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AHAQXH ZYMMOP®QOIHE EE

KaraokeuaaTng: Duckworth & Kent Ltd
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E€ouaiodotnuévoc avTirpdowITog: Emergo Europe
Prinsessegracht 20
2514 AP The Hague
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H Duckworth & Kent Ltd dnAwvel 0TI Ta 10TPOTEXVOAOYIKG TTpOidvTa TTOU TrapaTiBevtal otov MNivaka 1 Kal
TTEPIYPAPOVTAl TTAPAKATW,

Zeipd emrepfarikwy deikTwy Duckworth & Kent

TTANPoUV TI¢ BacIkES araITAOEIG Kal Diatdgelg Thg Odnylag Tou Zuppouliou 93/42/EOK otTwg
TpoTTOTIOIBNKE atrd TNV Odnyia 2007/47/EK Ko 0TTwg evowaTwenke otn vopoBeaia tou HB (Kavoviopoi
larpoTexvoloyikwy Mpoidvtwy Tou HB SI 2002 ap. 618, 6TTwg TpoTtroTroiénkav).

Zopgwva pe to Mapdptnua VI tng Odnyiag Tou ZupRouliou 93/42/EOK &TTwg TPOTTOTIOINBNKE Ao TNV
OBnyia 2007/47/EK kal 6TTWw¢ evowpatwenke ot vopoBeaia Tou HB (Kavoviopoi larpoTexvohoyikwy
Mpoidvtwy Tou HB SI 2002 ap. 618, 61wg TpoTToTToIBnKav),

AuTd Ta TTpOiIdVTa £Xouv opioTei wg Karnyopiag |

TpoTTog TagIvOPNoNg

AUTA Ta TTROIGVTA Eival OAQ ETTAVOXPNCIHOTTOICIYG, U OTTOCTEIPWHEVA, ETTEURATIKA 1ATPOTEXVOAOYIKA
TTPOIGVTA TTPOCWPIVAG XPIaNG.

H tagivopnon kabopileral Bdoel Tou MapaptrpaTtog IX, Kavovag 5.

AuTt n dnAwaen exdideTal UTTG ThV ATTOKAEIOTIKY euBuvn Tng Duckworth & Kent Ltd.

Martin Lock
Emike@oaArig PuBuioTikwy YTroBéoewy
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Mivakag 1. larpoTexvoAoyiKd TrpoidévTa Trou KaAUTITOVTal o1rd auTh TN AfAwon Zuppoppwong.

ISO9001:2015 and 1SO13485:2016 Certified

AgikTeG, ETTEPRATIKOI

REF TitAog TTpoidvTog
9-687 METpa Toung
9-687-1 METpo TOUNAS
9-687-2 MéTpo Topr|g
9-687-3 METpo TOUNC
9-687-4 METpo Tounig
9-687-5 MéETpo TOUIG
9-687-6 Métpo Topng
9-687-7 MéTpo TouAS

Mivokag 2. IXETIKG TTPOTUTTA Kal KOIVEG TTPOdIaYPOPEG.

Ap1Buog TpoTdTTOoU

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 (1ISO 10993-1:2009)
EN I1SO 10993-1:2009/AC:2010

EN ISO 13485:2016

Medical devices - Quality management systems - Requirements
for regulatory purposes (ISO 13486:2016)
EN ISO 13485:2016/AC:2018

EN ISO 14971:2012

Medical Devices - Application of risk management to medical
devices (1SO 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 (1ISO 15223-1:2016, Corrected version 2017-03)

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

Sl 2002 No. 618

Medical Devices Regulations (UK)

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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1S013485:2016 Certified

MPOXAPTHMA >THN APXIKH
AHAQZH >YMMOP®QIHE

Ao 116 31 lavouapiou 2023, n dievBuvon Tou EEouciodotnuévou AvTITTpOoWTToU Hag oTtnv EE
OTTWG TTaPaTIBETAl OTNV ApXIKA ANAWON ZUPHOPPWONG £XEl AANGEE

Mahid dievBuvan

E€oucioBoTnUEVOG avTITTPOOWITOC: Emergo Europe
Prinsessegracht 20
2514 AP The Hague
The Netherlands

Nea dieuBuvan

E€ouaiodoTnuévog avTITTpOoWITOG: Emergo Europe
Westervoortsedijk 60
6827 AT Arnhem
The Netherlands
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