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Duckworth & Kent Ltd neknapupa, Ye meguLMHCKUTE n3aenus, nsbpoeHu B Tabnuua 1 U onucaHu no-
fony,

lama oT HenHBa3uBHU Mapkepu Ha Duckworth & Kent

ca B CbOTBETCTBME CbC ChLUECTBEHUTE W3UCKBaHWSA U pasnopendu Ha Jupektuea 93/42/EMO Ha CrBeTa,
uameHeHa ¢ [inpektuea 2007/47/EO v TpaHcnoHWpaHa B 3akoHoAaTencTeoTo Ha ObeguHeHOTO KpancTeo
(PernameHT Ha OBeANHEHOTO KpancTBO 3a MeAuUnHCK nagenus Sl 2002 Ne 618, usmeHeH).

B croTBeTcTBUE ¢ Nnpunokerune VIl kbm Oupektuea 93/42/EMO Ha CbBeTa, nsmeHeHa ¢ [npektuea
2007/47/EQ v TpaHCNoHMpaHa B 3aKOHO4aTENCTBOTO Ha ODeAMHEHOTO KpancTBo (PernameHT Ha
O6eauHeHOTO KpancTBO OTHOCHO MeauUMHCKUTe nagenusa Sl 2002 Ne 618, nameHeH),

Teaun napgenus ca onpegeneHU KaTo Knac |

KnacudgukaymoHeH nbt

Bcuyku Te3un napenusi ca HEMHBA3UBHW MELWLMHCKMA M34enus 3a elHOKpaTHa ynotpeba, 3a MHOrokpaTHa
ynoTpeba, HecTepuHu.

Knacudukayusta ce onpegens cbrnacHo 4nex 1 ot MNMpunoxeHue X

HacrosiljaTta gexknapauuns ce usaaea noj UskrouuTenHara oTroBopHocT Ha Duckworth & Kent Ltd.

Martin Lock
PtkoBoguTen no PerynatopHu BLNpocK
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Ta6nuua 1. MeanMumHckn usagenus, obxeaHaTu oT Ta3u [Jeknapauus 3a CbOTBETCTBUE.

Mapkepu, HeUHBa3BHU

REF 3arnaBue Ha U3pernveTo
6-112 Kyka

6-945 PvkoBoAcTBO 3a TPEUH
6-946 PbKoBoAcCTBO 3a TpedmH
9-503 PuKcupally NpbLCTEH
9-509 Pukcupally npbCTeH
9-510 Pukcupall npbCTEH
9-510R duKcupaly NpLCTEH
9-515R PuKcupaly NpbCTeH
9-518-1 CCC mapkep

9-518-2 CCC mapkep

9-518-2R CCC mapkep

9-518-3 CCC mapkep

9-518-4 CCC mapkep

9-544 PBbKOBOACTBO 33 MHXEKTUPaHEe
9-544-2 P:KOBOACTBO 33 MHXEKTUpaHe
9-544-4 P1HKOBOACTBO 38 UHMEeKTUpaHe
9-649 Kanunep 3a mapkupoBKa
9-650 Kanunep 3a mapkupoeka
9-692 Kanunep 3a mapkupoBka
9-700 CreneH Ha uamepeaHe
9-705R CTeneH Ha namepBaHe
9-705R-1 CTeneH Ha namepBaHe
9-729 Mapkep Ha ocTpueTo
9-729-1 Mapkep Ha ocTpueTo
9-730 Mapkep Ha ocTpueTo
9-732 Mapkep Ha ocTpueTo
9-733 Mapkep Ha ocTpueTo
9-734 Mapkep Ha OCTpUeTo
9-749 Mapkep 3a paspesa
9-778 Mapkep npbcTeH

9-779 Mapkep npbCeTEH

9-781 Mapkep npscTeH
9-781W Mapkep npbCcTeH

9-788 Mapkep npbeTeH
9-789W-1 Mapkep npbCTeH

9-830 S Mapkep

9-831 F Mapkep

9-840 Topu4yeH mapkep
9-840-1 TopuyeH mapkep
9-840-3 TopuyeH Mapkep

9-841 TopuyeH mapkep
9-841-1 TopuyeH mapkep
9-841-2 TopuyeH mapkep
9-841-3 TopuyeH mapkep
9-841-4 TopuyeH mapkep
9-842-1 Mapkep Ha ocTpueTo
9-845-2 Mapkep 3a paspesa
9-846 Mapkep 3a paspesa
9-854R LASIK mapkep

9-855 LASIK mapkep
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1ISO9001:2015 and 1SO13485:2016 Cerfified

Mapkepw, HeWHBa3UBHU

3arnaBue Ha U3germeTo

9-864-1

Mapkep Ha UnnuHaLpa

Tabnuua 2. CLOTBETHM cTaHgapTU U obwm cneymdmrkaymum.

Mpunoxumu ctaHgapTu

CraHpapTeH HoMep

3arnaBue

EN 1041:2008

Information supplied by the manufacturer of medical devices

EN I1SO 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 ISO 13485:2016

Medical devices - Quality management systems - Requirements
for regulatory purposes (1SO 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 16223-1:2016

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 I1SO 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

S12002 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 OPUTT'MHATA
OEKNAPAUWA 3A CbOTBETCTBUE

Ot 31 aHyapu 2023 r. agpeceT Ha HalUg ynbIHOMOLeH npeacTasuTen B EC, nocoveH
B MbpBOHa4YanHara fleknapauus 3a CbOTBETCTBUE, € NPOMEHEH

Crap agpec

YnbvnHomolleH npepcrasuten: Emergo Europe
Prinsessegracht 20
2514 AP The Hague
The Netherlands

Hoe agpec

YnwnHomolleH npegcrasuten: Emergo Europe
Westervoortsedijk 60
6827 AT Arnhem
The Netherlands
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