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

EfouciodoTtnpevog avTiTpoowTTog: Emergo Europe
Prinsessegracht 20
2514 AP The Hague
The Netherlands

H Duckworth & Kent Ltd dnAwvel 0TI Ta 10TPOTEXVOAOYIKA TTROIGVTA TTOU TTapaTiBevral atov Mivaka 1 Kal
TEPIYpd@ovTal TTOPAKATW,

Zeipd pn emepfanikwy diokwyv atmrooreipwong Duckworth & Kent

TANPoUV TIC Baoikég amraithoelg kai diardgelg Tng Odnyiag Tou ZupBouiiou 93/42/EOK otrwg
TpoTToTroIfBnke atmod Tnv Odnyia 2007/47/EK kail 6TTwg evowpatwenke ot vopoBeoia Tou HB (Kavoviopoi
latpotexvoloyikwy Mpoidvtwy Tou HB SI 2002 ap. 618, &TTwg TpoTToTroIenKkav).

Zopgwva pe 1o Mapdprnua VI Tng Odnyiag Tou ZupBouiiou 93/42/EOK 6Trwg TPOTTOTIOINBNKE aTTd TNV
0dnyia 2007/47/EK Kkal 6TTwE EVOWHATWONKE 0T vopoBeaia Tou HB (Kavoviouol latpotexvoloyikuwv
Mpoiévtwy Tou HB SI 2002 ap. 618, &TTwg TpoTToTTOIRBNKAV),

AuTd Ta TTPOIOVTA £XOUV opIoTEl W Katnyopiag |

TpoTtog Tagivounong

AUTA Ta TTPOIGVTA Eival OAA ETTAVAXPNOIMOTIOINCIHA, YN ATTOOTEIPWHEVA, UN ETTEMRATIKA IATPOTEXVOAOYIKA
TTPOIOVTA TTPOCWPIVAS XPAGNG.

H ragivounon kaBopiletal Bdoel Tou Mapaptrparog X, Kavovag 1.

AuTr] n dfAwon exdideTal UTTd TNV OTTOKAEIOTIKI euBUVn TNG Duckworth & Kent Ltd.

Martin Lock
Emikepaing PuBuioTikwy YTroBeoswy

Date 14-MAY-2021
Issue 0 SeAlSa 1 amnod 2
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Mivakag 1. larpoteXvoAoyikd TpoiévTa Trou KAaAUTIToVTol O1rd auTr) TN AjAwon Zuppdépewaong.

AICKOI ATTO0 DWO 30 D

REF TitAog TrpoidvTog
6-135 Orkn aTooTEipwaong
6-135-1 Onkn amooTeipwong
6-139 Orkn eEapTNUATWY
DK7003 Aiokoc atrooreipwaong
T7000 Aiokog amooTeipwang
T7003-1 Aiokoc atrooTeipwong
T7010 Aiokog atrooTeipwang
T7010-2 Aiokog atrooTeipwang
T7020 Aiokoc atrooTeipwong
T7020-2 Alokog atrooTeipwang

Mivakag 2. IXETIKG TTPOTUTTO KOl KOIVEG TTPOSIOYPAPEG.

E@appooTéa rpoTUTIA

Ap1Bpog TrpoTiTTOU

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 1SO 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 (1SO 14971:2007, Corrected version 2007-10-01)

EN ISO 15223-1:2016

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 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

SI 2002 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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MPOXAPTHMA 2THN APXIKH
AHAQYH ZYMMOP®QIHE

Amo Tig 31 lavouapiou 2023, n dievBuvon Tou EEouaiodotnuévou AVTITTPOoWTTOU pag atnv EE
6TTWG TrapaTiBeTal oTNV apXIKA ARAWON ZUPHOPPWOTS EXEI AANGEE!

MaAid SievBuvaon

E¢ouaiodotnuévog avTITpOowITog: Emergo Europe
Prinsessegracht 20
2514 AP The Hague
The Netherlands

Néa dievBuvan

E€ougiodoTnuEVOS avTITTPOCWTTOG: Emergo Europe
Westervoortsedijk 60
6827 AT Arnhem
The Netherlands
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