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

EfouciodoThpévog avTITTpOowWITOG: Emergo Europe
Prinsessegracht 20
2514 AP The Hague
The Netherlands

H Duckworth & Kent Ltd dnAwvel 6T Ta 1aTpOTEXVOAOYIKG TTpoi6vTa TTou TrapatiBevral oTov Mivaka 1 kal
TTEPIYPAPOVTAl TTAPAKATW,

Zelpd emeuBaTikwy diopavropayaipidiwv Duckworth & Kent

TANPOUV TIG Badikég aTraltrioelg kal dlatdgelg Tng Odnyiag Tou ZupPouAiou 93/42/EOK o61wg
TpoTroTroIfBnke armé v Odnyia 2007/47/EK Kal 6TTWS evowpaTwenke oTn vopobeoia Tou HB (Kavoviopoi
larpotexvohoyikwy MpoidvTwy Tou HB S1 2002 ap. 618, 6TTwg TpoTToTrolonkav).

T0pgpwva pe To Mapdptnua VIl Tng Odnyiag Tou ZupBouhiou 93/42/EOK 6TTWG TPOTTOTTOINGNKE aTTd TNV
Odnyia 2007/47/EK kai 6Tiwg evowpaTwenke ot vopoBeaia Tou HB (Kavoviopoi latpoTexvoAoyIKwv
Mpoiéviwy Tou HB SI 2002 ap. 618, 4TTWE TPOTTOTTOINONKAV),

AuTd Ta TTPOIGVTA £X0UV opioTEi wg Karnyopioag |

TpoTOg TAgIVOUNGNG

AUTA Ta TTPOIdVTA £ival GA ETTAVOXPNOIMOTTOINCIUA, PN ATTOOTEIPWHEVA, ETTEPBATIKA IATPOTEXVOAOYIKA
TTPOIGVTA TTPOCWPIVIG XProNG.

H ragivounaon kabopidetal Baoel Tou Mapaptriparog IX, Kavévag 5

AuTr 1 8nAwon exdideTal utrd TNV atrokAEIoTIKA £uBUvn TNg Duckworth & Kent Ltd.

Martin Lock
Emike@ahnc PuBuioTIKwy YTTOBECEWY
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Mivakag 1. latpoTeXvoAoyiKd TrpoiovTa rou KaAGTIToVTal atréd auTh T ARAwon Zuppopewong.

AN[e{V[e OUAXAIPIOIO 30 0

REF TitAog TrpoidovTOg
4-100 NuaTépl JE DIAAVTI
4-115 NuaTépl Je BIARAVTI
4-122 NuoTépl JE BiapavT
4-125 NuoTépl Pe DIapavTI
4-402 NuoTép!l Je DlapavTi
4-406 NuoTéEpl JE DIAHAVTI
4-415 NuoTép!l pe diapdavTi
4-416 NuoTépl Ye DITUAvTI
4-430 NuoTépl e BlapavT
4-438 NuoTépl pe BIapavT
4-440 NugTépl He BIOPAVTI
4-460 NuoTépl e BIapavT
4-480 NuoTépl e BIapavTi
4-590 NuoTépl e diapdvT
4-600 NuoTépl pe DlapdvT
4-620 NuoTépl e BlapavT
4-620-3 NuoTEpI JE DIAUAVTI
4-620-4 NuoTép! PE DIAUAVTI
4-621 NuoTép! LE DITUAVTI
5-300-1 NuoTéEpl JE DIHAVTI
5-305-1 NuoTépl pe DiapAvTi
5-310-1 NuoTép! e DIaAvTI
5-329-1 NuoTtépl Ye BIapAvT
5-330-1 NugTépl Pe BlapavT
5-340-1 NugTépl e DIOUAvTI
5-360-1 Nuotépl pe BlapavTi
5-362 NuoTtépl pe dlapdvT
6-607 AvVaTOUOC OTPWUATIKNAG EKTOUNG
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ISO%001:2015 and 1SO13485:2016 Certified

Mivokog 2. ZXETIKG TTPOTUTTU KOl KOIVEG TTpOSIaYPUPEG.

DUD ele U ele U
Ap1Bp6¢ TPOTUTTOU 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 ISO 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 (1SO 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 (1ISO 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 SO 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
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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NPOXAPTHMA >THN APXIKH

AHAQZH 2YMMOP®QOIHE

Ao 1€ 31 lavouapiou 2023, n dieuBuvon Tou E§ouciodotnpévou AvTITTpoowTTou pag otny EE
OTWG Trapartiberal oTnv apxIkf AfAwan Zuppopeuwaons £xel aAAGEE!

MaAid dielBuvan
E€ouaiodoTtnpEvog avTITTpOswWIToG:

Nea dielBuvon
E€ouaiodoTtnuévog avTiTTpOoWwIToG:

Martin Lock
Emikepaiig PuBuioTikwy YTroBéoswv

Date 25-JAN-2023
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