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ISO9001:2015 and 15013485:2016 Certified

OEKNAPALIMA 3A CbOTBETCTBUE HA EC

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

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

Duckworth & Kent Ltd gexnapupa, 4e meauUMHckuTe usnenws, nabpoenu B Tabnuua 1 v onucaxu no-
nony,

Mama xupypruyecku nueasmeHu wunum Duckworth & Kent

ca B CbOTBETCTBUE CbC CbLUECTBEHUTE U3UCKBAHWA 1 pa3nopendu Ha dupektuea 93/42/ENO Ha CuBeTa,
nameHeHa ¢ Qupektuea 2007/47/EQO n TpaHcnoHWpaHa B 3akoHogatencrsoTo Ha OB6edUHEHOTO KparcTBo
(PernameHT Ha OBenunHeHOTO KpancTeo 3a MeguuuHcku nagenus Sl 2002 Ne 618, usmeHeH).

B cwoTeeTcTBUE ¢ npunoxkeHue VII kbm Oupektura 93/42/EMO Ha CeeeTa, nameHeHa ¢ [inpekrusa
2007/47/EO v TpaHcnoHWpaHa B 3akoHoAaTencTeoTo Ha Ob6eanHeHoTo KpancTteo (PernameHT Ha
0O6eAMHEHOTO KPancTBO OTHOCHO MeguuuHckuTe nagenusa Sl 2002 Ne 618, nameHeH),

Teau napenus ca onpegeneHu karo knac |

KnacudgukaymoHeH noT

Bcuuku Teau usgenusa ca Xupyprudecku MHBasUBHU MedULMHCKW W3Aenus 3a efHokpaTHa ynoTtpeba, 3a
MHOroKpaTHa ynoTpeba, HeCTEpUITHY.

Knacudmkauusita ce onpefens CbrnacHo YneH 6 ot MpunoxeHue [X.

HacToswara aeknapauua ce nsgaea nog usknyutenHara otrosopHocT Ha Duckworth & Kent Ltd.

Martin Lock
PxkoBoguTen no PerynaTopHu BLNpoCcK

Date 14-MAY-2021
Issue 0 CtpaHuua 1 ot 2
DCP 6469
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ISO9001:2015 and 1SO13485:2016 Certified

Tabnuua 1. MeguumuHcku nspenunsi, o6xBaHaT oT Tasu [leknapauus 3a CbLOTBeTCTBME.

REF 3arnaBue Ha U3OenueTo
2-108E HasbbeH dopuenc
2-117E HasbbeH dopuenc
2-160E HasbbeH dopuenc

Tabnuua 2. CLoTBETHU cTaHAAPTY M 06LWM cneundmrkalmm.

Mpunoxumu ctaHgapTm

CraHpapTeH HoMep 3arnasue

EN 1041:2008 Information supplied by the manufacturer of medical devices
Biological evaluation of medical devices - Part 1. Evaluation and

EN I1SO 10993-1:2009 testing within a risk management process (ISO 10993-1:2009)

EN 1SO 10993-1:2009/AC:2010

Medical devices - Quality management systems - Requirements
EN I1SO 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 16223-1:2016 labelling and information to be supplied - Part 1: General
requirements (ISO 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
MEDDEV 2.12/1 rev.8 Jan 2013 | Guidelines on a medical device’s vigilance system
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15013485:2016 Certified

OOBABKA KbM OPUTMHAITIA
OEKINAPALIMA 3A CHLOTBETCTBUE

Ot 31 siHyapu 2023 r. agpechbT Ha HallWsA ynblHoMOLLeH npeacTaeuTen B EC, nocoyeH
B MbpBOHayYanHara [eknapauus 3a CbOTBETCTBUE, € NPOMEHEH

Crap agpec

YnenHomolleH npeactasuten: Emergo Europe
Prinsessegracht 20
2514 AP The Hague
The Netherlands

Hoe agpec

YnbnHomolleH npeactaeuten; Emergo Europe
Westervoortsedijk 60
6827 AT Arnhem
The Netherlands
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Martin Lock HaTa
P1koBoguTen no PerynaTtopHu BbNPOCU

Date 25-JAN-2023
Issue 0 Crpatuya lor 1

DCP 6630



