroJ r-rde trrlbrn'iiri cle vedere, pierclerea
aLtzLtlLti satr 1ir-rit irr.trlechi. picrclclca nrirosLrlrri, cluret'j c1c citp cal'e se agra\/eazi cLr tinrpui,
llicrclclca rlretrrorici. corrvulsiisirrr sllhiciurrc la rrlvelrrl c-xtrcntitd[jlor.

Asr-'cicrca clintt'c utilizrlca rlo;zciol nrirli (50 rlr/z.i) clc acctat cle ciplotelorra qinrcrri:tgionr a.liost
dcsclisti l)entl'Ll pl'ir'tlit clatri irr 2008. ial RczrrnratLrl Calacteristicilor Ploclusr-rlui (RCP)
tttcciir:ztrttentelor cirrc cttrrlirrcar,r iLcctat clc ciploterorrf,iutr'-o concerrtra{ie cle 10 nrg sau rnai nrr-rll
a lbst actualizatt pentr-r-r zt irtcltrclc contraindicaf ia de aclnrirristrare irr meningicl)1'r saLl antececlente
cle rttenittgionr 9i o aletr(iorrirlc cr-r pr-ivirc la riscul clc aparilie ei nreningiomului. Recent,
rczr.tltatele ttttrri stucl iu Ilartcez eiricicnriologic cle colrorti aLr alittat o asocieLe, cleltetrcleutd de
cloza cltnrulativi, inlre accla(ul clc ciprotclorril si rnenirrgionr.i Accst stLrdiu s-ii bazat pe date
1ll'ovcnitc de la Ca-^a Na{iorrirli; dc Asigrrlt:ili dc Siinrr(ate cliu Franta (Cais.se Nationale
cl'AssLtratrce \4aladie - CNAM) si a inclrLs o ltoltLrlatic de 253.117 cle 1-'enrei care LrtiUzau
cipr-oterottd cornllrirlale cr.t c<tucerrllatia cle 50- 100 rrrg. Incidetrta ureniugioutului tratat
chlnrrsical sau pt'in I'acl iotcrapie a fbst corlpar;rli inlre l-emeile exl)Lrse la acetat de ciproteronir
in drlzil rrale (dozi currrr.rlatii,d)3 g);i I'erlcilc cll expLlnefe linritatA 1er acetatrrl cle ciploter-ond
(<1ozti cr.rrnulativd <3 g). A lbsI clcrnorrstrati o :'clatic intre cloza cunrrrlativd si rispunsLrl
or-qarr is:l lr Ini la aceasttr.

Dozir ctrrrrulatiizd dc occtat clc

CInl(\[Cl Olld

Rata inciclerrtei (in ani-
pztcie rrl )

f(R,,,ri (957u ll) "

Exprrrrelc linritati (< ll g) 4.5/100.000 Ref.

lixllrrrerela>3 g 23,.q/100.000 6,6 [4,0- I 1,1]

I2 pand Ia 36 g 26ll 00 000 6.4 [3,6- I 1,5]

36 pf,n6 a 60 (f
L: 5t1.41100.000 | | ,3 1.5,8-22,21

rrrai rirr,rlt de 60 _c t?9.1 lt 00.000 21,7 ll0,9-43,51

" Airrslat pe baz,a vArslei (acljustcd bascd qn_aRq

t9

De exerlpltt, o dozf, cuttrttlalivir de l2 g;roate coles;xrncle on un rrrr de tlatament cLr 50 urtr/z.i
penlrrr 20 dc zilc iu lrccalc lrrnri.

in pcrspccti\/a accstof <latc. (r'rlrirlcnlul cu acctaL <lc cilrroterorrd 50 mg trcbrrie restliclionat la
sittraliilc itt care tt'alanrcnlc altclrrirtivc.sarr ir.rlcr-r,errf ii rrLr su:tt disitonibile saLr sunt considelate
ttcpott'irrite in toate indicaliile, crr exccp!ia carci:routrrlui clc plostata, De asentellea, trebr"rie
utiliz-ata cea rtrai rnici dozli.eiicrce posibild.

r\cetatr,rl de ciproteroni 2 rng irr asocicle cu etirri Lestradiol este iudicat pcntrLt: tlatzulentul
forttie lor-rnoclet'ate piud la sc\/efe alc acneei clelernrinirti de sensibilitatea la aLrdrogeni (insoiite
sall ttLt clc seboree).si/strtt al lrirsrrtisrnLrlLri, la lcrneiie cle varstl J'crtili. NLr a fost identificatirricio
pl'otrlclxi cle sigurarttit not)at cu 11r'ii,ilc lu riscrrl cle llcrritrqirtrtr asociat utilizhlii r-rnei cloze scdzute
cle tticdicameltte carc corrlin flcela( (le ciplotcrorriiieliuileslLacLioL .,si ircelat de ciproterond /valeral



cle estladiol. Cu toaLe accstea> itttrircit liscLrl apulilici rrrrLri nrc:ringiotrr clegte odatii cr-r cl'cstel'ea
dozclor cunrulative cle acctat clc cigrlotclonf,, si urecllcatllcuLclc clri'c cotitii'l acetat de cilrlotclonli
irt cortrbitra!ii in clozc sclzttl.c sLr)t ucLllr contlaindiclitc lu lrlcicirlii cu nretrirrgi,.rrri sau
arrtccedent c dc mcrri nuitlrtr.

Apct lu ruporlurau ilc reuctii orlve rsc

Estc inrpor-tarrt sir'rapot'ta1i olicc lclcIie aclvclsir srrspcctlirir. irsclciatir cr-r aclurirristliilca
nredicatnelttelot-citt-e contin acctat clc cigrr<;l.croni-r, cil[rc Agcn!ia N:rtionalir a McdicarlentLrlLri ;i
a Dislrozitivclol Mcclicalc clirt i{tir rrirrirr, irr corrlilrtrritutc cr-r -sirstr:trtrl rurfional clc li.rl)errarc
slltltrtatti LrtilizAncl ltlt'rttttlarcle cle L'apoltirrc tlispclrri[rilr: pc;;irginu rvcb iL Agcngici Ni.rll()urrlc:r
Mcdicanrcntul Lri ;-i a Disllozitivclol Vlccl iculc rl irr liorrrirrir.i (rvrvrr,.ilnru.r'o), la seeliLurcir
Vlcci icamentc clc rrz urllrn/llaltor'tcziz-a o lcucIic atl vu'fs:r.

Agerilia Na!ionaJir a McciicaurcntrLlui si a Dispozitivclor lvlcciictrlc cliu l(om6tria
Str'. Aviator Sriu-rtescu, Nr'. 48,
Scctor l, llr-rcule;ti, 0I I478- t{O
llorndrria t
[:ax: *4 0213 163 491
e-urai I : adlCr)irrrrn. rrr
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-l'otodati. reac!iilc zl(lvcrsc susl)cctal.c sc plrt rirporti'i.,si cirtl'c fcl)fczor)[ar]ia localir a dcliuiitolLrlui
iLLrtorizltiei de puucle ;lc 1tia1ir, llr rrrrnlltoirrclc clutc de contacL:

S-C. llAYEl{ S.l{.1,. li.oruarri:
AdLcsd: Sos. Bttcttt'c;ti - I'loiesti rrr'. lz\. clirciilc 1.3, crri l. seclor l,0ll68l BLrcr,rrc5ti. ltt,rrrinia
'l'el: -F 40 2l 52.S 59 09

l;trx: -l-

e-rntril:

40 2t 528 59 i8
Dhalnracovi

Courlonu(cle tle cortlrtcl uta rel)t'cT.artltrtlai loculc tt Da!itttilut'ttltti tle uutoriznlic tlc ltttttere
pa piu lti

l)ctrtt't-t intrslll'i sau itrk-lrnruIii srrplirrrcntlrlc rcle r itol,i'c lu rrtilizlile ri rrrecliciiLricntr.r lLri r\l.llocr.rr
(acctat cle cipt'tltct'tluit), rrli tutgirnt sIr c()r)tactati l)cpultiurrclLuI trr;iiieuI irl lcltlcz,cnt,.utlc; loe illc:

S.C- llAYlll{ S.ll.l.. Ilornirii:r
Aclt'(lsit: $os. Llucurcs[i - I)loiesti rrr'. I /\, clirdirc 13, ctui I scctor' l, 013681 [Jucuresti, l(ornirrria
'l'cl: + 40 2l 529 59 00

I-islu raJbrirtlclor rl i tt I itcri I u ri
I . Wcill .z\ c( trl, (201 9 .lrrrt). lixposiLiort plolorrgce li tlc lortes doscs cl'acdri-rtc cle

cypt'olit'ottc ct lisclLre clc rrrclnirrgiourc clrcz la lcrurrre. Parlis: nNSM.
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