Terence House

Duckworth & Kent Ltd NS ks cories

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

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

1SO9001:2015 and 15013485:2016 Certified

OEKINAPALNA 3A CbOTBETCTBUE HA EC

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

YrbrnHoMolleH npeacTasuten: Emergo Europe
Prinsessegracht 20
2514 AP The Hague
The Netherlands

Duckworth & Kent Ltd geknapvpa, ye meguuUuHckuTe uagenus, nabpoedun B Tabnuua 1 v onucaHu rno-
faony,

Nama nHBa3nBHU Mapkepu Ha Duckworth & Kent

ca B CbOTBETCTBUE CbC CLLUECTBEHUTE U3UCKBaHWS U pasnopendu Ha [Qupektusa 93/42/ENO Ha CbBeTa,
uameHeHa ¢ [upekTuea 2007/47/EOQ w TpaHcnoHMpaHa B 3akoHoaatencTsoTo Ha OBeMHEHOTO KpancTeo
(PernameHT Ha O6eQMHEHOTO KpancTBo 3a meguuunHcku nsgenust SI 2002 Ne 618, nameHeH).

B cvoTBeTcTBUE ¢ npunoxenue VIl kbm Oupektusa 93/42/ENO Ha CbBeTa, usMeHeHa ¢ [JuperTvuea
2007/47/EQ u TpaHcnoHMpaHa B 3akoHofgaTencTsoTo Ha OBeAnHeHoTO KpancTeo (PernamMeHT Ha
0O6eMHEHOTO KpancTBO OTHOCHO MeguUnHckuTe usnenus Sl 2002 Ne 618, nameHeH),

Te3u nsgenus ca onpenerneHun kato knac |

KnacudukalmoHeH nbT

Bcuuky Tesn n3genns ca MHBasMBHU MedULMHCKW U3aenus 3a eHokpaTHa ynotpeba, 3a MHorokpartHa
ynotpeba, HecTepunHu.

KnacudmkaumsaTa ce onpefens cernacHo YneH 5 ot Mpunoxexune 1X.

HacTodwara geknapauus ce u3gaea nog uskniovmutenHara otTroBopHocT Ha Duckworth & Kent Ltd.

Martin Lock
PtkosoguTen no PerynaTtopHu BeNpocu

Date 14-MAY-2021
Issue 0 Crpanuua 1 ot 2
DCP 6469
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Tabnuua 1. MepuMuuHckn usgenus, obxeaHaTtu ot Tasu [leknapauus 3a cLOTBETCTBME,

Mapkep#u, MHBasMBHMN

REF 3armaBue Ha U3OENNETO
9-687 Pasmepu Ha paspesa
9-687-1 Pasmep Ha paspesa
9-687-2 Pa3mep Ha paspesa
9-687-3 Paamep Ha paspesa
9-687-4 Paamep Ha paspesa
9-687-5 Pa3mep Ha pa3pesa
9-687-6 Pasmep Ha paspesa
9-687-7 Pasmep Ha paspesa

Ta6bnuua 2. CboTBeTHU CTaHAAPTM M 061K crieundpmkaumm.

lNMpunoxumm ctaHgapTu

CraHgapTeH HoMep

3arnaBsue

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 I1SO 10993-1:2009/AC:2010

EN ISO 13485:2016

Medical devices - Quality management systems - Requirements
for regulatory purposes (ISO 13485:2016)
EN 1SO 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 ISO 15223-1:2016

Medical devices - Symbols to be used with medical device labels,
labelling and information to be supplied - Part 1: General
requirements (ISO 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 (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

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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OOBABKA KbM OPUTMHATIA
OEKINAPALINA 3A CBbOTBETCTBUE

Ot 31 siHyapu 2023 r. agpecsT Ha HalwKsa ynbnHomolleH npeacrtaeuten B EC, nocouyeH
B NbpBoHaYanHara Jeknapauns 3a CbOTBETCTBUE, € NPOMEHEH

Crap agpec

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

Hoe agpec

YnwnHomMolleH npeacTasuTen: Emergo Europe
Westervoortsedijk 60
6827 AT Arnhem

The Netherlands

V1o — © zsjeilen -

Martin Lock HaTa
PtrkoBoguTen no PerynatopHu BbApocu

Date 25-JAN-2023
Issue 0 Ctpanuua 1 oT 1

DCP 6630



