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1SO2001:2015 and 1SO13485:2016 Certified

AHAQ¥H XYMMOP®QIHZ EE

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

E€ougiodoTnpévog avTITTpOoWITOG! Emergo Europe
Prinsessegracht 20
2514 AP The Hague
The Netherlands

H Duckworth & Kent Ltd dnAdvel 611 Ta 10TPOTEXVOAOYIKG TTpoidvTa TTou TrapartiBevial aTov Mivaka 1 kal
TEPIYPAPOVTal TTOPUKATW,

ZEIPA un ETTEURATIKWV TIPOIGVTWYV KATAIOVNONG KOl avappo@nong
Duckworth & Kent

TAnpolV TIS Bacikég amaimioelg kal diardgelg g Odnyiag Tou ZupBouhiou 93/42/EOK 6TTwg
TpoTTOTIoINBNKE aTd TV Odnyia 2007/47/EK kal 6TTwg evowuaTrwlnke ot vopobeaia tou HB (Kavoviopoi
larpotexvoAoyikiv Mpoidviwy Tou HB S| 2002 ap. 618, 6TTwg TpoTroTroIfBnkav).

TOp@wva We To Mapdptnua VI Tng Odnyiag Tou ZupBouliou 93/42/EOK 61w TPOTTOTTOINBNKE aTTo TNV
0dnyia 2007/47/EK kai 6TTwg evowpatwbnke ot vopoBeaia Tou HB (Kavoviapol latpotexvoAoyikiv
Mpoioviwy Tou HB SI 2002 ap. 618, 6TTwg TPOTTOTOINBNKAY),

AuTd To TTPOTOVTA £X0UV OpIoTEi W Karnyopiog |

TpoTOg TAgIVOUNTNG

AUTA Ta TTPOIGVTA Eival OA ETTAVAXPNCIMOTTOINTIHA, HN ATTOCTEIPWHEVA, W ETTEURATIKA IATPOTEXVOAOYIKA
TTPOIOVTA TTPOCWPIVAS XPHoNS.

H ta€ivounon kabopiletal Bdoel Tou Mapaptriparog IX, Kavévag 1.

AUTH 1 8AAwoN ekdideTal UTTO TNV aTToKAEIOTIKA €uBUvn TNg Duckworth & Kent Ltd.

Martin Lock
EmikepaAng PuBuioTikwyv YToBioewy
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Issue 0 Tehlba 1 amo 2
DCP 6469
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1SO9001:2015 and 1SC13485:2016 Certified

Mivakag 1. larpoteXvoAoyikd TTpoidévTa TTou KaAUTITOVTOI a1rd auTr) Tn AjAwaon Zuppudpewong.

REF Tithog rpoiovTog
8-001 KAe1di Phaco

Nivakog 2. ZXETIKG TTPOTUTTA KOl KOIVEG TTPOSIOYPaPEG.

E@apuooTtéd TTpOTUTTO

Ap18pog mpoTdtTou 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 (1ISO 10993-1:2009)

EN ISO 10993-1:2009/AC:2010

Medical devices - Quality management systems - Requirements
EN I1SO 13485:2016 for regulatory purposes (1SO 13485:2016)

EN 1SO 13485:2016/AC:2018

Medical Devices - Application of risk management to medical
devices (1SO 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 (IS0 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
512002 No. 618 Medical Devices Regulations (UK)

MEDDEYV 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 Tig 31 lavouapiou 2023, n SielBuvan Tou EEouaiodotnuévou AvTITTpOCWTTOU Jag otnv EE
OTTWG TTapaTiBeTal oTnV apXIKi AfAWGCN ZULHOPEWONG £XEI aAAGEE!

Mahid diedBuvon
E€ouaiodoTnpivog avTirpoowITog:

Néa dievBuvan
EfougiodoTnpévog avTITTpOoWITOS:

Martin Lock
Emikepahnc PubuioTikwy YToBéoewv

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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