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1SO9001:2015 and [SO13485:2016 Certified

OEKNAPAUUA 3A CBbOTBETCTBUE HA EC

lMponseoguTen: 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 geknapupa, Yye meguuuHckute uagenus, nsbpoeru B Tabnuya 1 v onucaHu no-
gony,

NamMa HeMHBa3uBHMU Obpxayuu 3a urnm Ha Duckworth & Kent

ca B CLOTBETCTBME CbC ChLUECTBEHUTE W3UCKBAHKSA 1 pasnopeadu Ha dupekTuea 93/42/EVO Ha CbBeTa,
usmeHeHa c dupektuea 2007/47/EO v TpaHcnoHWpaHa B 3akoHogaTencTBoTo Ha OBeMHEHOTO KpancTso
(PernameHT Ha OBeMHEHOTO KparncTeo 3a MeguumHeku usgenus Sl 2002 Ne 618, uameHeH).

B cvotBetcTBUe ¢ npunoxenune VIl kem Oupektuea 93/42/EMO Ha CweeTa, uameHeHa ¢ [QupekTusa
2007/47/EO v TpaHcnoHupaHa B 3akoHoAaTenctsoTo Ha O6eMHEHOTO KpancTeo (PernameHT Ha
O6euHeHOTO KpancTBo OTHOCHO MeuuUuHckuTe usgenus Sl 2002 Ne 618, nameHeH),

Te3u usgenus ca onpengerneHu kato knac |

KnacudukalmoHeH nbT

Beuuky Te3W U3Lenus ca HeNHBa3WUBHIM MEAWLMHCKN N3Aenus 3a eaHokpaTHa ynoTpeba, 3a MHorokpatHa
ynotpeba, HeCTEPUITHMU.

KnacudukauusTta ce onpegens ckrnacHo 4yned 1 ot Mpunoxexue [X.

Hacroslwara geknapauus ce usgaea noj UsknoyutenHara oTroBopHocT Ha Duckworth & Kent Ltd.

Martin Lock
PwroBoguTen no PerynatopHu BeNpocK

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

Ta6bnuua 1. MeauunHcku nagenus, ooxeaHaTtu ot Tasu [leknapauyus 3a cCbLOTBeTCTBME.

IIBLPXa % & Bd £
REF 3arnaBue Ha U3JenueTo
3-201 Hbpxad 3a urna
3-202 Obpxay 3a urna
3-203 Obpxad sa urna
3-205 [Obpxay 3a urna
3-206 dbpxad 3a urna
3-207 Obpay 3a urna
3-208 Obpaay 3a urna
3-218 Oepxay 3a urna
3-222 [bpxay 3a urna
3-223 ObpKad 3a urna
3-302 Obpxad 3a urna
3-303 Lbpay 3a urna
33-202 [Obpxay 3a urna
33-203 Obpxkay 3a urna
33-222 [bpxay 3a urna
33-223 [bpxay 3a urna
33-225 [Obpay 3a urna
33-303 [bpxad 3a urna
3-422 [bpxad 3a urna
3-423 [Obpay 3a urna

Ta6bnuua 2. CboTBETHU CTaHAAPTU M 06U crieyucprKaLmm.

Mpunoxummn craHaapTm

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 1SO 10993-1:2009/AC:2010

Medical devices - Quality management systems - Requirements
EN 1SO 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 (ISO 17664:2017)

Medical devices - Part 1. Application of usability engineering to
medical devices

ENI1SO 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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15013485:2016 Certified

OOBABKA KbM OPUTTMHATIA
OEKINAPALUA 3A CbOTBETCTBUE

Ot 31 aHyapu 2023 r. agpechbT Ha HalLKMsA ynblHOMOLUeH npeacTaeuTen B EC, nocoyeH
B MbpBOHaYanHara [Jeknapauus sa CbOTBETCTBUE, € MPOMEHEH

Crap agpec

YnbnHoMolleH npegctasuten: Emergo Europe
Prinsessegracht 20
2514 AP The Hague
The Netherlands

Hoe agpec

YnbnHomolleH npeactaeuten: Emergo Europe
Westervoortsedijk 60
6827 AT Arnhem

The Netherlands

Vllon-—  zsienze

Martin Lock Hata
PvKkoBoauTen no PerynaTopHu BbNPOCK

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

DCP 6630



