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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

Spoloénost Duckworth & Kent Ltd vyhlasuje, ze zdravotnicke pomécky uvedene v tabulke 1 a popisane
nizsie:

rad invazivnych irigacnych a aspiraénych pomécok Duckworth & Kent

su v sllade 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 2002 S.1. No 618 v zneni neskor$ich
predpisov).

V stlade s prilohou Il (s vynimkou &asti 4) smernice Rady 93/42/EHS zmenenej a doplnenej smernicou
2007/47/ES,

Tieto pomocky s oznacéené ako pomaocky triedy lla

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

Cesta klasifikacie

V3etky tieto pomécky st pomdcky na kratkodobé pouzitie, opakovane pouzitelné, nesterilng, invazivne
zdravotnicke pomécky.

Klasifikacia je ur¢ena v stlade s pravidlom 5 prilohy [X.

Toto vyhlasenie sa vydava na vyhradnu zodpovednost spolo€nosti Duckworth & Kent Ltd.

Martin Lock
Veduci regulacnych zalezitosti

Date 03-JAN-2024
Issue 8 Stranalz 4
DCP 6697
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Tabulka 1. Zdravotnicke pomécky zahrnuté v tomto vyhlaseni o zhode.

Irigacné a aspiracné lla, invazivne

REF

Nazov pomécky

Opis

Uréené pouzitie

8-601-1

Kanyla

Hydrodisekéna
kanyla

Je uréena na dodavanie tekutiny do kapsuly
oka na uvolnenie jadra z kapsularneho vaku.

8-601-2

Kanyla

Viacuéelova kanyla

Je uréena na dodavanie tekutiny do kapsuly
oka na uvolnenie jadra z kapsularneho vaku,
tiez na odstranenie vzduchu, tekutiny a
skvapalneného kortexu z oka.

8-602

Kanyla

Kanyla s plochym
hrotom

Je uréena na dodavanie tekutiny do kapsuly
oka na uvolnenie jadra z kapsularneho vaku.

8-603

Kanyla

Kanyla na leStenie
kapsuly

Je uréena na odstranenie tekutiny,
viskoelastickych a malych kaskov tkaniva z
prednej Easti oka.

8-605

Kanyla

Kanyla na
vstrekovanie
vzduchu

Je ur€ena na dodavanie vzduchu do prednej
komory oka.

8-616

Kanyla

Infuzna kanyla

Je uréena na dodavanie tekutiny do oka na
udrzanie vnitrooéného tlaku pocas
chirurgického zakroku.

8-650

Iriga¢ny nasadec

Irigacny nasadec

Je uréeny na dodavanie tekutiny do oka na
udrzanie vnitroo¢ného tlaku pocas
chirurgického zakroku.

8-652

Irigaény nasadec

Iriga¢ny nasadec

Je ur€eny na dodavanie tekutiny do oka na
udrZanie vnutroo&ného tlaku poéas
chirurgického zakroku.

8-652-1

Irigaény nasadec

Irigacny nasadec

Je uréeny na dodavanie tekutiny do oka na
udrzanie vnutrooéného tlaku pocas
chirurgického zakroku.

8-655

Aspiraéna nasada

Aspira¢ny nasadec

Je ur€eny na odstranenie tekutiny,
viskoelastickych a malych kuskov tkaniva z
prednej ¢asti oka.

8-655-2

Aspiratna nasada

Aspiracny nasadec

Je uréeny na odstranenie tekutiny,
viskoelastickych a malych kuskov tkaniva z
prednej éasti oka.

8-657

Aspira¢na nasada

Aspiraény nasadec

Je uréeny na odstranenie tekutiny,
viskoelastickych a malych kuskov tkaniva z
prednej ¢asti oka.

8-730

I/A hrot

Aspiraény hrot

Je uréeny na odstranenie tekutiny,
viskoelastickych a malych ktskov tkaniva z
prednej asti oka.

8-731

I/A hrot

Aspiracny hrot

Je uréeny na odstranenie tekutiny,
viskoelastickych a malych kaskov tkaniva z
prednej ¢asti oka.

8-731-1

I/A hrot

Aspiracny hrot

Je uréeny na odstranenie tekutiny,
viskoelastickych a malych kuskov tkaniva z
prednej ¢asti oka.

8-731-3

I/A hrot

Aspira¢ny hrot

Je ur€eny na odstranenie tekutiny,
viskoelastickych a malych kuskov tkaniva z
prednej Easti oka.

8-731-4

I/A hrot

Aspiragény hrot

Je ureny na odstranenie tekutiny,
viskoelastickych a malych kuskov tkaniva z
prednej Easti oka.

8-732

I/A hrot

Aspiraény hrot

Je uréeny na odstranenie tekutiny,
viskoelastickych a malych kdskov tkaniva z
prednej asti oka.

8-732-1

I/A hrot

Aspiracny hrot

Je ureny na odstranenie tekutiny,
viskoelastickych a malych klskov tkaniva z
prednej ¢asti oka.

Date 03-JAN-2024
Issue 8
DCP 6697

Strana2z 4




Terence House

Duckworth & Kent Ltd e i i

e TR TS e e O P e il s S i i AT e Hertfordshire, SG7 6XL
Titanium Reusable Ophthalmic Instrument Manufacturer United Kingdom

‘ +44 (0) 1462 893254 @ Info@duckworth-and-kent.co.uk | k www.duck\.-.'orm-cnd-kem.com

15O13485:2016 Certified

Irigacné a aspiracné lla, invazivne

REF Nazov pomocky Opis Uréené pouzitie
Je ur€eny na odstranenie tekutiny,
8-732-3 I/A hrot Aspiragny hrot viskoelastickych a malych kiskov tkaniva z

prednej Casti oka.

Je ur€eny na odstranenie tekutiny,
8-732-4 I/A hrot Aspiracny hrot viskoelastickych a malych kuskov tkaniva z
prednej €asti oka.
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Tabulka 2. Prislusné normy a spolo¢né Specifikacie.

Cislo normy

Nazov

BS EN ISO 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 I1SO
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 to 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 1SO 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 1SO 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

MEDDEV 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

MEDDEV 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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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 regulacnych zalezitosti
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