
Ec-cERTlFlGATE
(Full quality assurance system)

This is to certify that the соmрапу

GN ReSound A/S
Lautrupbjerg 7
2750 Ваllеrчр
Denmark

has implemented and maintains а full qualiý аssчrапсе system which applies to the products
at every stage frоm design to final сопtrоls.

Through ап audit, documented iп а герогt, регfогmеd Ьу DQS Medizinprodukte GmbH,
it was verified that the management system fulfills the requirements of

Аппех lI - excluding Section 4 of Сочпсil Directive 93l42lEEC
сопсеrпiпg medical devices

with respect to the following medical devices:

Hearing instruments, Tinnitus Devices, Sоftwаrе, Еаr moulds and Рrоgrаmmiпg lпtегfасе
according to the аппех.

The mапчfасtчrеr is subject to sчrчеillапсе according to Аппех ll, Section 5. The СЕ mаrkiпg
with the Notified Body ldentification NчmЬеr (0297) may Ье affixed оп the devices listed iп the
сегtifiсаtе. An ЕС Design Examination Сегtifiсаtе ассогdiпg to Аппех ll, Section 4 is rеquirеd
fоr class lll devices covered Ьу this ceгtificate. The ceгtificate is in the case of class l(s) devices
(l(s) = glr.. l products placed оп the mаrkеt in sterile conditions) limited to the aspects of
mапчfасtчrе сопсеrпеd with securing and maintaining stеrilе conditions. The certificate is iп
the case of class l(m) devices (l(m) = class l devices with а measuring function) limited to the
aspects of manufacture сопсеrпеd with the сопfоrmitу of the products with the mеtrоlоgiсаl
requirements.

Certificate registration по.

Ceгtificate unique lD

Effective date

Expiry date

Fгапkfчгt am Main

099446 MR2

1 70771 083

2020-08-06

2024-05-26

2020-08-06

DQS Medizinprodukte GmbH

/ Zи,аz-,
./ Sigrid Uhlеmапп

_t

Managing Director

Aug
Tel.

usbSchanz-StraBe 21, 60433 Frапkfчt1 аm Main,
+49 (0) 69 95427-300, medical.devices@dqs-med.de

DQS Medizinprodukte GmbH is а Notified Body according to Council Directive 9З/42lЕЕС
concerning medical devices with the ldentification Number 0297. 3
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Аппех to certificate
Certificate registration No.: 099446 MR2
Certificate unique lD: 170771083
Effective date: 2020-08-06

GN ReSound A/S
Lautrupbjerg 7
2750 Ballerup
Dепmаrk

Product Fоrm Factor (РFF) Туре Class
вЕ60 00 втЕ lla
вЕ60 01 втЕ lla
вЕ70 00 втЕ lla
вЕ70 01 втЕ lla
вЕ80 00 втЕ lla
вЕ80 0,1 втЕ lla
вЕв60 02 втЕ lla
вЕв70 02 втЕ lla
вЕв80 02 втЕ lla
BER13 02 втЕ lla
во10 00 Fр/lтЕ
во13 00 Fр/lтЕ lla
во3,12 00 FP/lTE lla
BRlE 00 втЕ lla
BRlE 0,1 втЕ lla
cARl2A 03 втЕ lla
cARl3A 03 втЕ lla
сAR46A 03 втЕ lla
ccs 00 Fр/lтЕ lla
cS|,12 02 lTE lla
cS1,13 02 lTE lla
cSX10 02 lTE lla
cSX12 02 lTE lla
cSX13 02 lTE lla
DA1 0 00 Fр/lтЕ lla
DA10 01 Fр/lтЕ lla
DAl3i 00 FP/lTE lla
DAl3i 01 Fр/lтЕ lla
DAl3r 00 FP/lTE lla
DА,l3r 01 FP/lTE lla
DA3l2i 00 FрllтЕ lla
DАзl2i 01 Fр/|тЕ lla
DА3l21 00 FP/lTE lla
DА3l21 01 Fр/lтЕ lla
DE60 00 втЕ lla
DE7080 00 втЕ lla
DE90 00 втЕ lla
Lo85 00 втЕ lla
Lo90 00 втЕ lla
Lo90 01 втЕ lla
LoB90 02 втЕ lla
LXR45 02 втЕ lla
м60 00 втЕ lla
м7080 00 втЕ lla
м7080Е 00 втЕ lla
мд70 00 втЕ lla

This аппех is опlу valid in соппесtiоп with the above-mentioned ceгtificate. 2lз
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Аппех to certificate
Certificate registration No.: 099446 MR2
Certificate unique lD: 17О771О83
Effective date: 2020-08-об

GN ReSound A/S
LаutгчрЬjеrg 7
2750 Ваllеrчр
Denmark

Prod uct Fо rm Facto r рFF Glass
мЕ60 00 втЕ lla
мЕ7080 00 втЕ lla
MRlE 00 втЕ lla
рА60 00 втЕ
рА70 00 втЕ Ila
рА80 00 втЕ lla
рн1 0 00 FрllтЕ lla
рн13 00 Fр/|тЕ lla
рн312 00 FP/lTE lla
Reno 00 FрllтЕ lla
Sha 00 втЕ lla
SY10 00 втЕ lla
SY312 00 втЕ lla
SY3l2E 00 втЕ lla
VE312 00 втЕ lla
VE312 01 втЕ lla
VER12 02 втЕ lla
Vi 00 втЕ lla

Accessories
Model Class

Aventa FSW lla
Smаrt Fit FSW lla

Aventa lla
Choice lla
Сопtrоl lla
costco smагt Fit FSW lla
CS Smагt Fit FSW lla
Еаr Mould Fр/lтЕ lla

lla
Smагt lla
Smагt 3D lla
Smагt Fit FSW lla
Smагt Fit Ltd lla

Link lпtегfасе lla

This аппех is опlу valid in connection with the above-mentioned certificate. зlз
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