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PROHLASENi O SHODE V EU

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

Autorizovany zastupce: Emergo Europe
Princessegracht 20
2514 AP The Hague
The Netherlands

Duckworth & Kent Ltd prohlasuje, Ze zdravotnické prostfedky uvedené v tabulce 1 a popsané niZe,

Duckworth & Kent fada neinvazivnich klesti

jsou v souladu se zakladnimi poZzadavky a ustanovenimi smérnice Rady 93/42/EHS ve zné&ni smérnice
2007/47/ES a provedené do pravnich predpisl Spojeného kralovstvi (nafizeni o zdravotnickych zafizenich
Spojeného kralovstvi Sl 2002 ¢. 618 ve znéni pozdéjSich predpis().

V souladu s pfilohou VII smérnice Rady 93/42/EHS ve znéni smérnice 2007/47/ES a provedené do
pravnich predpisi Spojeného kralovstvi (nafizeni o zdravotnickych zafizenich Spojeneho kralovstvi Sl
2002 ¢. 618, v platném znéni),

Tyto prostredky jsou oznacené jako tfida |

Klasifika¢ni cesta
Tyto prostiedky jsou nesterilni, neinvazivni zdravotnické prostfedky pro kratkodobé opakované pouZiti.

Klasifikace se stanovi podle ¢lanku 1 pfilohy IX.

Toto prohlaseni je vydano pod vyhradni odpovédnosti spole¢nosti Duckworth & Kent Ltd.

Martin Lock
Vedouci regulaénich zalezitosti

Date 14-MAY-2021
Issue 0 Stranalz 3

DCP 6469



Terence House

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

Duckworth & Kent Ltd

Titanium Reusable Ophthalmic Instrument Manufacturer

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

| |3 www.duckworth-ond-kentcom
e

hm—a (0) 1462 893254 R |
W e S
RN

1ISO9001:20156 and 1SO13485:2016 Certified

Tabulka 1. Zdravotnické prostredky, na néz se vztahuje toto prohlaseni o shodé.

Klesté, neinvazivni

REF Nazev prostiedku
2-100 Kle§té se zafezem
2-100-1E Klesté se zafezem
2-100E Klesté se zarfezem
2-101E Klesté se zarfezem
2-103E Klesté se zarezem
2-104E Klesté se zafezem
2-130E Klesté se zafezem
2-195 Klesticky na rasy
2-195-1 Klesticky na fasy
2-196 Klesticky na fasy
2-200E Klesté se zarezem
2-2195E Klesticky na fasy
2-2-833S Klesté na zajisténi segmentu
2-285E Klesté DMEK
2-287E Klesté DMEK
2-500 Vazaci klesté
2-500-1E Vazacl klesté
2-500-2E Vazaci klesté
2-500E Vazaci klesté
2-501E Vazaci klesté
2-502E Klesté na stehy
2-504E Vazaci klesté
2-504ERS8 Vazaci klesté
2-505E Vazaci klesté
2-505ER8 Vazaci klesté
2-510-1E Nastrojové klesté
2-520E Véazacl klesté
2-522E Vazaci klesté
2-524-1E Vazaci klesté
2-524E Vazaci klesté
2-526E Vazaci klesté
2-527E Vazaci klesté
2-529-1ER8 | Vazaci klesté
2-529E Vazaci klesté
2-640 Svorka uzaveru
2-729-1 Klesté na vkladani hlavniho télesa
2-729-3 Pohyblivé klesté
2-731 Kleste fixaéni stanice
2-765-1 Klesté I0L

2-770E Klesté ICL
2-7741E Kleste 10L

2-795E Chlopenni klesté
2-832E Klesté kanyly
2-896-2 Klesté ICL
2-896-3 Klesté ICL

2-900E Obycejné klesté
6-675 Proplachovaci adaptér
6-675-1 Proplachovaci adaptér
6-676 Stiskaci rukojet’
6-805 Nastrojova svorka
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8-648 Kurakazu Cutter Assister

DK7710E Klesté |OL

DK7717E Klesté IOL

DK7726 Klesté |OL

Tabulka 2. Pfislusné normy a spole¢né specifikace.

Platné normy

Standardni ¢islo

Nazev

EN 1041:2008

Information supplied by the manufacturer of medical devices

EN I1SO 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 (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 (1SO 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 20594-1:1993+A1:1997

Conical fittings with a 6% (Luer) taper for syringes, needles and
certain other medical equipment - Part 1: General requirements
(1SO 594-1:1986)

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

S12002 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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PRILOHA K ORIGINALU
PROHLASENI O SHODE

K 31. lednu 2023 se zménila adresa naSeho autorizovaného zastupce pro EU uvedena v plvodnim
prohlaseni o shodé.

Stara adresa

Autorizovany zastupce: Emergo Europe
Princessegracht 20
2514 AP The Hague
The Netherlands

Nova adresa

Autorizovany zastupce: Emergo Europe
Westervoortsedijk 60
6827 AT Arnhem
The Netherlands
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Martin Lock Datum
Vedouci regulacnich zalezitosti
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