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OEKIAPALNA SA CbOTBETCTBUE HA EC

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

YnbnHoMmolleH npefctasuTen: Emergo Europe
Prinsessegracht 20
2514 AP The Hague
The Netherlands

Duckworth & Kent Ltd geknapupa, 4e meauumHcKkuTe usgenus, nsdpoenn B Tabnuua 1 u onucaHu no-
fony,

amaTa OoT HeMHBa3uBHU U3mepBaTenHu ypeau Ha Duckworth & Kent

ca B CbOTBETCTBUE CbC CbLLECTBEHUTE U3MCKBaHKUA W pa3nopenbute Ha Oupektusa 93/42/ENO Ha
CobBeTa, uameHeHa ¢ dQupektuea 2007/47/E0.

B cvoTBeTcTBME C npunoxeHue V (camo MeTponornyHu acnektu) kbm Oupektuea 93/42/EMO Ha CbBeTa,
nameHeHa ¢ Qupektuea 2007/47/EQ,

Te3u ypeau ca o6osHaueHu kato knac | UsmepBaTenHu ypegu

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

KnacugukalMoHeH nbT

Bcuykun Te3W nsgenus ca HeMHBasWBHU MEJWLIMHCKA U30enus 3a eqHoKpaTHa ynotpeba, 3a MHOrokpaTHa
ynoTtpeba, HecTepunHu.

KnacudukayusaTa ce onpegens cbrnacHo uneH 1 ot Mpunoxexwne 1X.

HacTtoswara geknapauus ce usgasa nof usknwoumtenHara otroeopHocT Ha Duckworth & Kent Ltd.

Martin Lock
PtkoBoauTen no PerynaTopHW BLNPOCK
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Tabnuua 1. MeguumMHCKM u3aenusa, ooxeaHaTh ot Tasu [leknapauus 3a cCbOTBETCTBME.

W3mepBaTtenHu ypeau Im, HEeMHBa3BHU

3arnaBeue Ha
REF OnucaHue lMpegHazHayeHne
u3genuerTo
[NpeanasHayeHa e 3a noaabpXKaHe Ha
Kyka 3a pesekums Ha BBHLUHWS OYEH MYCKYM, KOETO No3BonaBa
6-626 Kyka sa myckynm MYCKy I NnocTaBAHETO Ha KOHLW Mo Bpeme Ha pesekuust
Ha mMyckyna.
lNpegHasHaveHa e 3a nogabpxaHe Ha
Kyka 3a pesekuyus Ha BBHLUHUA OYEH MYCKYN, KOETO NO3BONsiBa
6-626-1 Kyka 3a myckynu MYCKyn NocTaBAHETO Ha KOHLW MO Bpeme Ha pe3ekuus
Ha myckyna.

Tabnuua 2. CLOTBETHM CTAaHZAPTU 1 06WM cneyucUKaLnm.

MpunoxuMu cTaHgapTy

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

EN ISO 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)

SO 15223-1:2021

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 (1ISO 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
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OOBABKA K'bM OPUT'MHATIA
OEKITAPALIMA 3A CLOTBETCTBUE

Ot 31 aHyapw 2023 r. agpecsT Ha HalMs ymbIHOMOLLEH npeacTaeuTen B EC, nocoyeH
B MbpBOHa4anHara [leknapauusi 3a cbOTBETCTBWE, € NPOMEHEH

Crap aapec

YnbnHomolyeH npefctasuten: Emergo Europe
Prinsessegracht 20
2514 AP The Hague
The Netherlands

Hoe agpec

YnenHomolyeH npegctaewten; Emergo Europe
Westervoortsedijk 60
6827 AT Arnhem

The Netherlands
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Martin Lock HaTa
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Date 25-JAN-2023
Issue 0 CtpaHuua 1 o1 1
DCP 6630



