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

E€ouaiodotnUEVOS avTITTROOWITOG: Emergo Europe
Prinsessegracht 20
2514 AP The Hague
The Netherlands

H Duckworth & Kent Ltd dnAwvel 611 Ta 10TPOTEXVOAOYIKA TTpoidvTa TTou Traparti@evral otov Mivaka 1 Kal
TTEQIY pAQOVTal TTAPAKATW,

Te1pd Xeipoupylkd errepfaTikwv AaBidwyv Duckworth & Kent

TTANPOUV TIS BACIKEG ATTAITACEIG Kol Slatdgelg Tng Odnyiag Tou ZupBouliou 93/42/EOK oTTwg
TpoTTOTIOIBNKE aTré TNV Odnyia 2007/47/EK kal 0Trwg evowpaTwenke otn vopoBeaia Tou HB (Kavoviapoi
larpotexvoloyikwy Mpoidviwy Tou HB SI 2002 ap. 618, &TTwg TpoTToTroInenkav).

Topewva pe To Napdptnua VI Tng Odnyiag Tou ZupBouliou 93/42/EOK o1rwg TpoTrotroInenke armo tnv
Odnyia 2007/47/EK kai 6Trwg evowpaTtwbnke otn vopobeoia tou HB (Kavoviopoi latpoTexvoAoyikwy
MpoidvTwy Tou HB S1 2002 ap. 618, 0TTwWg TPOTTOTTOINBNKav),

AuTtd Ta TrpoiovTa £Xouv oploTei wg Karnyopiog |

TpoTtog Tagivounong

AUTE TO TTPOIOVTA Eival OAA ETTAVOXPNOILOTTOINCIUG, N OTTOOTEIPWHEVA, ETTEURATIKA XEIPOUPYIKA
IOTPOTEXVOAQYIKA TTPOIGVTA TTPOCWPIVAS XPAOTS.

H tagivounon kaBopigetal Bacel Tou Mapaptiuarog |X, Kavovag 6.

AuTrj n dRAWoN eKBIBETOI UTTO TNV ATTOKAEIOTIKY £UBUVN TN Duckworth & Kent Ltd.

Martin Lock
Emikepahnc PuBuioTikwy YTToBEoEwy
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1SO9001:2015 and 1SO13485:2016 Certified

Mivakag 1. larporexvoloyikd mrpoiévTa Tou KaAUTrTovTal amrd auth Tn AQAwon Zuppépewong.

NAaBideg, XeIpoupyIKA ETTEURATIKEG

REF TitAog TrpoidvTog
2-108E OdovTwrn AaBida
2-117E OdovTwtr Aaida
2-160E OdovTwrr AaBida

Mivakag 2. ZXETIKA TTPOTUTTA KOl KOIVEG TTPOdI0YPOPEG.

DU olo U ole U
Ap18u6g TpoTiTTOoU TitAog
EN 1041:2008 Information supplied by the manufacturer of medical devices
Biological evaluation of medical devices - Part 1: Evaluation and
EN ISO 10993-1:2009 testing within a risk management process (ISO 10993-1:2009)

EN [SO 10993-1:2009/AC:2010

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

EN ISO 13485:2016/AC:2018

Medical Devices - Application of risk management to medical
devices (ISO 14971:2007, Corrected version 2007-10-01)
Medical devices - Symbols to be used with medical device labels,
EN ISO 15223-1:2016 labelling and information to be supplied - Part 1: General
requirements (ISO 15223-1:2016, Corrected version 2017-03)
Processing of health care products - Information to be provided by
EN ISO 17664:2017 the medical device manufacturer for the processing of medical
devices (ISO 17664:2017)

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

EN ISO 14971:2012

EN 62366-1:2015+A1:2020

93/42/EEC Council Directive concerning medical devices
2007/47/EC Council Directive amending 93/42/EEC
S1 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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Ao 11 31 lavouapiou 2023, n dielBuvon Tou E€ouaiodotnuévou AvTITTpoowTTou Hag otnv EE
OTTWG TrapaTiBeTal oTnV apxIkf ANAWON ZUPUOPPWONG EXEl AANGEE!

Mohia digvBuvon
E€ouoiodotnpévog avTiTTpOCWITOG:

Néa dieBuvaon
E€oualodotnpuévog avTimpoowTTog:

Martin Lock
Emikepahnc PuBuioTikwy YToBéoewy
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