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AHAQYH YYMMOP®QIHE EE

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

E€ouaiodoTtnévog avTiTTpOoWITOG: Emergo Europe
Prinsessegracht 20
2514 AP The Hague
The Netherlands

H Duckworth & Kent Ltd dnAwvel 611 Ta IaTpOTEXVOAOYIKA TTPOidVTa TTOU Traparifeval atov lMivaka 1 ka
TTEPIYPAQOVTAl TTAPUKATW,

>elpd pn ereparikwv Behovokdtoxwyv Duckworth & Kent

TTANPOUV TIG BACIKES OTTAITACEIS Kal DIoTAEEIG TG Odnyiag Tou ZupBouAiou 93/42/EOK oTrwg
TpOTTOTrOINBNKE a1rd TNV Odnyia 2007/47/EK Kai 6TTWwg EVOWHATWONKe ot vopoBeaia tou HB (Kavoviopoi
larpotexvoAoyikwy MNpoidvtwy Tou HB S1 2002 ap. 618, &1mwg TpoTroTroInenkav).

TOpewva pe To Napdptnua VI Tng Odnyiag Tou ZupBouiiou 93/42/EOK 6Trwg TpOTTOTIONNBNKE a1ro TNV
Odnyia 2007/47/EK kai 6TTwg evowparwenke otn vopobeoia tou HB (Kavoviopoi latpoTexvohoyikwy
MpoidvTwy Tou HB SI 2002 ap. 618, éTrwg TpoTToTroINBnKav),

Autd Ta TTpOidvTa £Xouv opioTel wg Kartnyopiag |

TpoTtrog Tagivounong

AUTA TO TTPOIOVTA £ival GAQ ETTAVOXPNCIKOTTOICIHA, N OTTOOTEIPWHEVE, U ETTEURATIKA IATPOTEXVOAOYIKA
TTPOIOVTA TTPOCWPIVIG XPONG.

H tagivounaon kaBopicetal Bacel Tou Mapaptriparog IX, Kavovag 1.

AuTr 1 BrAwon ekdideTal uTrd TNV atrokAeioTIKr EUBOVN TNG Duckworth & Kent Ltd.

Martin Lock
ETike@aArg PuBuioTikwy YTrobéogwy
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Mivakag 1. larpoTeXvoAoyiké TpoiévTa Tou KaAUTrTovTon amrd auTth) Tn ARAwon Zuppopewaong.

BeAovokdroya, Mn emmepBatikd

REF TitAog poidvTog

3-201 Ymoboxéag Behdvag
3-202 Ymodoxtag BeAdvag
3-203 Ymodoxtag BeAdvag
3-205 Ymoboxéag BeAovag
3-206 Ymodoxéag Behdvag
3-207 YTroboxeag BeAovag
3-208 YTrodoxeag [BeAdvag
3-218 YTrodoyxeag BeAovag
3-222 Ymodoxéag BeAovag
3-223 Ytrodoxéag BeAdvag
3-302 Ytrodoxéag BeAdvag
3-303 YTroboxedg BeAdvag
33-202 YTroboyxEag BeAdvag
33-203 Ytmodoxéag BeAdvag
33-222 Ymroboxéag Behovag
33-223 Ymodoxtag BeAdvag
33-225 Ymodoxtag Behdvag
33-303 Ymodoxéag BeAovag
3-422 Y1rodoxeag BeAovag
3-423 Ymodoyeag Behdvag

Mivokog 2. ZXETIKA TTPOTUTTO KOI KOIVEG TTPOdIOypaPEG.

E@apupooTéd TTPOTUTT

Ap1Bpég TpoTUdTTOU TitAog

EN 1041:2008 Information supplied by the manufacturer of medical devices
Biological evaluation of medical devices - Part 1: Evaluation and
testing within a risk management process (ISO 10993-1:2009)
EN I1SO 10993-1:2009/AC:2010

Medical devices - Quality management systems - Requirements
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,
labelling and information to be supplied - Part 1: General
requirements (ISO 15223-1:2016, Corrected version 2017-03)
Processing of health care products - Information to be provided by

EN ISO 10993-1:2009

EN ISO 13485:2016

EN 1SO 14971:2012

EN ISO 15223-1:2016

EN I1SO 17664:2017

the medical device manufacturer for the processing of medical
devices (ISO 17664:2017)

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)

MEDDEYV 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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NMPOXAPTHMA 2THN APXIKH

AHAQZH >YMMOPO® Q2> HE

A6 Tig 31 lavouapiou 2023, n diedBuvaon Tou E§ouaiodotnuévou AvTiTrpoowTrou pag otny EE
oTTwe TrapatiOetal aTny apxikh AfAwon Zupuopewong £xel AAAGEE!

MaAid dietBuvan
E€oualiodoTnpévog avTITTpOOWITOG:

Nea dieBuvarn
E€ouciodotnEVOS avTITTpOoWITOG:

Martin Lock
Emike@aAng PuBuioTikwy YTroBEoewy

Date 25-JAN-2023

Emergo Europe
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2514 AP The Hague
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