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OEKNAPALIUA 3A CbOTBETCTBUE HA EC

MpoussoguTen: Duckworth & Kent Ltd
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Baldock, Hertfordshire
SG7 6XL, United Kingdom

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

Duckworth & Kent Ltd gexnapupa, ye MeaWLMHCKUTE uagenvs, uabpoeHu B Tabnuua 1 v onucaHu rno-
aony,

ama oT Xupypruyecku MHBa3MBHU Kyku u coHamn Ha Duckworth & Kent

ca B CbOTBETCTBUE ChC ChLIECTBEHUTE U3KUCKBaHMA 1 pa3nopebu Ha Oupektusa 93/42/EMO Ha CbeeTa,
usmeHena c [Jupextuea 2007/47/EQ v TpaHcrnoHupaHa B 3akoHogaTencrsoTo Ha OBeAWHEHOTO KpancTso
(PernameHT Ha OGeANHEHOTO KPANCTBO 33 MeauUMHCKM naaenus S1 2002 Ne 618, namereH).

B cboteeTcTBME ¢ npunoxerue VIl kem Onpektusa 93/42/EMO Ha CbeeTa, U3MeHeHa ¢ [JupekTuea
2007/47/EQ u TpaHCNoOHWpaHa B 3akoHoAaTtencTeoTo Ha ObeanHeHoTo KpancTeo (PernameHT Ha
O6eHEHOTO KpancTBO OTHOCHO MeauumMHekuTe nagenusa S| 2002 Ne 618, nsmeHeH),

Teaun uspgenus ca onpengerieHu kato knac |

KnacudmkaumoHeH nuT

BoWYkM T3 U3AENUs ca XUpYPrudeckn WHBasUBHN MEAULUHCKN U3AeNWs 3a efjHOKpaTHa ynoTpeba, 3a
MHOrokpatHa ynotpe6a, HECTEPUITHY.

KnacudukauusTa ce onpefens cbrnacHo YneH 6 ot lNMpunoxexune 1X.

HacTosilara aeknapauus ce u3gasa nog U3knwyutenHara otroBopHocT Ha Duckworth & Kent Ltd.

Martin Lock
PtkoBoguten no PerynaTopHu Bbnpocu

Date 14-MAY-2021
Issue 0 CtpaHuua 1 ot 2
DCP 6469
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Tabnuua 1. MeguumHckn nsgenus, obxeaHaTu oT Tasu [leknapauus 3a CbOTBETCTBMUE.

Kyku n coHaun, XMpypruyHo MHBasBHMU

REF 3arnaBue Ha U3OEeNUETOo
6-641 KiopeT 3a xanauuoH
6-641-1 KiopeT 3a xanaumoH
6-641-2 KiopeT 3a xanayumoH
6-641-3 KiopeT 3a xanauuoH
6-641-4 KiopeT 3a xanauuoH
6-645 Kyka

Tabnuua 2. CLOoTBETHU CTaHAAPTU M 00WM cneuunduKaumnm.

CrtaHpapTeH HoOMep

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 1SO 13485:2016

Medical devices - Quality management systems - Requirements
for regulatory purposes (1SO 13485:2016)
EN I1SO 13485:2016/AC:2018

EN1SO 14971:2012

Medical Devices - Application of risk management to medical
devices (ISO 14971.2007, Corrected version 2007-10-01)

EN SO 15223-1:2016

Medical devices - Symbols to be used with medical device labels,
labelling and information to be supplied - Part 1. General
requirements (ISO 15223-1:2016, Corrected version 2017-03)

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 62366-1:2016+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

S12002 No. 618

Medical Devices Regulations (UK)

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
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OOBABKA KbM OPUTTMHATIA
OEKINAPALINA 3A CLOTBETCTBUE

Ot 31 sHyapu 2023 r. agpechT Ha Hallks ynbriHoOMOoLLeH npeacTtasuten B EC, nocoyeH
B MbpBOHa4anHara fleknapauus 3a cbOTBETCTBUE, € NPOMEHEH

Crap agpec

YnbnHomoLyeH npegcraBuTen: Emergo Europe
Prinsessegracht 20
2514 AP The Hague
The Netherlands

Hoe agpec

YnenHomolleH npeactaeuTen: Emergo Europe
Westervoortsedijk 60
6827 AT Arnhem
The Netherlands

Martin Lock Oata
PtkoBoguTen no PerynaTopHu BbApOCK
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