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PROHLASENI O SHODE V EU

Vyrohce: 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 prostifedky uvedené v tabulce 1 a popsané niZe,

Duckworth & Kent fada neinvazivnich irigacnich a aspira¢nich
prostiedki
jsou v souladu se zakladnimi pozadavky a ustanovenimi smérnice Rady 93/42/EHS ve znéni smérnice

2007/47/ES a provedene do pravnich pfedpisi Spojeného kralovstvi (UK Medical Device Regulations 2002
S.I. No 618, ve znéni pozdéjsich predpis).

V souladu s pfilohou Il (kromé oddilu 4) smérnice Rady 93/42/EHS ve znéni smérnice 2007/47/ES,
Tyto prostfedky jsou oznacené jako trida lla

Notifikovany ufad: SGS Belgium NV (NB 1639)
Noorderlaan 87
2514 Antwerpen
Belgium

Klasifikacni cesta

Tyto prostfedky jsou nesterilni, neinvazivni zdravotnické prostiedky pro kratkodobé opakované pouZiti.

Klasifikace se stanovi podle ¢lanku 2 pfflohy IX.

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

Martin Lock
Vedouci regulaénich zalezitosti

Date 03-JAN-2024
Issue 3 Stranal1lz3
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Tabulka 1. Zdravotnické prostiedky, na néz se vztahuje toto prohlaseni o shodé.

Irigacni a aspiraéni lla, neinvazivni

REF

Nazev
prostredku

Popis

Zamyslené pouziti

8-711-1N

I/A nasadec

Rukojet' I/A s Luer
instalaci pro irigaci

SlouZi k pfivodu tekutiny do oka k udrZeni
nitrooéniho tlaku béhem chirurgického
zakroku, zatimco sekundarni hadickou se
odstranuje tekutina, viskoelastické a malé
kousky tkané z pfedni &asti oka.

8-711-1NL

I/A nasadec

Rukojet I/A s Luer
instalaci pro irigaci

Slouzi k piivodu tekutiny do oka k udrzeni
nitroo¢niho tlaku b&hem chirurgického
zakroku, zatimco sekundarni hadickou se
odstraiuje tekutina, viskoelastické a malé
kousky tkané z predni Casti oka.

8-711N

I/A nasadec

Rukojet' I/A s Luer
instalaci pro irigaci

SlouZi k pfivodu tekutiny do oka k udrzeni
nitroo€niho tlaku b&hem chirurgického
zakroku, zatimco sekundarni hadic¢kou se
odstraniuje tekutina, viskoelastické a malé
kousky tkané z predni Casti oka.

8-711NL

I/A nasadec

Rukojet I/A s Luer
instalaci pro irigaci

Slouzi k pfivodu tekutiny do oka k udrzeni
nitrooéniho tlaku b&hem chirurgického
zakroku, zatimco sekundarni hadi¢kou se
odstrafiuje tekutina, viskoelastické a malé
kousky tkané z predni ¢asti oka.

8-720

Rukojet’ kanyly

Rukojet kanyly

Je ur€ena k nasazeni na standardni kanylu
s Luer instalaci pro irigaci nebo odsavani
tekutin z oka.
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Tabulka 2. Pfislusné normy a spole¢né specifikace.

Platné normy

Standardni ¢islo

Nazev

BS EN I1SO 10993-1:2020

Biological evaluation of medical devices - Part 1: Evaluation and
testing within a risk management process.
This standard is applied in full

BS EN ISO
13485:2016+A11:2021

Medical devices - Quality management systems - Requirements
for regulatory purposes.
This standard is applied in full

BS EN ISO
14971:2019+A11:2021

Medical Devices - Application of risk management to medical
devices.
This standard is applied in full

BS EN ISO 15223-1:2021

Medical devices - Symbols to be used with information to be
supplied by the manufacturer - Part 1: General requirements.
This standard is applied in full

BS EN ISO 17664:2021

Processing of health care products - Information fo be provided by
the medical device manufacturer for the processing of medical
devices. Part 1: Critical and semi-critical medical devices.

This standard is applied in full

BS EN ISO 20417:2021

Medical devices — Information to be supplied by the manufacturer.
This standard is applied in full

BS EN ISO 80369-1:2018

Small-bore connectors for liquids and gases in healthcare
applications. Part 1. General requirements.
This standard is applied in full

BS EN [SO 80369-7:2021

Small-bore connectors for liquids and gases in healthcare
applications. Part 7: Connectors for intravascular or hypodermic
applications.

This standard is applied in full

93/42/EEC

Council Directive concerning medical devices
This standard is applied in full

2007/47/EC

Council Directive amending 93/42/EEC
This standard is applied in full

MEDDEV 2.1/1 rev April 1994

Guidelines relating to the application of: The council directive
90/385/EEC on active implantable medical devices, The council
directive 93/42/EEC on medical devices.

This guidance document is applied in full

MEDDEYV 2.4/1 rev 9 June 2010

Guidelines relating to the application of the council directive
93/42/EEC on medical devices.
This guidance document is applied in full

MEDDEYV 2.7/1 rev.4 June 2016

Clinical evaluation: A guide for manufacturers and notified bodies
under directives 93/42/EEC and 90/385/EEC.
This guidance document is applied in full

MEDDEV 2.12/1 rev.8 Jan 2013

Guidelines on a medical device’s vigilance system.
This guidance document is applied in full

MEDDEV 2.12/2 rev 2 Jan 2012

Guidelines on medical devices, Post market clinical follow-up
studies.
This guidance document is applied in full
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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

V_?WV“/‘ ' 5101\ 22

Martin Lock Datum
Vedouci regulacnich zalezitosti
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