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Cochleare

Docusign Envelope ID: CAOC5339-EBF6-4A8C-9D01-C6D6639237D7

QMS Record

EU Declaration of Conformity

Manufacturer:

Cochlear Limited

1 University Avenue
Macquarie University
NSW 2109
Australia

Single Registration Number (SRN): AU-MF-000009890

Authorised
Representative:

Cochlear Deutschland GmbH & Co. KG

Mailander Stralle 4 a
30539 Hannover, Germany

Single Registration Number (SRN): DE-AR-000006034

Risk Class:

Class Il

EMDN Code & Term:

J0380 — Auditory Active-lImplantable Devices - Accessories

Product(s):

See attached Schedule of Products

Intended Purpose

The sound processor is intended to be used in combination with other
devices as part of a hearing implant system to provide hearing
sensation. The sound processor converts sounds into electrical
signals, which it sends to an implant. The sound processor also
provides power to the implant.

Conformity Assessment
Procedure:

ANNEX IX — All Chapters
Conformity Assessment based on a Quality Management System and
on Assessment of Technical Documentation.

Notified Body:

TUV SUD Product Service GmbH
Ridlerstrafe 65, 80339 Miinchen
Germany

Notified Body Identification No.: 0123

CE Certificate(s):

QMS Certificate issued under Annex IX, Chapters | and llI:
Certificate No.: G12 078611 0117

Revision: 02

Valid from: 2021-08-06

Valid until: 2026-08-05

Technical Assessment Certificate issued under Annex IX, Chapter II:
Certificate No.: G70 078611 0223

Revision: 00

Valid from: 2024-04-17

Valid until: 2029-04-16

Revision: 3
Document Number: D2050274

Kanso 3 Sound Processor
EU (MDR) Declaration of Conformity
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Cochleare QMS Record

Common Specifications None

(CS):

Relevant Standards or Directive 2014/53/EU, Article 3:

other technical 1(a): Health and Safety of the User — EN 60601-1:2006 / A12:2014 /

specifications required to | A2: 2021

be listed by regulation: 1(b): Electromagnetic Compatibility — EN 60601-1-2:2015 +
A1:2021); EN 301 489-1 v2.2.3; EN301 489-3 v2.3.2; EN 301 489-17
v3.2.5

2: Effective use of spectrum allocated - EN 300 328 v2.2.2 and EN
300 330 v.2.1.1

The products covered by this declaration are in conformity with the following European Union
legislation:

¢ Regulation (EU) 2017/745 on medical devices.

e Directive 2014/53/EU of the European Parliament and of the Council of 16 April 2014 on the
harmonisation of the laws of the Member States relating to the making available on the market
of radio equipment and the conformity assessment route of Annex Il. All essential radio test
suites have been carried out and all products covered by the scope of this declaration are in
conformity with all essential requirements of Directive 2014/53/EU.

e Directive 2011/65/EU of the European Parliament and of the Council of 8 June 2011 on the
restriction of the use of certain hazardous substances in electrical and electronic equipment.

e Commission Implementing Regulation (EU) 2021/2226 of 14 December 2021 laying down rules
for the application of Regulation (EU) 2017/745 of the European Parliament and of the Council
as regards electronic instructions for use of medical devices.

The technical documentation relevant to the products covered by this declaration are kept at the
manufacturer’s address listed above.

| hereby confirm that this EU declaration of conformity is issued under the sole responsibility of the
manufacturer, Cochlear Limited.

Authorised Signatory on behalf of Cochlear Limited and for the Person Responsible for
Regulatory Compliance:

Signed by:
——828A78CCH9DDAEE...
Damien Rankin Date: 18 February 2025
Vice President Global Quality and Regulatory Place: Sydney, Australia
Revision: 3 Kanso 3 Sound Processor
Document Number: D2050274 EU (MDR) Declaration of Conformity
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Cochleare QMS Record

Schedule of Products

Cochlear Part

(Catalogue) Product Name Model Number Trade Name(s) Option / Variant Basic UDI-DI GMDN code
Number
P1884777 Cochlear™ CP1170 N/A Slate Grey 9321502CP1170CL (47374

Nucleus® Kanso® 3
Sound Processor

P1884776 Cochlear™ CP1170 N/A Silver 9321502CP1170CL 47374
Nucleus® Kanso® 3
Sound Processor

P1884775 Cochlear™ CP1170 N/A Sandy Blonde 9321502CP1170CL [47374
Nucleus® Kanso® 3
Sound Processor

P1884774 Cochlear™ CP1170 N/A Chocolate Brown 9321502CP1170CL 47374
Nucleus® Kanso® 3
Sound Processor

P1884773 Cochlear™ CP1170 N/A Black 9321502CP1170CL [47374
Nucleus® Kanso® 3
Sound Processor

P1884802 Cochlear™ CP1175 N/A Slate Grey 9321502CP1175CW [47374
Nucleus® Kanso® 3
Nexa™ Sound
Processor

P1884801 Cochlear™ CP1175 N/A Silver 9321502CP1175CW [47374
Nucleus® Kanso® 3
Nexa™ Sound

Processor
Revision: 3 Kanso 3 Sound Processor
Document Number: D2050274 EU (MDR) Declaration of Conformity
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Cochleare

QMS Record

Cochlear Part
(Catalogue)
Number

Product Name

Model Number

Trade Name(s)

Option / Variant

Basic UDI-DI

GMDN code

P1884800

Cochlear™
Nucleus® Kanso® 3
Nexa™ Sound
Processor

CP1175

N/A

Sandy Blonde

9321502CP1175CW

47374

P1884799

Cochlear™
Nucleus® Kanso® 3
Nexa™ Sound
Processor

CP1175

N/A

Chocolate Brown

9321502CP1175CW

47374

P1884798

Cochlear™
Nucleus® Kanso® 3
Nexa™ Sound
Processor

CP1175

N/A

Black

9321502CP1175CW

47374

Revision: 3

Document Number: D2050274

Kanso 3 Sound Processor
EU (MDR) Declaration of Conformity
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Cochleare QMS Record

Change History

Version Date Change Author
1 30 Apr 2024 Initial Introduction RR
2 22 Nov 2024 Update to RED compliance details JFJ

Refer to WC Added reference to Regulation (EU) 2021/2226

3 CcC
approval record | Re-signed following approval of SC24-09
Revision: 3 Kanso 3 Sound Processor
Document Number: D2050274 EU (MDR) Declaration of Conformity

50f5



A i A A S AR AR Ao e SA AR A WA A e i s S AR

Zvukovy procesor Kanso 3

EU prohlasSeni o shodé podle narizeni EU
o zdravotnickych prostiedcich
D2050274

Verze: 3

Stav: Schvaleno (T+B)

Schvalil/a: Marcus Ignacio (Mlgnacio)
Datum : 26. unora 2025

ka k Fizeni dok Tisténé kopie tohoto dokumentu nejsou fizené,
pokud nejsou v nize uvedeném ramecku vytistény pfislusné informace z oznameni
o pfedani (Transmittal Advice Notification, TAN).

(©

Heax now. And alu:w@s Cochleare

Pocet stran (v€etné titulniho listu): 6



Docusign Envelope ID: CAOC5339-EBF6-4A8C-9D01-C6D6639237D7

@ Zaznam systému fizeni kvality

Cochlear=

EU prohlaseni o shodé

Vyrobce: Cochlear Limited

1 University Avenue
Macquarie University
NSW 2109

Australie

Jediné registracni Cislo (SRN): AU-MF-000009890

Zplnomocnény zastupce: Cochlear Deutschland GmbH & Co. KG

Mailander Stralte 4 a 30539
Hannover, Némecko

Jediné registracni Cislo (SRN): DE-AR-000006034

Rizikova trida: TFida Ill

Kéd a nazev EMDN: J0380 — Sluchové aktivni implantabilni zdravotnické prostfedky — pfisluSenstvi
Vyrobek (vyrobky): Viz pfiloZzeny seznam vyrobk(i

Uréeny ucel: Zvukovy procesor je ur€en k pouZiti v kombinaci s dalSimi prostfedky jako

soucast systému sluchového implantatu, ktery poskytuje sluchovy viem.
Zvukovy procesor prevadi zvuky na elektrické signaly, které vysila do
implantatu. Zvukovy procesor rovnéz zajistuje napajeni implantatu.

Postup posouzeni shody: PRILOHA IX - vechny kapitoly
Posuzovani shody na zakladé systému Fizeni kvality a posouzeni technické
dokumentace.

Oznameny subjekt: TOV SUD Product Service GmbH
Ridlerstrae 65, 80339 Mnichov
Némecko

Identifikaéni €islo oznameného subjektu: 0123

Certifikat (certifikaty) CE: Certifikat systému fizeni kvality vydany podle pfilohy IX kapitoly | a llI:
Certifikat ¢: G12 078611 0117

Revize: 02

Platny od: 6. srpna 2021

Platny do: 5. srpna 2026

Certifikat o posouzeni technické dokumentace vydany podle pfilohy IX
kapitoly II:

Certifikat ¢: G70 078611 0223

Revize: 00

Platny od: 17. dubna 2024

Platny do: 16. dubna 2029

Revize: 3 Zvukovy procesor Kanso 3
Dokument ¢&islo: D2050274 EU prohlaseni o shodé (nafizeni o zdravotnickych prostfedcich)
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Docusign Envelope ID: CAOC5339-EBF6-4A8C-9D01-C6D6639237D7

@ Zaznam systému fizeni kvality
Cochleare
Spoleéné specifikace Zadné
(CS):
Prislusné normy nebo jiné Smeérnice 2014/53/EU, ¢lanek 3:

technické specifikace, které | 1. a) Zdravi a bezpeénost uzivatele — EN 60601-1:2006 / A12:2014 / A2:
musi byt uvedeny podle 2021

nafizeni: 1. b) Elektromagneticka kompatibilita = EN 60601-1-2:2015 +
A1:2021); EN 301 489-1 v2.2.3;EN 301 489-3 v.2.3.2; EN 301 489-17
v3.2.5

2: Uginné vyuzivani pridéleného spektra — EN 300 328 v2.2.2 a EN
300 330v.2.1.1

Vyrobky, na které se vztahuje toto prohlaseni, jsou v souladu s nasledujicimi pravnimi predpisy Evropské
unie:

e Nafrizeni (EU) 2017/745 o zdravotnickych prostfedcich.

e Smérnice Evropského parlamentu a Rady 2014/53/EU ze dne 16. dubna 2014 o harmonizaci pravnich

podle pfilohy Il. Byly provedeny vSechny zakladni soubory radiovych zkou$ek a vSechny vyrobky, na
které se vztahuje toto prohlaseni, jsou ve shodé se v§emi zakladnimi pozadavky smérnice 2014/53/EU.

e Smérnice Evropského parlamentu a Rady 2011/65/EU ze dne 8. ¢ervna 2011 o omezeni pouzivani
nékterych nebezpeénych latek v elektrickych a elektronickych zafizenich.

e Provadéci nafizeni Komise (EU) 2021/2226 ze dne 14. prosince 2021, kterym se stanovi provadéci
pravidla k nafizeni Evropského parlamentu a Rady (EU) 2017/745, pokud jde o elektronické navody
k pouziti zdravotnickych prostfedkl

Technicka dokumentace tykajici se vyrobku, na které se vztahuje toto prohlaseni, je uloZzena na vyse
uvedené adrese vyrobce.

Timto potvrzuji, ze toto EU prohlaseni o shodé je vydano na vyhradni odpovédnost vyrobce, spole¢nosti Cochlear
Limited.

Osoba zmocnéna k podpisu jménem spole¢nosti Cochlear Limited a za osobu odpovédnou za
dodrzovani pravnich predpist:

Signed by:
— .
| //)\\k
828A78CCHADD4EE

Damien Rankin Datum:18. unora 2025

Viceprezident pro globalni kvalitu a regulaéni zaleZitosti Misto: Sydney, Australie
Revize: 3 Zvukovy procesor Kanso 3
Dokument ¢&islo: D2050274 EU prohlaseni o shodé (nafizeni o zdravotnickych prostfedcich)
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Docusign Envelope ID: CA0C5339-EBF6-4A8C-9D01-C6D6639237D7
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Zaznam systému fizeni kvality

Cochlear=
Seznam vyrobku

Objednavkové Nazev vyrobku &islo modelu Obchodni nazev (nazvy) | Moznost / varianta Zakladni UDI-DI Kéd GMDN

(katalogové)

cislo dilu

Cochlear

P1884777 Zvukovy procesor CP1170 - Bfidlicové Sedy 9321502CP1170CL 47374
Cochlear™ Nucleus®
Kanso® 3
Zvukovy procesor _ e

P1884776 Cochlon i Nuclous® CP1170 Stribrny 9321502CP1170CL 47374
Kanso® 3

P1884775 Zvukovy procesor CP1170 - Piskovy blond 9321502CP1170CL 47374
Cochlear™ Nucleus®
Kanso® 3

P1884774 Zvukovy procesor CP1170 - Cokoladové hnédy 9321502CP1170CL 47374
Cochlear™ Nucleus®
Kanso® 3
Zvukovy procesor A,

P1884773 CP1170 - ¢ 9321502CP1170CL 47374
Cochlear™ Nucleus® emy
Kanso® 3

P1884802 Zvukovy procesor CP1175 L Bridlicové Sedy 9321502CP1175CW 47374
Cochlear™ Nucleus®
Kanso® 3 Nexa™
Zvukovy procesor L T

P1884801 Cochlmar™ Nuclous® CP1175 Stribrny 9321502CP1175CW 47374
Kanso® 3 Nexa™

Revize: 3
Dokument &islo: D2050274

Zvukovy procesor Kanso 3
EU prohlaseni o shodé (nafizeni o zdravotnickych prostredcich)
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Docusign Envelope ID: CA0C5339-EBF6-4A8C-9D01-C6D6639237D7
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Cochlear=

Zaznam systému fizeni kvality

P1884800

Zvukovy procesor
Cochlear™ Nucleus®
Kanso® 3 Nexa™

CP1175

Piskovy blond

9321502CP1175CW

47374

P1884799

Zvukovy procesor
Cochlear™ Nucleus®
Kanso® 3 Nexa™

CP1175

Cokoladové hnédy

9321502CP1175CW

47374

P1884798

Zvukovy procesor
Cochlear™ Nucleus®
Kanso® 3 Nexa™

CP1175

Cerny

9321502CP1175CW

47374

Revize: 3
Dokument &islo: D2050274

Zvukovy procesor Kanso 3
EU prohlaseni o shodé (nafizeni o zdravotnickych prostredcich)
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Docusign Envelope ID: CA0C5339-EBF6-4A8C-9D01-C6D6639237D7

@ Zaznam systému Fizeni kvality

Cochlear=

Historie zmén

Verze Datum Zména Autor
1 30. dubna 2024 Prvni uvedeni RR
) 22. listopadu 2024 Aktualizace podle smérnice RED JFJ
. DopInén odkaz na nafizeni (EU) 2021/2226
3 Viz zaznam o X sleni SC24-0 CcC
schvaleni WC Znovu podepsano po schvaleni SC24-09

Revize: 3

Zvukovy procesor Kanso 3
Dokument ¢&islo: D2050274

EU prohlaSeni o shodé (nafizeni o zdravotnickych prostfedcich)
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