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OEKNAPALIMA 3A CBOTBETCTBUE HA EC

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

YnbrnHomoLleH npeacTtaeuTen: Emergo Europe
Prinsessegracht 20
2514 AP The Hague
The Netherlands

Duckworth & Kent Ltd geknapupa, ye meguumMHckuTe nanenws, nabpoenn B Tabnuua 1 1 onucaHu no-
fony,

MamMa oT HeMHBa3UBHU U3Oenus 3a upurauusa U acnupaumsa Ha
Duckworth & Kent

ca B CbOTBETCTBUE CBC CHLUECTBEHUTE U3UCKBaHWS 1 pasnopendbun Ha Oupektuea 93/42/ENO Ha CoeeTa,
uameHeHa ¢ [upektuea 2007/47/EO v TpaHcnoHvwpaHa B 3akoHofaTtencTeoTo Ha O6eanHeHOTO KpancTso
(PernameHT Ha OBeaMHeHOTO KpancTBo 3a MeduumHckn nagenua Sl 2002 Ne 618, nameHeH).

B cvoTtBercTBUE C npunoxerue VIl kbem Oupektusa 93/42/EMO Ha CtBeTa, uameHeHa ¢ [Jupexriea
2007/47/EOQ v TpaHKcnoHWpaHa B 3akoHogaTencTeoTo Ha ObeauHeHoTo Kpancteo (PernameHT Ha
O6eANHEHOTO KpancTBO OTHOCHO MeauLMHeKkuTe usgenus S| 2002 Ne 618, nameHeH),

Te3n nspenua ca onpepeneHu karo knac |

KnacudhukaumoHeH nbT

Bcuykn Tesmn u3gennda ca HenHBasuBHW MegUUWHCKKM n3genns 3a eqHoKpaTHa ynO‘rpeGa, 3a MHOrokpaTHa
ynotpeba, HecTepunHu.

Knacudhukaumsita ce onpefens cbrnacHo YneH 1 ot Mpunoxenue IX.

HacTosiwara Aeknapauusa ce uagaea nof usknyutenHarta otrosopHocT Ha Duckworth & Kent Ltd.

Martin Lock
PvkoBoguTten no PerynaTtopHu Bbnpocu

Date 14-MAY-2021
Issue 0 Crpanuua 1 ot 2
DCP 6469
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1SO%001:2015 and 15O13485:2016 Certified

Tabnuua 1. NMeauuuHcku nsgenus, o6xsaHaTtu oT Tasu [eknapauus 3a CbOTBeTCTBME.

Wpurauma n acnupauua, HeMHBa3uBHa

REF 3arnaBue Ha U3OenueTo
8-001 dako Kknoy

Tabnuua 2. CboTBETHU CTaHAAPTU U 00K cneuurcukanmmn.

CraHgapTeH 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 (1ISO 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 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 ISO 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)

MEDDEY 2.7/1 rev.4 June 2016 | Clinical evaluation: A guide for manufacturers and notified bodies
MEDDEYV 2.12/1 rev.8 Jan 2013 | Guidelines on a medical device’s vigilance system
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15013485:2016 Certified

OJOBABKA KbM OPUI'MHATNA
AOEKINAPALUNA 3A CBLOTBETCTBUE

OT1 31 AHyapu 2023 r. agpectT Ha Halwms ynbnHoMmolleH npeacTtasuten B EC, nocoyeH
B MbpBOHavanHaTa [deknapauus 3a CbOTBETCTBUE, € NPOMEHEH

CTtap agpec

YnenHomolleH npeacTtaeuten: Emergo Europe
Prinsessegracht 20
2514 AP The Hague

The Netherlands
HoB agpec
YnsnHoMmolleH npeactaenTen: Emergo Europe
Westervoortsedijk 60
6827 AT Arnhem

The Netherlands
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Martin Lock HaTa
PwkoBoguten no PerynaTopHu BLMNPOCK
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