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OEKNAPALUKWA 3A CbOTBETCTBUE HA EC

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

YnbnHomoLleH npeacraeuten: Emergo Europe
Prinsessegracht 20
2514 AP The Hague
The Netherlands

Duckworth & Kent Ltd gexnapwvpa, 4ye meguuuHckuTe usaenus, nsdpoeHu B Tabnuua 1 v onucaxun no-
fony,

MamMa oT HeMHBa3UBHU U34eNusd 3a upMrauusa U acnupaums Ha
Duckworth & Kent

ca B CbOTBETCTBWE CbC ChLUECTBEHUTE M3UCKBaHWA W pasnopeadu Ha JupekTvea 93/42/EVNO Ha CbBeTa,
usmeHeHa c [upektusa 2007/47/EO v TpaHcrnoHMpaHa B sakoHoAaTerncTsoTo Ha O6euHeHOTOo KpancTBo
(PernameHT Ha OGeAMHEHOTO KpPancTeo 3a MeauumnHeku naaenus 2002 S.1. No 618, namexeH).

B cwoTeeTcTBUe ¢ Mpunoxexue Il (c naknodeHue Ha pasgen 4) kbm Qupektusa 93/42/ENO Ha CobBeTa,
nameHeHa ¢ Jupektuea 2007/47/EQ,

Te3u usgenua ca onpegeneHu kato knac lla

HotuduuupaH opran: SGS Belgium NV (NB 1639)
Noorderlaan 87
2514 Antwerpen
Belgium

KnacudukayuoHeH nuT

BCcUYKM Te3W W3LEnWs ca HeMHBasUBHW MeQULMHCKU U3fenns 3a eqHokpaTHa ynoTpeba, 3a MHorokpartHa
ynotpeba, HeCTEPUITHH.

KnacudgmkauumsaTa ce onpeaens cbrnacHo YneH 2 ot lNMpunoxexne [X.

HactosljaTta feknapauvs ce n3aasa nog WaknioyuTenHara otrosopHocT Ha Duckworth & Kent Ltd.

Martin Lock
PbkoeoguTen no PerynatopHu BLNpocu
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Tabnwuua 1. MeguumHcKku nagenus, o6xeaHaTuy oT Ta3u [leknapauus 3a CbOTBeTCTBHUE.

Wpurauma n acnupauus lla, HenHBa3nBHa

3arnaBue Ha
REF H3enMeTo OnucaHue lNMpenHasHayeHue
MNpepHa3HayeH 3a nogasaHe Ha TEYHOCT
B OKOTO 3a NOAAbPKAHE Ha BbTPEOYHOTO
I/A HaKOHEYHKK HanaraHe no Bpeme Ha XupypruuHa
8-711-1N I/A HakoHEeYHMK ¢ upuraymnoHeH Jlyep npoueaypa, JokaTo Ypes BTopuyHa Tpbba ce
OUTUHT OTCTpaHsABaT TEYHOCT, BUCKOENACTHYHM
BELLECTBA U Marnky napyera TbkaH oT
npejjHaTa YacT Ha OKOTO
MpeaHasHauyeH 3a NojaBaHe Ha TEUHOCT
HakpaitHuk /A B OKOTO 33 NoAAbpXaHe Ha BLTPEOYHOTO
HansiraHe Mo BpeMe Ha XUpyprudHa
8-711-1NL I/A HaKOHEYHUK € upurauone Jlyep npoueaypa, ,EI,DF?(ETO ypes BTOpUYHa Tpbba ce
UTHHF CBC OTCTPaHsABAT TEYHOCT, BUCKOEMNACTUYHU
3awmoysaHe BELUECTBA U Maku NapyeTa TbKaH oT
npeaHaTa 4acT Ha OKOTO
MNpeaHasHaueH 3a nogaBaHe Ha TeYHOCT
B OKOTO 3a NOAAbPXKaHE Ha BLTPEOUYHOTO
I/A HaKOHEYHUK HansraHe no BpemMe Ha XupypruyHa
8-711N I/A HaKoHEeYHUK C upurauunoHeH Jlyep npoleaiypa, [oKaTo upes BTopuyHa Tpbba ce
bUTUHF OTCTPaHABAT TEYHOCT, BUCKOENACTUYHY
BELLLECTBA 1 Marku napyeta ThKaH oT
npeaHaTa YacT Ha OKOTO
MNpeaHasHayeH sa rogasaHe Ha TEYHOCT
HakpaitHuik /A B OKOTO 3a NOAAbPKAHE Ha BbTPEQYHOTO
HansAraHe rno BpeMe Ha XMpypriiHa
8-711NL |/A HAKOHEYHKK C MpUrauMoHeH Jlyep npoueaypa, 4oKaTo Ypes BTyopqua Tpbba ce
PUTMHT CbC OTCTPaHSABAT TEUHOCT, BUCKOEMACTUYHU
3akrntoysaHe BELLECTBa M Marnkv napyeTa TbkaH oT
npegHaTa YacT Ha OKOTO
MpegHasHadeHa e 3a NocTaBsiHe BbpXy
Opbxka Ha cTaHaapTHa kaHiona c Jlyep huTuHr 3a
8720 KaHwona fpexka Ha kariona upurauust Unu acnupaums Ha TeYHOCTH OT
OKOTO.
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Tabnuua 2. CLoTBeTHM cCTaHAAPTU M 00K cneuuduKaynu.

MpunoXxuMm cTaHgapTv

RS

=
=

CraHgapTeH HoMep

3arnaBue

BS EN ISO 10993-1:2020

Biological evaluation of medical devices - Part 1: Evaluation and
testing within a risk management process.
This standard is applied in full

BS EN ISO
13485:2016+A11:2021

Medical devices - Quality management systems - Requirements
for regulatory purposes.
This standard is applied in full

BS EN ISO
14971:2019+A11:2021

Medical Devices - Application of risk management to medical
devices.
This standard is applied in full

BS EN ISO 15223-1:2021

Medical devices - Symbols to be used with information to be
supplied by the manufacturer - Part 1: General requirements.
This standard is applied in full

BS EN ISO 17664:2021

Processing of health care products - Information to be provided by
the medical device manufacturer for the processing of medical
devices. Part 1: Critical and semi-critical medical devices.

This standard is applied in full

BS EN I1SO 20417:2021

Medical devices — Information to be supplied by the manufacturer.
This standard is applied in full

BS EN SO 80369-1:2018

Small-bore connectors for liquids and gases in healthcare
applications. Part 1: General requirements.
This standard is applied in full

BS EN ISO 80369-7:2021

Small-bore connectors for liquids and gases in healthcare
applications. Part 7: Connectors for intravascular or hypodermic
applications.

This standard is applied in full

93/42/EEC

Council Directive concerning medical devices
This standard is applied in full

2007/47/EC

Council Directive amending 93/42/EEC
This standard is applied in full

MEDDEYV 2.1/1 rev April 1994

Guidelines relating to the application of: The council directive
90/385/EEC on active implantable medical devices, The council
directive 93/42/EEC on medical devices.

This guidance document is applied in full

MEDDEYV 2.4/1 rev 9 June 2010

Guidelines relating to the application of the council directive
93/42/EEC on medical devices.
This quidance document is applied in full

MEDDEV 2.7/1 rev.4 June 2016

Clinical evaluation: A guide for manufacturers and notified bodies
under directives 93/42/EEC and 90/385/EEC.
This guidance document is applied in full

MEDDEV 2.12/1 rev.8 Jan 2013

Guidelines on a medical device’s vigilance system.
This guidance document is applied in full

MEDDEV 2.12/2 rev 2 Jan 2012

Guidelines on medical devices, Post market clinical follow-up
studies.
This guidance document is applied in full
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OOBABKA K'bM OPUTTMHAITIA
JEKNAPALIUA 3A CLOTBETCTBUE

Ot 31 aHyapw 2023 1. agpecsT Ha Hallws ymbIHOMOLLEH nNpeacTasuTen B EC, nocoveH
B NbpBOHaYanHarta [leknapauma 3a CbOTBETCTBUE, € NPOMEHEH

Crap agpec

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

Hoe agpec

YnbnHomolleH npeactaeuTen: Emergo Europe
Westervoortsedijk 60
6827 AT Arnhem

The Netherlands
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Martin Lock HaTta
PtkoBoguTen no PerynaTopHu BsNpocu
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