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OEKNAPALUWA 3A CbOTBETCTBUE HA EC

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

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

Duckworth & Kent Ltd geknapupa, ye meguuuHckuTe nsgenus, nabpoenn B Tabnuua 1 1 onucaHu no-
aony,

FamMa oT HeMHBa3MBHU U34enuA 3a Mpurauusa U acnupaums Ha
Duckworth & Kent

ca B CbOTBETCTBWE CHC CbLUECTBEHUTE M3UCKBAHKA W pasnopenbu Ha Oupektusa 93/42/EVNO Ha CbBeta,
nameHeHa ¢ [lupektuea 2007/47/EQ 1 TpaHCcnoHMpaHa B 3akoHogaTtencTsoto Ha OBefMHeHOTOo KpancTso
(PernameHT Ha OBeAVHEHOTO KpancTeo 3a meauuuHcky nagenusa 2002 S.1. No 618, nsmeHeH).

B cboTeeTcTBME C [Mpunoxenue Il (¢ usknoyeHune Ha pasgen 4) kem OupekTusa 93/42/ENO Ha Creeta,
usmeHeHa ¢ npektvea 2007/47/EQ,

Teaun nspenus ca onpepgerneHu kato knac lla

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

KnacudukaumoHeH nuT

Bcuyku TE3W M3Aenusa ca HeMHBasUBHY MeAULMHCKY 3Aenusa 3a eqHokpaTHa ynotpeta, 3a MHOrokpaTHa
ynotpeba, HeCTEPUITHM.

Knacudwkauusita ce onpegens cbrinacHo YneH 2 ot MpunoxeHue 1X.

HacTtoswara gexknapauus ce usfaBa noj UsKnuuTenHara oTroBopHocT Ha Duckworth & Kent Ltd.

Martin Lock
PwkoBoguTen no PerynaTtopHu BbNpocu
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Tabnuua 1. MeguMuMHCKU nsgenusi, ooxBaHaTu oT Tasu [leknapaums 3a CbOTBETCTBME.

Wpurauma n acnupauus lla, HeuHBa3nBHa

REF AATNARYVE Ha OnucaHue NMpepnHazHayeHne
nigenmeTo
2 g NyepoBo Tlyep UTUHT Cbe J!‘]Ipe,uHa:u-laqel-i 3a MocTaBsHe Ha cTaHaapTeH
- yep UTUHT 3@ MpuUraums Uu acnupauus Ha
3aknoyBaHe 3aKnoyBaHe S G i ke
MNpenHasHadeH 3a NOCTaBsiHe Ha cTaHAapTeH
8-609-1 AlyapoBo Je dWITvHT Ces Tlyep hutuHr 3a npurauums unm acnvupaums Ha
3akrnwYBaHe 3aKnoyBaHe oot
MpenHazHadeH 3a NOCTaBsAHE Ha CTaHAapTeH
8-609-2 flyepaeo JFEIEUTUHE CLE Tlyep hbutuHr 3a npurauums unu acnupaums Ha
3aknYyBaHe 3aKnoyBaHe TSN AT
MNMpefHasHayeH 3a nojaBaHe Ha TeYHOCT
B OKOTO 32 NoAAbpKaHe Ha BbTPEOYHOTO
I/A HaKOHEeYHUK HansraHe No BpEMe Ha XWpypruyHa
8-711-1N I/A HaKoHEeYHUK C upurayuoHeH Jlyep npoueaypa, AoKaTo Ypes BTopuyHa Tpbba ce
OUTUHT OTCTpPaHABAT TEYHOCT, BUCKOENACTUYHN
BELUECTBA U Marnky napyeTa TbkaH oT
npegHarta 4acTt Ha OKOTO
[NpenHasHayeH 3a NofaBaHe Ha TeYHOCT
Hagasiuk I RETETERETOSPENCHARTTHEE
8-711-1NL I/A HaKkoHEeYHUK SIApATEIIBHER. 1R npoueaypa, A0KaTo Ypes BTopuyHa Tpbba ce
UTHHT CC OTGTPaHsIBaT TEYHOCT, BUCKOENACTUYHK
Sakniofsare BELLIeCTBA W Marlkyl napyeTa TbkaH oT
npeaHaTa YacT Ha OKOTO
MpegHasHayeH 3a nofaBaHe Ha TEYHOCT
B OKOTO 3a NoAAbpaHe Ha BbTPEoYHOTO
I/A HaKOHEeYHWMK HanaraHe no Bpeme Ha XUpypruyHa
8-711N /A HakoHEeYHWK C UpurayuoHeH Jlyep npoueaypa, AokaTo Ypes BTopudHa Tpkba ce
DOUTUHT OTCTpaHsiBaT TEYHOCT, BUCKOENACTUYHK
BELUECTBA U Marky napyeTa TbKaH oT
npeaHaTa yacT Ha OKoTO
I'IpeAHaaHaqu 3a noaaBaHe Ha TeYHOCT
HISTpaHR 1 BB TG PENC AT
8-711NL I/A HaKOHEYHMK C upurauyoneH Jiyep npoLleaypa, A0KaTo Ypes BTopuyHa Tpuba ce
PUTHHT CC OTCTPaHsIBaT TEYHOCT, BUCKOENACTUYHM
saknioysaHe BELLECTBA M Marku NapyeTa ThkaH oT
npeaHaTa yacTt Ha OKOTo
MpenHazHavyeHa e 3a NOCTaBsHe BbPXY
Opbxka Ha cTaHaapTHa kaHiona ¢ Jlyep duTuHr 3a
8-720 KaHona Apbixka Ha kaHiona UPUraLms Ny acnupaums Ha TeYHOCTM OT
OKOTO.
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Tabnuua 2. CbOTBETHU CTAaHAAPTU M 00WM cneunuKaumnm.

(] U c arzje
CraHpapTeH Homep 3arnaeuve
EN 1041.2008 Information supplied by the manufacturer of medical devices

Conical fittings with a 6% (Luer) taper for syringes, needles and
certain other medical equipment - Lock fittings

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 ISO 13485:2016 for regulatory purposes (ISO 13485:2016)

EN ISO 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 (ISO 17664:2017)

Conical fittings with a 6% (Luer) taper for syringes, needles and
EN 20594-1:1993+A1:1997 certain other medical equipment - Part 1. General requirements
(1SO 594-1:1986)

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

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 1707:1996

EN ISO 14971:2012

ISO 15223-1:2021

EN 62366-1:2015+A1:2020
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OOBABKA KbM OPUTMHATIA
OEKNAPAUNA 3A CBbOTBETCTBUE

Ot 31 ainyapw 2023 r. agpechT Ha HaLWS yMbIHOMOLLEH NpeAcTaBuTen B EC, nocoyeH
B MbpBOHaYanHara [leknapauusa 3a CLOTBETCTBUE, & NPOMEHEH

Crap agpec

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

Hoe agpec

YnenHomolleH npeacTasuTen: Emergo Europe
Westervoortsedijk 60
6827 AT Arnhem

The Netherlands
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Martin Lock HaTa
PwKoBoguTen no PerynaTopHu BLNpoOCH
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