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ISOP001:2015 and 1SO13485:2016 Certified

OEKINAPAUUA 3A CbOTBETCTBUE HA EC

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

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

Duckworth & Kent Ltd nexknapupa, Ye MmeguuMHckuTe usgenus, nadpoeru B Tabnuua 1 u onucaxu no-
nony,

FamMa nHBasMBHU namepBaTenHu ypeau Ha Duckworth & Kent

ca B CbOTBETCTBUE CbC ChLUSCTBEHUTE U3MCKBaHUA W pasnopentute Ha Oupektusa 93/42/ENO Ha
CbBeTa, usmeHeHa c dupekrusa 2007/47/EO.

B choTBETCTBUE C NpUnoXeHue V (camo MeTponorvyHu acnektu) kbm Aupekrusa 93/42/ENO Ha CbeeTa,
uameHeHa c [dupekrusa 2007/47/EQ,

Te3au ypeam ca obo3HaueHu kato knac | UsmepBaTtenHu ypeam

HotuduunpaH opraH: SGS Belgium NV (NB 1639)
Noorderlaan 87
2514 Antwerpen
Belgium

KrnacugukaumoHeH nbT

Bcuyku TE3U U3AENUs Ca MHBA3UBHU MeOWLIMHCKA U3AEenns 3a elHOKpaTHa ynotpeba, 3a MHorokpaTHa
ynoTtpeba, HeCTEPUITHM.

KnacudukauusTa ce onpeaens cbrnacHo unex 5 ot MpunoxeHue IX.

HacTosllara feknapauua ce u3gaea nof usknouwtenHara otroBopHocT Ha Duckworth & Kent Ltd.

Martin Lock
PvkoBoguTen no PerynatopHu BLNPOCH

Date 16-JUL-2021
Issue 0 Ctpahuua 1 ot 2
DCP 6481
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Tabnuua 1. MeguunHckn napenusi, ooxeaHaT ot Tasu [leknapauua 3a CbOTBETCTBME.

M3mepBatenHu ypeaw Im, UHBasUBHMU

3arnaBue Ha

REF OnucaHue lpegHasHayeHue
U3penueTo
MpenHa3HadeH 3a pa3sllMpsiBaHe Ha CITb3HUA
Cnb3eH NYyHKTYM W CNeaoBaTenHo 3a onpegensiHe Ha
6-162-2 aunaratop Crb3eH punararop paamepa Ha aanyliankaTa Ha MyHKTYMa, KOATO
TpsbBa Aa ce nocTasw.

Tabnuua 2. CbOTBETHM CTAHAAPTU M 00K crieynduKaLmu.

Mpunoxummn ctaHaapTn

CraHpapTeH Homep

3arnaBue

EN 1041:2008

Information supplied by the manufacturer of medical devices

EN ISO 10993-1:2009

Biological evaluation of medical devices - Part 1: Evaluation and
testing within a risk management process (ISO 10993-1:2009)
EN ISO 10993-1:2009/AC:2010

EN I1SO 13485:2016

Medical devices - Quality management systems - Requirements
for regulatory purposes (ISO 13485:2016)
EN ISO 13485:2016/AC:2018

EN ISO 14971:2012

Medical Devices - Application of risk management to medical
devices (ISO 14971:2007, Corrected version 2007-10-01)

ISO 16223-1:2021

Medical devices - Symbols to be used with information to be
supplied by the manufacturer - Part 1: General requirements

EN ISO 17664:2017

Processing of health care products - Information to be provided by
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

Date 16-JUL-2021
Issue 0
DCP 6481
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OOBABKA KbM OPUTUHATNA
OEKINAPALUNA 3A CbOTBETCTBUE

Ot 31 anyapw 2023 r. agpechT Ha Hawwua ynbnHomoLlleH npeacrtaesuten B EC, nocoueH
B NMbpBOHavanHarta [leknapauus 3a CbOTBETCTBUE, € NPOMEHEH

Crtap agpec

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

Hoe agpec

YnenHoMoleH npeacTaeuten: Emergo Europe
Westervoortsedijk 60
6827 AT Arnhem

The Netherlands
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Martin Lock HaTa
PbKoBoguTen no PerynatopHu BbNpocu

Date 25-JAN-2023
Issue 0 CtpaHuua 1 o1 1

DCP 6630



