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AHAQYH YYMMOP®QIHE EE

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

Efouaiodotnuévog avTirpoowTTog: Emergo Europe
Prinsessegracht 20
2514 AP The Hague
The Netherlands

H Duckworth & Kent Ltd dnAwvel 6TI Ta 1aTpOTEXVOAOYIKG TTPOiGVTa TTou TrapartiBevrarl atov Mivaka 1 kau
TEPIYPAQOVTAIl TTAPAKATW,

Zelpd emepBaTiKwy aykioTpwyv & Bapidiwv Duckworth & Kent

TANpPoUV TG Baoikég atraitioels kai diatdgelg Tng Odnyiag Tou ZupBouiiou 93/42/EOK o1Twg
TpOTTOTTOIRBNKE aTTd TRV OBnyia 2007/47/EK kai 6TTwg evowUaTwenke otn vopoBeaia tou HB (Kavoviapoi
larpoTexvohoyikwy Mpoidvtwy Tou HB SI 2002 ap. 618, &1Twg TpotroTroIn8nkav).

Z0pewva e To Mapdprnua VI Tng Odnyiag Tou ZupBouiiou 93/42/EOK 6TTwg TpoTTOTIOINBNKE aTrd TNV
Odnyia 2007/47/EK kai 6TTwg evowpatwenke otn vouoBeoia Tou HB (Kavoviopoi latpoTexvoAoyikiwyv
Mpaiévtwy Tou HB SI 2002 ap. 618, otTwg TpoTToTTOIBNKAV),

AuTd Ta TrpoidvTa £X0UV oploTel wg Karnyopiog |

TpoTTOG TAIVOUNONG

AUTA TO TTPOIGVTA €ival OAT ETTOVAXPNOIUOTTOIRCING, [N ATTOCTEIPWHEVA, ETTEURATIKA IATPOTEXVOAOYIKA
TTPOIOVTA TTPOCWPIVIG XPNOTS.

H ragivéunon kabopiletan Bdaoel Tou Mapaptruarog IX, Kavovag 5.

AuTi n 8\Awon ekdiBeTal UTTO TNV aTTOKAEIOTIKR) EUBUVN TNg Duckworth & Kent Ltd.

Martin Lock
Emikepaing PuBuioTikwy YTroBeoswy
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Mivakag 1. larpoTexvoAoyikd TpoiovTa Tou KaAUTrTovTal amrd auth Tn AjAwon Zupuop@uwong.

AykioTpa & Bapidia, ETTePBATIKA

REF Tithog TpoidvTOg
6-069 Todmep TTUpAVa
6-071 Toomep TTUPHVA
6-072-1 Toobmep TUpnRva
6-074-1 TodTep TTUprva
6-074-2 Toomep TUpP VA
6-075 Tootep TUpHvVa
6-075-1 Todrmep TUpAVA
6-076 Tgbmep TuUpva
6-079 TooTmep TTUpH VA
6-079-1 TooTmep TTUPHVa
6-080 TooTeEp TTURPHVA
6-080-2 TootEp TTUP VA
6-080-3 Tobmep TUprva
6-080-4 Todmep TUPRVA
6-081 Toomep TTUpva
6-081-3 Tobmep TUpAva
6-083 Toomep TUpva
6-083-1 Toomep TTUprva
6-083-5 Toomep TTuprva
6-085 Todtep TUpAVA
6-085-1 TooTmep TTUPHvVa
6-085-2 Toodmep Tuprva
6-085-3 TobTep TTUpAvVA
6-085-6 Toobmep TUpRvA
6-085-8 TodTep TTUpvVA
6-086 Toomep TUprva
6-086-1 Toomep mUpnva
6-086-4 AyKIOTpO
6-086-5 Taoomep TTUprva
6-086-6 Toomep TTUprva
6-086-7 AyKIOTpO
6-087 Toomep TTUpHVa
6-087-1 Todmep TUpAvVA
6-090 AlaxwpIoTAG TTUprva
6-090-3 AlaxwpioTrg TTupAva
6-090-6 AlayxwpIoTHG TTUpHva
6-090-7 AlaxwpIoTAG TTUPHva
6-090-8 Al wpIoTAG TTUPN VA
6-093 Todmep TUpAVA
6-095 Naida opbng ywviag
6-098-3 ZTTATOUAQ
6-099 ZdTouAd
6-099-1 2TIATOUAd
6-099-2 ZTTATOUA
6-099-3 ZaTouAa
6-099-4 2TTATOUAd
6-100 ZmdTouAa
6-101 ZTTATOUAd
6-102 >mdroula
6-105-1 ZTTATOUAd
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AykioTpa & Bapidia, ETTEMRATIKA

REF TitAog TrpoiovTog

6-107 2mrdTouAd

6-130 AlaxwploTig ip1dag

6-140 YTTOOTAPIVLO KATAPPAKTN

6-180 AlaoToAéag SaKpuUyOvwY adEvwy

6-180-1 AlaoToAéag SakpuyOvwyY adEvVWY

6-181 AlgoToAéag dakpuyovwy adéviwy

6-194-2 Popiag

6-245 AykioTpo Sinskey

6-249 AykiaTpo Sinskey

6-250 AykioTpo Sinskey

6-250-1 Aykiotpo DMEK

6-250-2 Aykiotpo DMEK

6-251 AykioTpo Sinskey

6-256 Armrogeatng DMEK

6-257 Armotéotng DMEK

6-258 AykioTpo DMEK

6-400 Bpayiovag 10L

6-400-1 Bpayiovag I0L

6-417 Bpayiovag IOL

6-418 Bpayiovac 10L

6-418-1 Bpayiovag 10L

6-450 Bpayiovag IOL

6-460 Bpayiovag IOL

6-467 Bpayiovag IOL

6-469 Bpayiovag IOL

6-469-1 Bpayiovag IOL

6-470 MNepioTpoPEag TUpHva

6-472 Bpayiovag mupfiva

6-472-1 Bpayiovag muprjva

6-476 MNepioTpo@Eag TTUprva

6-479 Bpayiovag ICL

6-481 Bpayiovag ICL

6-482 Bpayxiovag ICL

6-491-2 MeploTpo@Eag TTUpAvVa

6-491-3 MepioTPOPEQG TTUPVA

6-494 MepioTpOQEQG TTUPAVA

6-495 [epioTpo@Eag Tuphiva

6-496 MNepioTpOQEQG TTUPHVA

6-496-1 MepioTpoEag TTupAva

6-496-2 MepigTpogEag Tuphva

6-500 AykioTpo

6-510 Mnxdvnua oTiABwong kdyag

6-610 Bpoxoc pakou

6-630 AaBida Tupriva Expressor

6-635-4 AaBida BlaogToAAg OKANpoU XITwvd

6-649 Z0oTnUa oTEPEWONG

6-651 200TnNUa oTEPEWANG

6-652 Y0oTnHO OTEPEWONG

6-656 Pdpdoc dakpuyovwy adevwy

6-656-1 PdaRdoc dakpuyovwy adEvwy

6-656-2 Pdpdog dakpuydvwy adEvwy

6-656-3 Pdpdoc dakpuyovwy adevwy
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AykioTpa & Bapidia, erepBarika

REF TitAog rpoiévrog

6-656-4 Pd&Bdog dakpuydvwy adévwy
6-656-5 PdaBdoc dakpuyodvwy adévuy
6-835 Avarépog SMILE

6-836 Avarépog SMILE

6-836-1 Avaroépog SMILE

6-836-2 Avarduog SMILE

6-837 Aykiatpo SMILE

6-839 Avarodpog SMILE

6-848 zmdarouAa Femto

6-855 ZTmaTouAa Femto

6-855-1 ZmatouAa Femto

6-856 2mdrouAha Femto

6-866 AlaxwpioThc emmBnAiou
6-870 ZmmatouAa LASIK

6-912 2rdTouAa pepBpdvng
DOB6-41 Artisan Manipulator Standard - Straight
OF115 Artiflex Manipulator

Mivakog 2. ZXETIKG TTPOTUTTA KAl KOIVEG TTpodIaypapEc.

EpappooTéa TrpoTUTIA

Ap1Bpo6g rpoTiTTou 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 I1SO 10993-1:2009/AC:2010

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

EN ISO 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 (ISO 156223-1:2016, 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 ISO 14971:2012

EN 62366-1:20156+A1:2020

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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NPOXAPTHMA *THN APXIKH
AHAQYH XYMMOP®QIHZ

Ao Tig 31 lavouapiou 2023, n dietBuvon Tou EEouciodotnuévou AvTITTpoowWITOU pag atnv EE
OTTWG TrapaTiBeTal oTnV apxIK AfAWGCH ZUPHOPPWONG EXEI OAAGEEI

MaAid dielBuvan

E€ouciodoTtnuEévog avTITTpOowITog: Emergo Europe
Prinsessegracht 20
2514 AP The Hague
The Netherlands

Néa diglBuvon

E€ouaiodotnuévog avTITTpOCWITTOG: Emergo Europe
Westervoortsedijk 60
6827 AT Arnhem
The Netherlands
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Martin Lock Huepopnvia
Emikepaing PuBuioTIKWy YTToBEoewy
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