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

E€ouciodoTtnEVog avTITTPOCWTTOG: Emergo Europe
Prinsessegracht 20
2514 AP The Hague
The Netherlands

H Duckworth & Kent Ltd &nAwvel 0TI Ta 1aTpOTEXVOAOYIKA TTPOIGVTA TToU TrapariBevral atov lMivaka 1 kal
TEPIYPAQOVTAI TTAPAKATW,

Zelpd pn emrepfarnikwyv deiktwv Duckworth & Kent

TTANPOUV TIG Bacikég aTralThoelg kal diatdgelg Tng Odnyiag Tou Zuppouiiou 93/42/EOK oTTwg
TpoTTOTIOINONKE aTrd TNV Odnyia 2007/47/EK kal 6Trwg evowudaTwenke ot vopoBeaia Tou HB (Kavoviopol
larportexvoAoyikwy MNpoiévrwy Tou HB SI 2002 ap. 618, 6Twg TpoTroTroIN8nkav).

Topgwva pe 1o Mapdptnua VI Tng Odnyiag Tou ZupBouiiou 93/42/EOK 61rwg Tpotrotroinnke armoé tny
Odnyia 2007/47/EK kal 6TTwg evowpaTwlnke oTn vopoBeoia Tou HB (Kavoviouoi larpotexvoAoyikwy
Mpoidvtwy Tou HB Sl 2002 ap. 618, 61Twg TpoTToTTOIBnKAav),

AuTd Td TTpOIdVTA £Xouv opiaTei wg Karnyopiag |

Tpotrog TagIvopnong

AUTA Ta TTPOIGVTA Eival OAA ETTAVAXPNOIKOTIOINOING, M OTTOOTEIPWHEVA, PN ETTEPBATIKA 1ATPOTEXVOAOYIKA
TTROIGVTA TTPOCWPIVIG XPrONG.

H ragivounan kabopiletal Bdoel Tou Mapaptrpartog IX, Kavovag 1.

AuTA n dRAwaon ekdIBETal UTTG TNV ATTOKAEIOTIKY EUBUVN Tng Duckworth & Kent Ltd.

Martin Lock
Emikepaliic PuBpioTikwy YTroBeoewy
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Mivakag 1. larpoTeXvoAoyikd TTpoidvTa Trou KoOAUTITOVTAl aTrd auTh Tn AfAwon ZUPHOpewang.

REF TiTAog TTpoiovTOg
6-112 AyKIoTpO
6-945 Qdnyog TpUTTAVICUOU
6-946 Qdnyéc Tputravigpou
9-503 AakTUAIOG OTEPEWONG
9-509 AakTUAIOG OTEPEWONG
9-510 AaKTUAIOG OTEPEWONG
9-510R AakTUNOG OTEPEWATNG
9-515R AakTUMNOC OTEPEWONG
9-518-1 Agiktng CCC
9-518-2 Agiktng CCC
9-518-2R Agiktng CCC
9-518-3 Aciktng CCC
9-518-4 Acgiktng CCC
9-544 Odnybg gyxuong
9-544-2 0dnyoc £yxuong
9-544-4 0dnyoc £yxuang
9-649 MoayxuueTpo onpavang
9-650 Mayopetpo orpavong
9-692 Mayupetpo ofpavong
9-700 JUOKEUN JETpnong Babuwy
9-705R ZUOKEUN PETpnong BadBuwy
9-705R-1 ZUOKeUN PéTpnong Babuwy
9-729 Acgiktng Aemmidag
9-729-1 AgikTng AeTTidag
9-730 Acgiktng Aetridag
9-732 AgikTng AeTTIOCG
9-733 AgikTng AetTidag
9-734 AgikTng AeTTidag
9-749 AgikTng TONAS
9-778 AgikTng dakTuAiou
9-779 AgikTng dakTuAiou
9-781 Agiktng dakTUAIOU
9-781W AgikTng dakTuhiou
9-788 Agiktng dakTuhiou
9-789W-1 Acgiktng dakTuAiou
9-830 AgikTng S
9-831 Acgiktng F
9-840 Topikdg BeIKTNG
9-840-1 Topikdg BEIKTNG
9-840-3 Topikoc deiKTNG
9-841 Topik6g BeikTNG
9-841-1 Topikog BelkTng
9-841-2 Topikdg BeikTNg
9-841-3 Topikdg BeikTng
9-841-4 Topikog BelKTng
9-842-1 AgikTng AetTidag
9-845-2 AglKTNG TOUAS
9-846 A€IKTNG TOPNS
9-854R Aeiktng LASIK
9-855 Aeiktng LASIK
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1SO2001:2015 and 1SO13485:2016 Certified

Acikteg, Mn ereuBarikoi

REF TiTAog rpoiévTog
9-864-1 AEgiKTNG KUAIvdpou

MNivakoag 2. EXETIKA TIPOTUTTA KAl KOIVEG TTPOBIaYPaQEG.

E@appooTtéa mpoTuTTa

Ap1Bu6¢ TTpoTUTIOU TitAog

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

EN ISO 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 I1SO 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 medical device labels,
EN ISO 15223-1:2016 labelling and information to be supplied - Part 1: General
requirements (1SO 15223-1:2016, Corrected version 2017-03)
Processing of health care products - Information to be provided by
EN ISO 17664:2017 the medical device manufacturer for the processing of medical
devices (ISO 17664:2017)

Medical devices - Part 1: Application of usability engineering to
medical devices

EN 1SO 14971:2012

EN 62366-1:2015+A1:2020

93/42/EEC Council Directive concerning medical devices
2007/47/EC Council Directive amending 93/42/EEC
S12002 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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MPOXAPTHMA 2THN APXIKH
AHAQYH YYMMOPO®QIHY

Ao TiG 31 lavouapiou 2023, n dievBuvon Tou E€ouaiodotnuévou AVTITTPOOWTTOU pag oTnv EE
OTIWG TTAPATIBETCAN 0TV aPXIK ARAMWGN ZUPPOPPWONG EXEI AAAGEE!

Mahid BiedBuvon

E€ougiodoTtnuevog avTiTTpOowITog: Emergo Europe
Prinsessegracht 20
2514 AP The Hague
The Netherlands

Néa dieubuvon

E€ouoiodoTtnuEVOog avTITTpOOWTTOG: Emergo Europe
Westervoortsedijk 60
6827 AT Arnhem
The Netherlands
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Martin Lock Huepounvia
EmikepaAng PubuioTikwy YTrobéoewv
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