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EfouoiodoTtnuévog avTpoowTTag: - Emergo Europe
Prinsessegracht 20

2514 AP The Hague
The Netherlands

H Duckworth & Kent Ltd dnAwvel 611 Ta IaTpoTEXVOAOYIKG TTpoidvTa TToU TTapaTiBevral aTov MMivaka 1 Kai
TTERIYPAPOVTAI TTAPAKATW,

Ye1pd pn ereuarikwy ocuokeuwyv péTpnong Duckworth & Kent

TTANPOUV TIC BACIKEG ATTAITAOEIG KAl DlaTAEelg TN Odnylag Tou ZupBouiiou 93/42/EOK dtrwg
TpotromolIfBnke amd tTnv Odnyia 2007/47/EK.

TOu@wva pe 1o Mapdptnua V (UETPOAOYIKEG TITUXEG HOVO) TNg Odnyiag Tou ZupBouhiou 93/42/EOK &tTwg
TpotroTroinBnke ammd Tnv Odnyia 2007/47/EK,

AuTd Ta TTpoidvTa £Xouv oploTei wg Karnyopiag | MéTpnong

KoIvoTToloUpEVOGg opyavIoHOS: SGS Belgium NV (NB 1639)
Noorderlaan 87
2514 Antwerpen
Belgium
TpotTog TagIvounang

AUTA Ta TTPOTOVTA EIVal OAQ ETTAVAXPNOIKOTTOINGIKA, [N OTTOOTEIPWHEVA, UN ETEURATIKA 10TPOTEXVOAOYIKA
TTPOIGVTA TTPOCWPIVIG XPAONG.

H tagivounon kaBopiletal Bdoel Tou Mapaptruarog IX, Kavovag 1.

AuTr n dAwaon ekdIdETaAl UTTO TNV aTTOKAEIOTIKT euBUVN TG Duckworth & Kent Ltd.

Martin Lock
Emike@ahic PuBuioTikwy YTroBEoswy

Date 14-MAY-2021
Issue 0 YeAlbo 1 amd 2
DCP 6481
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1SO%001:2015 and 1SO13485:2016 Certified

Mivakag 1. larpoTeXvoAoyikd TpoiovTa Tou KAAUTITOVTAI a1ré auTh) TN AQAwon Zuppop@waonG.

2UOKEUEG HETPNONG IM, pn ETEPRATIKESG

TitAog H 4 3
REF TrpoiévToc Mepiypogn MpoBAemwopevn xprion
[Mpoopicetar yia Tn oTipIEn Tou e€opBdApIoU
6-626 AYKIOTPO HUGG AYKIOTPO EKTOMAG UGG | HUGG eTITPETOVTAG TV EITAYWYT) POPPATWY

KOTA TNV EKTOUR TOU UGG,
MMpoopiceral yia Tn oTipIEn Tou £€oPBAApIoU
6-626-1 AyKIOTPO HUGG AYKIOTPO EKTOMNAG HUGG | HUGS ETTITPETTOVTAG TNV EITAYWYT] POUHATWY
KOTA TNV EKTOUN TOU JUSC.

Mivakag 2. EXETIKG TTPOTUTTA KOl KOIVEG TTpOdIaYpPUPEG.

E@appooTéa TpoTUTIA

ApiBuog TpoTdTTou TiThog

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 1SO 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 information to be

supplied by the manufacturer - Part 1: General requirements

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)

EN 62366-1-2015+A1:2020 IVted!caI dev!'ces - 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

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

EN ISO 14971:2012

ISO 16223-1:2021
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15013485:2016 Certified

MPOZAPTHMA XTHN APXIKH

AHAQ3H >YMMOP® Q3 H2

AT 116 31 lavouapiou 2023, n dietBuvon Tou E€ouaiodotnuévou AvTiTTpoowTrou pag otnv EE
OTTWG TTapaTiBeTal aTNV apXIKA ARAWGCN ZURPOPPWONG EXEl QANGEEI

MaAid dietBuvan

EZougiodoTnuévog avTiTpdowITog:

Nea dielBuvon

E€ouoiodotnuévog avTiTpOowIToG:

Martin Lock
Emike@aArg PubBuioTikwy YToBéoewy

Date 25-JAN-2023

Emergo Europe
Prinsessegracht 20
2514 AP The Hague
The Netherlands

Emergo Europe
Westervoortsedijk 60
6827 AT Arnhem
The Netherlands
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