Sonova ID: QDL-2756

HEAR THE WORLD Version: 3
MDR DoC uPrince2/3
EU Declaration of Conformity®
Manufacturer: @: Sonova AG, Laubisritistrasse 28, 8712 Stafa, Switzerland
Single Registration Number®: CH-MF-000015958
Authorised Representative(4): Sonova Deutschland GmbH, Max-Eyth-StraRe 20, 70736 Fellbach, Germany
Single Registration Number®: DE-AR-000006322
Products covered®: See Annex 1©
Products intended purpose(7): The hearing aid is intended to amplify and transmit sound to the ear and thereby compensate
for impaired hearing ®)
Products risk class®: Class 11a*®
Applicable standards®?): IEC 60118-13 EN 62304
IEC 60118-0 EN ISO 15223-1
EN 60601-1-2 ETSI EN 300 328 vV2.2.2
EN 60601-1 EN 301 489-1 V2.2.3 (RIC & BTE)
ISO 20417 EN 301 489-3 V2.1.2 (BTE)
IEC 62366-1 EN 301 489-3 V2.3.0 (RIC)
ISO 14971 ETSI EN 301 489-17 V3.2.4 (BTE)
EN 60601-1-6 ETSI EN 301 489-17 V3.2.5 (RIC)
EN 62479 EN 62479 :2010
ISO 10993-1
Applicable common specification?:  None*®
EC Certificate/Notified Body*¥): N° 38657, issued by GMED (0459) (15
Conformity Assessment Route19): Annex IX37)
ISO Certificate/Certifying Body1®: N° 32433 (ISO 13485:2016), issued by GMED 19
Directive 2014/53/EU®? Radio Equipment Directive (RED) Y
Directive 2011/65/EU (22 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
(recast) @39
Directive 2015/863/EU®4 Commission Delegated Directive (EU) 2015/863 of 31 March 2015
amending Annex Il to Directive 2011/65/EU of the European
Parliament and of the Council as regards the list of restricted
substances (RoHS3) ?®
Regulation (EC) No. 1907/2006 (26) Registration, Evaluation, Authorization and Restriction of Chemicals (REACH) @7
Directive 2012//19/EU 28 Directive 2012/19/EU of the European Parliament and of the Council of 4 July 2012 on waste

electrical and electronic equipment (WEEE) (29)

We, Sonova AG under sole responsibility, hereby declare that the products listed in the Annex 1 are in conformity with the legislation
detailed above, and Regulation (EU) 2017/745 of the European Parliament and of The Council on medical devices. 0

Stéfa, 05/02/2024 Stéfa, 05/02/2024
Location, day/month/year(sl) Location, day/month/year(31)
Blathnaid Feldman David Sooprayen

VP Quality Management and Regulatory Affairs 2 Regulatory Affairs Manager®®)
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Annex 1

to EU Declaration of Conformity

Product Basic Product Name and Classification

Reference(3¥ UDI-DI®3) ubI-DI GMDN Firmware version(36) 5::‘; ((;\)nnex

050-6820-P2 07613389653441 47169 Moxi V1-312 (amber) 5,9
Firmware: 067-6555

050-6820-P7 07613389653786 47169 Moxi V1-312 (pewter) 5,9
Firmware: 067-6555

050-6820-P6 07613389RICW 07613389653779 47169 Moxi V1-312 (platinum) 5,9
Firmware: 067-6555

050-6820-R8 07613389653793 47169 Moxi V1-312 (sand) 5,9
Firmware: 067-6555

050-6821-P2 07613389653458 47169 Moxi V3-312 (amber) 5,9
Firmware: 067-6556

050-6821-P8 07613389653830 47169 Moxi V3-312 (charcoal) 5,9
Firmware: 067-6556

050-6821-P4 07613389653809 47169 Moxi V3-312 (espresso) 5,9
Firmware: 067-6556

050-6821-P7 07613389RICWI 07613389653823 47169 Moxi V3-312 (pewter) 5,9
Firmware: 067-6556

050-6821-P6 07613389653816 47169 Moxi V3-312 (platinum) 5,9
Firmware: 067-6556

050-6821-R8 07613389653847 47169 Moxi V3-312 (sand) 5,9
Firmware: 067-6556

050-6822-P2 07613389653465 47169 Moxi V5-312 (amber) 5,9
Firmware: 067-6557

050-6822-P8 07613389653885 47169 Moxi V5-312 (charcoal) 5,9
Firmware: 067-6557

050-6822-P4 07613389653854 47169 Moxi V5-312 (espresso) 5,9
Firmware: 067-6557

050-6822-P7 07613389RICWI 07613389653878 47169 Moxi V5-312 (pewter) 5,9
Firmware: 067-6557

050-6822-P6 07613389653861 47169 Moxi V5-312 (platinum) 5,9
Firmware: 067-6557

050-6822-R8 07613389653892 47169 Moxi V5-312 (sand) 5,9
Firmware: 067-6557

050-6823-P2 07613389653472 47169 Moxi V7-312 (amber) 5,9
Firmware: 067-6558

050-6823-P8 07613389653939 47169 Moxi V7-312 (charcoal) 5,9
Firmware: 067-6558

050-6823-P4 07613389653908 47169 Moxi V7-312 (espresso) 5,9
Firmware: 067-6558

050-6823-P7 07613389RICW 07613389653922 47169 Moxi V7-312 (pewter) 5,9
Firmware: 067-6558

050-6823-P6 07613389653915 47169 Moxi V7-312 (platinum) 5,9
Firmware: 067-6558

050-6823-R8 07613389653946 47169 Moxi V7-312 (sand) 5,9
Firmware: 067-6558

050-6824-P2 07613389653489 47169 Moxi V9-312 (amber) 5,9
Firmware: 067-6559

050-6824-P8 07613389653984 47169 Moxi V9-312 (charcoal) 5,9
Firmware: 067-6559

050-6824-P4 07613389653953 47169 Moxi V9-312 (espresso) 5,9

07613389RICWJ Firmware: 067-6559

050-6824-P7 07613389653977 47169 Moxi V9-312 (pewter) 5,9
Firmware: 067-6559

050-6824-P6 07613389653960 47169 Moxi V9-312 (platinum) 5,9
Firmware: 067-6559

050-6824-R8 07613389653991 47169 Moxi V9-312 (sand) 5,9
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Firmware: 067-6559

050-6825-P6 07613389RICW) 07613389653496 47169 Moxi V-312 FLEX:TRIAL (platinum) 5,9
Firmware: 067-6559

050-6820-P444 07613389656459 47169 Vista V1-312 (espresso) 5,9
Firmware: 067-6555

050-6820-P744 07613389656466 47169 Vista V1-312 (pewter) 5,9
Firmware: 067-6555

050-6820-P644 07613389RICW 07613389656428 47169 Vista V1-312 (platinum) 5,9
Firmware: 067-6555

050-6820-R844 07613389656473 47169 Vista V1-312 (sand) 5,9
Firmware: 067-6555

050-6821-P444 47169 Vista V3-312 (espresso) 5,9
07613389656480 Firmware: 067-6556

050-6821-P744 47169 Vista V3-312 (pewter) 5,9
07613389656503 Firmware: 067-6556

050-6821-P644 07613389RICW 47169 Vista V3-312 (platinum) 5,9
07613389656497 Firmware: 067-6556

050-6821-R844 47169 Vista V3-312 (sand) 5,9
07613389656510 Firmware: 067-6556

050-6822-P444 07613389656527 47169 Vista V5-312 (espresso) 5,9
Firmware: 067-6557

050-6822-P744 07613389656541 47169 Vista V5-312 (pewter) 5,9
Firmware: 067-6557

050-6822-P644 07613389RICWI 07613389656534 47169 Vista V5-312 (platinum) 5,9
Firmware: 067-6557

050-6822-R844 07613389656558 47169 Vista V5-312 (sand) 5,9
Firmware: 067-6557

050-6823-P444 07613389656565 47169 Vista V7-312 (espresso) 5,9
Firmware: 067-6558

050-6823-P744 07613389656589 47169 Vista V7-312 (pewter) 5,9
Firmware: 067-6558

050-6823-P644 07613389RICW 07613389656572 47169 Vista V7-312 (platinum) 5,9
Firmware: 067-6558

050-6823-R844 07613389656596 47169 Vista V7-312 (sand) 5,9
Firmware: 067-6558

07613389656602 47169 Vista V9-312 (espresso) 59
050-6824-P444 Firmware: 067-6559

07613389656626 47169 Vista V9-312 (pewter) 5,9
050-6824-P744 Firmware: 067-6559

07613389RICWI 07613389656619 47169 Vista V9-312 (platinum) 5,9
050-6824-P644 Firmware: 067-6559

07613389656633 47169 Vista V9-312 (sand) 5,9
050-6824-R844 Firmware: 067-6559

050-6856-P444 07613389656930 47169 Vista V-312 Select (espresso) 5,9
Firmware: 067-6559

050-6856-P744 07613389656978 47169 Vista V-312 Select (pewter) 5,9
Firmware: 067-6559

050-6856-P644 07613389RICW 07613389656961 47169 Vista V-312 Select (platinum) 5,9
Firmware: 067-6559

050-6856-R844 07613389656985 47169 Vista V-312 Select (sand) 5,9
Firmware: 067-6559

050-6825-P644 07613389RICW) 07613389656640 47169 Yista V-312 trial (platinum) 5,9
Firmware: 067-6559

050-6838-Ub 07613389654769 47169 sound FS 1-R312 (carbon black) 5,9
Firmware: 067-6555

050-6838-UA 07613389654776 47169 sound FS 1-R312 (cashmere beige) 5,9
Firmware: 067-6555

050-6838-UC 07613389654790 47169 sound FS 1-R312 (metallic anthracite) 5,9
07613389RICW) Firmware: 067-6555

050-6838-UB 07613389654783 47169 sound FS 1-R312 (mocha brown) 5,9
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Firmware: 067-6555
050-6838-U4 07613389653175 47169 sound FS 1-R312 (sterling silver) 5,9
Firmware: 067-6555
050-6839-U6 07613389654806 47169 sound FS 3-R312 (carbon black) 5,9
Firmware: 067-6556
050-6839-UA 07613389654813 47169 sound FS 3-R312 (cashmere beige) 5,9
Firmware: 067-6556
050-6839-UC 07613389RICW) 07613389654837 47169 59und FS 3-R312 (metallic anthracite) 5,9
Firmware: 067-6556
050-6839-UB 07613389654820 47169 sound FS 3-R312 (mocha brown) 5,9
Firmware: 067-6556
050-6839-U4 07613389653182 47169 sound FS 3-R312 (sterling silver) 5,9
Firmware: 067-6556
050-6840-U6 07613389653090 47169 sound FS 5-R312 (carbon black) 5,9
Firmware: 067-6557
050-6840-UA 07613389653106 47169 sound FS 5-R312 (cashmere beige) 5,9
Firmware: 067-6557
050-6840-UC 07613389RICW) 07613389655025 47169 sgund FS 5-R312 (metallic anthracite) 5,9
Firmware: 067-6557
050-6840-UB 07613389655018 47169 sound FS 5-R312 (mocha brown) 5,9
Firmware: 067-6557
050-6840-U4 07613389653199 47169 sound FS 5-R312 (sterling silver) 5,9
Firmware: 067-6557
050-6841-U6 07613389655032 47169 sound FS 7-R312 (carbon black) 5,9
Firmware: 067-6558
050-6841-UA 07613389655049 47169 sound FS 7-R312 (cashmere beige) 5,9
Firmware: 067-6558
050-6841-UC 07613389RICW) 07613389655063 47169 sgund FS 7-R312 (metallic anthracite) 5,9
Firmware: 067-6558
050-6841-UB 07613389655056 47169 sound FS 7-R312 (mocha brown) 5,9
Firmware: 067-6558
050-6841-U4 07613389653205 47169 sound FS 7-R312 (sterling silver) 5,9
Firmware: 067-6558
050-6842-U6 07613389655070 47169 sound FS 9-R312 (carbon black) 5,9
Firmware: 067-6559
050-6842-UA 07613389655087 47169 sound FS 9-R312 (cashmere beige) 5,9
Firmware: 067-6559
050-6842-UC 07613389RICW) 07613389655100 47169 59und FS 9-R312 (metallic anthracite) 5,9
Firmware: 067-6559
050-6842-UB 07613389655094 47169 sound FS 9-R312 (mocha brown) 5,9
Firmware: 067-6559
050-6842-U4 07613389654615 47169 sound FS 9-R312 (sterling silver) 5,9
Firmware: 067-6559
07613389654622 47169 sound FS R312 myChoice (sterling 5,9
050-6843-U4 07613389RICWJ silver)
Firmware: 067-6559
050-6820-P450 07613389678383 47169 Advance 272 312 (espresso) 5,9
Firmware: 067-6555
050-6820-P750 07613389678406 47169 Advance 272 312 (pewter) 5,9
Firmware: 067-6555
050-6820-P650 07613389RICW 07613389678390 47169 Advance 272 312 (platinum) 5,9
Firmware: 067-6555
050-6820-R850 07613389679717 47169 Advance 272 312 (sand) 5,9
Firmware: 067-6555
050-6821-P450 07613389679724 47169 Advance 372 312 (espresso) 5,9
Firmware: 067-6556
050-6821-P750 07613389679748 47169 Advance 372 312 (pewter) 5,9
07613389RICWJ Firmware: 067-6556
050-6821-P650 07613389679731 47169 Advance 372 312 (platinum) 5,9
Firmware: 067-6556
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050-6821-R850 07613389679755 47169 Advance 372 312 (sand) 5,9
Firmware: 067-6556
050-6822-P450 07613389679762 47169 Advance 472 312 (espresso) 5,9
Firmware: 067-6557
050-6822-P750 07613389679786 47169 Advance 472 312 (pewter) 5,9
Firmware: 067-6557
050-6822-P650 07613389RICW 07613389679779 47169 Advance 472 312 (platinum) 5,9
Firmware: 067-6557
050-6822-R850 07613389679793 47169 Advance 472 312 (sand) 5,9
Firmware: 067-6557
050-6823-P450 07613389679809 47169 Advance 572 312 (espresso) 5,9
Firmware: 067-6558
050-6823-P750 07613389679823 47169 Advance 572 312 (pewter) 5,9
07613389RICW) Firmware: 067-6558
050-6823-P650 07613389679816 47169 Advance 572 312 (platinum) 5,9
Firmware: 067-6558
050-6823-R850 07613389679830 47169 Advance 572 312 (sand) 5,9
Firmware: 067-6558
050-6824-P450 07613389679847 47169 Advance 672 312 (espresso) 5,9
Firmware: 067-6559
050-6824-P750 07613389679861 47169 Advance 672 312 (pewter) 5,9
Firmware: 067-6559
050-6824-P650 07613389RICWI 07613389679854 47169 Advance 672 312 (platinum) 5,9
Firmware: 067-6559
050-6824-R850 07613389679878 47169 Advance 672 312 (sand) 5,9
Firmware: 067-6559
050-6825-P650 07613389RICW) 07613389679885 47169 Advance72 312 trial (platinum) 5,9
Firmware: 067-6559
050-6823-P476 07613389680621 47169 Relate4.0 Gold RIC 312 (espresso) 5,9
Firmware: 067-6558
050-6823-P676 07613389RICW) 07613389680669 47169 Rglate4.0 Gold RIC 312 (platinum) 5,9
Firmware: 067-6558
050-6823-R876 07613389680737 47169 Relate4.0 Gold RIC 312 (sand) 5,9
Firmware: 067-6558
050-6824-P476 07613389680751 47169 Relate4.0 Platinum RIC 312 (espresso) 5,9
Firmware: 067-6559
050-6824-P676 07613389RICW) 07613389680799 47169 Rglate4.0 Platinum RIC 312 (platinum) 5,9
Firmware: 067-6559
050-6824-R876 07613389680867 47169 Relate4.0 Platinum RIC 312 (sand) 5,9
Firmware: 067-6559
050-6826-P2 07613389653502 34671 Stride V1-PR (amber) 5,9
Firmware: 067-6560
050-6826-P7 07613389654011 34671 Stride V1-PR (pewter) 5,9
Firmware: 067-6560
050-6826-P6 07613389BTEV7 07613389654004 34671 Stride V1-PR (platinum) 5,9
Firmware: 067-6560
050-6826-R8 07613389654028 34671 Stride V1-PR (sand) 5,9
Firmware: 067-6560
050-6827-P2 07613389653519 34671 Stride V3-PR (amber) 5,9
Firmware: 067-6561
050-6827-P8 07613389654066 34671 Stride V3-PR (charcoal) 5,9
Firmware: 067-6561
050-6827-P4 07613389654035 34671 Stride V3-PR (espresso) 5,9
Firmware: 067-6561
050-6827-P7 07613389BTEV7 07613389654059 34671 Stride V3-PR (pewter) 5,9
Firmware: 067-6561
050-6827-P6 07613389654042 34671 Stride V3-PR (platinum) 5,9
Firmware: 067-6561
050-6827-R8 07613389654073 34671 Stride V3-PR (sand) 5,9

Firmware: 067-6561
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050-6828-P2 07613389653526 34671 Stride V5-PR (amber) 5,9
Firmware: 067-6562

050-6828-P8 07613389654110 34671 Stride V5-PR (charcoal) 5,9
Firmware: 067-6562

050-6828-P4 07613389654080 34671 Stride V5-PR (espresso) 5,9
Firmware: 067-6562

050-6828-P7 07613389BTEV7 07613389654103 34671 Stride V5-PR (pewter) 5,9
Firmware: 067-6562

050-6828-P6 07613389654097 34671 Stride V5-PR (platinum) 5,9
Firmware: 067-6562

050-6828-R8 07613389654127 34671 Stride V5-PR (sand) 5,9
Firmware: 067-6562

050-6829-P2 07613389653533 34671 Stride V7-PR (amber) 5,9
Firmware: 067-6563

050-6829-P8 07613389654165 34671 Stride V7-PR (charcoal) 5,9
Firmware: 067-6563

050-6829-P4 07613389654134 34671 Stride V7-PR (espresso) 5,9
Firmware: 067-6563

050-6829-P7 076133898TEV7 07613389654158 34671 Stride V7-PR (pewter) 5,9
Firmware: 067-6563

050-6829-P6 07613389654141 34671 Stride V7-PR (platinum) 5,9
Firmware: 067-6563

050-6829-R8 07613389654172 34671 Stride V7-PR (sand) 5,9
Firmware: 067-6563

050-6830-P2 07613389653540 34671 Stride V9-PR (amber) 5,9
Firmware: 067-6564

050-6830-P8 07613389654219 34671 Stride V9-PR (charcoal) 5,9
Firmware: 067-6564

050-6830-P4 07613389654189 34671 Stride V9-PR (espresso) 5,9
Firmware: 067-6564

050-6830-P7 076133898TEV7 07613389654202 34671 Stride V9-PR (pewter) 5,9
Firmware: 067-6564

050-6830-P6 07613389654196 34671 Stride V9-PR (platinum) 5,9
Firmware: 067-6564

050-6830-R8 07613389654226 34671 Stride V9-PR (sand) 5,9
Firmware: 067-6564

050-6831-P6 07613389BTEV7 07613389653557 34671 SFride V-PR FLEX:TRIAL (platinum) 5,9
Firmware: 067-6564

050-6826-P444 07613389656657 34671 Vista V1-PR (espresso) 5,9
Firmware: 067-6560

050-6826-P744 07613389656664 34671 Vista V1-PR (pewter) 5,9
Firmware: 067-6560

050-6826-P644 07613389BTEV7 07613389656435 34671 Vista V1-PR (platinum) 5,9
Firmware: 067-6560

050-6826-R844 07613389656671 34671 Vista V1-PR (sand) 5,9
Firmware: 067-6560

050-6827-P444 07613389656688 34671 Vista V3-PR (espresso) 5,9
Firmware: 067-6561

050-6827-P744 07613389656701 34671 Vista V3-PR (pewter) 5,9
Firmware: 067-6561

050-6827-P644 07613389BTEV7 07613389656695 34671 Vista V3-PR (platinum) 5,9
Firmware: 067-6561

050-6827-R844 07613389656718 34671 Vista V3-PR (sand) 5,9
Firmware: 067-6561

050-6828-P444 07613389657258 34671 Vista V5-PR (espresso) 5,9
Firmware: 067-6562

050-6828-P744 07613389657272 34671 Vista V5-PR (pewter) 5,9
Firmware: 067-6562

050-6828-P644 07613389BTEV7 07613389657265 34671 Vista V5-PR (platinum) 5,9
Firmware: 067-6562
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050-6828-R844 07613389657289 34671 Vista V5-PR (sand) 5,9
Firmware: 067-6562

050-6829-P444 07613389657296 34671 Vista V7-PR (espresso) 5,9
Firmware: 067-6563

050-6829-P744 07613389657319 34671 Vista V7-PR (pewter) 5,9
Firmware: 067-6563

050-6829-P644 07613389BTEV7 07613389657302 34671 Vista V7-PR (platinum) 5,9
Firmware: 067-6563

050-6829-R844 07613389657371 34671 Vista V7-PR (sand) 5,9
Firmware: 067-6563

050-6830-P444 07613389657326 34671 Vista V9-PR (espresso) 5,9
Firmware: 067-6564

050-6830-P744 07613389657340 34671 Vista V9-PR (pewter) 5,9
Firmware: 067-6564

050-6830-P644 07613389BTEV7 07613389657333 34671 Vista V9-PR (platinum) 5,9
Firmware: 067-6564

050-6830-R844 07613389657357 34671 Vista V9-PR (sand) 5,9
Firmware: 067-6564

050-6857-P444 07613389656947 34671 Vista V-PR Select (espresso) 5,9
Firmware: 067-6564

050-6857-P744 07613389657005 34671 Vista V-PR Select (pewter) 5,9
Firmware: 067-6564

050-6857-P644 07613389BTEV7 07613389656992 34671 Vista V-PR Select (platinum) 5,9
Firmware: 067-6564

050-6857-R844 07613389658910 34671 Vista V-PR Select (sand) 5,9
Firmware: 067-6564

050-6831-P644 07613389BTEV7 07613389657364 34671 Yista V-PR trial (platinum) 5,9
Firmware: 067-6564

050-6844-U6 07613389654486 34671 AQ beat FS 1-R (carbon black) 5,9
Firmware: 067-6560

050-6844-UA 07613389654493 34671 AQ beat FS 1-R (cashmere beige) 5,9
Firmware: 067-6560

050-6844-UC 07613389BTEV7 07613389655117 34671 A.Q beat FS 1-R (metallic anthracite) 5,9
Firmware: 067-6560

050-6844-UB 07613389654509 34671 AQ beat FS 1-R (mocha brown) 5,9
Firmware: 067-6560

050-6844-U4 07613389654639 34671 AQ beat FS 1-R (sterling silver) 5,9
Firmware: 067-6560

050-6845-Ub 07613389655124 34671 AQ beat FS 3-R (carbon black) 5,9
Firmware: 067-6561

050-6845-UA 07613389655131 34671 AQ beat FS 3-R (cashmere beige) 5,9
Firmware: 067-6561

050-6845-UC 07613389BTEV7 07613389655155 34671 A.Q beat FS 3-R (metallic anthracite) 5,9
Firmware: 067-6561

050-6845-UB 07613389655148 34671 AQ beat FS 3-R (mocha brown) 5,9
Firmware: 067-6561

050-6845-U4 07613389654646 34671 AQ beat FS 3-R (sterling silver) 5,9
Firmware: 067-6561

050-6846-Ub 07613389655162 34671 AQ beat FS 5-R (carbon black) 5,9
Firmware: 067-6562

050-6846-UA 07613389655179 34671 AQ beat FS 5-R (cashmere beige) 5,9
Firmware: 067-6562

050-6846-UC 07613389BTEV7 07613389655193 34671 A.Q beat FS 5-R (metallic anthracite) 5,9
Firmware: 067-6562

050-6846-UB 07613389655186 34671 AQ beat FS 5-R (mocha brown) 5,9
Firmware: 067-6562

050-6846-U4 07613389654653 34671 AQ beat FS 5-R (sterling silver) 5,9
Firmware: 067-6562

050-6847-U6 07613389BTEV7 07613389655209 34671 A.Q beat FS 7-R (carbon black) 5,9
Firmware: 067-6563
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050-6847-UA 07613389655216 34671 AQ beat FS 7-R (cashmere beige) 5,9
Firmware: 067-6563
050-6847-UC 07613389655230 34671 AQ beat FS 7-R (metallic anthracite) 59
Firmware: 067-6563
050-6847-UB 07613389655223 34671 AQ beat FS 7-R (mocha brown) 5,9
Firmware: 067-6563
050-6847-U4 07613389654660 34671 AQ beat FS 7-R (sterling silver) 5,9
Firmware: 067-6563
050-6848-U6 07613389655247 34671 AQ beat FS 9-R (carbon black) 59
Firmware: 067-6564
050-6848-UA 07613389655254 34671 AQ beat FS 9-R (cashmere beige) 5,9
Firmware: 067-6564
050-6848-UC 07613389BTEV7 07613389655278 34671 A.Q beat FS 9-R (metallic anthracite) 59
Firmware: 067-6564
050-6848-UB 07613389655261 34671 AQ beat FS 9-R (mocha brown) 59
Firmware: 067-6564
050-6848-U4 07613389654677 34671 AQ beat FS 9-R (sterling silver) 5,9
Firmware: 067-6564
050-6849-U4 07613389BTEV7 07613389654684 34671 A'Q beat FS R myChoice (sterling silver) 59
Firmware: 067-6564
34671 Advance 272 PR (espresso) 5,9
050-6826-P450 07613389679892 Firmware: 067-6560
34671 Advance 272 PR (pewter) 5,9
050-6826-P750 07613389679915 Firmware: 067-6560
07613389BTEV7 34671 Advance 272 PR (platinum) Firmware: 59
050-6826-P650 07613389679908 067-6560
34671 Advance 272 PR (sand) 5,9
050-6826-R850 07613389679922 Firmware: 067-6560
34671 Advance 372 PR (espresso) 5,9
050-6827-P450 07613389679939 Firmware: 067-6561
34671 Advance 372 PR (pewter) 59
050-6827-P750 07613389679953 Firmware: 067-6561
07613389BTEV7 34671 Advance 372 PR (platinum) 5,9
050-6827-P650 07613389679946 Firmware: 067-6561
34671 Advance 372 PR (sand) 59
050-6827-R850 07613389679960 Firmware: 067-6561
050-6828-P450 34671 Advance 472 PR (espresso) 59
07613389679977 Firmware: 067-6562
050-6828-P750 34671 Advance 472 PR (pewter) 5,9
07613389679991 Firmware: 067-6562
050-6828-P650 07613389BTEV7 34671 Advance 472 PR (platinum) 59
07613389679984 Firmware: 067-6562
050-6828-R850 34671 Advance 472 PR (sand) 59
07613389680003 Firmware: 067-6562
34671 Advance 572 PR (espresso) 5,9
050-6829-P450 07613389680010 Firmware: 067-6563
34671 Advance 572 PR (pewter) 59
050-6829-P750 07613389680034 Firmware: 067-6563
07613389BTEV7 34671 Advance 572 PR (platinum) 5,9
050-6829-P650 07613389680027 Firmware: 067-6563
34671 Advance 572 PR (sand) 5,9
050-6829-R850 0761338968004 1 Firmware: 067-6563
34671 Advance 672 PR (espresso) 59
050-6830-P450 07613389680058 Firmware: 067-6564
34671 Advance 672 PR (pewter) 5,9
050-6830-P750 07613389680072 Firmware: 067-6564
34671 Advance 672 PR (platinum) Firmware: 59
050-6830-P650 07613389BTEV7 07613389680065 067-6564
34671 Advance 672 PR (sand) 59
050-6830-R850 07613389680089 Firmware: 067-6564
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050-6831-P650 07613389BTEV7 07613389680096 34671 A.dvance72 PR trial (platinum) 5,9

Firmware: 067-6564
34671 Relate4.0 Gold BTE R (espresso) 5,9

050-6829-P476 07613389681215 Firmware: 067-6563
34671 Relate4.0 Gold BTE R (platinum) 5,9

050-6829-P676 07613389BTEV7 07613389681253 Firmware: 067-6563
34671 Relate4.0 Gold BTE R (sand) 5,9

050-6829-R876 07613389681321 Firmware: 067-6563
34671 Relate4.0 Platinum BTE R (espresso) 5,9

050-6830-P476 07613389681345 Firmware: 067-6564
34671 Relate4.0 Platinum BTE R (platinum) 5,9

050-6830-P676 07613389BTEV7 07613389681383 Firmware: 067-6564
34671 Relate4.0 Platinum BTE R (sand) 5,9

050-6830-R876 07613389681451 Firmware: 067-6564
34671 Relate4.0 Silver BTE R (espresso) 5,9

050-6827-P476 07613389680980 Firmware: 067-6561
34671 Relate4.0 Silver BTE R (platinum) 5,9

050-6827-P676 07613389BTEV7 07613389681024 Firmware: 067-6561
34671 Relate4.0 Silver BTE R (sand) 59

050-6827-R876 07613389681093 Firmware: 067-6561
07613389RICWJ 47169 AudioNova V1-312 (espresso) 5,9

050-6820-P465 07613389657609 Firmware: 067-6555
47169 AudioNova V1-312 (pewter) 5,9

050-6820-P765 07613389657616 Firmware: 067-6555
47169 AudioNova V1-312 (platinum) 5,9

050-6820-P665 07613389657586 Firmware: 067-6555
47169 AudioNova V1-312 (sand) 5,9

050-6820-R865 07613389657623 Firmware: 067-6555
07613389RICWJ 47169 AudioNova V3-312 (espresso) 5,9

050-6821-P465 07613389657630 Firmware: 067-6556
47169 AudioNova V3-312 (pewter) 59

050-6821-P765 07613389657654 Firmware: 067-6556
47169 AudioNova V3-312 (platinum) 5,9

050-6821-P665 07613389657647 Firmware: 067-6556
47169 AudioNova V3-312 (sand) 59

050-6821-R865 07613389657661 Firmware: 067-6556
07613389RICW) 47169 AudioNova V5-312 (espresso) 59

050-6822-P465 07613389657678 Firmware: 067-6557
47169 AudioNova V5-312 (pewter) 5,9

050-6822-P765 07613389657692 Firmware: 067-6557
47169 AudioNova V5-312 (platinum) 59

050-6822-P665 07613389657685 Firmware: 067-6557
47169 AudioNova V5-312 (sand) 5,9

050-6822-R865 07613389657708 Firmware: 067-6557
07613389RICWJ 47169 AudioNova V7-312 (espresso) 5,9

050-6823-P465 07613389657715 Firmware: 067-6558
47169 AudioNova V7-312 (pewter) 59

050-6823-P765 07613389657739 Firmware: 067-6558
47169 AudioNova V7-312 (platinum) 5,9

050-6823-P665 07613389657722 Firmware: 067-6558
47169 AudioNova V7-312 (sand) 5,9

050-6823-R865 07613389657746 Firmware: 067-6558
07613389RICW) 47169 AudioNova V9-312 (espresso) 5,9

050-6824-P465 07613389657753 Firmware: 067-6559
47169 AudioNova V9-312 (pewter) 5,9

050-6824-P765 07613389657791 Firmware: 067-6559
47169 AudioNova V9-312 (platinum) 5,9

050-6824-P665 07613389657760 Firmware: 067-6559
47169 AudioNova V9-312 (sand) 5,9

050-6824-R865 07613389657777 Firmware: 067-6559

Confidential and proprietary.

This document and its contents are confidential and proprietary to Sonova and shall not be reproduced or otherwise disclosed to anyone other than

Template: TPL-315 [7]

Sonova employees without written authorization from Sonova.

This printout is an uncontrolled copy. The original is stored in the Document Management System.

Page 9 of 23




sonova
HEAR THE WORLD Version: 3
07613389RICW) 47169 AudioNova V-312 trial (platinum) 5,9
050-6825-P665 07613389657784 Firmware: 067-6559
07613389RICWJ 47169 SoniTon UP7 12 312 (pewter) 59
050-6821-P758 07613389680454 Firmware: 067-6556
47169 SoniTon UP7 12 312 (platinum) 5,9
050-6821-P658 07613389680416 Firmware: 067-6556
47169 SoniTon UP7 12 312 (sand) 5,9
050-6821-R858 07613389680485 Firmware: 067-6556
07613389RICWJ 47169 SoniTon UP7 16 312 (pewter) 59
050-6822-P758 07613389680560 Firmware: 067-6557
47169 SoniTon UP7 16 312 (platinum) 5,9
050-6822-P658 07613389680539 Firmware: 067-6557
47169 SoniTon UP7 16 312 (sand) 59
050-6822-R858 07613389680591 Firmware: 067-6557
07613389RICWJ 47169 SoniTon UP7 20 312 (pewter) 59
050-6823-P758 07613389680683 Firmware: 067-6558
47169 SoniTon UP7 20 312 (platinum) 5,9
050-6823-P658 07613389680645 Firmware: 067-6558
47169 SoniTon UP7 20 312 (sand) 59
050-6823-R858 07613389680713 Firmware: 067-6558
07613389RICWJ 47169 SoniTon UP7 8 312 (pewter) 59
050-6820-P758 07613389680348 Firmware: 067-6555
47169 SoniTon UP7 8 312 (platinum) 5,9
050-6820-P658 07613389680324 Firmware: 067-6555
47169 SoniTon UP7 8 312 (sand) 59
050-6820-R858 07613389680362 Firmware: 067-6555
07613389RICWJ 47169 SoniTon UP7 Premium 312 (pewter) 59
050-6824-P758 07613389680812 Firmware: 067-6559
47169 SoniTon UP7 Premium 312 (platinum) 5,9
050-6824-P658 07613389680775 Firmware: 067-6559
47169 SoniTon UP7 Premium 312 (sand) 59
050-6824-R858 07613389680843 Firmware: 067-6559
07613389RICWJ 47169 SoniTon UP7 312 trial (platinum) 59
050-6825-P658 07613389680881 Firmware: 067-6559
07613389RICW) 47169 scala V1-312 (espresso) 59
050-6820-P472 07613389680317 Firmware: 067-6555
47169 scala V1-312 (pewter) 59
050-6820-P772 07613389680355 Firmware: 067-6555
47169 scala V1-312 (platinum) 5,9
050-6820-P672 07613389680331 Firmware: 067-6555
47169 scala V1-312 (sand) 59
050-6820-R872 07613389680379 Firmware: 067-6555
07613389RICWJ 47169 scala V3-312 (espresso) 5,9
050-6821-P472 07613389680386 Firmware: 067-6556
47169 scala V3-312 (pewter) 5,9
050-6821-P772 07613389680461 Firmware: 067-6556
47169 scala V3-312 (platinum) 59
050-6821-P672 07613389680423 Firmware: 067-6556
47169 scala V3-312 (sand) 5,9
050-6821-R872 07613389680492 Firmware: 067-6556
07613389RICW) 47169 scala V5-312 (espresso) 5,9
050-6822-P472 07613389680515 Firmware: 067-6557
47169 scala V5-312 (pewter) 5,9
050-6822-P772 07613389680577 Firmware: 067-6557
47169 scala V5-312 (platinum) 5,9
050-6822-P672 07613389680546 Firmware: 067-6557
47169 scala V5-312 (sand) 5,9
050-6822-R872 07613389680607 Firmware: 067-6557
07613389RICW) 47169 scala V7-312 (espresso) 5,9
050-6823-P472 07613389680614 Firmware: 067-6558
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47169 scala V7-312 (pewter) 5,9

050-6823-P772 07613389680690 Firmware: 067-6558
47169 scala V7-312 (platinum) 5,9

050-6823-P672 07613389680652 Firmware: 067-6558
47169 scala V7-312 (sand) 5,9

050-6823-R872 07613389680720 Firmware: 067-6558
07613389RICWJ 47169 scala V9-312 (espresso) 5,9

050-6824-P472 07613389680744 Firmware: 067-6559
47169 scala V9-312 (pewter) 5,9

050-6824-P772 07613389680829 Firmware: 067-6559
47169 scala V9-312 (platinum) 5,9

050-6824-P672 07613389680782 Firmware: 067-6559
47169 scala V9-312 (sand) 5,9

050-6824-R872 07613389680850 Firmware: 067-6559
07613389RICWJ 47169 scala V-312 trial (platinum) 59

050-6825-P672 07613389680898 Firmware: 067-6559
47169 ViO H126 (pewter) 5,9

050-6821-P748 07613389680447 Firmware: 067-6556
47169 ViO H126 (platinum) 5,9

050-6821-P648 07613389RICWI 07613389680409 Firmware: 067-6556
47169 ViO H126 (sand) 59

050-6821-R848 07613389680478 Firmware: 067-6556
47169 ViO H226 (pewter) 5,9

050-6822-P748 07613389680553 Firmware: 067-6557
47169 ViO H226 (platinum) 5,9

050-6822-P648 07613389RICWI 07613389680522 Firmware: 067-6557
47169 ViO H226 (sand) 59

050-6822-R848 07613389680584 Firmware: 067-6557
47169 ViO H326 (pewter) 5,9

050-6823-P748 07613389680676 Firmware: 067-6558
47169 ViO H326 (platinum) 59

050-6823-P648 07613389RICW) 07613389680638 Firmware: 067-6558
47169 ViO H326 (sand) 59

050-6823-R848 07613389680706 Firmware: 067-6558
47169 ViO H426 (pewter) 5,9

050-6824-P748 07613389680805 Firmware: 067-6559
47169 ViO H426 (platinum) 59

050-6824-P648 07613389RICWI 07613389680768 Firmware: 067-6559
47169 ViO H426 (sand) 59

050-6824-R848 07613389680836 Firmware: 067-6559
47169 ViO HD26 Demo (platinum) 5,9

050-6825-P648 07613389RICWI 07613389680874 Firmware: 067-6559
AudioNova V1-PR (espresso) 5,9

050-6826-P465 07613389657807 34671 Firmware: 067-6560
AudioNova V1-PR (pewter) 5,9

050-6826-P765 07613389657814 34671 Firmware: 067-6560
07613389BTEV7 AudioNova V1-PR (platinum) 59

050-6826-P665 07613389657593 34671 Firmware: 067-6560
AudioNova V1-PR (sand) 5,9

050-6826-R865 07613389657821 34671 Firmware: 067-6560
AudioNova V3-PR (espresso) 5,9

050-6827-P465 07613389657838 34671 Firmware: 067-6561
AudioNova V3-PR (pewter) 5,9

050-6827-P765 07613389657852 34671 Firmware: 067-6561
07613389BTEV7 AudioNova V3-PR (platinum) 5,9

050-6827-P665 07613389657845 34671 Firmware: 067-6561
AudioNova V3-PR (sand) 5,9

050-6827-R865 07613389657869 34671 Firmware: 067-6561
AudioNova V5-PR (espresso) 5,9

050-6828-P465 07613389BTEV7 07613389657876 34671 Firmware: 067-6562
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AudioNova V5-PR (pewter) 5,9

050-6828-P765 07613389657890 34671 Firmware: 067-6562
AudioNova V5-PR (platinum) 5,9

050-6828-P665 07613389657883 34671 Firmware: 067-6562
AudioNova V5-PR (sand) 5,9

050-6828-R865 07613389657906 34671 Firmware: 067-6562
AudioNova V7-PR (espresso) 5,9

050-6829-P465 07613389657913 34671 Firmware: 067-6563
34671 AudioNova V7-PR (pewter) 5,9

050-6829-P765 07613389657937 Firmware: 067-6563
07613389BTEV7 34671 AudioNova V7-PR (platinum) 5,9

050-6829-P665 07613389657920 Firmware: 067-6563
34671 AudioNova V7-PR (sand) 5,9

050-6829-R865 07613389657944 Firmware: 067-6563
34671 AudioNova V9-PR (espresso) 5,9

050-6830-P465 07613389657951 Firmware: 067-6564
34671 AudioNova V9-PR (pewter) 5,9

050-6830-P765 07613389657975 Firmware: 067-6564
076133898TEV7 34671 AudioNova V9-PR (platinum) 5,9

050-6830-P665 07613389657968 Firmware: 067-6564
34671 AudioNova V9-PR (sand) 5,9

050-6830-R865 07613389658002 Firmware: 067-6564
34671 AudioNova V-PR trial (platinum) 5,9

050-6831-P665 07613389BTEV7 07613389658019 Firmware: 067-6564
34671 SoniTon UP7 12 PR (pewter) 5,9

050-6827-P758 07613389681048 Firmware: 067-6561
34671 SoniTon UP7 12 PR (platinum) 5,9

050-6827-P658 076133898BTEVY 07613389681000 Firmware: 067-6561
34671 SoniTon UP7 12 PR (sand) 5,9

050-6827-R858 07613389681079 Firmware: 067-6561
34671 SoniTon UP7 16 PR (pewter) 5,9

050-6828-P758 07613389681154 Firmware: 067-6562
34671 SoniTon UP7 16 PR (platinum) 5,9

050-6828-P658 07613389BTEV7 07613389681123 Firmware: 067-6562
34671 SoniTon UP7 16 PR (sand) 59

050-6828-R858 07613389681185 Firmware: 067-6562
34671 SoniTon UP7 20 PR (pewter) 59

050-6829-P758 07613389681277 Firmware: 067-6563
34671 SoniTon UP7 20 PR (platinum) 5,9

050-6829-P658 07613389BTEV7 07613389681239 Firmware: 067-6563
34671 SoniTon UP7 20 PR (sand) 59

050-6829-R858 07613389681307 Firmware: 067-6563
34671 SoniTon UP7 8 PR (pewter) 5,9

050-6826-P758 07613389680935 Firmware: 067-6560
34671 SoniTon UP7 8 PR (platinum) 5,9

050-6826-P658 07613389BTEV7 07613389680911 Firmware: 067-6560
34671 SoniTon UP7 8 PR (sand) 5,9

050-6826-R858 07613389680959 Firmware: 067-6560
34671 SoniTon UP7 Premium PR (pewter) 5,9

050-6830-P758 07613389681406 Firmware: 067-6564
34671 SoniTon UP7 Premium PR (platinum) 5,9

050-6830-P658 076133898TEV7 07613389681369 Firmware: 067-6564
34671 SoniTon UP7 Premium PR (sand) 59

050-6830-R858 07613389681437 Firmware: 067-6564
34671 SoniTon UP7 PR trial (platinum) 5,9

050-6831-P658 07613389BTEV7 07613389681475 Firmware: 067-6564
34671 scala V1-PR (espresso) 59

050-6826-P472 07613389680904 Firmware: 067-6560
076133898TEV7 34671 scala V1-PR (pewter) 59

050-6826-P772 07613389680942 Firmware: 067-6560
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34671 scala V1-PR (platinum) 5,9
050-6826-P672 07613389680928 Firmware: 067-6560
34671 scala V1-PR (sand) 5,9
050-6826-R872 07613389680966 Firmware: 067-6560
34671 scala V3-PR (espresso) 5,9
050-6827-P472 07613389680973 Firmware: 067-6561
34671 scala V3-PR (pewter) 5,9
050-6827-P772 07613389681055 Firmware: 067-6561
07613389BTEV7 34671 scala V3-PR (platinum) 5,9
050-6827-P672 07613389681017 Firmware: 067-6561
34671 scala V3-PR (sand) 5,9
050-6827-R872 07613389681086 Firmware: 067-6561
34671 scala V5-PR (espresso) 5,9
050-6828-P472 07613389681109 Firmware: 067-6562
34671 scala V5-PR (pewter) 5,9
050-6828-P772 07613389681161 Firmware: 067-6562
07613389BTEV7 34671 scala V5-PR (platinum) 5,9
050-6828-P672 07613389681130 Firmware: 067-6562
34671 scala V5-PR (sand) 59
050-6828-R872 07613389681192 Firmware: 067-6562
34671 scala V7-PR (espresso) 5,9
050-6829-P472 07613389681208 Firmware: 067-6563
34671 scala V7-PR (pewter) 5,9
050-6829-P772 07613389681284 Firmware: 067-6563
076133898TEV7 34671 scala V7-PR (platinum) 5,9
050-6829-P672 07613389681246 Firmware: 067-6563
34671 scala V7-PR (sand) 5,9
050-6829-R872 07613389681314 Firmware: 067-6563
34671 scala V9-PR (espresso) 5,9
050-6830-P472 07613389681338 Firmware: 067-6564
34671 scala V9-PR (pewter) 59
050-6830-P772 07613389681413 Firmware: 067-6564
07613389BTEV7 34671 scala V9-PR (platinum) 5,9
050-6830-P672 07613389681376 Firmware: 067-6564
34671 scala V9-PR (sand) 59
050-6830-R872 07613389681444 Firmware: 067-6564
34671 scala V-PR trial (platinum) 59
050-6831-P672 07613389BTEV7 07613389681482 Firmware: 067-6564
34671 ViO H129 Li (pewter) 59
050-6827-P748 07613389681031 Firmware: 067-6561
34671 ViO H129 Li (platinum) 59
050-6827-P648 076133898TEV7 07613389680997 Firmware: 067-6561
34671 ViO H129 Li (sand) 59
050-6827-R848 07613389681062 Firmware: 067-6561
34671 ViO H229 Li (pewter) 59
050-6828-P748 07613389681147 Firmware: 067-6562
34671 ViO H229 Li (platinum) 59
050-6828-P648 076133898TEV7 07613389681116 Firmware: 067-6562
34671 ViO H229 Li (sand) 59
050-6828-R848 07613389681178 Firmware: 067-6562
34671 ViO H329 Li (pewter) 59
050-6829-P748 07613389681260 Firmware: 067-6563
34671 ViO H329 Li (platinum) 5,9
050-6829-P648 07613389BTEV7 07613389681222 Firmware: 067-6563
34671 ViO H329 Li (sand) 59
050-6829-R848 07613389681291 Firmware: 067-6563
34671 ViO H429 Li (pewter) 5,9
050-6830-P748 07613389681390 Firmware: 067-6564
076133898TEV7 34671 ViO H429 Li (platinum) 5,9
050-6830-P648 07613389681352 Firmware: 067-6564
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34671 ViO H429 Li (sand) 59
050-6830-R848 07613389681420 Firmware: 067-6564
34671 ViO HD29 Li Demo (platinum) 59
050-6831-P648 07613389BTEV7 07613389681468 Firmware: 067-6564
34671 Stride V1-UP (amber) 5,9
050-6832-P2 07613389653717 Firmware: 067-6565
34671 Stride V1-UP (pewter) 5,9
050-6832-P7 07613389654240 Firmware: 067-6565
07613389BTEV7 34671 Stride V1-UP (platinum) 5,9
050-6832-P6 07613389654233 Firmware: 067-6565
34671 Stride V1-UP (sand) 5,9
050-6832-R8 07613389654257 Firmware: 067-6565
34671 Stride V3-UP (amber) 5,9
050-6833-P2 07613389653724 Firmware: 067-6566
34671 Stride V3-UP (charcoal) 5,9
050-6833-P8 07613389654295 Firmware: 067-6566
34671 Stride V3-UP (espresso) 5,9
050-6833-P4 07613389654264 Firmware: 067-6566
076133898TEV7 34671 Stride V3-UP (pewter) 59
050-6833-P7 07613389654288 Firmware: 067-6566
34671 Stride V3-UP (platinum) 5,9
050-6833-P6 07613389654271 Firmware: 067-6566
34671 Stride V3-UP (sand) 5,9
050-6833-R8 07613389654301 Firmware: 067-6566
34671 Stride V5-UP (amber) 59
050-6834-P2 07613389653731 Firmware: 067-6567
34671 Stride V5-UP (charcoal) 5,9
050-6834-P8 07613389654349 Firmware: 067-6567
34671 Stride V5-UP (espresso) 5,9
050-6834-P4 07613389654318 Firmware: 067-6567
076133898TEV7 34671 Stride V5-UP (pewter) 59
050-6834-P7 07613389654332 Firmware: 067-6567
34671 Stride V5-UP (platinum) 5,9
050-6834-P6 07613389654325 Firmware: 067-6567
34671 Stride V5-UP (sand) 59
050-6834-R8 07613389654356 Firmware: 067-6567
34671 Stride V7-UP (amber) 59
050-6835-P2 07613389653748 Firmware: 067-6568
34671 Stride V7-UP (charcoal) 5,9
050-6835-P8 07613389654394 Firmware: 067-6568
34671 Stride V7-UP (espresso) 59
050-6835-P4 07613389654363 Firmware: 067-6568
07613389BTEV7 34671 Stride V7-UP (pewter) 5,9
050-6835-P7 07613389654387 Firmware: 067-6568
34671 Stride V7-UP (platinum) 5,9
050-6835-P6 07613389654370 Firmware: 067-6568
34671 Stride V7-UP (sand) 59
050-6835-R8 07613389654400 Firmware: 067-6568
34671 Stride V9-UP (amber) 5,9
050-6836-P2 07613389653755 Firmware: 067-6569
34671 Stride V9-UP (charcoal) 5,9
050-6836-P8 07613389654448 Firmware: 067-6569
34671 Stride V9-UP (espresso) 59
050-6836-P4 07613389654417 Firmware: 067-6569
34671 Stride V9-UP (pewter) 5,9
050-6836-P7 07613389BTEV7 07613389654431 Firmware: 067-65?9
34671 Stride V9-UP (platinum) 59
050-6836-P6 07613389654424 Firmware: 067-6569
34671 Stride V9-UP (sand) 59
050-6836-R8 07613389654455 Firmware: 067-6569

Confidential and proprietary.

This document and its contents are confidential and proprietary to Sonova and shall not be reproduced or otherwise disclosed to anyone other than

Template: TPL-315 [7]

Sonova employees without written authorization from Sonova.
This printout is an uncontrolled copy. The original is stored in the Document Management System.

Page 14 of 23




SOonova ID: QDL-2756
HEAR THE WORLD Version: 3

07613389653762 34671 Stride V-UP FLEX:TRIAL (platinum) 5,9

050-6837-P6 07613389BTEV7 Firmware: 067-6569
34671 Vista V1-UP (espresso) 5,9

050-6832-P444 07613389657388 Firmware: 067-6565
34671 Vista V1-UP (pewter) 5,9

050-6832-P744 07613389657395 Firmware: 067-6565
07613389BTEV7 34671 Vista V1-UP (platinum) 5,9

050-6832-P644 07613389656442 Firmware: 067-6565
34671 Vista V1-UP (sand) 59

050-6832-R844 07613389657401 Firmware: 067-6565
34671 Vista V3-UP (espresso) 5,9

050-6833-P444 07613389657418 Firmware: 067-6566
34671 Vista V3-UP (pewter) 5,9

050-6833-P744 07613389657432 Firmware: 067-6566
07613389BTEV7 34671 Vista V3-UP (platinum) 5,9

050-6833-P644 07613389657425 Firmware: 067-6566
34671 Vista V3-UP (sand) 5,9

050-6833-R844 07613389657449 Firmware: 067-6566
34671 Vista V5-UP (espresso) 59

050-6834-P444 07613389657456 Firmware: 067-6567
34671 Vista V5-UP (pewter) 5,9

050-6834-P744 07613389657470 Firmware: 067-6567
07613389BTEV7 34671 Vista V5-UP (platinum) 5,9

050-6834-P644 07613389657463 Firmware: 067-6567
34671 Vista V5-UP (sand) 59

050-6834-R844 07613389657487 Firmware: 067-6567
34671 Vista V7-UP (espresso) 5,9

050-6835-P444 07613389657494 Firmware: 067-6568
34671 Vista V7-UP (pewter) 5,9

050-6835-P744 07613389657517 Firmware: 067-6568
076133898TEV7 34671 Vista V7-UP (platinum) 5,9

050-6835-P644 07613389657500 Firmware: 067-6568
34671 Vista V7-UP (sand) 5,9

050-6835-R844 07613389657524 Firmware: 067-6568
34671 Vista V9-UP (espresso) 59

050-6836-P444 07613389657531 Firmware: 067-6569
34671 Vista V9-UP (pewter) 59

050-6836-P744 07613389657555 Firmware: 067-6569
07613389BTEV7 34671 Vista V9-UP (platinum) 5,9

050-6836-P644 07613389657548 Firmware: 067-6569
34671 Vista V9-UP (sand) 59

050-6836-R844 07613389657562 Firmware: 067-6569
34671 Vista V-UP Select (espresso) 5,9

050-6858-P444 07613389656954 Firmware: 067-6569
34671 Vista V-UP Select (pewter) 5,9

050-6858-P744 07613389658934 Firmware: 067-6569
076133898TEV7 34671 Vista V-UP Select (platinum) 59

050-6858-P644 07613389658927 Firmware: 067-6569
34671 Vista V-UP Select (sand) 5,9

050-6858-R844 07613389658941 Firmware: 067-6569
34671 Vista V-UP trial (platinum) 5,9

050-6837-P644 076133898TEV7 07613389657579 Firmware: 067-6569
34671 beat FS 1-RT675 UP (carbon black) 59

050-6850-U6 07613389655285 Firmware: 067-6565
34671 beat FS 1-RT675 UP (cashmere beige) 5,9

050-6850-UA 07613389655292 Firmware: 067-6565
07613389BTEV7 34671 beat FS 1-RT675 UP (metallic 5,9

anthracite)

050-6850-UC 07613389655315 Firmware: 067-6565

050-6850-UB 07613389655308 34671 beat FS 1-RT675 UP (mocha brown) 59
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Firmware: 067-6565
34671 beat FS 1-RT675 UP (sterling silver) 5,9
050-6850-U4 07613389654691 Firmware: 067-6565
34671 beat FS 3-RT675 UP (carbon black) 5,9
050-6851-U6 07613389655322 Firmware: 067-6566
34671 beat FS 3-RT675 UP (cashmere beige) 5,9
050-6851-UA 07613389655339 Firmware: 067-6566
34671 beat FS 3-RT675 UP (metallic 59
07613389BTEV7 anthracite)
050-6851-UC 07613389655353 Firmware: 067-6566
34671 beat FS 3-RT675 UP (mocha brown) 5,9
050-6851-UB 07613389655346 Firmware: 067-6566
34671 beat FS 3-RT675 UP (sterling silver) 5,9
050-6851-U4 07613389654707 Firmware: 067-6566
07613389BTEV7 34671 beat FS 5-RT675 UP (carbon black) 59
050-6852-U6 07613389656213 Firmware: 067-6567
07613389BTEV7 34671 beat FS 5-RT675 UP (cashmere beige) 5,9
050-6852-UA 07613389656220 Firmware: 067-6567
07613389BTEV7 34671 beat FS 5-RT675 UP (metallic 59
anthracite)
050-6852-UC 07613389656244 Firmware: 067-6567
07613389BTEV7 34671 beat FS 5-RT675 UP (mocha brown) 59
050-6852-UB 07613389656237 Firmware: 067-6567
07613389BTEV7 34671 beat FS 5-RT675 UP (sterling silver) 59
050-6852-U4 07613389654714 Firmware: 067-6567
34671 beat FS 7-RT675 UP (carbon black) 59
050-6853-U6 07613389656251 Firmware: 067-6568
34671 beat FS 7-RT675 UP (cashmere beige) 5,9
050-6853-UA 07613389656268 Firmware: 067-6568
34671 beat FS 7-RT675 UP (metallic 5,9
07613389BTEV7 anthracite)
050-6853-UC 07613389656282 Firmware: 067-6568
34671 beat FS 7-RT675 UP (mocha brown) 5,9
050-6853-UB 07613389656275 Firmware: 067-6568
34671 beat FS 7-RT675 UP (sterling silver) 5,9
050-6853-U4 07613389654721 Firmware: 067-6568
34671 beat FS 9-RT675 UP (carbon black) 5,9
050-6854-U6 07613389656299 Firmware: 067-6569
34671 beat FS 9-RT675 UP (cashmere beige) 5,9
050-6854-UA 07613389656305 Firmware: 067-6569
34671 beat FS 9-RT675 UP (metallic 5,9
07613389BTEV7 anthracite)
050-6854-UC 07613389656329 Firmware: 067-6569
34671 beat FS 9-RT675 UP (mocha brown) 5,9
050-6854-UB 07613389656312 Firmware: 067-6569
34671 beat FS 9-RT675 UP (sterling silver) 59
050-6854-U4 07613389654738 Firmware: 067-6569
34671 beat FS RT675 UP myChoice (sterling 5,9
07613389BTEV7 silver)
050-6855-U4 07613389654745 Firmware: 067-6569
34671 AudioNova V1-UP (espresso) 59
050-6832-P465 07613389658033 Firmware: 067-6565
34671 AudioNova V1-UP (pewter) 5,9
050-6832-P765 07613389658040 Firmware: 067-6565
07613389BTEV7 34671 AudioNova V1-UP (platinum) 5,9
050-6832-P665 07613389658026 Firmware: 067-6565
34671 AudioNova V1-UP (sand) 59
050-6832-R865 07613389658057 Firmware: 067-6565
34671 AudioNova V3-UP (espresso) 5,9
050-6833-P465 07613389BTEV7 07613389658064 Firmware: 067-6566
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34671 AudioNova V3-UP (pewter) 5,9
050-6833-P765 07613389658088 Firmware: 067-6566
34671 AudioNova V3-UP (platinum) 5,9
050-6833-P665 07613389658071 Firmware: 067-6566
34671 AudioNova V3-UP (sand) 5,9
050-6833-R865 07613389658095 Firmware: 067-6566
34671 AudioNova V5-UP (espresso) 5,9
050-6834-P465 07613389652444 Firmware: 067-6567
34671 AudioNova V5-UP (pewter) 5,9
050-6834-P765 07613389652468 Firmware: 067-6567
07613389BTEV7 34671 AudioNova V5-UP (platinum) 5,9
050-6834-P665 07613389652451 Firmware: 067-6567
34671 AudioNova V5-UP (sand) 5,9
050-6834-R865 07613389652475 Firmware: 067-6567
34671 AudioNova V7-UP (espresso) 5,9
050-6835-P465 07613389652482 Firmware: 067-6568
34671 AudioNova V7-UP (pewter) 5,9
050-6835-P765 07613389652505 Firmware: 067-6568
076133898TEV7 34671 AudioNova V7-UP (platinum) 5,9
050-6835-P665 07613389652499 Firmware: 067-6568
34671 AudioNova V7-UP (sand) 5,9
050-6835-R865 07613389658217 Firmware: 067-6568
34671 AudioNova V9-UP (espresso) 5,9
050-6836-P465 07613389658224 Firmware: 067-6569
34671 AudioNova V9-UP (pewter) 59
050-6836-P765 07613389658248 Firmware: 067-6569
07613389BTEV7 34671 AudioNova V9-UP (platinum) 5,9
050-6836-P665 07613389658231 Firmware: 067-6569
34671 AudioNova V9-UP (sand) 5,9
050-6836-R865 07613389658255 Firmware: 067-6569
34671 AudioNova V-UP trial (platinum) 59
050-6837-P665 07613389BTEV7 07613389658262 Firmware: 067-6569
34671 Advance 272 UP (espresso) 5,9
050-6832-P450 07613389680102 Firmware: 067-6565
34671 Advance 272 UP (pewter) 59
050-6832-P750 07613389680126 Firmware: 067-6565
07613389BTEV7 34671 Advance 272 UP (platinum) 59
050-6832-P650 07613389680119 Firmware: 067-6565
34671 Advance 272 UP (sand) 5,9
050-6832-R850 07613389680133 Firmware: 067-6565
34671 Advance 372 UP (espresso) 59
050-6833-P450 07613389680140 Firmware: 067-6566
34671 Advance 372 UP (pewter) 5,9
050-6833-P750 07613389680164 Firmware: 067-6566
07613389BTEV7 34671 Advance 372 UP (platinum) 5,9
050-6833-P650 07613389680157 Firmware: 067-6566
34671 Advance 372 UP (sand) 59
050-6833-R850 07613389680171 Firmware: 067-6566
34671 Advance 472 UP (espresso) 5,9
050-6834-P450 07613389680188 Firmware: 067-6567
34671 Advance 472 UP (pewter) 5,9
050-6834-P750 07613389680201 Firmware: 067-6567
076133898TEV7 34671 Advance 472 UP (platinum) 59
050-6834-P650 07613389680195 Firmware: 067-6567
34671 Advance 472 UP (sand) 5,9
050-6834-R850 07613389680218 Firmware: 067-6567
34671 Advance 572 UP (espresso) 59
050-6835-P450 07613389680225 Firmware: 067-6568
076133898TEV7 34671 Advance 572 UP (pewter) 59
050-6835-P750 07613389680249 Firmware: 067-6568
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34671 Advance 572 UP (platinum) 5,9
050-6835-P650 07613389680232 Firmware: 067-6568
34671 Advance 572 UP (sand) 5,9
050-6835-R850 07613389680256 Firmware: 067-6568
34671 Advance 672 UP (espresso) 5,9
050-6836-P450 07613389680263 Firmware: 067-6569
34671 Advance 672 UP (pewter) 5,9
050-6836-P750 07613389680287 Firmware: 067-6569
07613389BTEV7 34671 Advance 672 UP (platinum) 5,9
050-6836-P650 07613389680270 Firmware: 067-6569
34671 Advance 672 UP (sand) 5,9
050-6836-R850 07613389680294 Firmware: 067-6569
34671 Advance72 UP trial (platinum) 5,9
050-6837-P650 07613389BTEV7 07613389680300 Firmware: 067-6569
34671 Relate4.0 Gold UP BTE (espresso) 5,9
050-6835-P476 07613389681529 Firmware: 067-6568
34671 Relate4.0 Gold UP BTE (platinum) 5,9
050-6835-P676 07613389BTEV7 07613389681536 Firmware: 067-6568
34671 Relate4.0 Gold UP BTE (sand) 59
050-6835-R876 07613389681543 Firmware: 067-6568
34671 Relate4.0 Platinum UP BTE (espresso) 5,9
050-6836-P476 07613389681550 Firmware: 067-6569
34671 Relate4.0 Platinum UP BTE (platinum) 5,9
050-6836-P676 07613389BTEV7 07613389681567 Firmware: 067-6569
34671 Relate4.0 Platinum UP BTE (sand) 59
050-6836-R876 07613389681574 Firmware: 067-6569
34671 Relate4.0 Silver UP BTE (espresso) 5,9
050-6833-P476 07613389681499 Firmware: 067-6566
34671 Relate4.0 Silver UP BTE (platinum) 5,9
050-6833-P676 076133898TEV7 07613389681505 Firmware: 067-6566
34671 Relate4.0 Silver UP BTE (sand) 59
050-6833-R876 07613389681512 Firmware: 067-6566
34671 SoniTon UP7 12 UP (pewter) 5,9
050-6833-P758 07613389701609 Firmware: 067-6566
34671 SoniTon UP7 12 UP (platinum) 59
050-6833-P658 076133898TEV7 07613389701531 Firmware: 067-6566
34671 SoniTon UP7 12 UP (sand) 59
050-6833-R858 07613389701616 Firmware: 067-6566
34671 SoniTon UP7 16 UP (pewter) 5,9
050-6834-P758 07613389701623 Firmware: 067-6567
34671 SoniTon UP7 16 UP (platinum) 59
050-6834-P658 076133898TEV7 07613389701548 Firmware: 067-6567
34671 SoniTon UP7 16 UP (sand) 5,9
050-6834-R858 07613389701630 Firmware: 067-6567
34671 SoniTon UP7 20 UP (pewter) 5,9
050-6835-P758 07613389701647 Firmware: 067-6568
34671 SoniTon UP7 20 UP (platinum) 59
050-6835-P658 076133898TEV7 07613389701555 Firmware: 067-6568
34671 SoniTon UP7 20 UP (sand) 5,9
050-6835-R858 07613389701654 Firmware: 067-6568
34671 SoniTon UP7 8 UP (pewter) 5,9
050-6832-P758 07613389701586 Firmware: 067-6565
34671 SoniTon UP7 8 UP (platinum) 59
050-6832-P658 07613389BTEV7 07613389701524 Firmware: 067-6565
34671 SoniTon UP7 8 UP (sand) 5,9
050-6832-R858 07613389701593 Firmware: 067-6565
34671 SoniTon UP7 Premium UP (pewter) 59
050-6836-P758 07613389701661 Firmware: 067-6569
076133898TEV7 34671 SoniTon UP7 Premium UP (platinum) 59
050-6836-P658 07613389701562 Firmware: 067-6569
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34671 SoniTon UP7 Premium UP (sand) 5,9
050-6836-R858 07613389701678 Firmware: 067-6569
34671 SoniTon UP7 UP trial (platinum) 5,9
050-6837-P658 07613389BTEV7 07613389701579 Firmware: 067-6569
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FR

(1) Déclaration de conformité UE, (2) Fabricant, (3) Numéro d’enregistrement unique (4) Mandataire, (5) Produits couverts, (6) Voir 'annexe 1, (7) Usage prévu des produits, (8) L’aide
auditive a pour fonction d’amplifier les sons et de les transmettre dans 'oreille, afin de compenser une perte auditive, (9) Catégorie de risque des produits (10) Classe lla ; voir I'annexe 1
pour la régle correspondante, (11) Normes applicables, (12) Spécification commune applicable, (13) Aucune, (14) Certificat CE /organisme notifié, (15) N° 38657 délivré par GMED (0459)
(16) Méthode d’évaluation de la conformité, (17) Annexe IV (16) Certificat ISO / organisme de certification, (19) No 32433 (1SO 13485:2016), délivré par GMED,(20) Directive 2014/53/UE,
(21) Directive relative aux équipements radio (RED), (22) Directive 2011/65/UE, (23) Directive 2011/65/UE du Parlement européen et du Conseil du 8 juin 2011 sur la restriction de
I'utilisation de certaines substances dangereuses dans les équipements électriques et électroniques (refonte), (24) Directive 2015/863/UE, (25) Directive déléguée (UE) 2015/863 de la
Commission du 31 mars 2015 modifiant 'annexe Il de la directive 2011/65/UE du Parlement européen et du Conseil en ce qui concerne la liste des substances soumises a limitations
(RoHS3), (26) Réglement (CE) n° 1907/2006, (27) Enregistrement, évaluation, autorisation et restriction des substances chimiques (REACH), (28) Directive 2012/19/UE,(29) Directive
2012/19/UE du Parlement européen et du Conseil du 4 juillet 2012 relative aux déchets d’équipements électriques et électroniques (WEEE), (30) Nous, XXX, déclarons par la présente, sous
notre seule responsabilité, que les produits répertoriés dans I'annexe 1 sont conformes a la législation détaillée ci-dessus, ainsi qu’au réglement (UE) 2017/745 du Parlement européen et
du Conseil relatif aux dispositifs médicaux., , (31) Lieu, jour/mois/année, (32) Vice-président de la gestion de la qualité et des affaires réglementaires (33) Responsable des affaires
réglementaires, (34) Référence Produit, (35) UDI-DI basique, (36) Nom du produit et version du micrologiciel, (37) Régle de classification Annexe VIII

ES

(1) Declaracion Europea de Conformidad, (2) Fabricante, (3)Numero de registro unico (4) Representante autorizado, (5) Productos cubiertos, (6) Consulte el anexo 1, (7) Propdsito previsto
de los productos, (8) El audifono esta disefiado para amplificar y transmitir el sonido a los oidos y, de esta forma, compensar la deficiencia auditiva, (9) Clase de riesgo de los productos,
(10) ) Clase lla, consultar el anexo 1 para ver la norma correspondiente, (11) Normas aplicables, (12) Especificaciones comunes aplicables, (13) Ninguna, (14) Certificado CE/organismo
notificado, (15) N.2 38657 expedido por GMED (0459), (16) Linea de evaluacion de conformidad, (17) Anexo IV, (18) Certificado 1SO/organismo de certificacion, (19) N.° 32433 (ISO
13485:2016), emitido por GMED, (20) Directiva 2014/53/UE, (21) Directiva de equipos radioeléctricos (DER), (22) Directiva 2011/65/UE, (23) Directiva 2011/65/UE del Parlamento Europeo
y del Consejo, de 8 de junio de 2011, sobre restricciones a la utilizacion de determinadas sustancias peligrosas en aparatos eléctricos y electrénicos (refundicion),(24) Directiva 2015/863/UE,
(25) Directiva Delegada (UE) 2015/863 de la Comisién, de 31 de marzo de 2015, por la que se modifica el anexo Il de la Directiva 2011/65/UE del Parlamento Europeo y del Consejo en
cuanto a la lista de sustancias restringidas (RoHS3), (26) Reglamento (CE) n.2 1907/2006, (27) Reglamento relativo al registro, la evaluacién, la autorizacion y la restriccién de las sustancias
y preparados quimicos (REACH), (28) Directiva 2012/19/UE, (29) Directiva 2012/19/UE del Parlamento Europeo y del Consejo, de 4 de julio de 2012, sobre residuos de aparatos eléctricos
y electrénicos (RAEE), (30) Por el presente documento, nosotros, XXX declaramos bajo nuestra propia responsabilidad que los productos enumerados en el anexo 1 cumplen con la
legislacién mencionada mds arriba y el Reglamento (UE) 2017/745 del Parlamento Europeo y del Consejo sobre dispositivos médicos., (31) Lugar, dia/mes/afio, (32) Vicepresidente de
Asuntos reguladores y gestion de la calidad, (33) Gestor de Asuntos reguladores, (34) Referencia del producto, (35) UDI-DI Basico, (36) Nombre del producto y versidn de firmware, (37)
Norma de clasificacién Anexo VIII

DE (1) EU-Konformitatserklarung, (2) Hersteller,(3) Einmalige Registrierungsnummer (4) Autorisierter Vertreter, (5) Produkte, (6) Siehe Anhang 1, (7) Verwendungszweck der Produkte, (8) Das

Hoérgerat dient der Verstiarkung von Ténen und ihrer Ubertragung auf das Ohr, um eine Hérminderung auszugleichen, (9) Risikoklasse der Produkte, (10) Klasse lla siehe Anhang 1 fiir die
entsprechende Vorschrift, (11) Zutreffende Normen, (12) Zutreffende gemeinsame Spezifikation, (13) Keine, (14)Konformitatsbes cheinigung/Benannte Stelle , (15) Nr. 38657 erstellt von
GMED (0459), (16) Pfad der Konformitatsbewertung, (17) Anhang IV, (16) ISO-Zertifizierung/Zertifizierungsstelle, (19) Nr. 32433 (ISO 13485:2016), ausgestellt durch GMED, (20)
Richtlinie 2014/53/EU, (21) iber Funkanlagen (RED), (22) Richtlinie 2011/65/EU , (23) Richtlinie 2011/65/EU des europaischen Parlaments und des Rates vom 8. Juni 2011 zur Beschrankung
der Verwendung bestimmter gefahrlicher Stoffe in Elektro- und Elektronikgeraten (Neufassung), (24) Richtlinie 2015/863/EU, (25) Delegierte Richtlinie (EU) der Kommission 2015/863 vom
31. Marz 2015 zur Anderung von Anhang Il der Richtlinie 2011/65 EU des Europdischen Parlaments und des Rates hinsichtlich der Liste der Stoffe, die Beschrankungen unterliegen (RoHS3),
(26) Verordnung (EG) Nr. 1907/2006, (27) Registrierung, Bewertung, Zulassung und Beschrankung chemischer Stoffe (REACH), (28) Richtlinie 2012/19/EU, (29) Richtlinie 2012/19/EU des
europaischen Parlaments und des Rates vom 4 Juli 2012 tber Elektro- und Elektronik-Altgerate (WEEE) (30) Wir, XXX, erklaren hiermit in alleiniger Verantwortung, dass die in Anhang 1
aufgefiihrten Produkte den oben aufgefiihrten Gesetzen sowie der Verordnung (EU) 2017/745 des Europaischen Parlaments und des Rates tiber Medizinprodukte entsprechen, (31) Ort,
TT.MM.JJJ, (32), VP Quality Management and Regulatory Affairs, (33) Regulatory Affairs Manager, (34) Produkt-referenz, (35) Basis-UDI-DI, (36) Produktname und Firmware-Version, (37)
KlassifizierungsregelAnhang VIII

PT

(1) Declaragdo de conformidade da EU, (2) Fabricante, (3) Nimero unico de registo (4) Representante autorizado, (5) Produtos abrangidos, (6) Consultar Anexo 1, (7) Uso previsto dos
produtos, (8) O aparelho auditivo destina-se a amplificar e transmitir som ao ouvido e assim compensar a deficiéncia auditiva.,(9) Classe de risco dos produtos, (10) Classe Ila; consultar o
Anexo 1 para a regra correspondente, (11) Normas aplicéveis, (12) Especificagdo comum aplicével, (13) Nenhuma, (14) Certificado CE/Organismo notificado, (15) N.2 38657, emitido pela
GMED (0459), (16) Via de avaliagdo de conformidade, (17) Anexo IV, (18) Certificado ISO/Organismo de certificagdo, (17) N° 32433 (ISO 13485:2016), emitido por GMED, (20) Diretiva
2014/53/UE , (21) Diretiva relativa a equipamentos de radio (RED), (22) Diretiva 2011/65/EU, (23) Diretiva 2011/65/UE do Parlamento Europeu e do Conselho de 8 de junho de 2011
relativa a restri¢do do uso de determinadas substancias perigosas em equipamentos elétricos e eletrénicos (reformulada), (24) Diretiva 2015/863/EU, (25) Diretiva delegada pela Comissdo
(UE) 2015/863 de 31 de margo de 2015 que corrige o Anexo |l da Diretiva 2011/65/UE do Parlamento Europeu e do Conselho no que diz respeito a lista de substancias restritas (RSP3),
(26) Regulamento (CE) n.2 1907/2006, (27) Registo, avaliagdo, autorizagdo e restri¢do de substancias quimicas (REACH), (28) Diretiva 2012/19/EU, (29)Diretiva 2012/19/UE do Parlamento
Europeu e do Conselho de 4 de julho de 2012 relativa aos residuos de equipamentos elétricos e eletrénicos (REEE), (30) N6s, XXX, sob a nossa exclusiva responsabilidade, declaramos
através do presente documento que os produtos enumerados no Anexo 1 estdo em conformidade com a legislagdo acima detalhada e o Regulamento (UE) 2017/745 do Parlamento
Europeu e do Conselho relativo a dispositivos médicos , , (31) Local, dia-més-ano , (32) VP de Gestdo da Qualidade e Assuntos Regulamentares, (33) Especialista em aspetos legais e
regulamentares, (34) Referéncia do produto, (35) UDI-DI Bésica, (36) Nome do produto e versdo de firmware, (37) Regra de classificagdo Anexo VIII.

(1) Dichiarazione di conformita UE, (2) Produttore, (3) Numero singolo di registrazione, (4) Rappresentante autorizzato, (5) Prodotti interessati, (6) Vedere Allegato 1, (7) Scopo previsto
dei prodotti, (8) La funzione dell’apparecchio acustico e quella di amplificare e trasmettere il suono all’orecchio, compensando cosi la compromissione dell’udito., (9) Classe di rischio dei
prodotti, (10) Classe lla, vedere Allegato 1 per la normativa corrispondente, (11) Standard applicabili, (12) Specifica comune applicabile, (13) nessuna, (14) Certificato CE/Ente di
certificazione , (15) N° 38657, emesso da GMED (0459), (16) Percorso di valutazione della conformita, (17) Allegato 1V, (18) Certificato 1ISO/Organismo di certificazione, (19) n. 32433 (ISO
13485:2016), rilasciato da GMED, (20) Direttiva 2014/53/UE, (21) Direttiva sulle apparecchiature radio (RED), (22) Direttiva 2011/65/UE, (23) Direttiva 2011/65/UE del Parlamento europeo
e del Consiglio dell’8 giugno 2011 sulla restrizione dell’'uso di determinate sostanze pericolose nelle apparecchiature elettriche ed elettroniche (riformulata) , (24) Direttiva 2015/863/UE,
(25) Direttiva Delegata (UE) 2015/863 della Commissione, del 31 marzo 2015, recante modifica dell'Allegato Il della Direttiva 2011/65/UE del Parlamento europeo e del Consiglio per
quanto riguarda l'elenco delle sostanze con restrizioni d'uso (RoHS3), (26) Regolamento (CE) n. 1907/2006 , (27) Registrazione, valutazione, autorizzazione e restrizione delle sostanze
chimiche (REACH), (28) Direttiva 2012/19/UE, (29) Direttiva 2012/19/UE del Parlamento europeo e del Consiglio del 4 luglio 2012 sui rifiuti di apparecchiature elettriche ed elettroniche
(WEEE), (30) Con la presente XXX, sotto la propria esclusiva responsabilita, dichiara che i prodotti elencati nell’Allegato 1 rispettano le Direttive sopra elencate e il Regolamento (UE)
2017/745 del Parlamento europeo e del Consiglio sui dispositivi medici,, (31) Luogo, giorno/mese/anno , (32 ) VP Controllo qualita e Affari regolatori, (33) Dirigente Affari regolatori, (34)
Riferimento prodotto, (35) UDI-DI di base, (36) Nome prodotto e versione firmware, (37) Standard di classificazione Allegato VIII.
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(1) Deklaracja zgodnosci UE, (2) Producent, (3) Pojedynczy numer rejestracyjny, (4) Autoryzowany przedstawiciel, (5) Produkty, ktérych dotyczy, (6) Patrz Aneks, 1, (7) Przeznaczenie
produktéw, (8) Aparat stuchowy stuzy do wzmacniania i przekazywania dzwieku do ucha, a tym samym kompensowania wady stuchu.,(9) Klasa ryzyka produktéw, (10) Klasa Ila, odpowiednia
reguta znajduje sie w Zataczniku 1, (11) Stosowane standardy, (12) Stosowane specyfikacje ogdlne, (13) Brak, (14) Certyfikat WE / jednostka notyfikowana, (15) nr 38657, wydany przez
GMED (0459), (16) Metoda oceny zgodnosci, (17) Aneks 1V, (18) Certyfikat ISO/Jednostka certyfikujgca, (19) Nr 32433 (1SO 13485:2016), wydany przez GMED , (20) Dyrektywa 2014/53/UE,
(21) Dyrektywa w sprawie sprzetu radiowego (Radio Equipment Directive, RED), (22) Dyrektywa 2011/65/UE, (23) Dyrektywa 2011/65/UE Parlamentu Europejskiego i Rady z dnia 8 czerwca
2011 r. w sprawie ograniczenia stosowania niektérych niebezpiecznych substancji w sprzecie elektrycznym i elektronicznym (wersja przeksztatcona), (24) Dyrektywa 2015/863/UE, (25)
Dyrektywa delegowana Komisji (UE) 2015/863 z dnia 31 marca 2015 r. zmieniajgca Zatacznik Il do Dyrektywy Parlamentu Europejskiego i Rady 2011/65/UE w odniesieniu do wykazu
substancji objetych ograniczeniami (RoHS3), (26) Rozporzadzenie (EC) Nr 1907/2006, (27) Rejestracja, ocena, udzielanie zezwolen i stosowane ograniczenia w zakresie chemikaliéow (REACH),
(28) Dyrektywa 2012/19/UE, (29) Dyrektywa 2012/19/UE Parlamentu Europejskiego i Rady z dnia 4 lipca 2012 r. w sprawie zuzytego sprzetu elektrycznego i elektronicznego (WEEE), (30)
My, XXX, na wytaczng odpowiedzialnos$¢ niniejszym oswiadczamy, ze produkty wymienione w Aneksie 1 s zgodne z przepisami prawa wymienionymi powyzej oraz z rozporzgdzeniem
Parlamentu Europejskiego i Rady (UE) 2017/745 w sprawie wyrobéw medycznych ,(31) Miejscowosé, dzieri/miesigc/rok, (32) Wiceprezes ds. zarzgdzania jakoscig i regulacji prawnych (33)
Kierownik ds. regulacji prawnych; (34) Numer referencyjny produktu, (35) Podstawowy UDI-DI, (36) Nazwa produktu i wersja oprogramowania sprzetowego, (37) Zasada klasyfikacji Aneks
VI

NL

(1) Europese conformiteitsverklaring, (2) Fabrikant, (3) Registratienummer (SNR), (4) Geautoriseerde vertegenwoordiger, (5) Betrokken producten, (6) Zie Bijlage 1, (7) Beoogd doeleinde
van producten, (8) Het doel van hoortoestellen is geluiden te versterken en naar het oor te zenden, en hiermee slechthorendheid te compenseren.,(9) Risicoklasse van producten, (10)
Klasse lla zie Bijlage 1 voor de betreffende regel, (11) Toepasselijke normen, (12) Toepasselijke algemene specificatie, (13) Geen, (14)EC-certificaat/Aangemelde instantie , (15) Nr. 38657,
verstrekt door GMED (0459), (16) Route van conformiteitsbeoordeling, (17) Bijlage IV, (18) ISO-certificering/Certificerende instantie, (19) Nr. 32433 (ISO 13485:2016), uitgegeven door
GMED, (20) Richtlijn 2014/53/EU, (21) Richtlijn radioapparatuur (RED), (22) Richtlijn 2011/65/EU, (23) Richtlijn 2011/65/EU van het Europees Parlement en de Raad van 8 juni 2011
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betreffende beperking van het gebruik van bepaalde gevaarlijke stoffen in elektrische en elektronische apparatuur (herschikking), (24) Richtlijn 2015/863/EU, (25) Gedelegeerde richtlijn
(EU) 2015/863 van de Commissie van 31 maart 2015 tot wijziging van bijlage I bij Richtlijn 2011/65/EU van het Europees Parlement en de Raad wat betreft de lijst van stoffen waarvoor
beperkingen gelden (RoHS3), (26) Verordening (EG) nr. 1907/2006, (27) Registratie en beoordeling van en de autorisatie en beperkingen ten aanzien van chemische stoffen (REACH), (28)
Richtlijn 2012/19/EU, (29) Richtlijn 2012/19/EU van het Europees Parlement en de Raad van 4 juli 2012 betreffende afgedankte elektrische en elektronische apparatuur (AEEA), (30) Wij,
XXX, verklaren hierbij onder volledige verantwoordelijkheid dat de producten vermeld in Bijlage 1 voldoen aan de hierboven vermelde wetgeving en Verordening (EU) 2017/745 van het
Europees Parlement en de Raad inzake medische hulpmiddelen, (31) Locatie, dag/maand/jaar(32) VP Quality Management and Regulatory Affairs, (33) Regulatory Affairs Manager, (34)
Product referentie, (35) Basis UDI-DI, (36) Productnaam en firmwareversie, (37) Classificatieregel Bijlage VI

BG (1) EC geknapaumsa 3a cvoteetcteue, (2) Mpoussoguten, (3) EamHeH pernctpaumoHeH Homep, (4) YnbaHomolweH npeactasuten, (5) O6xBaHaTv NpoayKTH, (6) Buxre npunoxexue 1, (7)

cs

MpeaHasHaueHWe Ha NPoAyKTH, (8) CNyxoBMAT anapat e NpeAHasHauveH 3a ycu/iBaHe M NpejaBaHe Ha 3BYK [0 YXOTO U MO TO3W HauYMH 3a KOMMEHCHUpPaHe Ha yBpeaeHus cayx.,(9) Knac Ha
pucka Ha npogykTtute, (10) Knac lla, sBukte MpunoskeHue 1 3a cboTtBeTHOTO npaswno, (11) Mpunoxumu ctaHgaptv, (12) Mpunoskuma obwa cneundukauma, (13) Hama, (14) EO
ceptudurat/Hotuduumpan oprat , (15) N° 38657, usgageHo ot GMED (0459), (16) Moaxos 3a oueHABaHe Ha cboTBeTCTBUETO, (17) Mpunoxerue 1V, (18) I1SO ceptudmkat/ceptudbmumpay
opraH, (19) Homep 32433 (I1SO 13485:2016), usgageHo ot GMED, (20) AupekTusa 2014/53/EC, (21) AnpeKTnBa OTHOCHO paanocbopberunTta (RED), (22) AupekTtusa 2011/65/EC, (23)
[Oupektusa 2011/65/EC Ha Esponeiickva napnameHT v Ha Cbeeta oT 8 toHM 2011 r. OTHOCHO OrpaHWYeHWeTo 3a ynoTpebaTta Ha onpeaeseHn ONacHW BELEeCTBA B €/1eKTPUYECKOTO U
eNneKkTpoHHOTO obopyasaHe (npepaboTeHa Bepcus), (24) Oupektvsa 2015/863/EC, (25) Aenervpana Aupektusa (EC) 2015/863 Ha KomucumaTta ot 31 mapT 2015 roamHa 3a U3mMeHeHue Ha
npunosxenue Il kbm Oupektvusa 2011/65/EC EBponeiickua napaameHT M Ha CbBeTa No OTHOLIEHME Ha CMMCbKa Ha orpaHuyeHuTe selectsa (RoHS3), (26) PernamenT (EO) Ne 1907/2006,
(27) oTHOCHO perncTpauumaTa, oLeHKaTa, pa3pelwaBaHeTo M orpaHnyaBaHeTo Ha xumukanau (REACH), (28) Oupektusa 2012/19/EC, (29) AnpekTusa 2012/19/EC Ha EBponeickua napaameHT
1 Ha CbBeTa oT 4 011 2012 r. OTHOCHO OTNAAbLUTE OT e/IEKTPUYECKO U eNeKTPOHHO obopyasaHe (OEEO), (30) C HacToALWOTO HUe oT XXX AeKnapypame U3LAN0 Ha Halla OTFOBOPHOCT, Ye
NPOAYKTUTE, NoCoYeHu B MpunoxkeHue 1, ca B CbOTBETCTBME C FOPENOCOYEHOTO 3aKOHOAATeNCTBO U ¢ PernameHT (EC) 2017/745 Ha EBponeiickua napiameHT U Ha CbBeTa 3a MeAULMHCKUTE
nsgenus. (31) Mectononoskenwue, aeH/meceu/roguHa , (32) BuuenpesnaeHT no ynpasaeHue Ha KauyecTBOTO M perynatopHuTte Bbnpocu, (33) PbkoBoauTen no perynatopHu sbnpock (34)
CnpaBoyHa uHbopmaLma 3a npoayKTa, (35) basoso UDI-DI, (36) HaumeHoBaHWe Ha npoayKTa u Bepcua Ha dbpmyepa, (37) Mpasuno 3a knacuduumpare Mpunoxkerue Vil

(1) EU Prohldseni o shodg, (2) Vyrobce, (3) Jedinetné registracni Cislo, (4) Autorizovany zéstupce, (5) Zahrnuté produkty, (6) Viz pfiloha 1, (7) Zamysleny Gcel poufiti, (8) Sluchadlo je uréeno
k zesileni a pfenosu zvuku do usi, ¢imZ kompenzuje zhorseny sluch.., (9) Trida rizika produktd, (10) Odpovidajici pravidlo pro Tfidu lla viz Pfiloha 1, (11) Platné normy, (12) Pouzitelna
spole¢na specifikace, (13) Zadna, (14) Certifikat ES/ozndmeny subjekt , (15) &. 38657, vydané spoleénosti GMED (0459), (16) Cesta posuzovani shody, (17) Pfiloha IV, (18) Certifikat ISO /
certifikacni orgdn, (19) ¢.° 32433 (ISO 13485:2016), vydano GMED, (20) Smérnice 2014/53/EU, (21) o radiovych zafizenich (Radio Equipment Directive, RED), (22) Smérnice 2011/65/EU,
(23) Smérnice Evropského parlamentu a Rady 2011/65/EU ze dne 8. ervna 2011 o omezeni pouzivani nékterych nebezpeénych latek v elektrickych a elektronickych zafizenich
(pfepracované znéni) , (24) Smérnice 2015/863/EU, (25) Smérnice Komise v pfenesené pravomoci (EU) 2015/863 ze dne 31. bfezna 2015, kterou se méni P¥iloha Il Smérnice Evropského
parlamentu a Rady 2011/65/EU, pokud jde o seznam omezenych latek (RoHS3), (26) Nafizeni (ES) &. 1907/2006, (27) Registrace, hodnoceni, povolovani a omezovéni chemickych latek
(REACH), (28) Smérnice 2012/19/EU, (29) Smérnice Evropského parlamentu a Rady 2012/19/EU ze dne 4. ¢ervence 2012 o odpadnich elektrickych a elektronickych zafizenich (OEEZ), (30)
My, XXX, na vyhradni odpovédnost timto prohlasujeme, Ze produkty uvedené v pfiloze 1 jsou v souladu s pravnimi predpisy uvede nymi vyse a s nafizenim Evropského parlamentu a Rady
(EU) 2017/745 o zdravotnickych prostfedcich, (31) Misto, den/mésic/rok, (32) VP pro management kvality a regulaéni zéleZitosti (33) Manazer pro regulaéni zaleZitosti (34) Referenéni €.
produktu (35) Zakladni UDI-DI, (36) Nazev produktu a verze firmwaru, (37) Pravidlo klasifikace Priloha VIII

DA (1) EU-overensstemmelseserklaering, (2) Producent, (3) Enkelt registreringsnummer, (4) Autoriseret repraesentant, (5) Omfattede produkter, (6) Se bilag 1, (7) Produktets erklerede formal,
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(8) Hpreapparatet er beregnet til at forsteerke og transmittere lyd til gret og dermed kompensere for nedsat hgrelse., (9) Produktets risikoklasse, (10) Klasse Ila se bilag 1 for den tilhgrende
regel, (11) Gaeldende standarder, (12) Gaeldende almindelig specifikation, (13) Ingen, (14) EC-certifikat/bemyndiget organ, (15) N° 38657, udstedt af GMED (0459), (16) Forlgb af
overensstemmelsesvurdering, (17) Bilag IV, (18) ISO-certificering/attesterende organ, (19) Nr. 32433 (ISO 13485:2016), udstedt af GMED, (20) Direktiv 2014/53/EU, (21),Direktiv om
radioudstyr (RED), (22) Direktiv 2011/65/EU, (23) Europa-Parlamentets og Radets direktiv 2011/65/EU af 8. juni 2011 om begraensning af anvendelsen af visse farlige stoffer i elektrisk og
elektronisk udstyr (omarbejdning), (24) Direktiv 2015/863/EU, (25) Kommissionsdelegeret direktiv (EU) 2015/863 af 31. marts 2015 med andring af bilag Il til Det Europaeiske Parlaments
og Rédets direktiv 2011/65/EU med hensyn til listen over begraensede stoffer (RoHS3), (26) Forordning (EF) nr. 1907/2006, (27) Registrering, vurdering, godkendelse og begraensning af
kemikalier (REACH), (28) (27)Direktiv 2012/19/,(29) Europa-Parlamentets og Radets direktiv 2012/19/EU af 4. juli 2012 om affald af elektrisk og elektronisk udstyr (WEEE), (30) Vi, XXX,
som eneansvarlig, erkleerer hermed, at produkterne i bilag 1 stemmer overens med ovenstdende lovgivning og Europa-Parlamentets og Radets forordning 2017/745/EU om medicinsk
udstyr, (31) Lokalitet, dag/maned/ar, (32) VP Quality Management og Regulatory Affairs, (33) Regulatory Affairs Manager, (34) Produktreference, (35) Grundlaeggende UDI-DI, (36)
Produktnavn og firmwareversion, (37) Klassificeringsregel Bilag VIII

(1) EU-vaatimustenmukaisuusvakuutus, (2) Valmistaja, (3) SRN-numero, (4) Valtuutettu edustaja, (5) Vakuutuksen kohteena olevat tuotteet, (6) Katso liite 1, (7) Tuotteiden kdyttotarkoitus,
(8) Kuulokoje on tarkoitettu vahvistamaan ja johtamaan aanta korvaan ja siten kompensoimaan alentunutta kuuloa., (9) Tuotteiden riskiluokka, (10) Luokka Ila katso vastaava saanto
liitteestd 1, (11) Sovellettavat standardit, (12) Sovellettava yleinen eritelma, (13) Ei mitddn, (14) EY-todistus / ilmoitettu laitos, (15) Nro° 38657, myodntdja: GMED (0459) , (16)
Vaatimustenmukaisuuden arviointireitti, (17) Liite 1V, (18) ISO-sertifikaatti/sertifiointilaitos, (19) Nro 32433 (ISO 13485:2016), myontija: GMED, (20) Direktiivi 2014/53/EU, (21)
Radiolaitedirektiivi (RED), (22) Direktiivi 2011/65/EU, (23) Euroopan parlamentin ja neuvoston direktiivi 2011/65/E U, annettu 8 paivana kesdkuuta 2011, tiettyjen vaarallisten aineiden
kdytdn rajoittamisesta sahké- ja elektroniikkalaitteissa (uudelleenlaadittu), (24) Direktiivi 2015/863/EU, (25) komission delegoitu direktiivi (EU) 2015/863, annettu 31 pdivand maaliskuuta
2015, Euroopan parlamentin ja neuvoston direktiivin 2011/65/EU liitteen Il muuttamisesta rajoitusten kohteena olevien aineiden luettelon osalta (RoHS3), (26) Asetus (EY) N:o 1907/2006,
(27) Kemikaalien rekisterdinti, arviointi, lupamenettely ja rajoitukset (REACH), (28) Direktiivi 2012/19/EU, (29) Euroopan parlamentin ja neuvoston direktiivi 2012/19/EU, annettu 4 paivana
heindkuuta 2012, séhko- ja elektroniikkalaiteromusta (WEEE), (30) XXX yksinomaisella vastuullaan vakuuttaa taten, ettd liitteessd 1 luetellut tuotteet ovat edelld mainittujen lakien ja
laakinnallisista laitteista annetun Euroopan parlamentin ja neuvoston asetuksen (EU) 2017/745 mukaisia. , (31) Paikka, p&iva/kuukausi/vuosi, (32) Laadunhallinnan ja sdantelyasioiden
apulaisjohtaja (33) Saantelyasioiden paallikks, (34) Tuotteen viite,(35) Laitemallin UDI-DI, (36) Tuotteen nimi ja laiteohjelmiston versio, (37) Luokitussdanto Liite VIII

(1) ARAwon cuppdpdwong EE, (2) Kataokevaotrg, (3) Eviaiog apBudg kataxwplong, (4) Eéouoiobotnuévog avtutpdowrnog, (5) Kahumtopeva mpoiovta, (6) BA. Napdptnua 1, (7)
Ev6ebeLypévog oKomog Twv Poioviwy, (8) To akouotikd Bapnkoiag mpoopiletal yia evioxuon Kat LETAS00N HXOU OTO QUTL, O€ TIEPUTTWOELG OTIOU N aKOK| EivaL teploplopévn.,(9) Katnyopia
KwdUvou mpoioviwy, (10) Katnyopia lla BA. Napdptnua 1 yia tov avtiotolxo kavova,, (11) Epappootéa npdtuna, (12) Edappootéa kown mpodiaypadn, (13) Kapia, (14) Motonontikd
EK/Koworounpévog dopéag, (15) Ap. 38657, dopéag ékdoong GMED (0459), (16) Awadikaoia a§lohdynong tng cuppdpdwong, (17) Napdptnpa IV, (18) Miotomontikd 1ISO/Dopéag
ruotonoinong, (19) Ap. 32433 (1SO 13485:2016), bopéag ékSoong GMED, (20) O8nyia 2014/53/EE, (21) O8nyia oxetikd pe tov padioefomhiopd (RED), (22) O6nyia 2011/65/EE, (23) O8nyia
2011/65/EE tou Eupwraikol KowoBouhiou kat tou TupBouliou tng 8ng louviou 2011 yia Tov MEPLOPLOO TG XPHONG OPLOUEVWY ETUKIVEUVWY OUCLWV OE NAEKTPLKS KoL NAEKTPOVIKO
e€omAlopnd (avabewpnon), (24) 08nyia 2015/863/EE, (25) Kat' e§ouotodotnon odnyia (EE) 2015/863 tng 31n¢ Maptiou 2015 tng Emitp omr¢ yia thv tpomnormnoinon tou Mapaptipatog Il tng
08nytag 2011/65/EE tou Eupwnaikol KowoBouliou kat tou SupBouliov 6cov adopd Tov KatdAoyo Twv oucLwV Tou utdkelvtal oe ieploplopd (RoHS3), (26) Kavoviopdg (EE) pe Ap.
1907/2006, (27) Kataxwplon, a§lohdynon, adelobdtnon Kol MePLOPLOMOl Twv XNUKWY Tipoidviwv (REACH), (28) Obnyia 2012/19/EE, (29) O6nyia 2012/19/EE tou Eupwmaikol
KowoBouliou kat tou ZupBouliou tng 4ng louliou 2012 yia ta andBAnta NAeKTpLKOU Kat nAektpovikoU e€omhiopou (WEEE), (30) Epeig, n XXX , pe amokAelotikh eubovn, SnAwvoupe da
TOu MaPOVTOoG OTL Ta TPoidvta ou mapatifevial oto Mapdptnua 1 cuppopdwvovtal pe TV avwtépw avadepdpevn vouobeoia kat tov kavoviopo (EE) 2017/745 tou Eupwraikol
KowoBouAiou kat Tou ZupBouliou yla Ta LaTpoTEXVOAOYIKA TTpoiovTa., , (31) TormoBeoia, nuépa/uivac/étog, (32) Avunpdedpog Slaxeiplong modtntag Kot pubuoTikwy Bepdrtwy, (33)
AteuBuvrg pubuoTtikwy Bepdtwy, (34) Avayvwplotiko Mpoidvrog, (35) Baoikd UDI-DI, (36) Ovopa mpoidvtog kat ékdoon uAikoloylopikou, (37) Kavovag tafvopnong Napaptnua VIl

HR (1) EU izjava o sukladnosti, (2) Proizvoda¢, (3) Jedinstveni registracijski broj (4) Ovlasteni zastupnik, (5) Obuhvaceni proizvodi, (6) Pogledajte Prilog 1, (7) Namjena proizvoda, (8) Namjena

je slusnog pomagala da pojaca i prenese zvuk do uha i na taj nacin kompenzira oStecenje sluha., (9) Klasa rizika proizvoda, (10) Il.a klasa, pogledajte Prilog 1. za odgovarajuce pravilo,, (11)
Primjenjive norme, (12) Primjenjive opce specifikacije, (13) Nema, (14) EZ potvrda / prijavljeno tijelo, (15) br. 38657, izdalo drustvo GMED (0459), (16) Postupak ocjenjivanja sukladnosti,
(17) Prilog IV, (18) Certifikat 1SO / certifikacijsko tijelo, (19) Br. 32433 (ISO 13485:2016), izdalo drustvo GMED, (20) Direktiva 2014/53/EU, (21) Direktiva o radijskoj opremi (RED, (22)
Direktiva 2011/65/EU, (23) Direktiva 2011/65/EU Europskog parlamenta i Vije¢a od 8. lipnja 2011. o ograni¢enju uporabe odredenih opasnih tvari u elektri¢noj i elektroni¢koj opremi
(preinaceno), (24) Direktiva 2015/863/EU, (25) Delegirana direktiva Komisije (EU) 2015/863 od 31. oZujka 2015. o izmjeni Priloga II. Direktivi 2011/65/EU Europskog parlamenta i Vije¢a u
pogledu popisa ograni¢enih tvari (RoHS3), (26) Uredba (EZ) br. 1907/2006, (27) Registracija, evaluacija, autorizacija i ograni¢avanje kemikalija (REACH), (28) Direktiva 2012/19/EU, (29)
Direktiva 2012/19/EU Europskog parlamenta i Vije¢a od 4. srpnja 2012. o otpadnoj elektri¢noj i elektronic¢koj opremi (OEEO), (30) Mi, XXX pod vlastitom odgovornos¢u, ovime izjavljujemo
da su proizvodi navedeni u Prilogu 1. sukladni s prethodno navedenim propisima i Uredbom (EU) 2017/745 Europskog parlamenta i Vije¢a o medicinskim proizvodima, (31) Mjesto,
dan/mjesec/godina, (32) Potpredsjednik za upravljanje kvalitetom i regulatorna pitanja, (33) Voditelj regulatornih poslova, (34) Upuéivanje na proizvod (35) Osnovni UDI-DI, (36) Naziv
proizvoda i inacica firmvera, (37) Pravilo razvrstavanja Prilog VIII
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HU (1) EU-megfelelSségi nyilatkozat, (2) Gyartd, (3) Egyedi regisztracids szam, (4) Meghatalmazott képviseld, (5) Erintett termékek, (6) Lasd 1. melléklet, (7) Termékek rendeltetése, (8) A

LT

Lv

hallokésziilék a hang feler@sitésére és a fulbe vald tovébbitdsara szolgél, igy kompenzalva a hallaskarosodast., (9) Termékek kockazati besorolasa, (10) lla. osztaly, a vonatkozé szabaly az
1. mellékletben olvashato, (11) Vonatkozd szabvanyok, (12) Vonatkozé egységes elGirdsok, (13) Nincsenek, 14) EK-nyilatkozat / Bejelentett szervezet, (15) a 38657, GMED éltal kibocsatva
(0459), (16) MegfelelGségértékelés mddja, (17) IV. melléklet, (18) ISO-tanusitvény / tanUsitd szervezet, (19) szédma: 32433 (1SO 13485:2016), kiadta: GMED, (20) 2014/53/EU iranyelv, (21)
Radidberendezésekre vonatkoz6 iranyelv (RED), (22) 2011/65/EU iranyelv, (23) Az Eurdpai Parlament és Tandcs 2011. junius 8-an kiadott 2011/65/EU irdnyelve egyes veszélyes anyagok
elektromos és elektronikus berendezésekben valé alkalmazasanak korlatozasarol (atdolgozas), (24) 2015/863/EU jelli iranyelv, (25) A Bizottsag (EU) 2015/863 felhatalmazason alapuld
iranyelve (2015. marcius 31.) a 2011/65/EU jel(i eurdpai parlamenti és tanacsi iranyelv Il. mellékletének a korlatozott anyagok jegyzéke tekintetében térténd mdédositasardl (RoHS3), (26)
1907/2006-0s szamu (EK) rendelet, (27) Vegyi anyagok regisztralasa, értékelése, engedélyezése és korlatozasa (REACH), (28) 2012/19/EU iranyelv,(29) Az Eurdpai Parlament és Tanacs
2012. julius 4-én kiadott 2012/19/EU iranyelve az elektromos és elektronikus berendezések hulladékairél (WEEE), (30) A(z) XXX kizardlagos felel6sséggel kijelenti, hogy az 1. mellékletben
felsorolt termékek megfelelnek a fent részletezett jogszabalyoknak, valamint az Eurdpai Parlament és a Tanacs orvostechnikai eszkdzokrél sz616 (EU) 2017/745 rendeletének., (31) Helység,
év/hdénap/nap, (32) MinGségiranyitasért és szabdlyozasugyért felel8s alelnok (33) Szabalyozési igyekért felelSs vezets, (34) Termék-hivatkozas , (35) Alapvets UDI-DI, (36) Terméknév és
firmware-verzid, (37) Osztalyozasi szabaly VIIl. Melléklet

(1) ES atitikties deklaracija, (2) Gamintojas, (3) Unikalus registracijos numeris, (4) Jgaliotasis atstovas, (5) Gaminiai, kuriems taikoma, (6) Zr. 1 prieda, (7) Numatyta gaminiy paskirtis, (8)
Klausos aparatas skirtas stiprinti ir perduoti garsg j ausj ir taip kompensuoti klausos sutrikimus.,(9) Gaminiy rizikos klasé, (10) Atitinkama lla klasés taisykle Zr. 1 priede,, (11) Taikomi
standartai, (12) Taikomos bendrosios specifikacijos, (13) Néra, (14) EB sertifikatas / notifikuotoji jstaiga, (15) N° 38657, isdavé GMED (0459) , (16) Atitikties vertinimo badas, (17) IV priedo,
(18) 1SO sertifikatas / sertifikavimo jstaiga, (19) Nr. 32433 (ISO 13485:2016), iSduotas GMED, (20) Direktyva 2014/53/ES, (21) Radijo jrenginiy direktyva (R|D), (22) Direktyva 2011/65/ES,
(23) 2011 m. birZelio 8 d. Europos Parlamento ir Tarybos direktyva 2011/65/ES dél tam tikry pavojingy medZiagy naudojimo elektros ir elektroninéje jrangoje apribojimo (nauja redakcija),
(24) Direktyva 2015/863/ES, (25) 2015 m. kovo 31 d. Komisijos deleguotgja direktyva (ES) 2015/863 i$ dalies kei¢iamas Europos Parlamento ir Tarybos direktyvos 2011/65/ES Il priedas,
susijes su ribojamy medziagy sarasu (RoHS3), (26) Reglamentas (EB) Nr. 1907/2006, (27) Cheminiy medziagy registracija, jvertinimas, autorizacija ir apribojimai (REACH), (28) Direktyva
2012/19/ES, (29) 2012 m. liepos 4 d. Europos Parlamento ir Tarybos direktyva 2012/19/ES dél elektros ir elektroninés jrangos atlieky (WEEE), (30) Mes, ,XXX*“, prisiimdami visg atsakomybe
pareiskiame, kad 1 priede iSvardyti gaminiai atitinka pirmiau paminétus teisés aktus ir Europos Parlamento ir Tarybos reglamenta (ES) 2017/745 dél medicinos priemoni, (31) Vieta, metai-
ménuo-diena, (32) Kokybés valdymo ir reguliavimo reikaly viceprezidentas, (33) Reguliavimo reikaly vadovas (34) Gaminio nuoroda, (35) Bazinis UDI-DI, (36) Gaminio pavadinimas ir
aparatinés jrangos versija, (37) Klasifikavimo taisyklé VIII priedas

(1) EK atbilstibas deklaracija, (2) RaZotajs, (3) Vienotais registracijas numurs (4) Pilnvarotais parstavis, (5) letvertie produkti, (6) Skatit 1. pielikumu, (7) Produktu pielietojuma mérkis, (8)
Dzirdes aparats ir paredzéts, lai pastiprinatu un parraiditu skanu uz ausi, kompensgjot dzirdes trauc&jumus.,.(9) Produktu riska klasifikacija, (10) Ila klase; attiecigo noteikumu skatiet 1.
pielikuma3, (11) Piemérojamie standarti, (12) Spéka eso3as standarta specifikacijas, (13) Nav, (14) EK sertifikats/pilnvarota iestade, (15) N° 38657, izdevéjs: GMED (0459), (16) Atbilstibas
novértésanas avots, (17) IV pielikuma , (18) ISO sertifikats/sertifikacijas iestade, (19) N° 32433 (ISO 13485:2016), izsniedza GMED, (20) Direktiva 2014/53/ES, (21) Radioiekartu direktiva
(RAD), (22) Direktiva 2011/65/ES, (23) Eiropas Parlamenta un Eiropas Padomes 2011. gada 8. junija Direktiva 2011/65/ES par dazu bistamu vielu izmanto3anas ierobezo3anu elektriskajas
un elektroniskajas iekartas (parstradata redakcija), (24) Direktiva 2015/863/ES, (25) Komisijas delegéta direktiva (ES) 2015/863 2015. gada 31. marta pievienots Il pielikums direktivai
2011/65/ES, ko pienémis Eiropas Parlaments un Padome attieciba uz aizliegto vielu sarakstu (RoHS3), (26) Regula (EK) Nr. 1907/2006, (27) Kimikaliju registré$ana, vérté3ana, licencésana
un ierobeZo$ana (REACH), (28) Direktiva 2012/19/ES, (29) Eiropas Parlamenta un Eiropas Padomes 2012. gada 4. julija Direktiva 2012/19/ES par elektrisko un elektronisko iekartu
atkritumiem (EEIA), (30) XXX, uznemoties pilnu atbildibu, apliecina, ka 1. pielikuma noraditie izstradajumi atbilst iepriekSminéto normativo aktu un Eiropas Parlamenta un Padomes
Regulas (ES) 2017/745 par mediciniskam iericém prasibam, (31) Atradanas vieta/diena/ménesis/gads, (32) Kvalitates vadibas un regulativo jautdjumu nodalas priek$sédétaja vietnieks (33)
Regulativo jautajumu nodalas vaditajs, (34) Produkta atsauces Nr, (35) Pamata UDI-DI, (36) Izstradajuma nosaukums un aparatprogrammataras versija, (37) Klasifikacijas noteikumi VIII
pielikums

RO (1) Declaratie de conformitate, (2) Producator, (3) Numar unic de inregistrare (4) Reprezentant autorizat, (5) Produse care fac obiectul declaratiei, (6) Consultati Anexa 1, (7) Domeniul de
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SL

sV

utilizare a produselor, (8) Aparatul auditiv este conceput pentru a amplifica si transmite sunetul cdtre ureche, compensand in acest mod deficientele de auz.,(9) Clasa de risc, (10) Clasa lla
Consultati Anexa 1 pentru norma corespunzatoare, (11) Standarde aplicabile, (12) Specificatie comunad aplicabil3, (13) Nu existd, (14) Certificat CE/Organism notificat, (15) Nr. 38657, emis
de GMED (0459) , (16) Procedura de evaluare a conformitatii, (17) Anexa IV, (18) Certificat ISO/Organism de certificare, (19) Nr. 32433 (1SO 13485:2016), eliberat de GMED, (20) Directiva
2014/53/UE, (21) Directiva referitoare la echipamentele radio (RED), (22) Directiva 2011/65/UE, (23) Directiva 2011/65/UE a Parlamentului European si a Consiliului din 8 iunie 2011 privind
restrictiile de utilizare a anumitor substante periculoase in echipamentele electrice si electronice (reformare), (24) Directiva 2015/863/UE, (25), Directiva delegata (UE) 2015/863 a Comisiei
din 31 martie 2015 de modificare a anexei Il la Directiva 2011/65/UE a Parlamentului European si a Consiliului in ceea ce priveste lista substantelor restrictionate (RoHS3), (26) Regulamentul
(CE) nr. 1907/2006, (27) inregistrarea, evaluarea, autorizarea si restrictionarea substantelor chimice (REACH), (28) Directiva 2012/19/UE, (29) Directiva 2012/19/UE a Parlamentului
European si a Consiliului din 4 iulie 2012 privind deseurile de echipamente electrice si electronice (DEEE), (30) Subscrisa, XXX, declaram prin prezenta, pe propria raspundere, faptul ca
produsele enumerate in Anexa 1 sunt in conformitate cu legislatia specificatd mai sus si cu Regulamentul (UE) 2017/745 al Parlamentului European si al Consiliului privind dispozitivele
medicale, (31) Locul, ziua/luna/anul, (32) Vicepresedinte managementul calitdtii si reglementari, (33) Manager reglementare, (34) Referinta produs, (35) UDI-DI De baza , (36) Denumire
produs si versiune de firmware , (37) Regula de clasificare Anexa VIII

(1) Vyhlasenie o zhode EU, (2) Vyrobca, (3) Jediné registraéné &islo, (4) Autorizovany zastupca, (5) Dotknuté vyrobky, (6) Pozri Dodatok 1, (7) Ugel, na ktory sd vyrobky uréené, (8) Tento
nacdvaci pristroj slZi na zosilnenie zvuku a jeho prenos do usi 0sdb so zhorSenym sluchom, ktoré vdaka tomu moZu lepsie pocut., (9) Rizikova trieda vyrobkov, (10) Trieda lla, pozri prilohu
1 pre prislu$né pravidlo, (11) Platné normy, (12) Platné spoloéné technické parametre, (13) Ziadne, (14) Osvedéenie ES/Notifikovany orgén , (15) &. 38657, vydal: GMED (0459), (16) Spésob
postdenia zhody, (17) Dodatok IV, (18) ISO certifikat/Certifika¢ny organ, (19) €. 32433 (ISO 13485:2016), vydal GMED, (20)Smernica 2014/53/EU , (21) Smernica o radiovych zariadeniach
(RED), (22) Smernica 2011/65/EU, (23) Smernica Eurépskeho parlamentu a Rady 2011/65/EU z 8. jina 2011 o obmedzeni pouzivania uréitych nebezpeénych latok v elektrickych a
elektronickych zariadeniach (prepracované znenie), (24) Smernica 2015/863/EU, (25) delegovana smernica Komisie (EU) 2015/863 z 31. marca 2015, ktorou sa meni priloha Il k smernici
Eurépskeho parlamentu a Rady 2011/65/EU, pokial ide 0 zoznam obmedzenych latok (RoHS3), (26) Nariadenie (ES) ¢. 1907/2006, (27) Registracia, hodnotenie, autorizacia a obmedzovanie
chemickych latok (REACH), (28) Smernica 2012/19/EU, (29) Smernica Eurépskeho parlamentu a Rady 2012/19/EU zo 4. jula 2012 o odpade z elektrickych a elektronickych zariadeni (WEEE),
(30) My, spoloénost XXX, tymto na vlastnd zodpovednost vyhlasujeme, Ze vyrobky uvedené v Dodatku 1 su v sdlade s vy$$ie uvedenymi pravnymi predpismi a nariadenim Eurépskeho
parlamentu a Rady (EU) 2017/745 o zdravotnickych poméckach., , (31) Miesto, defi/mesiac/rok(32) riadenie kvality VP a regula¢né zéleZitosti, (33) veduci pre regulacné zélezitosti, (34)
Referencia vyrobku, (35) Zakladné UDI-DI, (36) Nazov vyrobku a verzia firmvéru, (37) Klasifika¢né pravidlo Dodatok VIII

(1) Izjava o skladnosti EU, (2) Proizvajalec, (3) Enotna registrska Stevilka, (4) Pooblaséeni predstavnik, (5) Zajeti izdelki, (6) Glejte prilogo 1, (7) Predvideni namen izdelkov, (8) Namen slusnega
aparata je ojacati in oddajati zvok v usesa in s tem izravnati okvarjen sluh., (9) Razred tveganja izdelkov, (10) Razred lla, za zadevno pravilo si oglejte Prilogo 1, (11) Uporabljeni standardi,
(12) Uporabljene skupne specifikacije, (13) Brez, (14) Certifikat ES/Prigladeni organ , (15) $t. 38657, izdan s strani GMED (0459), (16) Pot ugotavljanja skladnosti, (17) Priloga 1V, (18)
Certifikat 1SO/certifikacijski organ, (19) §t. 32433 (ISO 13485:2016), izdan s strani GMED, (20) Direktiva 2014/53/EU, (21) Direktiva o radijski opremi (RED, (22) Direktiva 2011/65/EU,
(23 )Direktiva 2011/65/EU Evropskega parlamenta in Sveta z dne 8. junija 2011 o0 omejevanju uporabe nekaterih nevarnih snovi v elektri¢ni in elektronski opremi (prenovitev), (24) Direktiva
2015/863/EU, (25) Delegirana direktiva Komisije (EU) 2015/863 z dne 31. marca 2015 o spremembi Priloge Il k Direktivi 2011/65/EU Evropskega parlamenta in Sveta v zvezi s seznamom
omejenih snovi (RoHS3), (26) Uredba (ES) $t. 1907/2006, (27) Registracija, evalvacija, avtorizacija in omejevanje kemikalij (REACH), (28) Direktiva 2012/19/EU, (29) Direktiva 2012/19/EU
Evropskega parlamenta in Sveta z dne 4. julija 2012 o odpadni elektri¢ni in elektronski opremi (OEEO), (30) Mi, XXX, pod izkljuéno odgovornostjo izjavljamo, da so izdelki, navedeni v Prilogi
1, skladni z zakonodajo, podrobneje navedeno zgoraj, in Uredbo (EU) 2017/745 Evropskega parlamenta in Sveta o medicinskih pripomockih, (31) Lokacija, dan/mesec/leto, (32)
Podpredsednik oddelka za kakovost in zakonodajo, (33) Vodja regulativnih zadev, (34) Referenca izdelka, (35) Osnovni UDI-DI, (36) Ime izdelka in razli¢ica strojne programske opreme ,
(37) Pravilo razvrstitve Priloga VIII

(1) EU-6verensstammelsedeklaration, (2) Tillverkare, (3) Enskilt registreringsnummer, (4) Auktoriserad representant, (5) Produkter som deklarationen tacker, (6) Se Bilaga 1, (7)
Produkternas avsedda anvandning, (8) Namen sluSnega aparata je ojacati in oddajati zvok v usesa in s tem izravnati okvarjen sluh., (9) Riskklassificering av produkterna, (10) Klass lla se
Bilaga 1 fér motsvarande regel, (11) Tillimpliga standarder, (12) Tillamplig allman specifikation, (13) Ingen, (14) ES-certifikat/anmalt organ, (15) N° 38657, utfardat av GMED (0459), (16)
Metod for att bedéma efterlevnad, (17) Bilaga IV, (18) I1SO-certifiering/Certifierande enhet, (19) Nr 32433 (ISO 13485:2016), utfirdat av GMED, (20) Direktiv 2014/53/EU, (21)
Radioutrustningsdirektivet (RED), (22) Direktiv 2011/65/EU, (23) Europaparlamentets och Radets direktiv 2011/65/EU av den 8 juni 2011 om begransning av anvandning av vissa farliga
amnen i elektrisk och elektronisk utrustning (omarbetning), (24) Direktiv 2015/863/EU, (25) Kommissionens delegerade Direktiv (EU) 2015/863 av den 31 mars 2015 om &ndring av bilaga
Il'i Europaparlamentets och radets direktiv 2011/65/EU vad géller forteckningen av &mnen som omfattas av begransningar (RoHS3), (26) Férordning (EG) nr 1907/2006, (27) Registrering,
utvérdering, godkdannande och begransning av kemikalier (REACH), (28) Direktiv 2012/19/EU, (29) Europaparlamentets och Radets direktiv 2012/19/EU av den 4 juli 2012 om avfall som
utgors av eller innehaller elektrisk och elektronisk utrustning (WEEE), (30) Vi, XXX, intygar under eget ansvar harmed att de produkter som anges i Bilaga 1 Gverensstimmer med den

Te

Confidential and proprietary.
This document and its contents are confidential and proprietary to Sonova and shall not be reproduced or otherwise disclosed to anyone other than
Sonova employees without written authorization from Sonova.
This printout is an uncontrolled copy. The original is stored in the Document Management System.
mplate: TPL-315 [7] Page 22 of 23



Sonova ID: QDL-2756

HEAR THE WORLD Version: 3

ET

lagstiftning som namnts ovan och Europaparlamentets och Radets férordning (EU) 2017/745 om medicintekniska produkter. , (31) Ort, dag/manad/ar, , (32) VP Quality Management and
Regulatory Affairs (33) Regulatory Affairs Manager, (34) Produktreferens, (35) Grundlaggande UDI-DI, (36) Produktnamn och firmware-version, (37) Klassificeringsregel Bilaga VIl

(1) EL-i vastavustunnistus , (2) Tootja, (3) Unikaalne registrikood, (4) Volitatud esindaja, (5) Deklaratsiooniga h&lmatud tooted, (6) Vt lisa 1, (7) Toodete sihtotstarve, (8) Kuuldeaparaat on
ette ndhtud heli véimendamiseks ja edastamiseks kdrvadesse ning seeldbi kuulmiskahjustuse kompenseerimiseks. , (9) Toote riskiklass, (10) Klass lla vt vastava reegli lisa 1, (11)
Kohaldatavad standardid, (12) Kohaldatav iihine spetsifikatsioon, (13) Puudub, (14) EU sertifikaat / teavitatud asutus , (15) N° 38657, viljastaja GMED (0459), (16) vastavushindamistee,
(17) Lisa IV, (18) I1SO sertifikaat / sertifitseerimisasutus, (19) nr 32433 (1SO 13485:2016), viljaandja GMED, (20) Direktiiv 2014/53/EL, (21) Raadioseadmete direktiiv (RED), (22) Direktiiv
2011/65/EL , (23) Euroopa Parlamendi ja ndukogu 8. juuni 2011 direktiiv 2011/65/EL teatavate ohtlike ainete kasutamise piiramise kohta elektri- ja elektroonikaseadmetes
(imbersdnastatud), (24) Direktiiv 2015/863/EL, (25) Komisjoni delegeeritud direktiiv (EL) 2015/863 31. martsist 2015, mis muudab Euroopa Parlamendi ja Ndukogu direktiivi 2011/65/EL
lisa Il piiratud ainete loendi osas (RoHS3), (26) Mé&arus (EU) nr 1907/2006 , (27) Kemikaalide registreerimine, hindamine, autoriseerimine ja piiramine (REACH) , (28) Direktiiv 2012/19/EL,
(29) Euroopa Parlamendi ja ndukogu 4. juuli 2012. aasta direktiiv 2012/19/EL elektri- ja elektroonikaseadmetest tekkinud jadtmete (elektroonikaromude) kohta (WEEE), (30) Meie, XXX,
deklareerime ainuvastutuse juures kiesolevaga, et lisas 1 loetletud tooted vastavad ulaltoodud seadusandlusele ning Euroopa Parlamendi ja ndukogu maarusele (EL) 2017/745
meditsiiniseadmete kohta. , (31) Koht, pdev/kuu/aasta, (32) Asepresident kvaliteedi ja regulatiivkiisimuste alal,, (33) Juht regulatiivkiisimuste alal, (34) Toote viide, (35) P&hi-UDI-DI, (36)
Toote nimi ja plsivara versioon, (37) Klassifitseerimiseeskiri Lisa VIII

GA (1) Dearbhi Comhréireachta AE, (2) Monardir, (3) Claruimhir Aonarach , (4) lonadai tdaraithe, (5) Tairgi a chuimsitear, (6) Féach larscribhinn 1, (7) Cuspoir bheartaithe na dtdirgi, (8) Is é is

aidhm leis an ais éisteachta fuaim a mhéadu agus a tharchur chuig an gcluas agus, ar an gcaoi sin, lagéisteacht a chditeamh., (9) Aicme riosca na dtairgi, (10) Aicme lla féach Aguisin 1 le
haghaidh na rialach a bhaineann, (11) Caighdedin is infheidhme, (12)Sonraiocht choiteann is infheidhme, (13) Ni ann do shonraiocht , ,(14) Comhlacht da dtugtar fégra maidir le Dearbhu
CE, (15) Uimh. 38657, eisithe ag GMED (0459), (16) Bealach meastnaithe comhréireachta, (17) larscribhinn 1V, (18) Deimhniu ISO / Comhlacht deimhnitchain, (19) Uimh. 32433 (ISO
13485:2016), arna eisitint ag GMED, (20) ,Treoir 2014/53/AE (21) Treoir maidir le Trealamh Raidié (RED),(22) Treoir 2011/65/AE , (23) Treoir 2011/65/AE 6 Pharlaimint na hEorpa agus n
gCombhairle an 8 Meitheamh 2011 maidir le srian ar shubstainti guaiseacha dirithe a Usaid i dtrealamh leictreach agus leictreonach (ateilgthe) , (24) Treoir 2015/863/EU, (25) Treoir
Tharmligthe 6n gCoimisitin (AE) 2015/863 ar an 31 Mdrta 2015 a leasaionn Aguisin Il de Threoir 2011/65/EU de Pharlaimint na hEorpa agus den Chomhairle maidir le liosta na substainti
teoranta (RoHS3), (26) Rialachan (CE) Uimh. 1907/2006 , (27) Clard, Meastdireacht, Udard agus Srianadh Ceimicean (REACH) , (28) Treoir 2012/19/AE, (29) Treoir 2012/19/AE 6 Pharlaimint
na hEorpa agus 6n gCombhairle an 4 1Gil 2012 maidir le dramhthrealamh leictreach agus leictreonach (DTLL), (30) Dearbhaimid, XXX faoi fhreagracht aonair, leis seo go bhfuil na tairgi a
liostaitear in larscribhinn 1 i gcomhréir leis an reachtaiocht a shonraitear thuas agus le Rialachdn (AE) 2017/745 6 Pharlaimint na hEorpa agus 6n gComhairle maidir le feisti leighis, (31)
Ait, 1a/mi/bliain , (32) VP Bainistiocht Céiliochta agus Gnéthai Rialala, (33) Bainisteoir Gnothai Rialala, (34) Tagairt an tairge, (35) SF-SFU bunusach, (36) Ainm an tairge agus leagan
Dochtearrai, (37) Riail aicmiuchain larscribhinn VIII

MT (1) Dikjarazzjoni ta’ Konformita tal-UE, (2) Manifattur, (3) Numru ta' Registrazzjoni Uniku, (4) Rapprezentant Awtorizzat, (5) Prodotti koperti, (6) Ara |-Anness 1, (7) Skop mahsub tal-

prodotti, (8) L-apparat ta’ ghajnuna gha-smigh huwa intiz biex jamplifika u jittrazmetti hoss lill-widna u ghalhekk jikkompensa ghal indeboliment fis-smigh., (9) Klassi ta’ riskju tal-prodotti,
(10) Klassi lla ara I-Anness 1 ghar-regola korrispondenti, (11) Standards applikabbli, (12) Specifikazzjoni komuni applikabbli, (13) Xejn, (14) Korp Certifikat/Notifikat tal-KE, (15) Nru 38657,
mahrug minn GMED (0459); (16) Rotta tal-Valutazzjoni tal-Konformita, (17) L-Anness IV, (18) Certifikat/Korp taé-Certifikazzjoni tal-1SO, (19) N° 32433 (ISO 13485:2016), mahrug minn
GMED, (20) Id-Direttiva 2014/53/UE, (21) Id-Direttiva dwar it-Taghmir tar-Radju (RED), (22) Id-Direttiva 2011/65/UE, (23) Id-Direttiva 2011/65/UE tal-Parlament Ewropew u tal-Kunsill tat-
8 ta’ Gunju 2011 dwar ir-restrizzjoni tal-uzu ta’ ¢erti sustanzi perikoluzi fit-taghmir elettriku u elettroniku (riformulazzjoni), (24) Id-Direttiva 2015/863/UE, (25) Id-Direttiva Delegata tal-
Kummissjoni (UE) 2015/863 tal-31 ta' Marzu 2015 li temenda I-Anness Il tad-Direttiva 2011/65/UE tal-Parlament Ewropew u tal-Kunsill fir-rigward tal-lista ta' sustanzi restritti (RoHS3),(26)
Ir-Regolament (KE) Nru 1907/2006, (27) Ir-Registrazzjoni, il-Valutazzjoni, |-Awtorizzazzjoni u r-Restrizzjoni ta’ Sustanzi Kimici (REACH) , (28) Id-Direttiva 2012/19/UE, (29) Id-Direttiva
2012/19/UE tal-Parlament Ewropew u tal-Kunsill tal-4 ta’ Lulju 2012 dwar skart ta' taghmir elettriku u elettroniku (WEEE), (30) Ahna, XXX taht responsabbilta unika, b’dan niddikjaraw li |-
prodotti elenkati fl-Anness 1 huma konformi mal-legizlazzjoni spjegata hawn fuq, u r-Regolament (UE) 2017/745 tal-Parlament Ewropew u tal-Kunsill dwar apparati medici, (31) Post,
jum/xahar/sena, (32) VP Gestjoni tal-Kwalita u Affarijiet Regolatorji, (33) Maniger tal-Affarijiet Regolatorji (34) Referenza tal-Prodott, (35) UDI-DI Baziku, (36) Isem il-Prodott u

Verzjoni tal-firmware, (37) Regola ta’ Klassifikazzjoni Anness VIII
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