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KaraokeuaoTig: Duckworth & Kent Ltd
Terence House
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Royston Road
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SG7 6XL, United Kingdom

E€ouaiodotnUEvog avTITTpOCOWITOG: Emergo Europe
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2514 AP The Hague
The Netherlands

H Duckworth & Kent Ltd nAwver 611 Ta 1aTpoTeXVoAoyIKd TpoidvTa Trou TrapariBevral atov Mivaka 1 kal
TIEPIYPAQOVTAl TTAPAKATW,

YEIpd XEIPOUPYIKA ETTEURATIKWY ayKioTpwyv & Bapidiwv Duckworth &
Kent

TANpoUV TIC BaaikES aTralTROEIS kai dlatdagels Tng Odnyiag Tou ZupBouAiou 93/42/EOK omTwg
TPOTTOTTOIRONKE atrd TNV Odnyia 2007/47/EK kai 6TTwg evowpatwenke atn vopoBeoia tou HB (Kavoviopol
larpoTexvohoyikwy Mpoidvtwy Tou HB SI 2002 ap. 618, 6TTwg TpoTroTroifénkav).

Yopgwva pe 1o Mapdprnua VI Tng Odnyiag Tou ZupBouAiou 93/42/EOK éﬂmg TPOTTOTTOINBNKE ATTO TNV
Odnyia 2007/47/EK kai 6TTwg evowpaTwenke oTn vouoBeaia tou HB (Kavovigpoi latpoteXxvoAoyIKwy
Mpaiovtwy Tou HB S 2002 ap. 618, oTrwg TpoTToTToINBNKAY),

Autd Ta TrpoidvTa £Xouv oploTei wg Karnyopioag |

TpoTTOg TALIVOUNGONS

AUTd Ta TTPOIBVTA Elval GAQ ETTAVAXPNOILOTTOICINA, W ATTOCTEIPWHEVA, ETTEURATIKA XEIPOUPYIKA
IATPOTEXVOAOYIKA TTPOIGVTA TTPOCWPIVIG XProNG.

H ta&ivounon kaBopideral Baoel Tou Mapaptiparog IX, Kavovag 6.

AuTr) n) drjAwaon ekdIBETal UTTO TNV aTTokAgloTIKA euBuvn Tng Duckworth & Kent Ltd.

Martin Lock
Emrike@aing PuBuioTikwy YTroBeoewv

Date 14-MAY-2021
Issue 0 SeAiba 1 amd 2
DCP 6469

-

4 ‘f’:\'ﬂﬁ'f\%i}'\



Terence House

Duckworth & Kent Ltd Lk sines e

T FET W A PSSR P T TR e S S S T e T Hertfordshire, SG7 6XL
Titanium Reusable Ophthalmic Instrument Manufacturer United Kingdom

‘ +44 (0) 1462 893254 @ info@duckworth-and-kent.co.uk | 3 | www.duckworth-and-kent.com

-
¥ \,._“‘Pﬁr"‘i-:{:q
1SO9001:2015 and 15013485:2016 Certified

Mivakag 1. larpoTexvoAoyikd rpoiovTa Trou KaAUTITOoVTal a1rd auTr TN ARAwon Zuppéppwong.

AykioTpa & Bapidla, XEIPOUPYIKA, ETTEURATIKNG TEXVOAOYiag

REF TiTAog TTpoiovTOG

6-641 =€0TPO YIa agdipean Xahaliou
6-641-1 =£0TPO VIO agaipean xalaliou
6-641-2 Z£0Tpo yia agaipeon xahadiou
6-641-3 =£0Tpo Yia agaipeon xaialiou
6-641-4 Z£0TpO yia agaipean ¥ahadiou
6-645 AyYKIOTPO

Mivakag 2. IXETIKG TTPOTUTTO KOI KOIVEG TTPOSIOYPAPEG.

E@appooTéa TTpOTUTTO

Ap1Bpo6g TrpoTiTTOU 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 ISO 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 (1SO 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)

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 dielBuvon Tou E€ouaiodotnpévou AvTITTpoowTTou Jag otnv EE
OTTWG TTapaTiBeTal oTnNV apxIk ARAWGN ZUPUOPOWONG £XEl OANAEE

MaAia digtBuvon
E€oualodotnuévog avTITTpOoWTTOG:

Nea dievBuvan
E€ouaioBoTtnuévog avTiTTpOowTTog:

Martin Lock
Emike@alig PuBuioTikwy YTToBEoEWwyY

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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