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KaraokeuaoTAg: Duckworth & Kent Ltd
Terence House
7 Marquis Business Centre
Royston Road
Baldock, Hertfordshire
SG7 6XL, United Kingdom

E€ouoiodoTnEVOS aVTITTIPOCWTTOG: Emergo Europe
Prinsessegracht 20
2514 AP The Hague
The Netherlands

H Duckworth & Kent Ltd dnAwvel 611 Ta 10TpoTEXVOAOYIKA TTpoidvTa TToU TrapaTiBevral atov lMivaka 1 Ka
TEPIYPA@OVTAI TTAPAKATW),

Ze1pd un erepBaTikwy aykioTpwy & Bapidiwv Duckworth & Kent

TAnNpOUV TI BaOikég aTTalTroelg kal Blatdgelg Tng Odnyiag Tou ZupBouiiou 93/42/EOK o1Twg
TpoTToToIBnKe armoé Tnv Odnyia 2007/47/EK kal 6Tiwg evowpaTwlnke otn vopoBeaia Tou HB (Kavoviopoi
larpotexvohoyikwv Mpoidvtwy Tou HB SI 2002 ap. 618, 61rwg TpotrotroinBnkav).

TOpQwva Ke To MapdpTnua VIl Tng Odnyiag Tou ZupBouAiou 93/42/EOK &Trwg TPOTTOTTOINBNKE aTTo TNV
OBnyla 2007/47/EK Kal OTTwG evowpaTwenke ot vopoBeaia Tou HB (Kavoviguol larpoTexvoAoyIKwy
Mpoidvtwy Tou HB SI 2002 ap. 618, érwg TpoTroTroInenkav),

Autd Ta TTpoidvTa £Xouv oploTei wg Kartnyopiog |

Tpotrog Tagivopunong

AUTG Tal TTPOTOVTA Eival OAA ETTAVAXPNOIKOTTOINGIMG, HN) OTTOOTEIPWHEVA, M) ETTERRATIKA IATPOTEXVOAOYIKA
TTPOIOVTA TTPOCWPIVIG XProNS.

H ta€ivounaon kabopigetal Bdoer Tou Mapaptruarog X, Kavovag 1.

AuTA n B\AWoT ekdIDETAN UTTO TNV aTTOKAEIOTIKY £uBUVN TN Duckworth & Kent Ltd.

Martin Lock
Emike@aArc PuBuioTikwy YToBEoewy
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Mivakag 1. larpoTeXvoAoyikd TTPOidVTa TTou KOAUTITOVTAI a1ré auTh T AfjAwon ZuppHopPwong.

AykioTpa & Bapidia, Mn emeppatikd

REF TitAog mpoiévTog

6-615 AaBida BlaoToAAC OKANPOU XITwva
6-615-1 AaBida dlacToANg OKAnpoU XITwva
6-620 AYKIOTPO UGG

6-625 AyKIoTPO pHUdS

6-628 AlaxwpioTrg PAEPdpwY

6-629 AlaxwploThs BAe@dpwy

6-635-2 AaBida dlaoToAAg OKANPoU XITWVa
6-635-3 AaBida SilaoToAAg okANpoU XITwva
8-011 EpyaAcio evepyotroinong

Mivakag 2. ZXETIKA TTPOTUTTA Kol KOIVEG TIPOBIOYPAPEG.

Api66G TTPOTUTIOU

E@apHoOTéQ TTRPOTUTTA

TitAog

EN 1041:2008

Information supplied by the manufacturer of medical devices

EN ISO 10993-1:2009

Biological evaluation of medical devices - Part 1: Evaluation and
testing within a risk management process (ISO 10993-1:2009)
EN 1SO 10993-1:2009/AC:2010

EN ISO 13485:2016

Medical devices - Quality management systems - Requirements
for regulatory purposes (ISO 13485:2016)
EN ISO 13485:2016/AC:2018

EN 1SO 14971:2012

Medical Devices - Application of risk management to medical
devices (ISO 14971:2007, Corrected version 2007-10-01)

EN ISO 156223-1:2016

Medical devices - Symbols to be used with medical device labels,
labelling and information to be supplied - Part 1: General
requirements (ISO 15223-1:2016, Corrected version 2017-03)

EN 1SO 17664:2017

Processing of health care products - Information to be provided by
the medical device manufacturer for the processing of medical
devices (1SO 17664:2017)

EN 62366-1:2015+A1:2020

Medical devices - Part 1: Application of usability engineering to
medical devices

93/42/EEC

Council Directive concerning medical devices

2007/47/EC

Council Directive amending 93/42/EEC

S12002 No. 618

Medical Devices Regulations (UK)

MEDDEV 2.7/1 rev.4 June 2016

Clinical evaluation: A guide for manufacturers and notified bodies

MEDDEYV 2.12/1 rev.8 Jan 2013

Guidelines on a medical device's vigilance system
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NPOZAPTHMA 2ZTHN APXIKH

AHAQ¥H YYMMOP® Q3 H3

Ao Tic 31 lavouapiou 2023, 1 dielBuvan Tou EEouaiodotnuévou AVTITTpOOWTTOU Jag oty EE
OTTWE TrapaTiBeTal oTnV apxIkn ARAWON ZUPUOPEWONG £XE OANAEE

MaAid diedBuvan
Efouaiodotnpévog avTITTpOawWIToS:

NEa dietBuvon
E€ouagioboTtnuévog avTITpOowIToG:

Martin Lock
EtikepaAric PuBuioTikwy YToBEoewy

Date 25-JAN-2023
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