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OEKNAPALINA 3A CLOTBETCTBUE HA EC

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

YnbrnHoMolleH npegcrtaesuten: Emergo Europe
Prinsessegracht 20
2514 AP The Hague
The Netherlands

Duckworth & Kent Ltd nexknapuvpa, ye meguuuHckuTe usgenus, usbpoexn B Tabnuua 1 v onucaxu no-
aony,

Nama nHBa3uBHU MHxekTopu Ha Duckworth & Kent

ca B CbOTBETCTBUE CbC ChLUECTBEHUTE U3MCKBaHWA W pasnopenbn Ha QupekTusa 93/42/EVO Ha CbBeera,
uameHeHa ¢ upektusa 2007/47/EQ 1 TpaHCMOHMpaHa B 3akoHOAATeNcTBOTO Ha O6eANHEHOTO KpancTBo
(PernameHT Ha OBeMHEHOTO KparncTBo 3a MeauuuHcku uagenus Sl 2002 Ne 618, usmeHeH).

B cwoTteercTaue ¢ npunoxerue VIl kbm Aupektusa 93/42/EMO Ha CreeTa, MsMeHeHa ¢ [lupektuea
2007/47/EO w TpaHcnoHWpaHa B 3akoHoaTencTBoTo Ha OBeAnHeHOTO KpancTBo (PernameHT Ha
OBenHEHOTO KpancTBO OTHOCHO MeAULUHcKkuTe nagenus Sl 2002 Ne 618, nsmeHeH),

Te3u usgenus ca onpenerneHu kato knac |

KnacudukallMoHeH nbT

Bcuukuy Tean nagenis ca WHBasuBHWU Me4ULMHCKW U3genus 3a efHokpaTHa ynotpeba, aa mHorokpartHa
ynoTpeba, HecTepumnHu.

KnacudukaumsTa ce onpeaens cbrnacHo ynex 5 ot Mpunoxexue IX.

HacTosiaTta Ageknapauus ce uagasa noj uaknouutenHara otroBopHoct Ha Duckworth & Kent Ltd.

Martin Lock
PtkoBoguTen no PerynatopHu BeNPOCU

Date 14-MAY-2021
Issue 0 Crpanuua 1 ot 2
DCP 6469
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Tabnuua 1. MeauuuHcku uzpenusi, o6xeaHaTtu ot Tasu [leknapauus 3a CbOTBETCTBME.

WNHxeKkTOpHU, MHBAa3UBHMU

REF 3arnaBve Ha M3OenueTo

7-810 CTR wHcepTep

7-811 CTR wHcepTep

DK7786 Implantation System

DK7791 HakoHeuHuK

DK7796 The Unfolder Platinum 1 Series Handpiece
DK7797-2 10L uHkekTOp

DK7797-3 I0OL uHxekTOp

DK7798 Unfolder® Platinum Push Handpiece

Tabnuua 2. CLOTBETHM CTaHOAAPTM M 006WM cneyudhmuKaymm.

Mpunoxumun ctaHgapTu

CraHpapTeH HoMep 3arnaBue

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

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

EN ISO 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 15223-1:2016 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 (1SO 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)

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'MHATIA
OEKINAPAUNA 3A CBbOTBETCTBUE

Ot 31 aiHyapw 2023 r. agpectT Ha Hawwmsa ynbsnHoMoLLUeH npeactasuten B EC, nocoveH
B MbpBOHa4anHata [eknapauusa 3a CbOTBETCTBUE, € NPOMEHEH

Crap agpec

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

Hos agpec

YnwnHomolleH npegcrasuten: Emergo Europe
Westervoortsedijk 60
6827 AT Arnhem

The Netherlands

Martin Lock HaTa
PtrosoauTen no PerynatopHu BLAPOCH

Date 25-JAN-2023
Issue 0 Crtpanuuya 1ot 1
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