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H Duckworth & Kent Ltd SnAdvel 671 Ta 1aTpOTEXVOAOYIKG TTpOidVTa TToU TrapaTiBevial otov Mivaka 1 kai
TEPIYPAQOVTAl TTAPAKATW,

>e1pd erepBaTikwy AaBidwv Duckworth & Kent

TANPOoUV TS Baaikég amaimoelg kal dlardgelg Tng Odnyiag Tou ZupBouhiou 93/42/EOK otTwg
TpoTToToIfienke amé v 0dnyia 2007/47/EK kai 6TTwg EVoOwHATWONKe 0T volobeoia Tou HB (Kavoviopol
latpotexvohoyikwv MpoidvTwy Tou HB SI 2002 ap. 618, é1mwg Tpotrotroiénkav).

TUpQwVa e To Mapdprnua VIl Tg Odnyiag Tou ZupBouliou 93/42/EOK 61w TpOTTOTTOIRBNKE a6 TNV
Odnyia 2007/47/EK kai 6TTwG EVOWUATWONKE 0T vopoBeaia Tou HB (Kavoviopoi larpotexvoAoyIkwy
MpoiovTwy Tou HB SI 2002 ap. 618, étwg TpoTroTroIBnkav),

AuTd Ta TTpoidVTa £X0ouVv oploTel wg Karnyopiag |

TpoTrog TagIivopunong

AUTA Ta TTpOiGVTA Eival GAA ETTOVOXPNOIHOTTOIRCIHA, W) ATTOOTEIPWHEVA, ETTEUBATIKA 1ATPOTEXVOAOYIKA
TPOIGVTA TTPOCWPIVAS XPHoNS.

H tagivounaon kabopideral Baoel Tou Mapapthparog IX, Kavovag 5.

Autrj nj SrAwon exdiderar uTtd TV aTTokAeioTIKA euBUvn TG Duckworth & Kent Ltd.

Martin Lock
Etrike@aAric PuBpioTikwv YToBEoewy
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REF TirAog mpoidvTog
2-110 OdovTwtr Aapida
2-110-1E OdovTtwrr) AaBida
2-110-3E QdovTwTr AaBida
2-110E OdovTwtr AaBida
2-111E OdovtwTn Aapida
2-114E OdovTwTh AaBida
2-114ER8 OdovTwtr Aafida
2-116E OdovTwtr AaBida
2-118E OdovTwth Aafida
2-132 OdovTwTr Aafida
2-132E OdovTwTr AaBida
2-135E Odovtwn Aapida
2-135ERS8 OdovTwth AaBida
2-144E OdovTwtr Aafida
2-167E AaBida emTEQUKATA
2-170E OdovTwtr| AaBida
2-185 OdovTwTr AaBida
2-214E OdovTwth AaBida
2-215E OdovTwrr AaBida
2-2-706GR AaBida kayouAopneng
2-2-716G-8RS AaBida kawouAdpning
2-500-4E AaBiba emiTeQUKOTA
2-501-2E AaBida emideang
2-503E AoBida ETTITTEQUKOTA
2-686 T QIYKTAPAG ETTITTEQUKOTA
2-687 ZQIYKTAPAG ETTITTEQUKOTA
2-695 AaBida IOL
2-700 Aaida IOL
2-706G-1E AaBida kawouAdpnéng
2-706G-1RE AaBida kayouAdpnéng
2-706GE AaBida kawouAdpning
2-7T06GRE Aafida kawouhdpnéng
2-712-3ER8 AaBida kayouAopnéng
2-712-4ER8 AaBida kawouAdpngng
2-714-3ERS8 AaBida kawouAdpnéng
2-716G-10E AaBida kayoulopnéng
2-716G-10RE AaBida kawouAopning
2-716G-8E AaBida kawouAdpnéng
2-716G-8RE AaBida kayouAdpnéng
2-716G-8RSE AaBida kawouAdpnéng
2-716G-8SE Aafida kawouhopnéng
2-716G-9E AaBida kayouAopnéng
2-716G-9RE AaBida kawouhdpnéng
2-716G-9RSE AaBida kayouhopnéng
2-716G-9SE AaBida kayouAopngng
2-716GE AaBida kawouAdpnéng
2-716GE-1 AaBida kawouhopnéng
2-716GE-18 AaBida kayouAdpning
2-716GE-2 AaRida kawouhopnéng
2-716GE-3 AaBida kayouAdpnéng
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REF TitAog TrpoidvTog

2-716GERS Aapida kawouhopnéng

2-716GER8-1 AaBida kayouAopneng

2-716GER8-1S | AaBiba kawouAdpnéng

2-716GERS-2 AaBida kawouhopnéng

2-716GERS8-3 AaBida kayouhopnéng

2-716GN-2E AaBida kayouhdpnéng

2-716GN-3E AaBiba kayouAdpnEng

2-716GN-4 AaBida Kawouhopnéng

2-716GN-4E Aapida kayouAopneéng

2-716GN-5E AaBida kawouAdpnéng

2-716GNE AaBida kayouAdpnéng

2-716GNR8-2E | AaBida KayouAdpnéng

2-716GNR8-3 AaBida kawouhdpning

2-716GNR8-3E | AaBiSa kawouAdpnéng

2-716GNR8-4E | Aafida kawouhdpnéng

2-716GNR8-5 Aapida kayouhopnéng

2-716GNR8-5E | Aaida kawouAdpnéng

2-716GNR8-6E | Aafida kawouAdpnéng

2-716GNRSE AaBida kayouAdpning

2-716GW NaBida kawouAdpnéng

2-716GW-2 AaBida kawouhdpnéng

2-716GWR8-2 AaBida kayouhdpning

2-718-3E AaBida kayouhdpning

2-719-3E AaBida kawouAopnéng

2-719-4E Aapida kayouhopnéng

2-787-1E AaBida DMEK

2-796E AaBida Tupriva

2-802E MupoAuThpag TTUprva

2-803E MupoAuTripag TTuprva

2-815E Aaida Prechopper

2-817-1E Aapida Prechopper

2-817E NaBida Prechopper

2-818E NAaBida Prechopper

2-820-1E Aaida Prechopper

2-820E AaBida Prechopper

2-821E NaBida Prechopper

2-835E AaBida SMILE

2-836E Aapida SMILE

2-837 NaBida SMILE

2-838 Aafida DMEK

2-839 Aafida SMILE

2-847-4 AaBida kawouhdpning

2-877 AaBida apg@iBAnoTposidoug

2-877N Keqahr AaBidag apgiBAnoTpoeidoug

2-878-1 AaBiba apgipAnoTpoeidoug

2-878-1N KepaAn Aafidag apgiBAnoTpoeidoug

DK7740E Aapia IOL

DO2-40 Artisan Enclavation Forceps

DO2-70 Artisan Implantation Forceps Refractive - Long

DO2-72 Artisan Implantation Forceps Refractive - Short

D0O2-74 Artisan Implantation Forceps - Standard

OF105 Artiflex Holding Forceps Curved Left
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REF Tithog TTpoiévTog
OF106 Artiflex Holding Forceps Curved Right
P5307A AaBida IOL

Mivakag 2. IXETIKG TTPOTUTTA KOl KOIVEG TTPOSI0YPA@EG.

E@apHoOoTEQ TTPOTUTTA

ApiBuog TpoTiITOU

TitAog

EN 1041:2008

Information supplied by the manufacturer of medical devices

EN 1707:1996

Conical fittings with a 6% (Luer) taper for syringes, needles and
certain other medical equipment - Lock fittings

EN I1SO 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 13485:2016

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 (ISO 14971:2007, Corrected version 2007-10-01)

EN ISO 156223-1:2016

Medical devices - Symbols to be used with medical device labels,
labelling and information to be supplied - Part 1: General
requirements (1SO 15223-1:2016, Corrected version 2017-03)

EN I1SO 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

512002 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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MPOZAPTHMA ~THN APXIKH

AHAQFH YYMMOP®QIHZ

Ao 1ig 31 lavouapiou 2023, n dietBuvaon Tou EEouaiodotnuévou AVTITTPOCWITOU Yag oty EE
OTTWG TTapaTIBETAl OTNV ApXIKA ARAWON ZUPUOPPWAONG £XEI AAAGEE!

MoNid dieBuvarn
E€ouciodotnuévog avTITTpOCWITOG:

Néa dieuBuvon
E€ouaiodotnpévog avTITpoowTTog:

Martin Lock
Emike@aArc PuBuioTikwy YTToBEoewy

Date 25-JAN-2023
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