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

E€oualofoTtnpévog avTITTpOOWITOG: Emergo Europe
Prinsessegracht 20

2514 AP The Hague
The Netherlands

H Duckworth & Kent Ltd dnAwvel 611 Ta 1ATPOTEXVOAOYIKA TTpoidvTa TTou Trapatifevral atov [Mivaka 1 ka
TIEPIYPAPOVTAI TTAPAKATW,

Yelpd ETEURATIKWV OUOKEUGWV PETpnong Duckworth & Kent

TTANPoUV TIC BACIKES aTTAITAOEIS Kal DlaTdgelg Tng Odnyiag Tou Zuppouiiou 93/42/EOK étrwg
TpoTroTToINBnKe amod v Odnyla 2007/47/EK.

Sopewva pe o Mapdptnua V (LETPOAOYIKEG TITUXEG povo) Tng Odnylag Tou ZupBouliou 93/42/EOK dtrwg
TpotToTromBnke amod tnv Odnyia 2007/47/EK,

AuTd Ta TTpOidvTa £Xouv oploTei wg Katnyopiag | Mérpnong

KolvoTroloUpevog opyaviopog: SGS Belgium NV (NB 1639)
Noorderlaan 87
2514 Antwerpen
Belgium
TpoTrog TagIivounong

AuTd Ta TTpOidVTA gival GAA ETTAVAYPNCIMOTTOINOIUd, U OTTOOTEIPWHEVA, ETTEUBATIKA IATPOTEXVOAOYIKA
TTPOIGVTA TTPOCWPIVIG XPAONG.

H tagivéunaon kabopidetal Baoel Tou Mapaptiparog IX, Kavovag 5.

AuTH n 8nAwan ekdidetal UTTO TV aTToKAEIOTIKA €uBUVN TNg Duckworth & Kent Ltd.

Martin Lock
ETrike@aArg PuBpioTikwy YTToBEoewy
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Mivakag 1. larpoTexvoAoyikd TpoidévTa Tou KaAUTITOVTON a1rd auTr) TN AQAwon Zuppuopewong.

1SO%001:2015 and 15013485:2016 Certified

TuoKeuég pETpnong Im, eTTEPPRATIKES

TiTAo . : :
REF Trpoi (Evrog Meprypa@n MpoBAemopevn Xprnon
AIGOTONQC MpoopileTan yia T dIAoTOAR TwV BUKPUTKWY
Iy ; —— ’ onueiwy Kal eTopévwg va kaBopioel 1o
6-182-2 5g|§puvovwv AQKPUTKOG DIOOTOAEAS UEyEBoC Twv Buopdrwv aihikevne (punctal
Q0EVWY plugs) Tpog TpoadpTnan.

Mivakag 2. ZXETIKG TIPOTUTTA Kol KOIVEG TTPOBIaypPOPEG.

E@apHooTéQ TTPOTUTTA

ApIBu6S TTpoTUTTOU

TitAog

EN 1041:2008

Information supplied by the manufacturer of medical devices

EN I1SO 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 (ISO 13485:2016)
EN ISO 13485:2016/AC:2018

EN I1SO 14971:2012

Medical Devices - Application of risk management to medical
devices (1ISO 14971:2007, Corrected version 2007-10-01)

ISO 15223-1:2021

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 (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

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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NMPOZAPTHMA >THN APXIKH
AHAQH >YMMOP®QSHS

A6 TiIg 31 lavouapiou 2023, n dieuBuvon Tou E€ouciodotnuévou AvTiTTpoowTrou pag atny EE
OTTWG TTapATIBeTAl OTNV APXIKH ARAWGT ZUHHOPPWONG £XEl ANAAEE

MaAid dievBuvon

E€ouciodotnuévog avTITTpOCWITOG: Emergo Europe
Prinsessegracht 20
2514 AP The Hague
The Netherlands

Nea dielBuvon

E€ouoiodoTtnpévog avTiTpOowIToG: Emergo Europe
Westervoortsedijk 60
6827 AT Arnhem
The Netherlands
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