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1SO9001:2015 and 1SO13485:2016 Certified

OEKINAPALINA 3A CHLOTBETCTBUE HA EC

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

YnbenHomouleH npeactasuTten: Emergo Europe
Prinsessegracht 20
2514 AP The Hague
The Netherlands

Duckworth & Kent Ltd gexnapupa, 4e meanumnHckute usgenusi, nadbpoeHu B Tabnuua 1 v onucaxm no-
fony,

Nama oT HeMHBa3uBHU KyKu U coHgu Ha Duckworth & Kent

ca B CbOTBETCTBUE CbC CbLUECTBEHUTE U3UCKBAHKUA K pasnopeadv Ha [upekTtuea 93/42/EMO Ha CbBeTa,
usameHeHa ¢ [upektuea 2007/47/EQ v TpaHcnoHWpaHa B 3akoHodaTencTeoTo Ha ObeAnHeHOTO KpancTeBo
(PernameHT Ha OBe4MHEHOTO KpancTBO 3a MeauuuHcku nagenua Sl 2002 Ne 618, uameHeH).

B ctoTtBeTcTBUE ¢ npunoxeHue VIl kbm Oupektvea 93/42/EMO Ha CBeTa, nameHeHa c [lupektuea
2007/47/EO u TpaHcnoHupaHa B 3aKoHoAaTencTBOTO Ha OBeAnHEHOTO KpancTeo (PernameHT Ha
OBeMHEeHOTO KpancTBO OTHOCHO MeauLMHCKUuTe nagenusa Sl 2002 Ne 618, nameHeH),

Te3un nuagenusa ca onpeaeneHy KaTo Knac |

KnacudmkauMoHeH mbT

Bcuykm Tesn uagenus ca HeMHBasUBHU MeAULIMHCKA U3Aenus 3a eqHokpaTHa ynoTpeba, 3a MHorokpaTHa
ynotpeba, HeCTepuHu.

KnacudukayusaTa ce onpegens cbrrnacHo yned 1 ot Mpunoxexue 1X.

HacTtoswara geknapauus ce u3fasa noj MskniouutenHara otroBopHocT Ha Duckworth & Kent Ltd.

Martin Lock
PbkoBoguTen no PerynaTtopHW BLMpocH

Date 14-MAY-2021
Issue 0 CtpaHuua 1 ot 2
DCP 6469
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Ta6bnuua 1. MeguumMHcku nsgenus, obxsaHaTu oT Tasu [leknapauyus 3a CbOTBeTCTBME.

KyKVI U COHOU, HEMHBA3NBHW

REF 3arnaBue Ha U3genueTo
6-615 CknepaneH genpecop
6-615-1 CknepaneH genpecop

6-620 Kyka 3a Myckynu

6-625 Kyka 3a myckynu

6-628 Kanak petpakrop

6-629 Kanak petpakrop

6-635-2 CknepaneH genpecop
6-635-3 CknepaneH genpecop

8-011 MHCTpYMEHT 3a 3afelicTBaHe

Ta6bnuua 2. CLOTBETHM CTAaHAAPTHU M 001K cneynduKaLmnun.

CraHgapTeH HoMep

[MpunoXxumMn cTaHpapTH

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 ISO 10993-1:2009/AC:2010

EN [SO 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 (1ISO 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)

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

Sl 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

|
EN 62366-1:2015+A1:2020
\
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15013485:2016 Certified

OJOBABKA KbM OPUTMHATA
OEKINAPALUNA 3A CBbOTBETCTBUE

Ot 31 aHyapu 2023 . agpechbT Ha HaWWa yMbNHOMOLLeH npefcTasuTen B EC, nocoveH
B MbpBOHa4anHara [leknapauus 3a CkOTBETCTBUE, € NPOMEHEH

Crtap agpec

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

Hos agpec

YnbAHoMoLLeH npeactasuten: Emergo Europe
Westervoortsedijk 60
6827 AT Arnhem

The Netherlands
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Martin Lock HaTta
PvkoBoguTen no PerynatopHu BLMNpocu

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

DCP 6630



