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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 uvedene v tabulce 1 a popsané nize,

Duckworth & Kent fada invazivnich méficich prostredku

jsou v souladu se zakladnimi poZadavky a ustanovenimi smérnice Rady 93/42/EHS ve znéni smérnice
2007/47/ES.

V souladu s pfilohou V (pouze metrologické aspekty) smérnice Rady 93/42/EHS ve znéni smérnice
2007/47/ES,

Tyto prostredky jsou oznacené jako tFida | mérici

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

Klasifikaéni cesta
Tyto prostiedky jsou nesterilni invazivni zdravotnické prostiedky pro kratkodobé opakované pouZiti.

Klasifikace je stanovena v souladu s ¢lankem 5 pfilohy IX.

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

Martin Lock
Vedouci regulaénich zalezitosti

Date 16-JUL-2021
Issue 0 Stranalz?2

DCP 6481
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Tabulka 1. Zdravotnické prostiedky, na néz se vztahuje toto prohlaseni o shodé.

Nazev . A T
REF piostiedki Popis Zamyslené pouziti
Lakrimalni Slouzi k roz§ifeni lakrimalniho bodu, a tim
6-182-2 : Lakrimalni dilatator k uréeni velikosti punkéni zatky, kterou je tfeba
dilatator Y

Tabulka 2. Prislusné normy a spolecné specifikace.

Platné normy

Standardni cislo Nazev

EN 1041:2008 Information supplied by the manufacturer of medical devices
Biological evaluation of medical devices - Part 1: Evaluation and

EN 1SO 10993-1:2009 testing within a risk management process (ISO 10993-1:2009)

EN 1SO 10993-1:2009/AC:2010

Medical devices - Quality management systems - Requirements

EN ISO 13485:2016 for regulatory purposes (ISO 13485:2016)

EN ISO 13485:2016/AC:2018

Medical Devices - Application of risk management to medical

devices (ISO 14971:2007, Corrected version 2007-10-01)

Medical devices - Symbols to be used with information to be

supplied by the manufacturer - Part 1: General requirements

Processing of health care products - Information to be provided by

EN ISO 17664:2017 the medical device manufacturer for the processing of medical

devices (1SO 17664:2017)

EN 62366-1:2015+A1:2020 Nled!cal 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

EN ISO 14971:2012

ISO 156223-1:2021
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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
prohlageni 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

WW ‘ 2501\ 23

Martin Lock Datum
Vedouci regulaénich zalezitosti
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