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Duckworth & Kent Ltd gexnapuvpa, ye MeauumHckuTe usgenus, nsdpoexn B Tabnuua 1 u onucaxu no-
aony,

Fama oT HeMHBa3uBHU cnekynymu Ha Duckworth & Kent

ca B CbOTBETCTBUE ChC ChLECTBEHUTE W3UCKBaHUA 1 pasnopenbu Ha [Jupektuea 93/42/EMO Ha CbeeTa,
nameHeHa ¢ [qupektusa 2007/47/EQ 1 TpaHCNoHMpaHa B 3akoHoAaTencTeoTo Ha OBeAMHEHOTO KpancTeo
(PernameHT Ha OBeaNHEHOTO KParcTBo 3a MeAuLnHcku naaenusa S 2002 Ne 618, n3MeHeH).

B cvoTteeTcTBMe ¢ npunoxerue VII kbm Oupextua 93/42/EMO Ha CbBeTa, n3ameHeHa ¢ [iupextnea
2007/47/EQ v TpaHcnoHWpaHa B 3akoHoAaTencTBoTo Ha ObeanHeHoTo KpancTeo (PernameHT Ha
O6e/JMHEHOTO KPancTBO OTHOCHO MeauuUuHckuTe naaenva Sl 2002 Ne 618, nameHeH),

Tesn usgenus ca onpegerieHn kato knac |

KnacudukalloHeH nuT

Bcuyky Tean msnenns ca HeuHeBasuBHU MeAWLIMHCKW U34enus 3a efHokpaTHa ynorpeba, 3a MHorokpaTHa
ynoTpeba, HecTepunHu.

KnacudukaumaTa ce onpeaens cernacHo yneH 1 ot Mpunoxexue 1X.

Hacroswata Aeknapauus ce uagasa nog UsknioduTenHara otrosopHocT Ha Duckworth & Kent Lid.

Martin Lock
PtkoBoguTen no PerynaTtopHW BLNPOGH
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Ta6nuua 1. MeavuuHcku nsgenus, ooxeaHaTu ot Tasu [leknapaums 3a cCbOTBeTCTBME.

REF 3arnaBue Ha U3erNneTo
6-600 CkrnepanHu OnopHU NpbCTEHN
6-664 OveH WUt
6-665 OvyeH Wwut
6-667 OyeH Wt
6-667-2 OyeH wut
6-667-3 QOueH Wwut
6-667-4 QOueH WwuT
6-667-6 OyeH WwuTt
6-667-7 QueH wut
6-700 KepatomeTbp
9-550 Cnekynym
9-551 Cnekynym
9-552 Cnekynym
9-552F Cnekynym
9-555 Cnekynym
9-556 Cnekynym
9-557 Cnekynym
9-569 Cnekynym
9-560 Cnekynym
9-560-1 Cnekynym
9-561 Crnekynym
9-566 Cnekynym
9-572 Cnekynym
9-573 Cnekynym
9-573-1 Cnekynym
9-574 Cnekynym
9-574-1 Cnekynym
9-576 Cnekynym
9-576-4 Cnekynym
9-576-5 Crnekynym
9-577-3 Cnekynym
9-577-4 Cnexynym
9-578 Cnekynym
9-578-2 Cnekynym
9-578-8 Cnekynym
9-579 Cnekynym
9-579-2 Crnekynym
9-579-6 Cnekynym
9-581F Crnekynym
9-583 Cnekynym
9-585 Crnexynym
9-588 Crnekynym
9-588-1 Crnekynym
9-588-2 Cnekynym
9-588-3 Crnekynym
9-589 Cnekynym
9-590 Cnekynym
9-591 Cnekynym
9-592 Cnekynym
9-595 Cnekynym
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Cnekynym, HeWHBa3MBEH

REF 3arnaeue Ha U3genueTo
9-597 Crekynym
9-597-1 Cnekynym
9-598-2 Cnekynym
9-599 Cnekynym
9-599-1 Cnekynym

Tabnuua 2. CboTBETHU CTaHAAPTX U 06K cneyuduKaLmu.

Mpunoxumu ctaHagapTu

CraHgapTeH 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 I1SO 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 156223-1:2016 labelling and information to be supplied - Part 1: General
requirements (1ISO 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

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 OPUTMHATA
OEKINAPALINA 3A CbOTBETCTBUE

OT 31 aHyapw 2023 r. agpeckT Ha HalWa yNbNHOMOLLeH npeacTasuTen B EC, nocoveH
B MbpBOHaYyanHara [leknapauus 3a CbOTBETCTBUE, € NpoMeHeH

Crap agpec
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2514 AP The Hague
The Netherlands

Hos agpec

YnbnHomolleH npeactasuten: Emergo Europe
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