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ISO001:2015 and 15013485:2016 Certified

OEKINAPALINA 3A CLOTBETCTBUE HA EC

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

YnwnHomolleH npefcraeuten: Emergo Europe
Prinsessegracht 20
2514 AP The Hague
The Netherlands

Duckworth & Kent Ltd gexnapupa, Ye meguuUMHCKUTE usaenus, usbpoernn B Tabnuua 1 n onucaHu no-
fony,

FamaTa oT HeMHBa3uBHU u3amepBartenHu ypeau Ha Duckworth & Kent

ca B CbOTBETCTBUE CBC ChLUECTBEHWUTE M3MCKBaHMA U pasnopendute Ha dupextusa 93/42/ENO Ha
CbBeTa, uameHeHa ¢ [Qupektusa 2007/47/EO.

B cboTBeTcTBME C Npunoxexue V (camo MeTponoriyHm acnektu) kbm [upextuea 93/42/ENO Ha CoBeTa,
nameHeHa ¢ [upextuea 2007/47/EQ,

Teau ypeau ca o603Ha4eHU kaTo knac | MsmepBaTenHu ypeau

HoTtudumympat opran: SGS Belgium NV (NB 1639)
Noorderlaan 87
2514 Antwerpen
Belgium

KnacudukalnoHeH NbuT

BcuYky TE@3U U3fenus ca HeuHBasWBHY MeAWLIMHCKM U3Aenns 3a efHokpaTtHa ynotpeba, 3a MHorokpartHa
ynotpeba, HecTepunHu.

KnacudhukauusaTa ce onpepenst cbrnacHo vneH 1 ot lNpunoxeHue 1X.

HacrosllaTa fgeknapaluus ce usLasa noj UaknioduTenHara otrosopHocT Ha Duckworth & Kent Ltd.

Martin Lock
PtkoBoauTen no PerynaTopHW BLMPoOCK
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DCP 6481
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Tabnuua 1. MeguumnHcku usgenus, ooxBaHaTh oT Tasu [leknapauus 3a CbOTBeTCTBUE.

W3mepBaTtenHu ypeau Im, HeMHBa3MBHMU

3arnaBue Ha
REF OnucaHue lMpepHazHayeHue
M3OerueTo
I'Ipe,u,HaaHaqua e 3a noaabpxaHe Ha
Kyka 3a pesekuyus Ha BbHLLHUSI O4EH MYCKYI1, KOETO NO3BOJIsBA
6-626 Kyka 3a myckynu MYCKyI MOCTaBAHETO Ha KOHLIW M0 BPEMe Ha pesekuus
Ha Myckyna.
MpenHasHaveHa e 3a NoAAbpXaHe Ha
Kyka 3a pesekuns Ha BBHLLUHWA O4eH MYCKY T, KOETO Mo3BOMsABa
6-626-1 Kyka sa myckynu MYCKy Il MOCTABSHETO Ha KOHLIM MO Bpeme Ha peseKums
Ha Myckyra.

Tabnuua 2. CLoTBeTHM cTaHAAPTU M 06WM cneundnKaLum.

Mpunoxnmu ctaHgapTy

CrtaHaapTeH HoMep 3arnaBue

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 (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 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

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

EN ISO 14971:2012

ISO 15223-1:2021
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1ISO13485:2016 Certified

OOBABKA KbM OPUTMHANA
OEKINAPALUA 3A CbOTBETCTBUE

Ot 31 siHyapu 2023 r. agpecsT Ha Halwms ynbnHomolleH npegcrasuten B EC, nocoyeH
B NbpBOHa4vanHara [leknapaumsa 3a cbOTBETCTBUE, € NPOMEHEH

Crap agpec

YnbnHomolleH npeactaeuten: Emergo Europe
Prinsessegracht 20
2514 AP The Hague
The Netherlands

Hoe appec

YnwnHomollyeH npeactasuten: Emergo Europe
Westervoortsedijk 60
6827 AT Arnhem
The Netherlands
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Martin Lock HaTa
PbkoBoauTen no PerynaTopHn BLNPOCK
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