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

ECouaiodoTtnpévog avTITTpOowITog: Emergo Europe
Prinsessegracht 20
2514 AP The Hague
The Netherlands

H Duckworth & Kent Ltd dnAwvel 0TI Ta 1GTPOTEXVOAOYIKA TTpoiovTa TToU TTapaTtiBevral otov MMivaka 1 kal
TTEPIYPAUPOVTAI TTAPAKATL,

Zelpd eTTepBaATIKWY cuoKeuwv péTpnong Duckworth & Kent

TANPOUV TIG Baalkég amaitioels kal diatdagelg Tng Odnyiag Tou Zuppouiiou 93/42/EOK o1Twg
TpoTTOTTOIBNKE aTrd TNV Odnyia 2007/47/EK.

SOpewva e o Mapdptnua V (UETpoAoYIKES TITUXES HoOvVOo) Tng Odnyiag Tou ZupBouiiou 93/42/EOK otTwg
TPOTTOTTOINBNKE aTrd TNV Odnyia 2007/47/EK,

Autd Ta TTpoidvTa £Xouv opioTei wg Karnyopiag | Mérpnong

KolvoTroloUpEVOS opyavIouog: SGS Belgium NV (NB 1639)
Noorderlaan 87
2514 Antwerpen
Belgium

TpoTTOg TAEIVOUNONG

AuTA Ta TTPOIGVTA Eival OAX ETTAVAXENCIKOTTOIRTIG, N ATTOCTEIPWHEVA, ETTEUBATIKG 1ATPOTEXVOAOYIKA
TTROIOVTA TTPOCWPIVIG XPAONS.

H Tagivopnon kaBopidetal Bdael Tou Mapaptripatog IX, Kavovag 5.

AUTA n dRAwon ekdIBETaI UTTG TNV ATTOKAEIOTIKY £uB0VN Tng Duckworth & Kent Ltd.

Martin Lock
Emike@aArc PuBuioTikwy YTToBETEwWY

Date 16-JUL-2021
Issue 0 YeAlba 1 and 2
DCP 6481



Duckworth & Kent Lid

Titanium Reusable Ophthalmic Instrument Manufacturer

kwid (0) 1462 893254

@ Info@duckworth-and-kent.co.uk

Terence House

7 Marquis Business Centre
Royston Road, Baldock
Hertfordshire, SG7 6XL

United Kingdom

| 3 mvw.duckwor!hnnd‘kemcom

Mivakag 1. latpoTeXvoAoyiIKG TTpoidvTd TTou KAAUTITOVTOl a1rd auTh TN ARAWON ZUPPOPPWONG.

1SO9001:2015 and 15013485:2016 Certified

TUOKeUEG HETPNONG Im, ETTEPPATIKEG

TitAog > A .
REF Tpoi6VTOC Meprypaen MpoBAeTropevn XpRon
AIGGTONOC Hpoqpi(sml ylam B100TOAN Bwv’éaxpu'mev
" . . , ONMEiWY Kal ETOPEVWG va KaBopioel To
6-182-2 6g|§puyovwv AaKpUIKOG DIAGTOAETG HEYEBOC TV BUOHATWY GIAKGVNG (puncal
QOEVWV plugs) TTpoC TTpoadpTRaN.

Mivakag 2. ZXETIKG TTPOTUTTA KOI KOIVEG TTPOBIOYPAPEG.

E@apuooTéa TTRpOTUTTA

Ap1Bu6G TpoTdTTOU

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 ISO 10993-1:2009/AC:2010

EN ISO 13485:2016

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

EN ISO 14971:2012

Medical Devices - Application of risk management to medical
devices (1ISO 14971:2007, Corrected version 2007-10-01)

SO 15223-1:2021

Medical devices - Symbols to be used with information to be
supplied by the manufacturer - Part 1: General requirements

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

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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NMPOXAPTHMA XTHN APXIKH
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ATé 1i¢ 31 lavouapiou 2023, n dietBuvan Tou EEouaiodoTnuévou AVTITTPOCWTTOU Hag oTnv EE
OTTWG TrapaTiBeTal aTNV apXIK ARAWON ZUPHOPPWONG £XEI AAAGEE

Mahid diedBuvon

E€ouciodoTnuévog avTiTTpOoWITOGC!

Néa diedBuvaon

E€ouaiodotnuévog avTipdowTTog:

Martin Lock
Emike@aing PuBuioTtikwy YTroBeoewy
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