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f-b oesonacHocrn rpHMeHeHHr Me.qfiulrncxoro -l' r.BAerrt (CucreMa xox.reapxofi truuaHlaunn '

Cochlear Nucleus 5 c npnHa.qJrexHocrf,Mr.r)
(rlro,uem <Nucleus CI 5 l2>),
npomrogcrra <Coclear Limitedl, Arcrpanr.rr,
Il! OC3 2010/06997 or 21.06.2010

@egepamnaa cJryx6a no Hal3opy B cQepe 3ApaBooxpaHenlrr coo6qaer, qro B

HacTorlqee BpeMr B o6pauleHr,r'r HaxoAfiTcr MeA'rqr.rHcKoe r,r3Aenr{e (cucTeMa

KoxJreapEofi r{M[JraHTaqrir{ Cochlear Nucleus 5 c npzua4JrexHocrrMr,r> (voAenr

<Nucleus CI 5 l2>), [por,r3BoAcrBa <Cochlear Limited), Arcrparur, perucrpaqlrouHoe

yAocroBepeHr.re Ns @C3 2010106997 at 21.06.2010, cpoK AeftcrBr4r He orpaHr.rqeH

(Aaree - Mearlqr,rucKoe r43.qeJrlre).

O4nonpevexno r,rHOopMHpyeM, qro MeAuquncrue ve4erwrn, Bbr[yqeHHhre Ao

ce'JTfl6p'. 20ll roAa, oro3BaHbr npor43BoAv reJreM (flo npuqr,rHe norepH repMerr4rrHocrLl

lr3-3a HerrpeABHAeHHhrx r{3MeHeHr,ri B flpoqecce flaftKr4 TBepAErM [pr{rroeM rrpr{

[por43BoAcTBe) u ycranonaeHbr 6LrTb He Moryr.

B cnyrae BbuBJrenr,rr orKEr3oB r,r HexeJlarenbHhrx peaKrlufi npr.r upranaeHear,nt

MeArErluncroro us1eJfirs. cy65e(TaM o6pauleur4r MeAlrrlt4ncKt4x rzc,4eJr?rir Heo6xoArrMo

He3aMeAJrrrrTeJrbHo r.rHoopMr.rpoBaTb Pocs4panna4rop B cooTBeTcTBr,r[ c Tpe6oBaHr4rMn

rpr.rKa3a Mnns4para Poccur.r or 20.06.2012 Ns I2r' <06 yrnepx4enr.rr ropr4Ka

coo6lqenllr cy6beKTaMn odpalleHru MeAT4III{HcKI,IX rzt:,plelfi4i4 060 Bcex cltyralx

BhuIBJIeHIt I IO6O.IHbIX AefiCTBnfi, He y(a3aHHbIX B LIHCTpyKTI[rr IIO [pl{MeHelrnrc LIJrr,I

pyKoBoAcTBe rro 3KcnJryaTarlr4r.r Me.qvq[HcKoro r43AeJrrrr, o He)r(eJraTeJrbHhrx peaKqr{rx

IIpn ero [pr.rMeHeHLIu, o6 oco6er*rocTtx B3aLrMoAeicTBI4JI MeAI{rIr,rHcKr]rx vrg$eItvfr

MexA)i co6of, o Saxmx I,I 06 o6crorreJrbcrBax, co3A€lrcrrlHx yrpo3y )KLr3Hr4 u 3AopoBbrg

rpaxAaH E MeAI4III'HCKITX pa6OTHI,IKOB IIpU npItMeH eld,vMr vt sKCnJryararlrrur MeAr{qr,rHcK}rx

sre Jdit>>.



B cnyrae gKcrrJranTaqr{E Kox;reapHoro EMnJraHTara Aaunr,rft o6paseq cneAyer

HanpaBr.rrb n Pocegpauuagsop A[r [poBeAeHr,rr 3Kc[eprr.r36r KatrecrBa, eQ(perruruocrn n

6egonacuocru MeAr,rllltlcKoro v3reJrr4s.

O6paqaerra Barue sH[I\4aHLIe, qro HenpeAcraBJrenze cre4enzfi rrrr4 [peAcraBneHue

3aBeAoMo He.qocroBepHhlx cne4enufi n {e4epanrnrrft opran crroJrHr.rreJrbnofi nnacrn,

ocyulecrBnrroqui Qyrxqnlr ro KonTponrc r{ Ha,q3opy a ct[epe 3ApaBooxpaueHr.rt

rrpeAycMorpena aAMr,rHlrcrparr{BHar orBercrBeHHocrb couracno cr. 19.7.8. <<Ko,qerca

Poccuftcrofi (De4epaquu o6 agrvrrauzcrparu BH6rx npaBoHapyurennrx>.

flpunoxenne:

- uuQoplraqr,rounoe flrrcbMo npe3nAeuTa KoMlaHr.rr4 <Cochlear Limited> no

crpaHaM Enpoun, cpeAHero Bocrora u AQpr,rrv or 26.09.2014 na 2 n. e 1 eng.

Bpr.ro pyxono4urenr M.A. Myparurco
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Cochl€ar Llmlbd oompany (Ausbalh), world l€adlng manufacfirr€r of cochlear implantrrtlon sysbms, infotmed you

th.t lt lr und.rtrkine . vdunby 
'tcall 

of .ny unlrnplsnbd lbck of CodtLar Nude$ C1500 serl€! codrlrar lmplsntt,

At pr$ant 0,0% ot Nucleus Ct 5OO scrL! lmplanb hayo fslled. Thls percentagi ir tho los€Et among ell rato8 ot

dlfr[rnt irnpbntc by dlfimnt manufactur€B In he uorld mattrt
HorFvcr Coohleer brlng sorbus and rsspomlbl€ msnuf€otur€r, holping mol€ than 250 000 hradng impalr€d

p.opt ln t|c $ndd, bolng th€ frrrt Compsny ln cochloar lmpLnt tlsetrh, never having any klnd of t€call8 ln itB

hhbfy, !n an abundrnco of cautlon end wilh lb r€aiplenE in mlnd otlanlz€d . volunbry racall of C1500 s€rlrE lmplentr

for furlhat Inyo0gnton of cauro! of thlt l3suo.

It l! important to nob that if a Nucleue Cl5m ssri€s lmplant failurc occurE, he implant 8€|cly shuts dom. ln th€

ewnt o. 3udr a lLalhrc there is no negatlyr eflbct br t€dPl€nb' hganh.

C1500 sai63 impl4|b Includr: C1512 lmplants and abo C1613, C1551, ABl541 whloh are not wld€ly sprcad and

usad In a llmlbd qulntty ot countl€a
tmphnb outsldc ot th6 Nucleu! C1500 s.fur .r€ not efbctsd by thlr voluntary r€call: tras€ arE tho Nud€us

Flt dom Sdl€! v{t[r Conbur Advanc! C124 RE(CA) or Sfalght Elec'llodo C|24RE(8T),. Nudcu! Hybddn 124

C|24REH, thr Nuclcu! C1422 Sltm etraight .lcctrodc; th. Nuolous 24 R $ti.s Cl2.tRCA C|24RST, C|24RCS, tr.
Nuclsu! 24M Doubla Anay Cl11+11+2M and the Nucl.ua AB|24M, No sound proo.3EoE or the oxt€mel dsvloes
(lnoludlng CP810 tound procassor of Nucbu. 5 gon.i.ton) ar€ atbobd by thlr r€cdl.

Al lxbdng rlclpLnb wnh I Nuclrur C1500 Sgd€s lmdant can oon0nue to uee their syBtem as nomal.

At prBscnt cochloar oftbF b h€ nlw r€clplonb - cendldaba br ho cochl€ar lmplanbuon - he Cl 3Ftsm In the

hlliltng opumd configurEton: C|24RE !€d€s cochlear lmplanl (hbmal patt) of rrllebillv, sound procrlsor Nudcur 5
rqlec - CP810 (.r(bmal p€rt).

C|24RE Srds lmplsnt ghoryr extamdy posltve 3tetitcr ot r€llabllity and outBtBndlng ho€ring p€rformanca

r€lulb. To d€b, morc than 70'q)0 r6ciplenb a|€ now uslng tho C|24RE 86ti€t implant.

For moru than 25 y€ars cochhar implant relbbility ha3 b€en of p€remount hpo.bnoo to Cochloar and we remaln

comm bd b prwldlng hbh quelity, rollaue cochlear implant !y!bms. All n€c€$ery m6sur€! a'r noly boing

underLi.n fo. €llminaling h€ caus€s of fiEllur€! of Clsm So os lmpbntr and br further improrrGmcnt in it Glbblilty
lbt|lflaa

YouI! ftdthtully,

Rhhsrd Brook
Pr€3ld€nt Eunrpc, Mlddle East and Afic€

, Cod|lcar AG, Cochloar Lknitsd
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T.at.41 tt 206 oaoa nrl&B .a,a (o too il act Fu.ar ct 20t oaot rru..ocl .r,.qt
CoC{ar ud tb.lied..l loeo fl tdt l| of Cod|b Llrrbrt t t:

"*lfEnuffin-tnd., 
""919"' 

t"41



' nepeed.

26 cclTr6pl 20U roar

Vrnorrr JIur Aagtrxolrrt

,{cuegnrcrr ruconorcllototrtlol rQAt$rcml aororqr
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Kounannr Cochlcor (AacDara), lcAyrrlr|n nnporof, npoEroArnqnb crcrox Koxrcapxon rxrusttrrallr|{,

runfopxtpycrr Brc o lo6poaonrxoH oriHrc !ccr( (npoH3lcAoHHtrq Ho Ho ycrsfloucHBux ttaxu|CtfraM) ftoxroapHbtx

urdurrrfirrr ooPtrx Nuolour CISfi),

K nagror{or.y xoracrny cororynrGrf npoqear noroxor rrruranDor alrorotr ccptrt or o6qorq wrcno

flcno,trsyorux ! M&po cocrarru Eccro 0,5%, Ihmuf, npoqcm iBmotlr csuu HlBrxx cp€an scox noxBsr€,I€fi

$ratut!|lFo! nootq&|rtx noxonqutr Pr$nq nporBloarnorcn, npqsruJrertr|lD( m r.r|polof, Pruxo,
OAsaro rcrnornr Cochloar, rB,utob ccprceHbrm rl orscrsrEanabrr nporoBoglrranax, ropnyunnM Aap c[yxr

6onoo {ox 250 olx} t|ru|gtrrrx no seaxy r|xpy, ]r srorDunr y ncDrol pospaSornr ncprono xoxrcapHono r|rrruresrq

nptr rroH Ha rlrcmttlrrm lm oAHoro o0rqmmHoro 3artpgro rta npoa!:r(y cBool npo4nqxrr Ea npommorurr soono

ncproat cytt1osatoBrnrr (r roronno 30 aa), nporuu nollruoruq/ro npcaoqropoxnocrr, nporoaflr go6polorltEd

ot!u! rrntltrfit! ccpn C1500 4rr nwremHono rsy{onnr npxqrr aruarroxurfl HoxcnpaBxocrrr,

Otclyca olrmrrt, .rro I ssporncrpxpoBarrrux qrDAErx oflo3{t! lrxntlrToa cop$r CI500 ryorcxo4uo npooroc

BnrDoqct c rr|ruurrg 6co npnrurorurr xlxoro 6u ro Hx 6ruo !pq[! 3aoporblo n uclrrr.
Coprr Nuclons Clli00 arnoqasr e cs6r roxlteapHuo rrr.ruonu CI5l2, a rarxs sMllrarrrgr, lrc lrucror4flc

rlreororo Fcnpoorpuontq aoqrynmro B orpu rqcnrrox rolreroc{rc srPefl, - CI5l3, CI55l, ABI54I.

,{o6pororuxxf, ot3n! Hr|xsxfl]r o6pcox no plcnpofiprr|rcrcr l|! apyryro nFo4||srxro Koffirrurl| Coohlcar - r
cs;nnsnt m tByroarIcy'porroeuc npoqoccopg acox nororonrl (rptpqat npoqccaop CP8l0 cxclouu KH Nucleus 5),

r trg! He Afltr o ooptfi roxJrG.ptorx rurrunglo! (s .||sr ocfl, ltrrtualnr| CI24RE(CA), CI24RE(ST), Hybrid L24

ct24RElt, ct422, CI24RCA, CI24RCS, Cll l+t l+2M, ABI24M).

Bco cyucorcynrqrc nauxotrn c trxrurerTsmr c€pnrr Nucleus CI500 noryt cao6oAxo npol<)nxan ttcnorbsoBETf,

oBoro cxsrotrry KH o o6uvrov porr.luo.

Ha .qat|Hrd rrcMo||t aoMrrrrlrl Cochlcar c{tfTlsf ollabtu omfll|oJtbHrm ooqglal|I|cr| ,tlrr HolrD( natuoltro! -
rg1u AAmt ra rcxaoapngo mouanTu[flo - clsrEray rcoxncopxof, toanltattrlr&tt ! socrar63 roxncaPnrrf, nxruta$"

(Brryrpcrflrr qacrb) coprx CIil4RE r 3syt(oEof, npoq€ccop (rnounrrr racrt) cepnn Nuolous 5 (CPtlo).

I{xruunr ccpan CIll4RE noxBurlsf granqnyp gt8flsnoq pGqyJrbrrrc! nparaoHorut, naoqronrgr 6onoo

70 fi)O no|Esoaalgjrof, no sccrray Mspy || ]4lF aoxr3aJt outlo xcx,|lotftlnbH]m nalof,xoffr'
l(onnarur Crchlclr o{oBr caprtgHo ornocnrgr x !{,r|poc!u raqogrtl r Htqltotoctt{ clorfi ralo,uf, l| B arrffid

xoxor1t npoAnprxlrxra rcc Hoo6xoarxuo Mcpu,[ru arurltcsnr n ysrparonnr nprqrn Hencnpalaosrrcn r pa6ort

nrrrururror Cl5fll c qortuo armHcf,ttroro yn)AuroHnr noragrreJnf Htaorarccflr crota rrrr€rlr.

C yaexcxucx,

Pn npl Epyr

llpconlorn roxnrnm Coohlcrr Limircd no crpaxan Erponu, Cpelucro Bocmlca n A$prnr

t


