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

Efouaiodotnuévog avTimpdowITog: Emergo Europe
Prinsessegracht 20

2514 AP The Hague
The Netherlands

H Duckworth & Kent Ltd SnAwvel 611 Ta 1aTpoTeXvoAoyIKA TTpoidvTa TTou TrapartiBevrar atov Mivaka 1 kal
TEPIYPAPOVTAl TTAPAKATW,

>e1pd Un eeUBaTIKWV oUoKEUWYV METPNONG Duckworth & Kent

TANPoUY TG BaoIKEG atraithoelg Kol dlartdgelg Tng Odnyiag Tou ZupBouliou 93/42/EOK 61Twg
TpoTroTroienke amd tnv Odnyia 2007/47/EK.

Yupgwva pe To Mapdptnua V (METPOAOYIKES TITUXEG povo) Tng OBnyiag Tou ZupBouiiou 93/42/EOK otrwg
TpoTToTToINBNKE aTTd TNV Odnyia 2007/47/EK,

Autd Ta TrpoidvTa £Xouv oploTei wg Kartnyopiag | Mérpnong

KolvotroloUpevog opyavigHog: SGS Belgium NV (NB 1639)
Noorderlaan 87
2514 Antwerpen
Belgium
TpoéTmog TAgIVOPNGNG

AUTA TO TTPOIOVTA Elval OAC ETTAVOXENTIUOTTOINGIKA, W ATTOOTEIPWHEVA, UN ETTEURATIKA 10TPOTEXVOAOYIKA
TTPOIOVTA TTPOCWPIVAS XPHANG.

H ragivounon kaBopigetal Bdoel Tou Mapaptiuarog IX, Kavovag 1.

AuTr) n dRAwaon ekdIBeTal UTTO TNV ATTOKAEIOTIKK £uBUVN TNg Duckworth & Kent Ltd.

Martin Lock
Emike@aAig PuBuioTikwyv YTToBEoewy

Date 16-JUL-2021
Issue O YeAiba 1 amo 2
DCP 6481
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Nivakag 1. larpotexvoAoyikd TpoidvTa Trou KOAGTITOVTOl a1rd auTh T AfAwon ZUpHOpPWOonG.

LUOKEVEG HETPNONG IM, In ETTEPRATIKES

TitAog 2 e X
REF TTpoi6VTOC Mepiypagn MpopBAemwopevn xpnon
MNpoopiZeTal yia T oTPIEN ToU EE0POAEAUIOU
6-626 AYKIOTPO HUOG AYKIOTPO EKTOUAG UGG | HUOG EMTPETOVTAG TV EICOYWYH] PaHHATWY
KOTA TV EKTOUN TOU PUGG.
MpoopigeTal yia T oTAPIEN Tou EE0PBAAPIOU
6-626-1 AYKIOTPO HUbg AYKIOTPO EKTOUAC UGG | HUOG EMTPETOVTAG TV EICOYWYT) PAPHATWY
KOTA TV EKTOUN TOU PUGG.

Mivakag 2. IXETIKA TIPOTUTTA KOl KOIVEG TTPOdI0YPOPEG.

Ap1Buo6g TpoTiTTOU

E@apuooTtéa TpoTUTIA

Tithog

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 ISO 10993-1:2009/AC:2010

EN ISO 13485:2016

Medical devices - Quality management systems - Requirements
for regulatory purposes (1SO 13485:2016)
EN ISO 13485:2016/AC:2018

EN ISO 14971:2012

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

SO 16223-1:2021

Medical devices - Symbols to be used with information to be
supplied by the manufacturer - Part 1: General requirements

EN ISO 17664:2017

Processing of health care products - Information to be provided by
the medical device manufacturer for the processing of medical
devices (ISO 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

MEDDEV 2.7/1 rev.4 June 2016

Clinical evaluation: A guide for manufacturers and notified bodies

MEDDEV 2.12/1 rev.8 Jan 2013

Guidelines on a medical device's vigilance system
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Ao TIc 31 lavouapiou 2023, n) dietBuvon Tou ESouaiodotnpévou AvTITTpoowTTou pag atnv EE
6TTWG TrapatiBeTal otV apxikr AfAwon ZUPHOpeWOong £xel aAAdel

Mahid digvBuvon
E€ouaioBoTtnuévog avTITTPOoWTTOG:

Nea BievBuvaon
E€ouaiodoTtnpévog avTITTpOowTToC:

Martin Lock
Emikepahnc PuBuioTikwy YTroBeoewv

Date 25-JAN-2023

Emergo Europe
Prinsessegracht 20
2514 AP The Hague
The Netherlands

Emergo Europe
Westervoortsedijk 60
6827 AT Arnhem
The Netherlands
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