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V& tai ligu nay
Vé tai lieu nay
Tai liéu nay dung cho:
- Nut khéng ttr tinh vé trung Cochlear™ Dong CI500
- Nut khéng ttr tinh v6 trung Cochlear Dong CI24RE
— Nut khéng tw tinh v6 trung Cochlear
— Nam cham thay thé vé tring Cochlear Dong CI1500
— Nam cham thay thé vé tring Cochlear Dong CI24RE va
— Nam cham thay thé vé trung Cochlear.

Tai liéu dwoc soan cho nguoi dung thiét bi cdy bén trong
Cochlear va nguwoi cham soc cua ho.

Doc ky tai liéu nay
Tai liéu nay cung cép 'thdng tin lién quan dén nut khéng tir tinh
va nam cham thay thé, bao goém:

~ kha nang twong thich thiét bj va

- thong s6 ky thuat thiét bi.
Vui 16ng tham khao tai lieu Thong tin quan trong vé canh bao,
than trong va loi khuyen can thiét ap dung cho cac hé théng
thiét bi cay bén trong ciia Cochlear. Dé biét thém céac canh
bao va bién phap phong ngua cho thiét bi cay bén trong b tai,

hay tham khao Huéng dan cla bac si vé thiét bi cdy bén trong
hoac truy cap: www.cochlear.com/warnings
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V& tai liéu nay

Cac biéu twong dwoc sir dung trong
tai liéu nay
a Lwuy
Théng tin quan trong hoac &1 khuyén.
A Than trong (khéng nguy hiém)
Can dic biét can than dé ddm bao an toan va hiéu qua.
C6 thé gay hw héng thiét bi.
A Canh bao (nguy hiém)
Cac nguy co tiém an anh huwéng dén sy an toan va phan
trng co6 hai nghiém trong.
C6 thé gay nguy hiém cho con nguoi.
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Nt khong tir tinh va nam cham thay thé

Nut khong twr tinh va nam
cham thay thé

Nut khéng tw tinh v6 trung Cochlear Dong C1500 (Z146624)

Nam cham thay thé vé trung Cochlear Dong CI500
(Z2179608)

Lwuy ) )
Mot s6 ngwdi dung thiét bi cay bén trong Dong CI1500
thi c6 thé c6 nam cham véi logo Cochlear.

Nut khong ttr tinh Cochlear dong CI24RE (Z50100)

Nam cham thay thé Cochlear dong CI24RE (Z50101)

Nut khoéng ttr tinh v6 trung Cochlear (P1620901)

Nam cham thay thé vé trung Cochlear (P1620873)
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Muc dich st dung

Muc dich st dung

Muc dich s dung

Nut khéng ttr tinh

Nut khéng tr tinh dworc thiét ké dé st dung tam thdi thay cho nam
cham cua thiét bi cdy ghép thinh giac sau khi nam cham cua thiét bi
céy bén trong dwoc théo ra.

Nam cham thay thé

Nam cham thay thé dwoc thiét ké dé sir dung tam théi thay cho nam
cham cua thiét bi cdy ghép thinh giac sau khi nam cham cua thiét bi
cdy bén trong dwoc thao ra dé thwc hién moét tha thuat y t&. Nho
nam cham nay, cudn coil bén ngoai gilr dung vi tri va can chinh
chinh xac véi cudn coil thiét bi ciy bén trong.
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Muc dich st dung

Chi dinh

Nut khong twr tinh

Nut khéng tr tinh dwore chi dinh st dung khi tién hanh chup MRI dbi
véi ngudi dung thiét bi cdy ghép thinh giac sau khi thdo nam cham
cua thiét bi cay bén trong ra. Thiét bi nay giup gidm thiéu sy phat
trién cia md xo va ng&n chan cac manh vun xam nhap vao héc cay
ghép. Nut khéng tir tinh dwoge chi dinh s&r dung khi thao nam cham
cuia thiét bi ciy bén trong dé& chup MRI trong nhiéu ngay.

Nut khéng ttr tinh v6 trung Cochlear Dong CI24RE

Nut khéng tir tinh v6 trung Cochlear Dong CI24RE dwoc chi dinh st

dung cho ngwdi dung thiét bj cdy ghép thinh giac Cochlear Nucleus

twong thich sau day’:

. Thiét bj cdy bén trong Dong CI24RE: Cl422, CI24REH (Hybrid
L24), CI24RE (CA), CI24RE (ST)

«  Thiét bj cAy bén trong Dong CI24R va CI24M: CI24R (CA),
CI24R (CS), CI24R (ST), CI24M, ABI24M, CI11+11+2M

. Cl22M v&i nam cham roi.

Nut khéng tir tinh v6 trung Cochlear Dong CI1500

Nut khéng ttr tinh vo trung Cochlear Dong CI500 dwoc chi dinh st
dung cho ngwoi dung thiét bj cdy ghép thinh giac Cochlear Nucleus
twong thich sau day™:

+  Thiét bi cy bén trong Dong CI500: CI512, CI522, CI532,
ABI541.

Nut khéng ttr tinh v6 trung Cochlear

Nut khong tr tinh vé trung Cochlear dworc chi dinh st dung cho
ngudi dung thiét bi cdy bén trong Cochlear twong thich sau day":
. 0sSI200.

* Khong phai tat ca san pham déu duoc phé duyét hoac duoc cung cép tai tht ca
quéc gia. Vui Idng lién hé véi dai dién Cochlear tai dia phwong ctia ban dé biét
thong tin.
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Muc dich st dung

Nam cham thay thé

Nam cham thay thé dwoc chi dinh st dung khi thiét bi ciy ghép thinh
giac cAn nam cham méi do da thao nam cham ban dau ra, dé khoi
phuc chirc nang y té cta thiét bi cAy ghép bén trong.

Nam cham thay thé vé trung Cochlear Dong C1500

Nam cham thay thé vé triing Cochlear Dong CI500 dwoc chi dinh st
dung cho ngwdi dung thiét bj cdy ghép thinh giac Cochlear Nucleus
twong thich sau day’:

. Thiét bi cay bén trong Dong CI500: CI512, Cl1522, CI532,
ABI541.

Nam cham thay thé vé trung Cochlear Dong CI24RE

Nam cham thay thé vé trung Cochlear Dong CI24RE dwoc chi dinh

st dung cho ngudi dung thiét bi cdy ghép thinh giac Cochlear

Nucleus twong thich sau day"

. Thiét bj cdy bén trong Dong CI24RE: Cl422, CI24REH (Hybrid
L24), CI24RE (CA), CI24RE (ST)

. Thiét bi cdy bén trong Dong CI24R va CI24M: CI24R (CA),
CI24R (CS), CI24R (ST), Cl24M, ABI24M, CI11+11+2M

. Cl22M v&i nam cham roi.

Nam cham thay thé vé trung Cochlear
Nam cham thay thé vo trung Cochlear dwgc chi dinh s dung cho
ngudi dung thiét bi cdy bén trong Cochlear 0SI200 twong thich.

* Khong phai tat ca san pham déu duoc phé duyét hoac duoc cung cép tai tht ca
quéc gia. Vui Idng lién hé véi dai dién Cochlear tai dia phwong ctia ban dé biét
thoéng tin.
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Muc dich st dung

Chdng chi dinh

Trir khi dwoc yéu cau cho muc dich chup MRI, nat khéng tr tinh
khong dwoc chi dinh dé st dung trong thiét bi cy ghép thinh giac.
Nt khéng tir tinh khéng dwoc chi dinh dé s dung trong trwdng hop
chup MRI cung ngay thdo va thay thé nam cham.

Nut khéng tir tinh khéng dwoc chi dinh danh cho nguéi dung béat ky
thiét bi cdy bén trong nao ngoai trir nhirng thiét bj dwoc xac dinh
trong phan Chi dinh.

Nam cham thay thé khéng dwoc chi dinh danh cho nguoi dung bét
ky thiét bi ciy bén trong nao ngoai trir nhirng thiét bi dwoc xac dinh
trong phan Chi dinh.

Doi twong bénh nhan dy kién

DPbi twong bénh nhan dw kién 1a nguoi dung co thiét b cay ghép
thinh giac Cochlear twong thich, nhirtng ngudi can thay thé nam
cham trong thiét bi cdy ghép bén trong hién tai. Khéng c6 han ché
khac vé do tudi, can nédng, strc khde hodc cac tinh trang khac & dbi
twong bénh nhan dw kién st dung nhirng thiét bi nay.

Ngwoi dung muc tiéu

Ngw&i dung muc tiéu twong téc trwee tiép voi nhirvng thiét bi nay l1a
nhi*ng chuyén gia y té da diéu kién nhw bac si phdu thuat vay ta
phau thuat. Ngwdi ding muc tiéu cta nhikng thiét bi nay Ia nhirng
nguwoi cd siv dung gian tiép thiét bi, bao gdm ngudi dung thiét bi cay
ghép va ngudi cham séc ctia ho (néu cé). Ngoai ra, cac chuyén gia y
té du diéu kién chuyén mén nhw bac si X-quang va bac si thinh hoc
cling la nhi*ng ngwdi dung muc tiéu coé twong tac gian tiép vai thiét
bi nay.
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Khéc phuc su cb

Loi ich

Viéc st dung nut khéng tir tinh giup gidm thiéu nguy co nhiém trung
va md xo phat trién trong héc cay ghép cua thiét bi cdy ghép thinh
giac twong (rng va dam bao rang khéng cé cac manh vun trong héc
dé hé tro qua trinh thay thé nam cham thanh céng.

Nam cham thay thé hoat dong két hop véi hé thdng thiét bi cdy bén
trong twong thich ciia Cochlear. Loi ich tiém nang khi cdy hé théng
thiét bi cdy bén trong clia Cochlear bao gom:

* nghe giong ndi ré hon & noi yén tinh

* nghe giong ndi rd hon & noi 6n

+ tang mirc d§ hai long véi kha nang nghe.

Khac phuc sw ¢cd

Vui long lién hé véi bac silam sang cla ban néu cudn coil khéng
gén vao dau hoac ban gap van dé vai chat lwong am thanh.
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Théng tin an toan véi MRI

Thong tin an toan véi MRI

12

Nut khéng tir tinh va nam cham thay thé 1a MR c6 diéu

kién. Chi cé thé kiém tra MRl mét cach an toan véi nguoi

dung thiét bi cdy bén trong nay trong nhirng diéu kién rat

d&c thu. Viéc kiém tra MRI dwoc thue hién trong céc diéu

kién khac nhau co thé sé& gay ra chan thuwong nghiém trong

cho bénh nhan hodac lam héng thiét bi.

Céac nam cham thay thé giébng hét véi cac cum nam cham

ban dau dwoc tich hgp vao céac thiét bi cdy bén trong

twong thich. Theo d8, cac didu kién MR cula thiét bj cay

bén trong dwoc tich hop nam cham thay thé gidng véi cac

diéu kién MR cua thiét bi cdy bén trong dwoc tich hop nam

cham ban dau.

Hién da cé day dd thong tin an toan véi MRI:

+  trong Huong ddn MRI voi thiét bi cdy bén trong
Cochlear Nucleus hoac Hwong dan MRI véi Cochlear
Osia

. bang céach truy cap www.cochlear.com/mri

*  bang cach goi dén van phong Cochlear tai khu virc
cla ban - sO dién thoai lién hé co6 trén bia sau cla
hwdng dan nay.

TAt ca bd phan bén ngoai clia hé thdng thiét bi cdy bén

trong clia Cochlear (vi du: bd x& ly am thanh, diéu khién t

xa va cac phu kién lien quan) déu Khéng an toan véi MR.

Bénh nhan phai thao tat ca bd phan bén ngoai clia hé

théng thiét bi ciy bén trong ctia Cochlear trwdc khi vao

phong c6 may chup MRI.
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Chat liéu va vat lieu
Thé tich (mm?)

Nut khong tw Hc}ptl‘ythay
tinh (CI500)  thé (CI500)

Chét liéu va vat liéu dung

trong thiét bj

Titanium (cép 1) Khéng co6 Khéng co6
Titanium (cép 2) 238,3 67,8
Neodymium Iron Boron Khéng cé 114,6
(NdFeB)

Silicone Nusil MED-1134 Khéng c6 ~3,2
Cobalt Khoéng cé Khoéng cé

Thé tich (mm?)
Chét liéu va vat liéu dung NGtkhong tir  Hop tir thay
tinh (CI24RE) thé (CI24RE)

trong thiét bi

Titanium (cép 1) Khong cé 67,8
Titanium (cép 2) 236,99 Khoéng cé
Neodymium Iron Boron Khoéng cé Khoéng cé
(NdFeB)

Silicone Nusil MED-1134 Khoéng cé ~3,2
Cobalt Khoéng cé 156,5
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Chét lieu va vat lieu

Béng sau liét ké chét liéu va vat liéu dung trong thiét bi cay
bén trong Cochlear Nucleus tiép xtc truc tiép véi mé co thé.

Dung cu Chét lieu

Nut khoéng tir tinh vé trung Cochlear Dong  Titanium (cép 2)
CI1500 va Nut khéng tw tinh vo trung

Cochlear

Nam cham thay thé vo trung Cochlear Titanium (cép 2)
Dong CI500 va nam cham thay thé vo

trung Cochlear

Nut khong tir tinh Cochlear Dong CI24RE  Titanium (cap 2)

Nam cham thay thé Cochlear Dong Titanium (cép 1)
ClI24RE

Theo Phéan 3 trong Phu luc VI cta Quy dinh (EC) sb
1272/2008 ctia Nghj vién va Hoi déng chau Au, cac chéat liéu
sau day co trong cac thiét bi dwoc coi la chat gay ung thuw,

gay dot bien hoac doc hai cho qua trinh sinh san thudc loai 1A
hoac 1B, nhwng dwoc dw kién sé khong tiép xuc trie tiep voi
mo co thé:

Dung cu Chét lieu

Nam cham thay thé Cochlear Dong Cobalt
CI24RE

S6 do bd phan san pham

Trong Pudng
lwong kinh
Nut khéng twr tinh vé trang 1,19 11,84 mm 2,2 mm
Cochlear Dong CI1500 va Nut

khoéng tr tinh v6 trung Cochlear

Nam cham thay thé vo tring 1,4g 11,95mm 2,2mm
Cochlear Dong CI500 va nam

cham thay thé vé trung Cochlear

Nut khong ti tinh Cochlear Dong 1,0g 10,9 mm 2,5 mm
CI24RE

Nam cham thay thé Cochlear 1,6g 10,9mm 2,5mm
Dong CI24RE

Dung cu DEVY
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Quyén riéng tw va viéc thu thap théng tin ca nhan

Quyén riéng tw va viéc thu
thap thong tin ca nhan

Trong qua trinh nhan thiét bi Cochlear, Cochlear va nhirng
nguo’l khac co lién quan dén viéc chdm séc sé thu thap théng
tin ca nhan vé ngum dung hoac ngucyl nhan hoac cha me,
nguoi giam hd, nguwdi cham soc va chuyén gia thinh hoc cla
ho lién quan dén thiét bi d& s dung.

Dé biét thém thong tin, vui long doc Chinh sach vé quyén:
riéng tw cua Cochlear trén www.cochlear.com ho&c yéu cau
Cochlear cung cap ban sao theo dia chi gan ban nhat.

Tom tat vé an toan va hiéu
suat lam sang
Ban c6 thé xem théng tin tém tat vé an toan va hiéu suét

lam sang ctia Nut khéng tir tinh Cochlear va Hop tir thay thé
Cochlear tai: https://ec.europa.eu/tools/eudamed.
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Su ¢b nghiém trong

Sw ¢d nghiém trong

Mac du rat hiém khi xay ra s cb nghiém trong lién quan dén
thiét biy té, nhung cac sw cb nay hoan toan co thé xay ra. La
mot t6 chure, Cochlear ghi nhan rdi ro tiém tang va sé phan hoi
moi b&o cdo vé sy cb nghiém trong.

Sw ¢b nghiém trong la gi?

“Sy co nghlem trong c6 nghta 1a bat ky bién cb truc tlep hoac
gian tiép nao da gay ra hoac co thé da gay ra bién cb ngoai dw
kién hoac khéng mong mudn, bao gbm:

. gay tir vong cho bénh nhan, ngwoi dung hodc nguwdi khac

. tinh trang strc khde cla bénh nhan, ngwdi dung hodc ngudi
khac dién tién xau tam thdi hodc 1au dai

+  gay ra mbi de doa nghiém trong dén strc khde cong dong.

B&o céo sw cb nghiém trong

Khong c6 danh sach r6 rang Vvé cac blen cb hodc s cb cau
thanh svw cb nghiém trong, nhwng ban can phai bao cao moi
sw cb nghiém trong cho:

. van phong Cochlear tai dia phwong cla ban
www.cochlear.com/intl/contact/global-offices

va

. Therapeutic Goods Administration (Co' quan Quéan ly Sdn pham
Tri liéu)*
https://www.tga.gov.au
* chi khi sy ¢b nghiém trong xay ra & Uc hoéc lién quan dén
céng dan Uc.
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Tubi tho thiét bi dy kién

Tubi tho thiét bi dw kién

Thiét bi ciy bén trong Cochlear™ Nucleus® va Thiét bj cay
bén trong Cochlear Osia® OSI200 khong quy dinh thdi han
st dung cu thé va dwoc thiét ké dé duy tri hoat déng trong
khoang thoi gian vuot qua ca thoi han bao hanh 10 nam.
Phan tich thong ké vé di liu tin cay twr truvoc dén nay bao
gdm ca két qua kiém tra tudi tho cap tbc dbi VO Thiét bi cay
bén trong Cochlear™ Nucleus® va Thlet bi cdy bén trong
Cochlear Osia® OSI200 cho thay tudi tho dw kién ctia phan
I&n cac thiét bj la trén 75 nam*.

Tuy nhién, tudi tho thuc té ca thiét bi cdy bén trong co thé
khac v&i so lieu nay va tuy thudc vao dieu kién ca nhan cua
nguwdi dung.

Tuyén bd nhan dinh twong lai nay dwa trén mot sb gla thuyet c6 thé dwoc

chwng minh la khong chinh xac do ¢6 nhirng yeu t bat n, rdi ro va tinh huéng
bat ngd dang ké xay ra, nhidu yéu tb trong sé nay ndm ngoai tdm kiém soat ctia

Cochlear Limited va/hodc Cochlear Limited khong biét dén.

Théng tin quan trong v& nat khdng tir tinh va nam cham thay thé
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Thoéng bao phap ly v& nhan hiéu thwong mai

Théng bao phap ly vé nhan
hiéu thwong mai

ACE, Advance Off-Stylet, AOS, Ardium, AutoNRT,
Autosensitivity, Baha, Baha SoftWear, BCDrive, Beam,

Bring Back the Beat, Button, Carina, Cochlear, F#|E,
2177, Z22]04, Cochlear SoftWear, Contour, 1>~ 77,
Contour Advance, Custom Sound, DermalLock, Freedom,
Hear now. And always, Hugfit, Human Design, Hybrid,
Invisible Hearing, Kanso, LowPro, MET, MP3000, myCochlear,
mySmartSound, NRT, Nucleus, Osia, Outcome Focused
Fitting, Off-Stylet, Piezo Power, Profile, Slimline, SmartSound,
Softip, SoundArc, SoundBand, True Wireless, logo hinh elip,
Vistafix, Whisper, WindShield va Xidium ludn la cac nhan hiéu
thwong mai hoac nhan hiéu thwong mai da dang ky cla tap
doan Cochlear.
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Hear now. And, olways

il [AT] Cochlear Ltd (ABN 96 002 618 073)
1 University Avenue, Macquarie University, NSW 2109, Australia
Tel: +61 2 9428 6555

Cochlear Deutschland GmbH & Co. KG
Mailander Stral3e 4 a, 30539 Hannover, Germany
Tel: +49 511 542 770

[CHIREP] Cochlear AG
Peter Merian-Weg 4, 4052 Basel, Switzerland

Tel: +41 61 205 8204

[US] Cochlear Americas
10350 Park Meadows Drive, Lone Tree, CO 80124, USA
Tel: +1 (800) 523 5798

Cochlear Canada Inc

2500-120 Adelaide Street West, Toronto, ON M5H 1T1, Canada
Tel: +1 (800) 523 5798

Cochlear Europe Ltd

6 Dashwood Lang Road, Bourne Business Park, Addlestone,
Surrey KT15 2HJ, United Kingdom

Tel: +44 1932 26 3400

Cochlear Benelux NV

Schaliénhoevedreef 20 i, B-2800 Mechelen, Belgium

Tel: +32 15795511

Cochlear France S.A.S.

135 Route de Saint-Simon, 31035 Toulouse, France

Tel: +33 5 34 63 85 85 (International) or 0805 200 016 (National)
Cochlear Italia S.r.l.

Via Trattati Comunitari Europei 1957-2007 n.17,

40127 Bologna (BO), Italy

Tel: +39 051 601 53 11

[SE] Cochlear Nordic AB

Konstruktionsvagen 14, 435 33 MélInlycke, Sweden

Tel +46 31 335 14 61

www.cochlear.com
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Cochlear Tibbi Cihazlar ve Saglik Hizmetleri Ltd. Sti.
Kugukbakkalkoy Mah, Defne Sok, Blytikhanli Plaza No:3 Kat:3
Daire: 9-10-11-12, 34750, Atasehir, istanbul, Turkiye

Tel: +90 216 538 5900

[HK] Cochlear (HK) Limited

Room 1404-1406, 14/F, Leighton Centre, 77 Leighton Road,
Causeway Bay, Hong Kong

Tel: +852 2530 5773

Cochlear Korea Ltd

2nd Floor, Yongsan Centreville Asterium, 25,
Hangang-daero 30 gil, Yongsan-gu, Seoul, Korea (04386)
Tel: +82 2 533 4450

Cochlear Medical Device (Beijing) Co., Ltd

Unit 2608-2617, 26th Floor, No.9 Building, No.91 Jianguo Road,
Chaoyang District, Beijing 100022, P.R. China

Tel: +86 10 5909 7800

[IN] Cochlear Medical Device Company India Pvt. Ltd.
Ground Floor, Platina Building, Plot No C-59, G-Block,
Bandra Kurla Complex, Bandra (E), Mumbai - 400 051, India
Tel: 4912261121111

&+ BAI L7 (Nihon Cochlear Co Ltd)
T113-0033 RRE R X A2-3-7 HHRDKTE L)L
Tel: +81 33817 0241

Cochlear Middle East FZ-LLC

Dubai Healthcare City, Al Razi Building 64, Block A, Ground Floor,
Offices IR1 and IR2, Dubai, United Arab Emirates

Tel: +971 4 818 4400

Cochlear Latinoamérica S.A.

International Business Park, Building 3835, Office 403,
Panama Pacifico, Panama

Tel: +507 830 6220

[NZ] Cochlear NZ Limited

Level 4, Takapuna Towers, 19-21 Como St, Takapuna,
Auckland 0622, New Zealand

Tel: +64 9914 1983
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