DECLARATION OF CONFORMITY

Document Code UB.10.AN
Release Date 09.02.2026
Revision Date -

Revision No 00

The manufacturer, Ear-Teknik A.S., located at 59930 Ergene / Tekirdag, hereby declares under its sole responsibility that the ANATON brand Behind-The-Ear (BTE) hearing devices, including related hearing aid accessories where applicable, listed below are
classified as Class Ila medical devices and are designed and manufactured in compliance with the requirements of Council Directive 93/42/EEC (MDD).

The devices listed below are in conformity with the essential requirements and other applicable provisions of the following:

Basic UDI-DI

0868254913BTE16Q

EU directives

Council Directive 93/42/EEC

Conformity assessment procedure

Annex IT of 93/42/EEC

Certificate registration no

1984 - MDD - 20- 685

Classification of Device

Class I1a, Rule 9 (according to Annex IX of Council Directive 93/42/EEC)

Applied standards and specifications used for conformity
(standard versions valid on the date of issue of this document)

TS ENISO 13485: 2016

TS ENISO 14155: 2020

TS ENISO 14971: 2020

TS EN1SO 15223-1: 2021

TS ENISO 20417: 2021

TS EN 60601-1: 2007 / A1: 2014

TS EN 60601-2-66: 2020

1EC 60118-13: 2020

TSEN SO 60118-7: 2009

TS ENISO 60118-0: 2024

TS EN 62366-1: 2015

TS EN ISO 10993-5: 2010

TS EN 1SO 10993-10: 2023

TS EN1SO 10993-12:

2021
TS EN ISO 62304: 2009 / A1: 2016

Model Variant Catalog Number Product Name / Type EMDN Code GMDN Code Category
Nida M 60 OPR-M 137-044501119 Behind The Ear Hearing Aids, Digital Programmable Y¥21450601 34671 Hearing Aid
Nida M 60 OPR-MR 137-044501120 Behind The Ear Hearing Aids, Digital Programmable Y¥21450601 34671 Hearing Aid
Nida M 60 S-G 137-044501121 Behind The Ear Hearing Aids, Digital Programmable Y¥21450601 34671 Hearing Aid
Nida M 60 Gn 137-04450173 Behind The Ear Hearing Aids, Digital Programmable Y¥21450601 34671 Hearing Aid
Nida M 70 OPR-M 138-044601119 Behind The Ear Hearing Aids, Digital Programmable Y¥21450601 34671 Hearing Aid
Nida M 70 OPR-MR 138-044601120 Behind The Ear Hearing Aids, Digital Programmable Y¥21450601 34671 Hearing Aid
Nida M 70 S-G 138-044601121 Behind The Ear Hearing Aids, Digital Programmable Y¥21450601 34671 Hearing Aid

NIDA M Nida M 70 Gn 138-04460173 Behind The Ear Hearing Aids, Digital Programmable Y¥21450601 34671 Hearing Aid
Nida M 80 OPR-M 139-044701119 Behind The Ear Hearing Aids, Digital Programmable Y¥21450601 34671 Hearing Aid
Nida M 80 OPR-MR 139-044701120 Behind The Ear Hearing Aids, Digital Programmable Y¥21450601 34671 Hearing Aid
Nida M 80 S-G 139-044701121 Behind The Ear Hearing Aids, Digital Programmable Y¥21450601 34671 Hearing Aid
Nida M 80 Gn 139-04470173 Behind The Ear Hearing Aids, Digital Programmable Y¥21450601 34671 Hearing Aid
Nida M 90 OPR-M 140-044801119 Behind The Ear Hearing Aids, Digital Programmable Y¥21450601 34671 Hearing Aid
Nida M 90 OPR-MR 140-044801120 Behind The Ear Hearing Aids, Digital Programmable Y¥21450601 34671 Hearing Aid
Nida M 90 S-G 140-044801121 Behind The Ear Hearing Aids, Digital Programmable Y¥21450601 34671 Hearing Aid
Nida M 90 Gn 140-04480173 Behind The Ear Hearing Aids, Digital Programmable Y¥21450601 34671 Hearing Aid
Target 65 OPR-M 147-044101119 Behind The Ear Hearing Aids, Digital Pr ¥21450601 34671 Hearing Aid
Target 65 OPR-MR 147-044101120 Behind The Ear Hearing Aids, Digital Pr ¥21450601 34671 Hearing Aid
Target 65 5S-G 147-044101121 Behind The Ear Hearing Aids, Digital Pr ¥21450601 34671 Hearing Aid
Target 65 Gn 147-04410173 Behind The Ear Hearing Aids, Digital Pr ¥21450601 34671 Hearing Aid
Target 75 OPR-M 148-044201119 Behind The Ear Hearing Aids, Digital Pr ¥21450601 34671 Hearing Aid
Target 75 OPR-MR 148-044201120 Behind The Ear Hearing Aids, Digital Pr ¥21450601 34671 Hearing Aid
Target 75 5S-G 148-044201121 Behind The Ear Hearing Aids, Digital Pr ¥21450601 34671 Hearing Aid

TARGET Target 75 Gn 148-04420173 Behind The Ear Hearing Aids, Digital Pr ¥21450601 34671 Hearing Aid
Target 85 OPR-M 149-044301119 Behind The Ear Hearing Aids, Digital Pr ¥21450601 34671 Hearing Aid

Target 85 OPR-MR 149-044301120 Behind The Ear Hearing Aids, Digital Pr ¥21450601 34671 Hearing Aid

Target 85 5S-G 149-044301121 Behind The Ear Hearing Aids, Digital Pr ¥21450601 34671 Hearing Aid

Target 85 Gn 149-04430173 Behind The Ear Hearing Aids, Digital Pr ¥21450601 34671 Hearing Aid

Target 95 OPR-M 150-044401119 Behind The Ear Hearing Aids, Digital Pr ¥21450601 34671 Hearing Aid

Target 95 OPR-MR 150-044401120 Behind The Ear Hearing Aids, Digital Pr ¥21450601 34671 Hearing Aid

Target 95 S-G 150-044401121 Behind The Ear Hearing Aids, Digital Pr ¥21450601 34671 Hearing Aid

Target 95 Gn 150-04440173 Behind The Ear Hearing Aids, Digital Pr ¥21450601 34671 Hearing Aid

Ni, O-TRT 131-04300170 Behind The Ear Tinnitus Masker ¥21450601 43826 Hearing Aid

TINNITUS Ni, R-TRT 131-043001153 Behind The Ear Tinnitus Masker ¥21450601 43826 Hearing Aid
Ni, O-S TRT 131-043001114 Behind The Ear Tinnitus Masker ¥21450601 43826 Hearing Aid

Ni, R-S TRT 131-043001115 Behind The Ear Tinnitus Masker ¥21450601 43826 Hearing Aid

Sport 60 OPR 133-04330117 Behind The Ear Hearing Aids, Digital Pr ¥21450601 34671 Hearing Aid

Sport 60 OE 133-043301100 Behind The Ear Hearing Aids, Digital Pr ¥21450601 34671 Hearing Aid

Sport 60 Gn 133-04330173 Behind The Ear Hearing Aids, Digital Pr ¥21450601 34671 Hearing Aid

Sport 60 HGn 133-04330199 Behind The Ear Hearing Aids, Digital Pr ¥21450601 34671 Hearing Aid

Sport 70 OPR 134-04340117 Behind The Ear Hearing Aids, Digital Pr ¥21450601 34671 Hearing Aid

Sport 70 OE 134-043401100 Behind The Ear Hearing Aids, Digital Pr ¥21450601 34671 Hearing Aid

Sport 70 Gn 134-04340173 Behind The Ear Hearing Aids, Digital Pr ¥21450601 34671 Hearing Aid

SPORT Sport 70 HGn 134-04340199 Behind The Ear Hearing Aids, Digital Pr ¥21450601 34671 Hearing Aid
Sport 80 OPR 142-04350117 Behind The Ear Hearing Aids, Digital Pr ¥21450601 34671 Hearing Aid
Sport 80 OE 142-043501100 Behind The Ear Hearing Aids, Digital Pr ¥21450601 34671 Hearing Aid
Sport 80 Gn 142-04350173 Behind The Ear Hearing Aids, Digital Pr ¥21450601 34671 Hearing Aid
Sport 80 HGn 142-04350199 Behind The Ear Hearing Aids, Digital Pr ¥21450601 34671 Hearing Aid
Sport 90 OPR 141-04360117 Behind The Ear Hearing Aids, Digital Pr ¥21450601 34671 Hearing Aid
Sport 90 OE 141-043601100 Behind The Ear Hearing Aids, Digital Pr ¥21450601 34671 Hearing Aid
Sport 90 Gn 141-04360173 Behind The Ear Hearing Aids, Digital Pr ¥21450601 34671 Hearing Aid
Sport 90 HGn 141-04360199 Behind The Ear Hearing Aids, Digital Pr ¥21450601 34671 Hearing Aid
Lena 65 OPR 143-04370117 Behind The Ear Hearing Aids, Digital Pr ¥21450601 34671 Hearing Aid
Lena 65 OE 143-043701100 Behind The Ear Hearing Aids, Digital Pr ¥21450601 34671 Hearing Aid
Lena 65 Gn 143-04370173 Behind The Ear Hearing Aids, Digital Pr ¥21450601 34671 Hearing Aid
Lena 65 HGn 143-04370199 Behind The Ear Hearing Aids, Digital Pr ¥21450601 34671 Hearing Aid
Lena 75 OPR 144-04380117 Behind The Ear Hearing Aids, Digital Pr ¥21450601 34671 Hearing Aid
Lena 75 OP 144-043801100 Behind The Ear Hearing Aids, Digital Pr ¥21450601 34671 Hearing Aid
Lena 75 Gn 144-04380173 Behind The Ear Hearing Aids, Digital Pr ¥21450601 34671 Hearing Aid

LENA Lena 75 HGn 144-04380199 Behind The Ear Hearing Aids, Digital Pr ¥21450601 34671 Hearing Aid
Lena 85 OPR 145-04390117 Behind The Ear Hearing Aids, Digital Pr ¥21450601 34671 Hearing Aid
Lena 85 OP 145-043901100 Behind The Ear Hearing Aids, Digital Pr ¥21450601 34671 Hearing Aid
Lena 85 Gn 145-04390173 Behind The Ear Hearing Aids, Digital Pr ¥21450601 34671 Hearing Aid
Lena 85 HGn 145-04390199 Behind The Ear Hearing Aids, Digital Pr ¥21450601 34671 Hearing Aid
Lena 95 OPR 146-04400117 Behind The Ear Hearing Aids, Digital Pr ¥21450601 34671 Hearing Aid
Lena 95 OP 146-044001100 Behind The Ear Hearing Aids, Digital Pr ¥21450601 34671 Hearing Aid
Lena 95 Gn 146-04400173 Behind The Ear Hearing Aids, Digital Pr ¥21450601 34671 Hearing Aid
Lena 95 HGn 146-04400199 Behind The Ear Hearing Aids, Digital Pr ¥21450601 34671 Hearing Aid
Vox A 105-04100119 Behind The Ear Hearing Aids, Digital Pr ¥21450601 34671 Hearing Aid
Vox AG 105-04100178 Behind The Ear Hearing Aids, Digital Pr ¥21450601 34671 Hearing Aid
VOX Vox 4 105-04100121 Behind The Ear Hearing Aids, Digital Pr ¥21450601 34671 Hearing Aid
Vox 4P 105-04100179 Behind The Ear Hearing Aids, Digital Pr ¥21450601 34671 Hearing Aid
Vox Al 105-04100141 Behind The Ear Hearing Aids ¥21450601 34671 Hearing Aid
Vox B1 105-04100144 Behind The Ear Hearing Aids ¥21450601 34671 Hearing Aid
Nida M 60 MicP 137-044501152 In The Ear Hearing Aids faceplate kits, Digital Programmable ¥21450602 34672 Hearing Aid
Nida M 60 MG 137-04450163 In The Ear Hearing Aids faceplate kits, Digital Programmable ¥21450602 34672 Hearing Aid
Nida M 70 MicP 138-044601152 In The Ear Hearing Aids faceplate kits, Digital Programmable ¥21450602 34672 Hearing Aid

NIDA M Nida M 70 MG 138-04460163 In The Ear Hearing Aids faceplate kits, Digital Programmable ¥21450602 34672 Hearing Aid
Nida M 80 MicP 139-044701152 In The Ear Hearing Aids faceplate kits, Digital Programmable ¥21450602 34672 Hearing Aid
Nida M 80 MG 139-04470163 In The Ear Hearing Aids faceplate kits, Digital Programmable ¥21450602 34672 Hearing Aid
Nida M 90 MicP 140-044801152 In The Ear Hearing Aids faceplate kits, Digital Programmable ¥21450602 34672 Hearing Aid
Nida M 90 MG 140-04480163 In The Ear Hearing Aids faceplate kits, Digital Programmable ¥21450602 34672 Hearing Aid
Target 65 MicP 147-044101152 In The Ear Hearing Aids faceplate kits, Digital Programmable ¥21450602 34672 Hearing Aid
Target 65 MG 147-04410163 In The Ear Hearing Aids faceplate kits, Digital Programmable ¥21450602 34672 Hearing Aid
Target 75 MicP 148-044201152 In The Ear Hearing Aids faceplate kits, Digital Programmable ¥21450602 34672 Hearing Aid

TARGET Target 75 MG 148-04420163 In The Ear Hearing Aids faceplate kits, Digital Programmable ¥21450602 34672 Hearing Aid
Target 85 MicP 149-044301152 In The Ear Hearing Aids faceplate kits, Digital Programmable ¥21450602 34672 Hearing Aid
Target 85 MG 149-04430163 In The Ear Hearing Aids faceplate kits, Digital Programmable ¥21450602 34672 Hearing Aid
Target 95 MicP 150-044401152 In The Ear Hearing Aids faceplate kits, Digital Programmable ¥21450602 34672 Hearing Aid
Target 95 MG 150-04440163 In The Ear Hearing Aids faceplate kits, Digital Programmable ¥21450602 34672 Hearing Aid
Sport 60 I1IC 133-04330189 In The Ear Hearing Aids faceplate kits, Digital Programmable ¥21450602 34672 Hearing Aid
Sport 60 C 133-04330107 In The Ear Hearing Aids faceplate kits, Digital Programmable ¥21450602 34672 Hearing Aid
Sport 60 CP 133-043301149 In The Ear Hearing Aids faceplate kits, Digital Programmable ¥21450602 34672 Hearing Aid
Sport 60 12D 133-04330193 In The Ear Hearing Aids faceplate kits, Digital Programmable ¥21450602 34672 Hearing Aid




Sport 60 12P 133-04330194 In The Ear Hearing Aids faceplate kits, Digital Programmable ¥21450602 34672 Hearing Aid

Sport 70 I1IC 134-04340189 In The Ear Hearing Aids faceplate kits, Digital Programmable ¥21450602 34672 Hearing Aid

Sport 70 C 134-04340107 In The Ear Hearing Aids faceplate kits, Digital Programmable ¥21450602 34672 Hearing Aid

Sport 70 CP 134-043401149 In The Ear Hearing Aids faceplate kits, Digital Programmable ¥21450602 34672 Hearing Aid

Sport 70 12D 134-04340193 In The Ear Hearing Aids faceplate kits, Digital Programmable ¥21450602 34672 Hearing Aid

SPORT Sport 70 12P 134-04340194 In The Ear Hearing Aids faceplate kits, Digital Programmable ¥21450602 34672 Hearing Aid
Sport 80 IIC 142-04350189 In The Ear Hearing Aids faceplate kits, Digital Programmable ¥21450602 34672 Hearing Aid

Sport 80 C 142-04350107 In The Ear Hearing Aids faceplate kits, Digital Programmable ¥21450602 34672 Hearing Aid

Sport 80 CP 142-043501149 In The Ear Hearing Aids faceplate kits, Digital Programmable ¥21450602 34672 Hearing Aid

Sport 80 12D 142-04350193 In The Ear Hearing Aids faceplate kits, Digital Programmable ¥21450602 34672 Hearing Aid

Sport 80 12P 142-04350194 In The Ear Hearing Aids faceplate kits, Digital Programmable ¥21450602 34672 Hearing Aid

Sport 90 IIC 141-04360189 In The Ear Hearing Aids faceplate kits, Digital Programmable ¥21450602 34672 Hearing Aid

Sport 90 C 141-04360107 In The Ear Hearing Aids faceplate kits, Digital Programmable ¥21450602 34672 Hearing Aid

Sport 90 CP 141-043601149 In The Ear Hearing Aids faceplate kits, Digital Programmable ¥21450602 34672 Hearing Aid

Sport 90 12D 141-04360193 In The Ear Hearing Aids faceplate kits, Digital Programmable ¥21450602 34672 Hearing Aid

Sport 90 12P 141-04360194 In The Ear Hearing Aids faceplate kits, Digital Programmable ¥21450602 34672 Hearing Aid

Lena 65 IIC 143-04370189 In The Ear Hearing Aids faceplate kits, Digital Programmable ¥21450602 34672 Hearing Aid

Lena 65 C 143-04370107 In The Ear Hearing Aids faceplate kits, Digital Programmable ¥21450602 34672 Hearing Aid

Lena 65 CP 143-043701149 In The Ear Hearing Aids faceplate kits, Digital Programmable ¥21450602 34672 Hearing Aid

Lena 65 12D 143-04370193 In The Ear Hearing Aids faceplate kits, Digital Programmable Y¥21450602 34672 Hearing Aid

Lena 65 12P 143-04370194 In The Ear Hearing Aids faceplate kits, Digital Programmable Y¥21450602 34672 Hearing Aid

Lena 75 IIC 144-04380189 In The Ear Hearing Aids faceplate kits, Digital Programmable Y¥21450602 34672 Hearing Aid

Lena 75 C 144-04380107 In The Ear Hearing Aids faceplate kits, Digital Programmable Y¥21450602 34672 Hearing Aid

Lena 75 CP. 144-043801149 In The Ear Hearing Aids faceplate kits, Digital Programmable Y¥21450602 34672 Hearing Aid

Lena 75 12D 144-04380193 In The Ear Hearing Aids faceplate kits, Digital Programmable Y¥21450602 34672 Hearing Aid

LENA Lena 75 12P 144-04380194 In The Ear Hearing Aids faceplate kits, Digital Programmable Y¥21450602 34672 Hearing Aid
Lena 85 IIC 145-04390189 In The Ear Hearing Aids faceplate kits, Digital Programmable Y¥21450602 34672 Hearing Aid

Lena 85 C 145-04390107 In The Ear Hearing Aids faceplate kits, Digital Programmable Y¥21450602 34672 Hearing Aid

Lena 85 CP. 145-043901149 In The Ear Hearing Aids faceplate kits, Digital Programmable Y¥21450602 34672 Hearing Aid

Lena 85 12D 145-04390193 In The Ear Hearing Aids faceplate kits, Digital Programmable Y¥21450602 34672 Hearing Aid

Lena 85 12P 145-04390194 In The Ear Hearing Aids faceplate kits, Digital Programmable Y¥21450602 34672 Hearing Aid

Lena 95 IIC 146-04400189 In The Ear Hearing Aids faceplate kits, Digital Programmable Y¥21450602 34672 Hearing Aid

Lena 95 C 146-04400107 In The Ear Hearing Aids faceplate kits, Digital Programmable Y¥21450602 34672 Hearing Aid

Lena 95 CP. 146-044001149 In The Ear Hearing Aids faceplate kits, Digital Programmable Y¥21450602 34672 Hearing Aid

Lena 95 12D 146-04400193 In The Ear Hearing Aids faceplate kits, Digital Programmable Y¥21450602 34672 Hearing Aid

Lena 95 12P 146-04400194 In The Ear Hearing Aids faceplate kits, Digital Programmable Y¥21450602 34672 Hearing Aid

Vox Y 105-041001132 In The Ear Hearing Aids faceplate kits, Digital Programmable Y¥21450602 34672 Hearing Aid

VOX Vox Z 105-04100111 In The Ear Hearing Aids faceplate kits, Digital Programmable Y¥21450602 34672 Hearing Aid
Vox TY 105-04100138 In The Ear Hearing Aids faceplate kits Y¥21450602 34672 Hearing Aid

Vox T2 105-04100140 In The Ear Hearing Aids faceplate kits Y¥21450602 34672 Hearing Aid

TINNITUS Ni, Box TRT 131-04300171 In The Ear Tinnitus Masker Y¥21450602 43826 Hearing Aid
Ni, Box-S TRT 131-043001113 In The Ear Tinnitus Masker Y¥21450602 43826 Hearing Aid

Sport 60 Box 133-04330171 In The Ear Hearing Aids, Digital Programmable Y¥21450602 34672 Hearing Aid

SPORT Sport 70 Box 134-04340171 In The Ear Hearing Aids, Digital Programmable Y¥21450602 34672 Hearing Aid
Sport 80 Box 142-04350171 In The Ear Hearing Aids, Digital Programmable Y¥21450602 34672 Hearing Aid

Sport 90 Box 141-04360171 In The Ear Hearing Aids, Digital Programmable Y¥21450602 34672 Hearing Aid

Lena 65 Box 141-04360171 In The Ear Hearing Aids, Digital Programmable Y21450602 34672 Hearing Aid

LENA Lena 75 Box 144-04380171 In The Ear Hearing Aids, Digital Programmable Y21450602 34672 Hearing Aid
Lena 85 Box 145-04390171 In The Ear Hearing Aids, Digital Programmable Y21450602 34672 Hearing Aid

Lena 95 Box 146-04400171 In The Ear Hearing Aids, Digital Programmable Y21450602 34672 Hearing Aid

Tie 60 128-042901102 Transducer In The Ear Hearing Aids, Digital Programmable Y¥21450602 34672 Hearing Aid

Tie 70 128-042901103 Transducer In The Ear Hearing Aids, Digital Programmable Y¥21450602 34672 Hearing Aid

Tie 80 128-042901104 Transducer In The Ear Hearing Aids, Digital Programmable Y¥21450602 34672 Hearing Aid

Tie 90 128-042901105 Transducer In The Ear Hearing Aids, Digital Programmable Y¥21450602 34672 Hearing Aid

Tie X 60 132-043101102 Transducer In The Ear Hearing Aids, Digital Programmable Y¥21450602 34672 Hearing Aid

TieX 70 132-043101103 Transducer In The Ear Hearing Aids, Digital Programmable Y¥21450602 34672 Hearing Aid

Tie X 80 132-043101104 Transducer In The Ear Hearing Aids, Digital Programmable Y¥21450602 34672 Hearing Aid

TIE Tie X 90 132-043101105 Transducer In The Ear Hearing Aids, Digital Programmable Y¥21450602 34672 Hearing Aid
TIE 10 128-042901106 Transducer In The Ear Hearing Aids, Digital Programmable Y¥21450602 34672 Hearing Aid

TIE 20 128-042901107 Transducer In The Ear Hearing Aids, Digital Programmable Y¥21450602 34672 Hearing Aid

TIE 30 128-042901108 Transducer In The Ear Hearing Aids, Digital Programmable Y¥21450602 34672 Hearing Aid

TIE 40 128-042901109 Transducer In The Ear Hearing Aids, Digital Programmable Y¥21450602 34672 Hearing Aid

TIEX10 132-043101106 Transducer In The Ear Hearing Aids, Digital Programmable Y¥21450602 34672 Hearing Aid

TIEX 20 132-043101107 Transducer In The Ear Hearing Aids, Digital Programmable Y¥21450602 34672 Hearing Aid

TIEX 30 132-043101108 Transducer In The Ear Hearing Aids, Digital Programmable Y¥21450602 34672 Hearing Aid

TIE X 40 132-043101109 Transducer In The Ear Hearing Aids, Digital Programmable Y¥21450602 34672 Hearing Aid

Notified Body

Kiwa Belgelendirme Hizmetleri A.S. Kiwa Turkey
ITOSB 9. Cadde No 15 Tepedren Tuzla - istanbul - Turkey

Notified Body Identification Number CE 1984

Date of certification 06.08.2020

Valid until 27.05.2024

SRN TR-MF-000034630

Technical File is held by

EAR TEKNIK iSITME VE ODIOMETRI CIHAZLARI SAN. VE TIC. A.S.
Karamehmet Mahallesi Adnan Arisoy Bulvari

Avrupa Serbest Bélgesi No: 11 i¢ Kapi No: 02

59930 Ergene-Tekirdag / TURKIYE
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