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EU VYHLASENIE O ZHODE

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

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

Spoloénost Duckworth & Kent Ltd vyhlasuje, Ze zdravotnicke pomocky uvedené v tabulke 1 a popisané
nizsie:

rad invazivnych meracich pomécok Duckworth & Kent

st v stlade so zakladnymi poZiadavkami a ustanoveniami smernice Rady 93/42/EHS zmenenej a
doplnenej smernicou 2007/47/ES.

V sulade s prilohou V (len metrologické aspekty) smernice Rady 93/42/EHS zmenenej a doplnengj
smernicou 2007/47/ES,

Tieto pomécky st oznaéené ako pomocky triedy | s meracou funkciu

Notifikovana osoba: SGS Belgium NV (NB 1639)
Noorderlaan 87
2514 Antwerpen
Belgium

Cesta klasifikacie

Vetky tieto pomécky st pomocky na kratkodobé pouzitie, opakovane pouzitelné, nesterilng, invazivne
zdravotnicke pomocky.

Klasifikécia je uréend v sulade s pravidlom 5 prilohy IX.

Toto vyhlasenie sa vydava na vyhradnt zodpovednost spolo¢nosti Duckworth & Kent Ltd.

Martin Lock
Veduci regulacnych zaleZitosti

Date 14-MAY-2021
Issue 0 Stranalz 2
DCP 6481
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Tabulka 1. Zdravotnicke pomécky zahrnuté v tomto vyhlaseni o zhode.

Meracie pomécky Im, invazivne

REF Nazov pomécky | Opis Urcené pouzitie
Lakrimalny o . Je uréeny na rozéirer]ie vnutorného kl'Jtik_a oka
6-182-2 dilatat Lakrimalny dilatator a uréenie velkosti uzaveru slzného kanalika,
NEtalor ktory ma byt vioZzeny.

Tabulka 2. Prislusné normy a spolocné $pecifikacie.

Platné normy

Cislo normy

Nazov

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 (1SO 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 I1SO 13485:2016/AC:2018

EN I1SO 14971:2012

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

ISO 156223-1:2021

Medical devices - Symbols to be used with information to be
supplied by the manufacturer - Part 1: General requirements

EN I1SO 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

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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1SO13485:2016 Certified

K 31. januaru 2023 sa zmenila adresa nasho autorizovaného zastupcu v EU, ktora je uvedena v
originali vyhlasenia o zhode.

Stara adresa

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

Nova adresa

Autorizovany zastupca: Emergo Europe
Westervoortsedijk 60
6827 AT Arnhem
The Netherlands

Martin Lock Datum
Veduci regulaénych zaleZitosti

Date 25-JAN-2023
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