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ISO2001:2015 and 1SO13485:2016 Cerlified

OEKITAPALINA 3A CHLOTBETCTBUE HA EC

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

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

Duckworth & Kent Ltd pexknapupa, Yye meguumMHckuTe usnenusi, n3bpoeHu B Tabnuua 1 v onucadu no-
aony,

"ama nHBa3uBHU U3mepBaTenHu ypeau Ha Duckworth & Kent

Ca B CbOTBETCTBME CbC ChLUECTBEHUTE U3UCKBAHWA U pasnopenbute Ha Oupektuea 93/42/EUO Ha
CbBeTa, usMmeHeHa ¢ Aupektusa 2007/47/E0O.

B cwoTBeTCTBUE C NpunoxeHue V (camo MeTPONOrvyHM acnektu) kbM dupektusa 93/42/ENO Ha CueeTa,
naMmeHeHa ¢ dupexrusa 2007/47/EO,

Te3u ypeau ca o6o3HavyeHu kato knac | UamepBaTenHu ypeau

Hotudmumpar opraH: SGS Belgium NV (NB 1639)
Noorderlaan 87
2514 Antwerpen
Belgium

KnacudukauymoHeH nuT

Beuuku Tesn usaenns ca MHBasnBHU MeJULMHCKU U3AENWs 3@ eJHOKpaTHa ynotpeba, 3a MHOrokpaTHa
ynoTtpeba, HeCTEpUITHU.

KnacudgmkauumsaTa ce onpefens cbrnacHo YneH 5 ot Mpunoxerue IX.

Hacrosllara geknapauusa ce usgaea nog UsKNYUTENHaTa oTroBopHocT Ha Duckworth & Kent Ltd.

Martin Lock
PvkoBoguTen no PerynaTopHu BbNpocu

Date 14-MAY-2021
Issue O CtpaHuua 1 ot 2
DCP 6481
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1SO2001:2015 and 1SO13485:2016 Certified

Tabnuua 1. MeguumHcku usgenus, o6xsaHaT oT Ta3u [leknapauus 3a cLOTBeTCTBME.

M3mepBaTtenHu ypeau Im, MHBa3MBHU

3arnaBue Ha
REF OnucaHue [lpegHazHayeHue
u3nenueTo pea B
[MpegHasHayeH 3a pasluvpsiBaHe Ha CNb3HWS
Cl'l'baeH NYHKTYM W crnefoBaTeriHO 3a onpeaendadHe Ha
BH1BE2-2 punararop Crb3e gunararop pa3amepa Ha 3anyLankara Ha NyHKTyma, KosiTo
TpﬂﬁBa Aa ce NocTaBun.

Tabnuua 2. CbOTBETHU CTaHAAPTU U 06K cneyuduKaLmnm.

lMpunoxumu 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 I1SO 10993-1:2009/AC:2010

Medical devices - Quality management systems - Requirements

EN ISO 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 information to be

supplied by the manufacturer - Part 1. General requirements

Processing of health care products - Information to be provided by

EN ISO 17664:2017 the medical device manufacturer for the processing of medical

devices (1ISO 17664:2017)

EN 62366-1:2015+A1:2020 Med@cal dev!ces - 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

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 ISO 14971:2012

I1SO 15223-1:2021
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15013485:2016 Certified

OOBABKA KbM OPUTMHATA
OEKINAPALINA 3A CLOTBETCTBUE

Ot 31 anyapw 2023 r. agpectT Ha Halwms ynbnHoMOLeH npeactaemTen B EC, nocoyeH
B MbpBOHayanHarta [leknapauus 3a CbOTBETCTBUE, € MPOMEHEH

CTtap agpec

YnbnHomolleH npeactaeuten. Emergo Europe
Prinsessegracht 20
2514 AP The Hague
The Netherlands

Hoe agpec

YnenNHOMOLUEH NpeacTaeuTen. Emergo Europe
Westervoortsedijk 60
6827 AT Arnhem

The Netherlands
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Martin Lock Jata
PtroBoguTen no PerynatopHu BLNpocu
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