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

E€ouaiodoTtnuévog avTiTTpOCWITTOC: Emergo Europe
Prinsessegracht 20
2514 AP The Hague
The Netherlands

H Duckworth & Kent Ltd dnAwvel 611 Ta 10TpOTEXVOAOYIKA TTpoidvTa TTou TrapatiOevral atov Mivaka 1 Kal
TTEPIYPAQOVTal TTAPAKATW,

Zeipd un emrepfarikAwv Aafidwv Duckworth & Kent

TTANPOUV TIS BaoIkéS amaiTioelg ka diardgelg g Odnylag Tou ZupBouAiou 93/42/EOK omwg
TpoTroToIenke amoé Tnv Odnyia 2007/47/EK kai 6TTwg evowuaTwenke otn vopobeaia Tou HB (Kavoviapoi
larpoteyvoloyikwy Mpoiéviwy Tou HB SI 2002 ap. 618, 6TTwg TpoTToTToIenkav).

TOpewva pe To Mapdptnua VI Tng Odnyiag Tou ZupBouAiou 93/42/EOK OTrwg TpoTroTmoinenke ammo v
Odnyia 2007/47/EK kai 0TTwg evowpaTwenke otn vopoBeoia Tou HB (Kavoviopoi larpotexvohoyikwv
Mpoidvrwy Tou HB SI 2002 ap. 618, &TTwg TpoTrotrolndnkav),

AuTd Ta TrpoidvTa £Xouv oploTei wg Karnyopiag |

Tpotrog Tagivounong

AUTG TO TTPOIOVTA Eival OAA ETTAVOXPNOIKOTIOICIHG, [N OTTOOTEIPWHEVA, [N ETTEMRATIKA 1aTpOTEXVOAOYIKA
TTPOIGVTA TTPOCWPIVIG XProNS.

H tagivounon kabopiletal Baael Tou Mapaptiparog IX, Kavovag 1.

Auti n dAwaorn ekdideTal utrd TNV atrokAeloTiKA euBuvn Tng Duckworth & Kent Ltd.

Martin Lock
Emikepahic PubpioTikwy YTToBEoewy
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Mivakog 1. larpoTexvoAoyikd TrpoiovTa Tou KaAUTITOVTAl 01Td auTh TN ARAwon ZUPHopPwaong.

REF TitAog TTpoiévTOog

2-100 AaBida e eyKOTTEG

2-100-1E AoBida e EYKOTTEG

2-100E AaBida Ye eyKOTTEG

2-101E AaBida YE EYKOTTES

2-103E AaBida pe eyKOTTEG

2-104E Aaida Ye eyKoTTEG

2-130E AaBida pe gykoTTEg

2-195 Aafida BAepapidwy

2-195-1 AaBida BAepapidwy

2-196 AaBida BAepapidwy

2-200E NaBida pe eyKOTTEG

2-2195E Aafida BAepapidwy

2-2-8338 AaBida TpApaTog KAEIdWPATOG

2-285E NaBida DMEK

2-287E AaBida DMEK

2-500 AadBida eideong

2-500-1E AaBida etrideong

2-500-2E Aaida emideong

2-500E Aaida gtideong

2-501E NaBida emmideong

2-502E AaBida yia Xeipoupyikd pappara

2-504E AaBida etrideong

2-504ER8 AaBida emideong

2-505E AaBida emideong

2-505ER8 AaBida emideong

2-510-1E XpnoTikr) AaBida

2-520E NaBida gmideong

2-522E NoBida emideong

2-524-1E AdaBida emideong

2-524E AaBida emideang

2-526E Aafida emideong

2-527E AdBida emideong

2-529-1ER8 | AaBida etrideang

2-529E Aaida emideong

2-640 ZQIYKTAPAG BAEQAPWY

2-729-1 AaBida oTTAigUoU KUpiwg oWHATOG

2-729-3 AaBida popéa

2-731 AdBida cuoThuarog oTEpEwang

2-765-1 AaBida |IOL

2-770E AaBida ICL

2-774-1E AaBida IOL

2-795E AaBida pe rreplyia

2-832E AaBida cwAnviokou

2-896-2 AaBida ICL

2-896-3 AaBida ICL

2-900E ATTA Aafida

6-675 Mpooappoyéag EKTTAUCNG

6-675-1 Mpooappoyeag EKTTAUGNS

6-676 AaBn pe ehatripio

6-805 XPNoTIKOG OQIYKTIpaAg
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AaBideg, Mn emepBaTikES

REF Tithog TrpoiovTog

8-648 Kurakazu Cutter Assister

DK7710E AaBida [OL

DK7717E AaBida IOL

DK7726 AaBida 1I0L

Mivakog 2. ZXETIKG TTPOTUTTA KAl KOIVEG TTPOdIOYPUPEG.

ApiB6g TpoTiTTOU

DU ele U ele U

Tithog

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 ISO 10993-1:2009/AC:2010

EN ISO 134856:2016

Medical devices - Quality management systems - Requirements
for regulatory purposes (ISO 13485:2016)
EN ISO 13485:2016/AC:2018

EN ISO 14971:2012

Medical Devices - Application of risk management to medical
devices (1SO 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 20594-1:1993+A1:1997

Conical fittings with a 6% (Luer) taper for syringes, needles and
certain other medical equipment - Part 1: General requirements
(1SO 594-1:1986)

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

S1 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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NMPOZAPTHMA 2THN APXIKH
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A6 TIg 31 lavouapiou 2023, n dietBuvan Tou E€ouaiodotnuévou AVTITTPOCWTTOU [ag oTtnv EE
OTTWG TTapaTiBeTal oTNV APXIKr ANAWCH ZUPHOPPWOHG £XEl AAAAEEI

MaAid dielBuvon
EtouaiodoTtnEvog avTITTpOoWITOG!

Nea dielBuvan
E€ouciodoTtnpévog avTITpOowITog:

Martin Lock
Emike@aAng PuBuioTikwy YTToBéoewy

Date 25-JAN-2023
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