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OEKNAPALINA 3A CBLOTBETCTBUE HA EC
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YnbnHomolleH npegctasuten: Emergo Europe
Prinsessegracht 20
2514 AP The Hague
The Netherlands

Duckworth & Kent Ltd geknapupa, Ye MeguumHckuTe uagenus, usbpoeHu B Tabnuua 1 v onucaxu no-
fnony,

lama uHBa3uBHM AnamMaHTeHu HoxxoBe Ha Duckworth & Kent

ca B CbOTBETCTBME CbC CbLUECTBEHMTE U3UCKBAHWSA W pa3nopendu Ha OupekTusa 93/42/EVO Ha CbBeTa,
nameHeHa ¢ Qupektusa 2007/47/EQ n TpaHcnoHWpaHa B 3akoHofaatencteoto Ha O6eAnHeHoTo KpancTeo
(PernameHT Ha O6eaMHEHOTO KpancTeo 3a MefuuUMHckW nagenva SI 2002 Ne 618, nameHeH).

B cvoTeeTcTRME C npunoxerue VIl kbm Oupektuea 93/42/EMO Ha CrBeTa, nameHeHa ¢ [Inpektusa
2007/47/EQ v TpaHcnoHupaHa B 3akoHodaTtencTeoTo Ha ObefguHeHoTo kpancTeo (PermameHT Ha
ObeanHeHOTO KpancTBO OTHOCHO MeAnLMHeKkuTe nagenusa Sl 2002 Ne 618, nameHeH),

Te3n usgenus ca onpeneneHu kato knac |

KnacudukalmoHeH nuT

Bcuykm Tesu n3genunda ca MHBasMBHU MeQULMHCKK U34ennd 3a eqHOKpaTHa ynOTpe6a, 3a MHOrokpartHa
ynoTpeba, HecTepUnHu.

Knacucpukauumsita ce onpefens cbrnacHo YneH 5 ot MNpunoxenue 1X

HacToslara ageknapayusa ce uagasa nog M3knuutenHara otroeopHoct Ha Duckworth & Kent Ltd.

Martin Lock
PvroBoauten no PerynaTopHu Bbnpocu
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Ta6nuua 1. MeauuWHCcKM nagenus, obxBaHaTtu oT Tasu [leknapauus 3a CLOTBETCTBME.

OvuamMaHTeHU HOXOBe, UHBa3NBHMU

REF 3arnaBue Ha U3OeNNeTo
4-100 OuamaHTeH HoX
4-115 [JnaMaHTeH HoXK
4-122 [ramaHTeH Hox
4-125 [JuamaHTeH Hox
4-402 OunamaHTeH HoX
4-406 [AnamaHTeH HoX
4-415 [vamaHTeH HoX
4-416 [duamaHTeH HOX
4-430 [JnamaHTeH HOX
4-438 [uamaHTeH HOX
4-440 [lvamaHTeH HOX
4-460 [JnamaHTeH HOX
4-480 [dunamaHTeH HOX
4-590 [duamaHTeH HOX
4-600 [lnamaHTeH HOX
4-620 [JnamaHTeH HOX
4-620-3 [JnamaHTeH HOX
4-620-4 [namaHTeH HOX
4-621 [namaHTeH HOXK
5-300-1 AdvamMaHTeH HOX
5-305-1 AdvamaHTeH HOX
5-310-1 [namaHTeH HOX
5-329-1 OuamaHTeH HOX
5-330-1 [namaHTeH HOX
5-340-1 [dvamaHTeH HOX
5-360-1 [namaHTeH Ho
5-362 [namaHTeH HOX
6-607 JlamenapeH gucekrop
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Tabnuua 2. CLOTBETHM CTaHOAPTHU M 00K cneyndoukalmm,

Mpunoxumu cTaHaapTu
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CraHpapTeH HoMmep

3arnaBsue

EN 1041:2008

Information supplied by the manufacturer of medical devices

EN [SO 10993-1:2009

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

EN ISO 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 62366-1:2015+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

SI 2002 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 OPUT'MHATNA
OEKINAPALINA 3A CbOTBETCTBUE

Ot 31 anyapw 2023 r. agpecsT Ha HaLWKWa ynbIHOMOLeH npedcTtasuten B EC, nocoveH
B NbpBOHaYanHara [Jeknapauus 3a CLOTBETCTRKE, € MPOMEHeH

Ctap agpec

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

Hos agpec

YnbnHoMmoLlleH npeactasuten: Emergo Europe

Westervoortsedijk 60
6827 AT Arnhem
The Netherlands

Martin Lock [ata
Pbrosoguten no PerynaTopHu BLNpocH

Date 25-JAN-2023
Issue 0 CtpaHuua 1ot 1
DCP 6630



