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1SO?001:2015 and 1SO13485:2016 Certified

OEKNAPALINA 3A CLOTBETCTBUE HA EC

MpowaBoguTen: Duckworth & Kent Ltd
Terence House
7 Marquis Business Centre
Royston Road
Baldock, Hertfordshire
SG7 B6XL, United Kingdom

YnbnHomoleH npeactasuten: Emergo Europe
Prinsessegracht 20
2514 AP The Hague
The Netherlands

Duckworth & Kent Ltd geknapupa, ye meguuuHckuTe uagenusi, uabpoerun B Tabnuua 1 1 onucaHu no-
gony,

Nama oT HeMHBa3MBHU cTepunu3npawm TaBu Ha Duckworth & Kent

ca B CbOTBETCTBUE CbC ChLUECTBEHUTE U3UCKBaHWUA W pasnopendn Ha duperTusa 93/42/ENO Ha CbeeTa,
uameHeHa ¢ [upextuea 2007/47/EO 1 TpaHCNOHUpaHa B 3aKkoHoAaTencTBOTO Ha OBeAnHEHOTO KpancTeo
(PernameHT Ha OBeaMHEHOTO KpascTBO 3a MeauuMHcku naaenus Sl 2002 Ne 618, nameHeH).

B cwoTeeTcTBUe ¢ npunoxenune VIl kbm OupekTuea 93/42/EMO Ha CbBeTa, nameHeHa ¢ AupekTuea
2007/47/EQ 1 TpaHcnoHWpaHa B 3akoHOA4aTencTBoTo Ha ObeMHEHOTO KpancTeo (PernameHT Ha
Ob6eUHEeHOTO KpancTBo OTHOCHO MeauUuHckuTe nagenus S| 2002 Ne 618, nsmeHeH),

Te3n usgenus ca onpegeneHu kaTto knac |

KnacudukaumoHeH nbT

Bcuuky Te3n U3[Eennst ca HEMHBA3UBHN MEAMLIMHCKM U3Aenus 3a eaHokpaTHa ynotpeba, 3a MHorokpaTHa
yrnoTpeba, HECTEPUITHU.

KnacudmkaumsaTa ce onpefens cernacHo yned 1 ot Mpunoxexune IX.

HacToswara gexknapauusi ce M3aaea noj UsknioymtenHara oTroBopHocT Ha Duckworth & Kent Ltd.

Martin Lock
PbkoBoguTen no PerynatopHu BLNPOCU

Date 14-MAY-2021
Issue O Crpanuua 1 o1 2
DCP 6469
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1SO%001:2015 and 1SO13485:2016 Certified

Tabnuua 1. MeauuuHckn usgenusi, ooxeaHaTu oT Tasu [leknapauus 3a CbOTBETCTBMUE.

CTepunuaupaily TaBu, HEeMHBa3NBHU

REF 3arnaBue Ha U3genueTo
6-135 Kanbd 3a cTrepunusmpaHe
6-135-1 Kanbd 3a ctepunuanpane
6-139 Kanbg 3a KOMMNOHEHTH
DK7003 Crepunuaunpalla TaBa
T7000 Crepunuaupalla Taea
T7003-1 Crepunuaupalya Taea
T7010 Crepunusupalla Tasa
T7010-2 Crepunuaupallya Taea
T7020 Crepunnanpalya Taea
T7020-2 Crepununaunpalla Tasa

Tabnuua 2. CbOTBETHU CTaHOAPTHU U 06K cneuucukaLmn.

Mpunoxumu ctaHgapT

CraHpgapTeH HoMep

3arnaBue

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

ENISO 14971:2012

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

EN ISO 16223-1:2016

Medical devices - Symbols to be used with medical device labels,
labelling and information to be supplied - Part 1: General
requirements (1SO 15223-1:2016, Corrected version 2017-03)

EN 1SO 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

SI 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

Date 14-MAY-2021
Issue 0
DCP 6469

Ctpanuua 2 ot 2




Terence House

7 Marquis Business Centre
Duckworth & Kent Lid

Hertfordshire, SG7 6XL
Titanium Reusable Ophthalmic Instrument Manufacturer United Kingdom

tmd (0) 1462 893254 @ Info@duckworth-and-kent.co.uk | 3 | www.duckworth-and-kent.com

1SO13485:2016 Cerfified

OOBABKA KbM OPUTMHATIA
OEKNAPALUWA 3A CbOTBETCTBUE

Ot 31 siHyapu 2023 r. agpechT Ha HalMg ynenHoMolLeH npeacTtasuTen B EC, nocoyeH
B MbpBOHa4anHara [leknapauus 3a CLOTBETCTBME, € MPOMEHEH

Crap agpec

YnbnHomolleH npeacrasuten: Emergo Europe
Prinsessegracht 20
2514 AP The Hague
The Netherlands

Hos agpec

YnbnHomolleH npegcrasuten: Emergo Europe
Westervoortsedijk 60
6827 AT Arnhem
The Netherlands
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Martin Lock [aTa
PrroBoauTen no PerynatopHu Benpocu

Date 25-JAN-2023
Issue 0 CrtpaHuua 1ot 1
DCP 6630



