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O Ge30MacHOCTH NPAMEHEHAA MeIHLMHCKOTO
maenus «CHcTeMa KoXJeapHO# UMILTaHTALIM
Cochlear Nucleus 5 ¢ npMHAINERKHOCTAMHY
(Monens «Nucleus CI 512»),

npomeoactea «Coclear Limited», ApcTpanus,
Ne @C3 2010/06997 or 21.06.2010

QenepansHag ciayxk0a 1o Hagzopy B cdepe 3ApaBOOXPAHEHHS COOOIIAET, YTO B
HacTosdliee BpeMA B oO0pallleHHH HaXOAUTCA MeAuiuuHCKoe wu3genue «CHcTema
xoxyneapHoit wumruiaTaiiud Cochlear Nucleus 5 ¢ npuHagnexHOCTIMH» (MOLENH
«Nucleus CI 512»), npoussoncta «Cochlear Limited», ABcTpanus, perucTpauuoHHOe
ynocroseperue Ne ®C3 2010/06997 or 21.06.2010, cpok AeHcTBHA HE OrpaHHYEH
(nanee — MeUIMHCKOE U3ETHE).

OnnoBpemenHo uHboOpMUpyeM, 4TO MeAUNUHCKHE HU3IeNHs, BBIIYIIEHHBIE MO
ceHts6pa 2011 roza, oTo3BaHbl Npou3BoaUTENeM (M0 IPUYMHE MOTEPH TePMETHUHOCTH
W3-3a HENpeABHJAEHHBIX H3MEHEHHWH B Ipolecce NalKy TBEpABIM IPHIIOEM IIpU
MPOU3BOJCTBE) U YCTAHOBJIEHbI OBITH HE MOTYT.

B ciny4yae BBIIBIEHMSA OTKAa30B H HEXKeJNAaTeNbHBIX pPEAaKLUH INpPH TPHMEHEHHM
MemuumHcKkoro usjenus cybrextaM oOpallleHHS MEOULMHCKMX H3AeIH# HeoOXOoAMMO
He3aMeATUTeNbHO HHPOPMHpOBaTh Poc3ApaBHAA30p B COOTBETCTBHH C TpeOOBaHMAMH
npukaza Munsgpasa Poccum ot 20.06.2012 Ne 12m «O6 yTBepXkaeHuH nopsaxa
coobwenus cybbexkramu oOpareHus MEIMUUHCKUX u3aenuii 000 Bcex ciayvasdx
BBIABJIEHUA NOOOYHBIX JeiiCTBHH, He yKa3aHHHIX B MHCTPYKLHH IO NMPHUMEHEHHIO HIIH
PYKOBOJCTBE IO SKCIUIyaTallMH MeJUIMHCKOTO H3JENHS, O HEeXeNaTeNbHBIX peaKIHaX
OpH €ro INpHMeHeHHH, 00 OCOOCHHOCTAX B3aAUMOJEHCTBHA MEIUIHHCKAX W3IETHiH
Mex Ty coboli, o pakTax H 06 o6CTOATENBCTBAX, CO3AAIOIINX YIPO3Y KUZHH H 3J0POBBK-
TpaX[aH U MEIUIMHCKUX paOOTHUKOB MPU NPUMEHEHUH U DKCIUTYaTallHH MeTULMHCKUX

H3OETHH.



B cnydae JKCIJIaHTaUWM KOXJIEAPHOTO MMILIAHTAaTa JAaHHBIA ofpasen crneayer
HarpasuTh B Poc3zpaBHAA30D [ NPOBEACHUA SKCIICPTH3EL KadyecTBa, 3 heKTHBHOCTH U
0e30I1aCHOCTH MEAULIMHCKOTO U3EIHA.

OGpauraem Baie BHEMaHHe, YTO HENPEICTABICHHE CBENEHHUI HITH NPEACTABIEHUE
3aBE/IOMO HEJOCTOBEPHBIX CBEIEHHH B (eepanbHblii OpraH MCIOOIHHTENBLHOM BIACTH,
OCYHIICCTBILIIOMMKME (QyHKIMM IO KOHTPOMIO M Hajg3opy B cdepe 3ApaBoOXpaHEHMS
IpeaycMOTpeHa aIMHHUCTPaTHBHAsA OTBETCTBEHHOCTh cornacHo cr. 19.7.8. «Konekca

Poccuiickoit ®enepaniun 06 aIMHHUCTPATUBHBIX IPABOHAPYUIEHHAX).

IlpunoxeHue:
- HHpOpMallMOHHOE IMCBMO mpe3ujeHTa KoMmaHuu «Cochlear Limited» mno

cTpanaM Esponsl, cpeanero Bocroxa u Adpuku ot 26.09.2014 Ha 2 1. B 1 3K3.

Bpuo pykosoauTens M.A. Mypamko
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26 September 2011

Ministry of Health and Soclal Developent
Department of High-Technological Medical Aid
Deputy of Director
Mrs, Gabbasova L.A.
Dear Mrs. Gabbasoval

Cochlear Limited company {Australia), world leading manufacturer of cochlear implantation systems, informed you
that it is undertaking a voluntary recall of any unimplanted stock of Cochlear Nucleus CI500 series cochlear implants.

At present 0,6% of Nucleus C| 500 series implants have failed. This percentage is the lowest among all rates of
different implants by different manufacturers in the world market. ‘

However Cochlear being serious and responsible manufacturer, helping more than 250 000 hearing impaired
peopla in the worid, being the first Company in cochlear implants research, never having any kind of recalls in its
history, in an abundance of caution and with its recipients in mind organized a voluntary recall. of C1500 series implants
for further investigation of causes of this Issue.

It is important to note that if a Nucleus CI500 series implant failure occurs, the implant safely shuts down. In the
event oa such a failure there is no negative effect for recipients’ health.

CI500 series implants include: CIS12 implants and also CI513, CI651, ABIS41 which are not widely spread and
usad in a limited quantity of countries.

Implants outside of the Nucleus CIS00 series are not affected by this voluntary recall: these are the Nucleus
Freedom Series with Contour Advance™ Cl24 RE(CA) or Straight Electrode CI24RE(ST), Nucleus Hybrid™ 124
CI24REH, the Nucleus Gl422 Slim straight electrode, the Nucleus 24 R series CI24RCA, CI24RST, CI24RCS, the
Nucleus 24M Double Array CI11+11+2M and the Nucleus ABI24M. No sound processars or the external devices
(including CP810 sound processor of Nucleus 5 generation) are affected by this recall,

All existing reciplents with a Nucleus CI5G0 Series implant can continue to use their system as normal.

At present Cochlear offers to the new reciplents — candidates for the cochlear implantation — the Cl system in the-
foliowing optimal configuration: CI24RE series cochlear impiant (intemal part) of reliability, sound processor Nucieus 5
series - CP810 (externat part).

CI24RE Series impiant shows extremely positive statistics of reliability and outstanding hearing performance
results. To date, more than 70'000 recipients are now using the CI24RE series implant.

For more than 25 years cochlear implant reliability has been of paramount importance to Cochiear and we remain
committed fo providing high quality, reliable cochlear impiant systems. All necessary measures are now being
undertaken for eliminating the causes of fallures of CIS00 Series impiants and for further improvement in its reliability
statistics.

Yours faithfuily,

Richard Brook
' President Europe, Middle East and Africa
Cochlear AG, Cochiear Limited

Cochisar AQ Eurcpean headquariers, Peler MarianWeg 4, 4052 Base! Switzerand
Tel.: +41 81 205 0404 Helpline: +44 (0) 7000 262 453 Fax +41 81 208 0408 www.cochlear.com
Cochissr and the sliptical logo sre trademarks of Cochissr Limiled. t .
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JenapTAMEHT BLICOKOTEXHOIOrETINON MeARIMECKOl mOMOmA
Mun3apascoupassaras Poccun

Hcenoaumomei ofusaumocra JAnpexropa

Iab6aconoii JI.A.

Veaxacmas JIzns AZLraMoBEa!

Komnanna Cochlear (Asctpanns), pemywuii MHpoBOH NpPOM3BOIMTENh CHCTCM KOXJICADHOH HMIUIAHTalLMH,
uidopmupyer Bac 0 JOGPOBONBHOM OT3HIBE BCEX (MPOHIBEACHHEIX, HO H® YCTAHOBNCHHLIX MANMEHTAM) KOXNeapHBIX
uxiaHTOoB cepun Nucleus CI500.

K HacTORLIEMY MOMCHTY COBOKYNHHE NpPOLEHT MONOMOK MMIUIAHTOR HanHOH cepuM ot ofwero umcna
HCNONB3YeMBIX B MUpPE cocTaBHn Beero 0,6%. JlaHubIf NMPOLENT ABMACTCH CAMBIM HH3KHM CPEAM BCEX NoKasareseH
HMILTAHTOB NOCHEAHHX MOXONCHKH PAIHAIX NPOKIBORUTENCH, [TPEACTABNCHHLIX HA MHPOBOM PhIHKE.

Onnaxo xomnanug Cochlear, apnssch cepbe3HbiM H OTBETCTBEHHBIM ITPOM3BOAMTENICM, BEPHYBIIMM Jap Ciayxa
Gonee uem 250 000 naupeHTaM NO BCOMY MHPY, H CTOSBIIMM Y HCTOKOR paspaGoTy NEpRONO KOXJICapHOro HMILNAHTS,
NpY ITOM HE HMEIOIHM HA OZHOTO OGHUMANLHOIO 3ANPETA HA MPOJAXY cBoefl NpOLYKUMH HA NPOTAHKEHHMM BCEro
nepHoaa cymecTsosanua (8 Teuene 30 ner), npoABALa NOBLILICHKRYIO NPEACCTOPOXKHOCTD, NPOBOAHT A06poBONEHLIH
OT3LIB HMNNAHTOB cepun CIS00 Ana TINATENEHOIO HIYMEHHA NPHYHH BHIXBICHHMX HEHCNPAaBHOCTEH.

Chnegyer OTMETHTS, YTO B 3APErHCTPHPOBAHHBIX CTYYSSX 0TKA30B HWMILUIAHTOB Cepuit CI500 MPOUCXOAHNG [IPOCTOE
BLIK/IIOYCHHE HMILIAHTS, O3 MPHMHHEHHS KAKOTO Okl TO HH OBUIO BPEAS 3A0POBLIO MALHeHTS.

Cepua Nucleus CIS00 sxmouaer B cefa xoxneapusie RMmiaHThl CIS12, a Take HMIUIAHTE, He HMEICLIME
WIHPOKOI'O PacNPOCTPAHEHNA, JAOCTYIHLE B OrPAHHMCHHOM KonxuecTse cTpan, - CI513, CI551, ABIS41.

JoGpononsHeiii OTIBIB HUKAKHM O5pasoM HE PAcMPOCTPAHACTCS HA APYTYIO npoayKumio komranuu Cochlear - 8
YHECTHOCTH, HA 3BYKOBLIE/PEUeBRIS NPOLECCOPE! Beex nokoneuit (Bxmouan npoueccop CP810 cucremu KM Nucleus 5),
2 TAKOKS M8 APYTHE CEPHH KOXNEBPHBIX HMILTSHTOB (B 4acTHOCTH, HMNnaHTH CI24RE(CA), CI24RE(ST), Hybrid L24
CI24REH, C1422, CI24RCA, CI24RCS, CI1 1+1 1+2M, ABI24M).

Bce cyliecTsyioWwMe NauMeHTs ¢ MMIUIRHTaMH cepun Nucleus CI500 MoryT c80o60/HO TPOAG/LKATE HCTIONBIOBATH
ceoio cucremy KH b oGntunom peskime,

Ha nasnuit momeHT komnanna Cochlear cynTaer caMbiM ONTHMANLHEIM COYCTAHHEM /18 HOBBIX MAUHCHTOB —
KAHAMAATOS HE KOXJACAPHYIO HMILTAHTAIUIO — CHCTEMY KOX/JeapHOH HMIUIANTALIMH B COCTaBE: XOXJICAPHHH HMIUIAHT
(sHyrperHan 4acTs) cepuy CI24RE u 38ykoBoii npoueccop (BnenmHan 4acTs) cepuu Nucleus 5 (CP810).

Mumnant cepu CI24RE nOKasHBAST OTNHMHYIO CTATHCTHKY PE3yNbTATOB NPHMCHEHHS, HacuMTHEBacT Gonee
70 000 nons3osateneil 10 BCeMy MHPY H Yke JIOKa3an CBOI0 HCKMOAHTEABHYIO HARCKHOCTS, '

Komnasus Cochlear o4ens cepsé3HO OTHOCHTCR K BOTIPOCAM KAUGCTBA M HAZEAHOCTH CRONX M3ACTHA 1 B AAHHEI
MOMCHT NPEANPHHHMAET BCe HeOOXOAHMBIG MEpPH /IR BLIABNCHHE H YCTPAHCHHN NPHUHH HEHCNpaBHOCTEH B palore
nvmnaxTos CI500 ¢ uensio ansHelilnero yiayulieHHA noxkasaTencl HANCKHOCTH CBOMX HISNHH.

C yBaxeHueM,
Puvapna Bpyx ;
Tpeannenr komnanum Cochlear Limited no crpanam Epporms, Cpeanero Bocroka n Adpuxn
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