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ln qonformltate qu adresa M,S. nr, 2059S8105,02,2016, fnreglstratA la

C,N,A,S, - DMS cu nr,470/15,02.2016 vd aducem la cunogtlnle mdsurll€

Tntr€pflns€ ds Ag6nll6 NallonalA a Msdloamentulul gl a Dlepozltlv€lor Medlcale

(ANMDM) pentru lntormarea corpulul msdlcal prlvlnd rlsaul da patoratlo uterlna

asoclat cu utillz€l€a cott/ac€ptlvalor lntrauterlne,

Vd rugem aA luall mdaurl de Informaro E furnlzorllor d€ aervlcll medlcale prln

aflgaroa ps paglna €leotrofilcA a casel de aslgurdrl de EgnAtste, ln loc vlzlbll, a

documentulul ,,Mlrana 20mlcrggramel24orc s/sldm ou cedar9 lntrautetlna sl

Jrydoss 13,50m9 s/sfem ou cedarc lntrauterlna: Rlaoul de peioratle uterlna

asoo/€f cu utlllzaraa aontraceptlwlor lntruuterlne,"

AnsxAm In fotocople documentul reepectlv,

Cu stlm6,
D]RECTOR gENERA!

-€L Fi,t# lllf#lRTfrk*,pr 
AsrcuRARr DE 

'ANATATE-:I

(]:^Ias 3*.,l'fi"ilTll;l1l;iib3,lffi,:i'6i'T"li;,fi'ill'31,,,u*n* '"

4Q,{q,r f u.rz '?ett,

Gitre,

ln atenfla,
Doamnsl/Domnulul

Caea de Aslgurarl de SdnAtate
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Februrie 20ld

Mlrcnn 20 mlcrognmo/ 24 ors liltom cu coders Intrautcrlnl trl
Jaydcrr 13,5 mg rlrtcm cu codttre Intriutorlnl:

Riscul de pcrforlflo uterlnl nroclat cu uflllzeroq ootrrrrcoptivolor
Intrtutsrlno

Stimate Profosionist din domcniul sEn[rqii,

ln acord.cu-Agonlio Neflonrla a Mcdicamcntului gi a Dispozitivelor \4edicdo,
Compuia fannacoutlcl Baycr, prin roprezontanle sl din'Romdni4 sc ney*
sRL., dorsgto s6, vE prazinto infonnalil rctuatizetc pc baza rapornrlui frnal al
studiutul EIIRAS-IUD (Studiul ouroposn dc 

- 
supravcglcro activtr a

dirpozitivelor lntautcrlnc), .un amplu shrdiu obtirvalional conpmatlv
prospcctiv tlp cohonln cu prlviro h rlccul dc pcrforallc utcrlnE asoiiat cuultlsg contraccptivclor inlrautodno, lnclusiv 

-a 
dirpbzitivclor Intseutcrinc

@IU) dln cupru gi a slstomelor ou oedarc intautcrinl iu lovonorgoouol (SIU-
LNO).

Rozamal.$ ,,Sqdiul Europeon de supravcghorc actlv! a dlspoeltivolor inEauterine"
EURAS-IUD a Er[rru

r RitE de pcrforaflo utorin[ obsorvttl la oontracoptivclc infrautcrinc I fost
rcta:ttr, t h 1000 proccduil dc inscrsrc,. p.ei mal imporyn$ fectorl de rlsc uoolafl au pcrforafia utcrinf au fort
idontificali ca {iind lnscrarca In rimpul aldptlrii 9i insorarea pdnf la 36 dc
s[ptlrndni de Ie nogrcrc, indepcndent dc ttpul de contraccptiv innautcrin
mSEral

r Contaccptivclc lntautorlnc prazinttr o cficnaitate ridlca$. Saldlul
roafirmfl profilul poeitiv al raportului bcncficiu.risq,* . Inainto dc inserarc, informa$.v[ ptcientclc asupra faphrlui c[ p*foralia

utcrinl este prozcnt[ la aproximetlv I din 1000 di proieduri do-lnscrarc,
simptomol€ asociato fiind:

. dusrc polvin[ intsns[ dupl Inso4le (mal intens[ dcctt durcrile
mcnstrudc)

r imporibilitatca dc a simti lirolo ghid ln vaginr durere sau hemorrgic carc contlnul mai mult dq cetovg sEptdmgnir schimblri brugtc tn cEractorul clclului menstrualr durerg ln dmpul ectulul rcxual
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+ Explrcafi'le paciontcror dumncwoaohl cum st verifico pozi$a firororghid gi recomandali're rE so prozrnto tq conrutt a-acu nu rc pot simfl ra prlpare(mai alcs dacE prozinr[ g drxirc intensD$ s-au hrcglohat caarri do perforuo parfior& chior tn situalia rn carc Dutcau
l._lt:yl" fircrc ghid, finc1i cont i; ffiilfi;,, ,fi,rfiil;:"._d;durcrc intens[ aa urmule a prooedurii ac irrseiaic lr "f""tu;ii ;;co6ili;

Infonnalll supllmcntarc refarltoarc Iz probtama dc slgurangd gtrcco man dllrll a rccaccllv,
Mctodolo conhlcoptfvo inEuutorino ouprlnd dlspozhlvclc Intrrutorlno din crrpru (Dtu) girilt.,ooto ou ccderc r *ut.rr'[ cu trvoffirr.iisiiiiNdi,',-on*oooFfra ,nrrsurcrrnl csrc

:rff,frlt filrj,:fi:'J:,0;,.',"f1*"t4. 
u,i.io orni'"'iril-LXb ,un, rurb,i"mo si ponru iiii

r mcnoraglc

' protlcfia f[t[ dc hrpcrorrzin ondornotriru ln rimpur tcropror do rubrtrtu;ro ou ortrotonl.Pcrftrrlla ut.rintr olrc o'coinoliongro aro;i;iiil;r[il0"0[irr gtnocotostco dc dragnorric,tcrrpcurioo ,ru !rt. pmcaduri. lnciurrv t"rooucoiir-ii.'.o-ii*.pnr" In*rulorrno. psrforrtra
corpu tui rau a coru tut uurd 

-ri -:1o--.,_ul-;;Eq;p,:d;il;;dil Hilffi ' il j ili il;fr_owonr ln timpul inrorlrii, dogl.aoon rucru nu polic ti obrorvat un.ori drc0t mal trziu rip0st0 rcducc cfiolcnlq contncoptivului-i"ni""rii ii1..r, #;;;"i;i;;_r;;iil.ffiil;;polto Ii nocorarl lntcwcngta ohliurgloal[.

BlUUDs_tUJ.Sud tu tu I EUX. ^ SJUrI
'EuT 'As'luu 6rtc un 8m0ru rtudru_obr€fvlrronar,_comparatrv prorpacdv, tip oohorttr, roarizatpo utllizrouola do conrricootlvc.lnnrutcrlnc, tnilultv'MIronJii DIU dln cuFru, rvlnd dropt
:'l!:T!t $'Jdl_'I.L'uc pririclp*r f a*o;"d;;;ffi ;''r'x 

run "
$tudiul EURAS'IUD r'n dcsrlturni rn 6 frd curoponc |i a Inctur 6r.44gdo utilizatouo docontrmoprlvo inrrrutcrlno (41,0?8 utlllratirro ds-'SiU.L'Ne;i 18.320 utluatoaro do qlro
tlFurl dc Dru din cuprqt. Incidonr-p.Sf*lo r.i ail,i tbsz.ii:ii,i:Iiiil-riooiTinrortrri tn lnucg rtuiiui tin oohond. firr iilr.rrni. ror.ul,rii Inrr6 rtudiur rip cohorr! cu

iflU:lil:19i1{lil fui,-,kl}ll,iotio-t"*'r'u'ii'l-,"ai,i 
tii 

'.r'onr 
.' Dru ii'i,ii,i,-irli

shdiul r rrr*r otr rrar Inrorarca In_rrmpur drptrrrt, olt gr rn!!mr6r ptnt tn 36 do ,lprrmrnidc la nrgroro ru fort rroeiatc cu. o cr!{roro i rhoutur ic perforagc.(vczr rsbcl l). Aoortrfactorl do r'o au lbsr thdcp'ndcntl d*ipii ai coniffi,iJiii'ou'ro'n ,nroro,.

Trhcl lr ELJRAS''LD Incrdcntapo oragraila r000 rnrorlrr pon!ru Intrcg rtudrul trp oohortt,diforanltar ln tunc1rc do artrprarigf co tntorvrrut ai;;r il;;;lii;r.r* irirri'""ilrji*i-

(95% Il 3,9.2,9i n-604? inrcrtri) (95% tl 0,9.3,1i n-i927 inrcrlrl)

' ll - lnt6rv0l dd lnor6doro; t nufttr,

2t7
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Nu.au fort ilociato cu porforrliilo intrrutorlno ln scudlu rcohalo grlvo, cum lr lI lozrrql
v4ioii urlnue sau s Intcrtlnolor, sopticomio rau porltonit[, tiaJorltatoo oazurilor do
porforalir, rtlt ln 3rupul ou.Mircna o[t gl tn grupul ou bru dkr ouprul r.ou nrniforEt cllnic
6u durcrc stu elngcrtri. In lmbolo grupu , mal mult do i0,i6 dln pcrfora;ll au foet
dirgnortlcato 11 prlmclc douI lunl do la lir,s;ilrir contncapdvutul inhautorin,

Rcoomrnd[rlt
conriliorca p-aolcntclor ou_ prlviro la opliunilo contrucoptive dirponlbito ttpbutc ll inoludl
lnformrtll 

.16foritolro..lu 
a{iolongo cootrlooptlvlr preourn gl la rlliurllo lsoolrro ou ofiludllo

oontrrocptlvc dkponlblls confonn Inforrnrlillor iorprc mcdiconont. Futnr confooiitlvola
ilT:ll:rtlol.uo!*to.lnoludc.gl oonsllloro prlvlnd rircul dc pcrforalio utcrin!, produm gl
t0 ncl6 li $rhptotbolo lEottol8,
Porfomrcl uu ponctraror corpulul rau r, colulul utorln dc cltrc un contrloaptlv lntsnurorln
poato rd aprr[ col mll ltccvent In tlmpul lnsorldl, dafl ncolt lueru nu port6 fi iblowrt unood
docat mri tlrziu pi poatc roduco ofloionlr oonrrcopilvulul Intnuterin. un artfol ao sktcrn
utbulo oxtnr; inrrdantlr chirurglcall pbato fi nooirarl. ln cuul unul Inserlrl dlflolto (dc
lxomplu, cu.durcrc oxoepllomtl rau r0ngtraro h tlmpul rau ultcrlonr! lnrortrrli), ucbuio
ofsctult irncdirt un .xf,mon ollnio 1l ceograflo pontru r Lxoludc pcrforulla. Numnt iirmcnul
olinio rlngur (lnalurlv vorlflclrsa hroloi $ldj pouc r[ nu fii ruficiont pnru r cxoluai
pcrfonllr purtidtr, utllizntoarolo do contuocptlvo Introuterlnc trcbulc rcoxamlnrto lr 4-lz
$pirfi[nl dupr luonnr ql ultorior o drtl pr an rau mal floovcnr, dac[ oxirt[ Indloolll ollnloo,
Paolontcl trcbulc s[ I go rccomrndo r[ ro idrcroea prompt modliutui glnrcolog uoia prcitntl
romno do porfonllo (dotlllarc ln rczufia$l do lr-lncoiutul rc.rtui iocuma;t). tn ptus, ln
cldrul contspalalqr glncoologlco dc nrtln[, prolcntr trctulc s[ rnunlc rncdloul ct uritta"azl
nclodc conurcoptlvc Inhautcrlna, tn cuzul tn caro modlcul nu odtl dcoh$l cu qol caro a
ofoetudt proordu dc lneotarc.

I nJo t m a $l s up I lm a nt o r c
In infornr;illo dorprc modloamont rlo oonmoopllvclor Intrautorlno pontru o$c companlc
Bsysr $to Dc ngtor al lutorl llol dr punorc po plag, rllptarcr 1i 

-nagtoroa 
rccintl !un!

mcnJionoto cr podblll fbolorl dc rllo pcntru pcrforafla utcrln6. Rozun$lrl cqrlo$rlsdollor
produrului (RCP) qi Prorpoctul au fort aourlLtto ou nollo Informulll dtn studlul EI,JMS.
IUD,
fuporul flnd ol eildlulul EIJMS.IUD orto publlott ln unnStoarclc rrtlcohll) Klur Hllnomnnn, Swanno Rccd, Ssblno Mochnor, Thrl Do Mlnh. Compuatlvo

oonklcoptlvo offoctivcna* of lovonorgcrfirl.tcloaring and coppor intriutcrino
dovioa* tho EuroFem Aotlve Survollhnoo Sudy for Intrnutcrlne Dcvlccc.
Connacapllon, 9l (4) (20 t 5)l 280-283.
hnp://www.rolcnccdlrsct.comisoloncoilrtlclo/DiVSO01 07S141 j000 t 2S2) Klsrg Holnomannr suzinnc Rccd, gablnc Mochner, Thal Do Mlnh. Rlsk of Utcrlnc
P*foration wlth Lovonorgortrcl^Rolnarlng and Coppar Intsout*lno Doviooc In the
Europorn Aotlvc Suwelllrnco Study on Inrrutorlna Dsvleor, Contracaptan, gl (4)
Q0rs)t274-279.
hnpr/iwww,lolonoodlrccr.sorn/rslonoo/aniolo/pl l/S00 I 0?BZ4 I 500008d

Jtl
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Apal la raporlarco dc reactll adveua
Ertc. lmponarr r[_. rrportell apsrrlit oriciror rorolii ldvoro, arool o ou rdmlnlctnrcl
mcdl0rm0nt6tof Mironl 20 mlorogramen4 orc rlgrcm ou codarc intrnutrrln!. rorosotiv
Iaydou )3,5 m3 eldcm ou coduc lnnrutsrinr, crno Agoilio lrrilrir|l, ira.i-1.*r'r"ilil:i;
Dlspozitivolor.Modicalo, ln oonfornltrtc ou'll*amuinilioili;; ;il;;;;ffi;:'Jrl;
rnrorn00rut-"fr{cr d0 frporlm rpontoll I rcac;lllor rdvotso la mcdloamcnto', dlcoonlbiti ne

*_s-,11,-Tl .". Agon;tot Naltoruto a Modicrmontutur lt " nlrpoiiirr.i.i-li,iliili;
(wwvr.rnm.r0), ra r6ctturcr Mqdlolmcnto dc uz urnanlRrportclzl o rtrclia ldvorrl, nimirl
cltr€i

C.n$ul N!tlolol do f,rrmacovldlontl
Aganga Nalional[ I Mcdloamcntulul gi a Dlepozltlvolor Madlcrlo
Str. Avlitof Slnttosou nn 4E, llctor t'
011478 - lsPu169tl
Tch + 4 0757 tl7 259
Forc +4 0Z t3 161 492
r.nall: ffh0Nu.tq

Iq:_19 ppflltc.na1o1s9 rulpici|ta rf pot rdForro d e[tr6 roFroronbnla dtn Rom{nlr I
D6ltnt!0rului lutorizltiol d6 pungc pc plrtl" Ia urrnlroarulc dato dc cont&ti

SC Enycr SRL
8or. Plporr, nr. 42, Ssctor 2,
0201 12 Buourogtl, Romlnln
Tol: + 40 21 328 i9 09
Mob: + 40 723 505 648
Frx: +40 2l J2B i9 t8
E maih ohrrmFcovlqllonca rqFrnh@bryrr.com

coordoaatclc dc contzc! ala rcprtuntanlal locdla d delindlaruIul dc
auoil4afla dc puncre pc plald
Prrtsl rntrobirl.gi informalll supllmcntrro roforlloqro h utltizlrcr modicrmontolor Mirunr gi
Jlydr$ In oondifll da rlguranfl 1l aficaolrrtc, v[ rug[m 3[ oontrcBll companla Blycr. la
um[tOarolo dlto dr oontict:

Dopmtrnonrul Mrdlcll [l Bayar Romrnln SRL
Sor, Plpcra, nr. 42, Scotor 2r
0201 12 Buonrcfrl. Romtnlo
Tol.forror + 40 A | 3Zg 59 L3lOZt iZ8 59 BS/021 i2S t9 14
Fsx: + 40 21 J2g 59 98
E-mail I nodloEl-lnfo.ro@bayor,com

Cu dooroblt[ oonsldo14lo,

Dr, Bogdln Fantollmon
Dircctor Medlcsl
Eeyor Rom0nio

APIA. Tlrtul rovlzult rl rccfhrnltor rolrvrnro dlD Infornl;lilo dorpro nrdlclmont
(firl a conrtltul vorslunat htcgrrltr r roortule).

4n
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Atcnllontrrl gl prccr[t rpcllelo pontru utlthrr

r 919

T.xtul r.vlzult rl recfruuilor rcrcvrnto drn luformrtila derpre mrdrclmont:

EEA
1,1

1.,.t

r Exrnlnarcr/conrult mqdicrl

lndnto do Inro4ig plclcnra trobulc rnformrrtr'upr. Gflorohttll, rllourlroi,. tnoluliv lsupn rrmnolor 5l

llfJ,ifin'$i:Tli: *','J*:' ourt runr dor*li.in i;il#;iolfilt.lorur amuurqlurur, yi"orupia

. pcrtorallr

Potforrror !!u ponrnucs comulul $u.colulul utodn dG cttru un con$rcaptlv Inmuto n po o !lapur col mrl llccvcnr tn trrnpul lru.orrrll, dql ciii ar;* il;.t'd;E!!rvrr un€orr docir rnrr rirztu
9t poaro rcduco cflorcnlr Mricnr. un sriot ir rrrroJsituLl-frii Lror"ongo chrrurgrcdl poeio {r

{nr'un rtudiu obrowa;ronar ampru compuarrv prortcorrv trp oohonu ra urfliraro'. da sru 6q .dl'a48 fcrncl)'.rnSidcnir pcro4ia r rJliao u tbffi-r,r rrSri-Jiooo ao rnrorirr ln fnms ltrdrutip cohon[i 1,4 (9s%th t,t - r.8) rs rooo lnrirrrir tn siuaii,r uj'ciro.rr.u r,arrrn, lr'r,i ifi;i iiio,i- 1,6) la 1000 Inrorkt tn nudiul tiir cot rru 
"" 

Sru iilrza;;'[ff'-r orur r lrulr cr rt[r rru6mr6r rn rlmpur rllp$rlr cttt 1l Inrcrucr pafl6 lr 36 da ,rpurnahi do hn!tt.r6. ru forr uoclaro c'o ocgtcro r rirount aipctroiiiro'i'"ciifo6or u Ac00!r flciori dc rrsc rufost lndopondonll do tlpul dc SIU'lnrcrm,

Tabat ll Inoldsntn qcrforrtlcl lt to_0-0,1,,|!!rlr! pentar tnEog.rndlul tlp cohonl. lapuor tn flrncalc dealeptuo gl do Inrorvilul dlntrc nrytoro 5l luorari ffcmot 
",,jfifearii-' 

-'

Rltcul do porfonlt portr fl aolcut h foholh ou uier rctrovoru flx,

Rlooomlnurca dup! lnrcruo trcbul0 |tr ufficrd ncontndlrllo menylonnto mti rq5 h pun6sul
"Exffilnarcdconruh mcdlcrl" crrr por f, roolou .inluiri'inlLiutrii'crinriJio irr,.ri"= .rii rii'iiiiifaotorl dc risc dc pot{onfc.

. $uclns ootonlol
[...] lns'un rudlu obrowrglonlt rmpj.u compmtlv prorprcrlv tlp cohoro cu o prriord! dr obrr*rrrrdo I ul' ra.' da &rcrnl octooicr cu Mrromiiori oo'qbili, in i'{l,irir'.-orrnr.o ,i;;-b;;il; ;.;;:ili;r sucinilor-ccroplco lu urilrirrourqrq do ttraili 6rr'il;;.i,iiffio,rx ec u,, .orerrau"-jio,i.
0,5% po an ln cur:ul fcnollor ouo nu urtttzcul mctoaiio.ffiilril, -

r Plordoror flrolor ghtd

(95% Il 3,9.7,9i n-60{7 lillrtrt) (95% ll0,8.3,1;n 59i? Inrcr[rl)

(95%ll 0,0"9,1; n 608 lnsortd) (95% It 0,5.1,1; nr4l,9l0 Inlcflft)
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[::1-?l!l-l! ptl I locDllzatc, trctulo-lulil In conrldrrrro podblllratou oxpulz[rll rau e pcdorrglol,
Exmtnarc! lcogr!flcl poltc n utllltatl ponfiu ! rtlblli pozl;ir coroal e rlatimulul,

4,8

l,.J
Rrrclll rdvrruc

Javdcss ,13,5 mc sistcm cu ocdatc intrautcrinl

ESE

a,4 Atanflonlrl gl prccnufll rpoclalo p0nrru utl r0ra
I,.,1

C anr ufi l6anl4arc mrdlaald
lnalnto da inrc4lo, fEmoh trobuh Informrtl uupru bonrflolllor cl rilcurilor Jaydorr. Inclqrlv lsuoru
t6mn!l0r t[ rlmptomolor portbrallol gl uuprr rlloirlul unol rrolnl ccroploc, vczl-mtlJor,.

Ptlarafia
Plrforailo uu pcnotrut€i corpulul utorin lru t colulql utcrln do c[tro un slrtom lntruutcrln. Dortc
rperuq ccl.ftrl rdoml ln tirnpul lnrrfllol dol| ocort lucru nu gorrc fi obtcrvn unlorl docat mai i&ztu
0l p6tt! rcduco illctslut![ ttyd6t!. R$Fcotlvul rlrtoth trobulo oxB!|l lntrrwnflr chlnrrglcll[ poltt lt
nocir$[.

lrttr.un_rudlu obronaltonal rnplu clmpffrtlv prolpqcllv tip cohon[ In utlllzatoaru dr DIU (N .
61448 fcm6l), Inoldenp.pcrfrnlhl lrortdc1,3(lj%Il:l,t-1,6)h1000dallu6 rltn lnrrcg rirdlu
t]t!9$rldi 1,4 (9J% Ilt I,l - 1,8) ls 1000 Imirtrl tn rrudtut tli cohonn cu un olr SU.LNG CI l,l
(95%lli 0,7 - 1,6) h 1000 inrordrl tn crudlul rlp cohoru cu DIU pi bazA dc cupru,

siudhl r ffltrt c[ ttdt Inscrscr tn tlmpul rlsptirll car gl irucnrca ptnl la 16 dr r[prlmltnl dc h
no4toto.ru fort uoclaro cu.o crqroro l rkculul do porfbralto (vozl ra66l l), Aocftl faciorl do rko lu
folt Indopcndond dr rlpul dc DIU Inrlnr,

T.abrl l! hcidcnls pcr{ordtlcl le t000 lnrcilrl pontr0 lnrrcg rrudiul rip cohoftq reparar tn fun4lo do
al[pum 1ldc lntondul dlnro naltcrc ql Inrcrari (fcmol muiiiparo)

(95% 113,9-r,9i n,604? iruorlrl) (95% ll 0,8.3,11 n-5927 tnrcrBrl)
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RJloul do pcrforalll porto Il crorout la fcmcllc ou utc, fotrovcrr iix.

Rroxminnru 
. 
dupl lnroruo trcburo il urmtza rocomandlrfla rnangroutc mrr rur rr ounsul"coDrulvs<ltntnlro mcdrcdb " crrc pot fr adaptrro conrorn r"oii.rriilii'nri"'il iiii.lil..ll ri#i,iiilLctorl do rlso do pcffofa c,

4,t Rcrclll rdvsB6

1t7


