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OEKNAPALUA 3A CHOTBETCTBUE HA EC

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

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

Duckworth & Kent Ltd gexnapvpa, Yye meguuUmHCKUTe uagenus, nabpoeHn B Tabnuua 1 1 onucanun no-
fony,

Fama oT MHBa3MBHU U3aenusi 3a upurauma u acnupauyma Ha Duckworth &
Kent

ca B CbOTBETCTBME CbC ChLUECTBEHUTE U3UCKBAHUS W pasnopendu Ha Oupektusa 93/42/EVNO Ha CbBeTa,
uameHeHa ¢ Qupekrusa 2007/47/EOQ v TpaHcnoHWpaHa B 3akoHogatencTeoto Ha OBefMHEeHOTO KparncTso
(PernameHT Ha O6eQMHEHOTO KpancTBO 3a MeguumHcky nagenua 2002 S.1. No 618, nsmeHeH).

B cwoTeeTcTBUE ¢ Mpunoxenve Il (c usknioveHne Ha pasgen 4) kem Oupektusa 93/42/EMO Ha CbBera,
nameHeHa ¢ [iupexkrnsa 2007/47/EO,

Te3n napenus ca onpegerneHu kato knac lla

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

KnacudukaumoHeH nbt

BeuukK Te3n N3genusa ca MHBasUBHU MedWULMHCKU M3 enns 3a efHOKpaTHa ynoTtpeba, 3a MHOrokpaTHa
ynotpeba, HecTepunHu.

Knacudukauusita ce onpefens cbrinacHo Ynex 5 ot MNpunoxexue IX.

HacToslaTa geknapauua ce usgaea nof MsKnuuTenHara otrosopHoct Ha Duckworth & Kent Ltd.

Martin Lock
PwkoBoauTen no PerynatopHu BeNpocu
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Tabnuua 1. MeamumHckn usgenus, obxeanaTtn oT Ta3u [leknapauus 3a CbOTBETCTBUE.

Wpurauma u acnupauus lla, vHBa3nBHa

3arnaBue Ha
REF OnucaH HasHay
U3genueTo ucaHue MpeaHasHaueHne

[MpegHasHayeHa e 3a nojasBaHe Ha TEeYHOCT

KaHtona sa
8-601-1 KaHiona el B Kancynarta Ha OKoTo, 3a a ocBoGoaw
ARDANGEN AAPOTO OT KancynHarta Topbuyka
MpeaHasHayeHa e 3a nofaBaHe Ha TeYHOCT
6oav
M KUMoHanHa | B Kancynara Ha oKoTo, 3a /1a Ce 0CBO
8-601-2 KaHtona Kai?gﬁgjw H A0POTO OT KancynHata Topbuuka, KakTo 1 3a

OTCTpaHsiBaHe Ha Bb3afyxa, TEHHOCTTa
M BTEYHEHMSA KOPTEKC OT OKOTO

Rariia & HGesR MNpeaHasHayeHa e 3a nogaBaHe Ha TeYHOCT
8-602 KaHntona B Kancyrnara Ha oKoTo, 3a Aa ocBoboau

BPBX AAPOTO OT KancynHaTa Topbudka
MNpepHasHaueHa 3a OTCTpaHsABaHE HA TEYHOCT,

KaHlona sa nonupaHe

8-603 Kantona BUCKOEMACTUYHK BELECTBA U Manku napyeTa
Ha Kancynara .
KaH OT MPEJHATa YacT Ha OKOTO
Kana ge MpenHasHaveHa 3a nogaBaHe Ha Bb3ayx
8-605 KaHtona BMNpbCKBaHE Ha peA A AY
onia B NpejHaTa kamepa Ha OKOTO
MpeaHasHaveHo 3a NofiaBaHe Ha TeYHOCT
. B OKOTO 3a MOAALPXAHE HA BLTPEOUHOTO
8-616 Kantona WHdysnoHHa kaHiona | oo o BpEME Ha XAPYPIAuHa
npoueaypa
MpefHasHayeHo 3a noAaBaHe Ha TEYHOCT
8-650 Wpurupaiy Wpurupaly B OKOTO 3a NoAAbpXaHe Ha BLTPEOYHOTO
HaKOHEYHUK HaKoHEeYHUK HanaAraHe no BPeme Ha XWpypruyHa
npoliesypa
MpenHasHayeHo 3a NoAaBaHe Ha TeYHOCT
8-652 Npurnpawy Wpurupawy B OKOTO 3a NOALbPXaHe Ha BbTPEOYHOTO
HakKoHEeYHWK HaKOHEYHUK HansraHe no Bpeme Ha XupyprayHa
npouenypa
MpenHasHayeHo 3a nojaBaHe Ha Te4HOCT
8-652-1 Wpurupawy Wpurupaiy B OKOTO 33 MOALbPKAHE HA BbTPEOUYHOTO
HaKOHEYHMK HaKOHEYHUK HarnsraHe no BpPeMe Ha XvpypruyHa
npoueaypa
AcnupaLoHeH ACnUpaLMoHeH MNpeaHasHayeHa 3a OTCTPaHABaHE Ha TEYHOCT,
8-655 HAKOHEYHUK S e BWCKOENaCTUYHU BeLLECcTBa U Marnku napyera
ThKaH OT NPeAHaTa YacT Ha OKOTO
AcnupaLivoHeH AcnupaLmonen MNpepHasHayeHa 3a OTCTPaHSABAHE HA TEYHOCT,
8-655-2 BMCKOEMACTUYHW BELLECTBA 1 Marnku napyeTa
HaKOHEYHUK HaKOHEYHWK P
TbKaH OT NpeAHaTa YacT Ha OKoTo
AcnipaLimoHeH AcnupaLmonen MNpepHasHaueHa 3a OTCTPaHSABAHE HA TEYHOCT,
8-657 ReeRsEsLi P BUCKOENacTUYHM BELLECTBA WM Manku napyeta

TbKaH OT NpeHaTa YacT Ha OKOTO
MNpeaHasHaueHa 3a OTCTPaHABaHe Ha TEYHOCT,
8-730 I/A HakpaiHW1K ACNUpaLNOHEH BPBbX | BUCKOENACTUYHK BELLLECTBA M Markn napyera
ThKaH OT NpefHaTa YacT Ha OKOTO
MNpegHasHayeHa 3a OTCTpaHsiBaHe Ha TEYHOCT,
8-731 |/A HakpaiiHuk AcnupaunoHeH BpbX | BUCKOENAaCTUYHW BelecTBa v Mankv napyeta
ThKaH OT NPefHaTa YacT Ha OKOTO
MNpenHasHayeHa 3a OTCTpaHsiBaHe Ha TEYHOCT,
8-731-1 I/A HakpaliHuK AcnvpaunoHeH BpbX | BMCKOENACTUYHW BelecTsa W Manku napyeTa
TbKaH OT Npe/iHaTa YacT Ha OKOTO
MNpesHasHadeHa 3a OTCTPaHsIBaHe Ha TEYHOCT,
8-731-3 I/A HakpaliHuk ACrvpauUMoHeH BPBX | BUCKOENacTUYHU BeLecTBa U Maskv napyera
TbKaH OT NpefiHaTa YacT Ha OKOTO
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Wpurauusa u acnupauud lla, uHBasuBHa

REF

3arnaBue Ha
U3noenuero

OnucaHue

lNpepHa3sHavyeHve

8-731-4

I/A HakparHUK

AcnupauvoHeH BpbX

[MpenHasHavyeHa 3a OTCTpaHABaHe Ha TEYHOCT,
BUCKOEnacTu4HW BeLLecTBa U Marnku napyeta
TbKaH OT NnpejHara 4acT Ha OKOTO

8-732

I/A HakpalHUK

AcnupaunoHeH BpbX

I'Ipe,u,Ha:aHaqua 3a OTCTpaHsABaHe Ha TEYHOCT,
BUCKOENacTU4HW BELLECTBA U Marnku napyeta
TbKaH OT NnpeaHaTta YacT Ha OKOTO

8-732-1

I/A HakpalHK1K

AcnupauuoHeH BpbX

I'Ipep,HaauaueHa 3a OTCTpaHABaHe Ha Te4YHOCT,
BYCKOEnacTu4yHW BELWECTBa U Manku nap4yerta
TbKaH 0T npegHarta 4acT Ha OKOTO

8-732-3

I/A HakpalHWK

AcnupaunoHeH BpbX

I'Ipe.qHaaHaqua 3a OTCTpaHABaHe Ha TEeYHOCT,
BYICKOENacTWYHW BellecTBa 1 Manku napyeTa
TbKaH OT nNpegHarta YacT Ha OKOTO

8-732-4

I/A HakpaHnK

AcnupaLuoHeH BpbX

I'Ipep,HaaHaqua 3a OTCTpaHABaHe Ha Te4YHOCT,
BUCKOENAcTU4YHW BelllecTBa 1 Marnkun napvyeTa
TbKaH OT nNpejaHara YacT Ha OKOTO
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Tabnuuya 2. CbOTBETHU CTaHAAPTU M 00K crieLnduKaLum.

Mpunoxumu cTaHgapTu

CtaHgapTeH Homep

3arrnaBue

BS EN SO 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 ISO 20417:2021

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

BS EN ISO 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

MEDDEV 2.4/1 rev 9 June 2010

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

MEDDEYV 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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AJOBABKA K'bM OPUTMHATIA
OEKINAPALUA 3A CbOTBETCTBUE

OT 31 aHyapu 2023 r. agpeckT Ha Halwms ynbrnHoMoLeH npeactaemwTen B EC, nocoyeH
B NbpBOHavanHara [leknapauyus 3a CLOTBETCTBWE, € NMPOMEHEH

Crap agpec

YnbnHoMmolleH npeacrasuten: Emergo Europe
Prinsessegracht 20
2514 AP The Hague
The Netherlands

HoB agpec

YnbnHomolleH npeactaeuten: Emergo Europe
Westervoortsedijk 60
6827 AT Arnhem
The Netherlands

Martin Lock HaTta
PtrosoauTen no PerynatopHu Benpocu
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