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

E€ouaiodotnpévog avTITTPOCWITTOGC! Emergo Europe
Prinsessegracht 20
2514 AP The Hague
The Netherlands

H Duckworth & Kent Ltd dnAcvel 611 T 1aTpoTeXvOAOyIKG TTpoiévTa TTou Trapati@evral atov Mivaka 1 Kal
TTEPIYpAQOVTal TTAPAKATW,

>e1pd srepBaTikwy eyxutipwyv Duckworth & Kent

TTANPOOV TIG BACIKEG OTTAITACEIG Kal Blatdgelg Tng Odnyiag Tou ZupPouliou 93/42/EOK oTTwg
TpotToTToIBnke armo tnv Odnyia 2007/47/EK kai 6TTwg evowpaTwBnke ot vopoBeaia tou HB (Kavoviopoi
larpotexvoloyiky Mpoidvtwy Tou HB SI 2002 ap. 618, 0Trwg TpoTroTroifenkav).

TOpgwva Ke 1o Mapdprnua VI g Odnyiag Tou ZupBouAiou 93/42/EOK 6TTWG TPOTTOTTOINBNKE ATTO TNV
0dnyia 2007/47/EK kal 6TTwG eEVOWHATWONKE 0Tn voloBeaia tou HB (Kavoviopol larpotexvoAoyikwy
MpoidvTwy Tou HB SI 2002 ap. 618, oTTwg TpoTroTroINBNnKav),

AuTtd Ta TrpoidvVTa £X0ouv opioTei wg Kartnyopiag |

Tpoétog Tagivounong

AUTA Ta TTPOIGVTA Eival GAC ETTAVOXPNOIHOTIOINTIHG, HN ATTOCTEIPWHEVA, ETTEURATIKA IATPOTEXVOAOYIKA
TIPOIGVTA TTPOCWPIVIG XPNAONG.

H Tagivounon kabopigetar Bdoel Tou Mapaptrparog IX, Kavovag 5.

AuTr) n BnAwon ekdideTal UTTG TNV aTTOKAEIOTIKY| £UBUVN TN Duckworth & Kent Ltd.

Martin Lock
Etmike@aArig PuBpioTIKWyv YToBEoewy
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Mivakag 1. latpoTexvoAoyIKG TrpoidvTa Trou KOAUTITOVTAl oTré auTh TN AfAwon Zuppépewong.

1SO9001:2015 and 1SO13485:2016 Certified

Eyxutnpeg, emepparikoi

REF TitAog mpoidvrog

7-810 Eicaywytag CTR

7-811 Eloaywyéag CTR

DK7786 Implantation System

DK7791 Epyaheio xeipég

DK7796 The Unfolder Platinum 1 Series Handpiece
DK7797-2 Eyxutipag IOL

DK7797-3 Eyxutnpag I0OL

DK7798 Unfolder® Platinum Push Handpiece

ApiBuog mpoTiTou

Mivakag 2. ZXETIKG TPOTUTIA KOI KOIVEG TTPOBIaYPUQPEG.

E@apuooTéa TTpOTUTIA

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

EN I1SO 13485:2016

Medical devices - Quality management systems - Requirements
for regulatory purposes (I1SO 13485:2016)
EN ISO 13485:2016/AC:2018

EN ISO 14971:2012

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

EN I1SO 15223-1:2016

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 (1ISO 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

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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ATé Tig 31 lavouapiou 2023, n diglBuvan Tou Eouaiodotnévou AvTiTTpodwTrou pag otnv EE
OTTWG TrapatiBeTal atnv apyikn AfAwon ZUPPOpewang £xel ahAdEel

MNahid dievBuvaon
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Néa diedBuvaon

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