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EU VYHLASENIE O ZHODE

Vyrobca: 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

Spolo¢nost Duckworth & Kent Ltd vyhlasuje, Ze zdravotnicke pomécky uvedené v tabulke 1 a popisané
nizgie:

rad neinvazivnych oznacovacov Duckworth & Kent

st v stilade so zakladnymi poZiadavkami a ustanoveniami smernice Rady 93/42/EHS zmenenej a
doplnenej smernicou 2007/47/ES a transponovanej do pravnych predpisov Spojeného kralovstva

(nariadenie Spojeného kralovstva o zdravotnickych poméckach S| 2002 ¢. 618 v zneni neskorsich
predpisov).

V sulade s prilohou VIl k smernici Rady 93/42/EHS zmenenej a doplnenej smernicou 2007/47/ES a
transponovanej do pravnych predpisov Spojeného kralovstva (nariadenie Spojeného kralovstva o
zdravotnickych poméckach S| 2002 €. 618 v zneni neskorsich predpisov),

Tieto pomocky st oznacené ako pomécky triedy |

Cesta klasifikacie

Vetky tieto pomécky st pomdcky na kratkodobé pouZitie, opakovane pouZitelné, nesteriing, neinvazivne
zdravotnicke pomocky.

Klasifikacia je uréena v sllade s pravidlom 1 prilohy IX.

Toto vyhlasenie sa vydava na vyhradnt zodpovednost' spoloénosti Duckworth & Kent Ltd.

Martin Lock
Veddci regulaénych zalezitosti
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Tabulka 1. Zdravotnicke pomdcky zahrnuté v tomto vyhlaseni o zhode.

O aco
REF Nazov pomocky
6-112 Hacik
6-945 Trefinovy navadzag
6-946 Trefinovy navadzal
9-503 Fixaény krazok
9-509 Fixatny krazok
9-510 Fixaény kriuzok
9-510R Fixaény krizok
9-515R Fixa¢ny krizok
9-518-1 Marker CCC
9-518-2 Marker CCC
9-518-2R Marker CCC
9-518-3 Marker CCC
9-518-4 Marker CCC
9-544 Injekény navadzac
9-544-2 Injekény navadzac
9-544-4 Injekény navadzad
9-649 Oznaéovaci strmen
9-650 Oznadovaci strmen
9-692 Oznactovaci strmen
9-700 Ukazovatel stupha
9-705R Ukazovatel stupna
9-705R-1 Ukazovatel stupna
9-729 Marker na Cepeli
9-729-1 Marker na cepeli
9-730 Marker na &epeli
9-732 Marker na &epeli
9-733 Marker na &epeli
9-734 Marker na &epeli
9-749 Marker rezu
9-778 Kruhovy marker
9-779 Kruhovy marker
9-781 Kruhovy marker
9-781W Kruhovy marker
9-788 Kruhovy marker
9-789W-1 Kruhovy marker
9-830 S marker
9-831 F marker
9-840 Toricky marker
9-840-1 Toricky marker
9-840-3 Toricky marker
9-841 Toricky marker
9-841-1 Toricky marker
9-841-2 Toricky marker
9-841-3 Toricky marker
9-841-4 Toricky marker
9-842-1 Marker na Cepeli
9-845-2 Marker rezu
9-846 Marker rezu
9-854R Marker LASIK
9-855 Marker LASIK
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Oznacovace, neinvazivne

REF

Nazov pomoécky

9-864-1

Marker na valci

Cislo normy

Tabulka 2. Prislusné normy a spolo¢né $pecifikacie.

Platné 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 (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 1SO 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

S| 2002 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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DODATOK K ORIGINALU
VYHLASENIA O ZHODE

K 31. januaru 2023 sa zmenila adresa nagho 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
VedUuci regulaénych zalezZitosti
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