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OEKINTAPALINA 3A CBOTBETCTBUE HA EC

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

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

Duckworth & Kent Ltd gexnapupa, 4e meauumMHckuTe nsgenus, nabpoenn B Tabnuua 1 v onucanun no-
aony,

MNama nuBasuBHU HOXMUM HA Duckworth & Kent

ca B CbOTBETCTBUE CbC ChLUECTBEHUTE W3UCKBAHWA 1 pa3nopendun Ha Oupektuea 93/42/ENO Ha CbeeTa,
nameHeHa ¢ dQupektuea 2007/47/EO v TpaHcnoHUpaHa B 3akoHogaTtencTeoTo Ha ObegmHeHOTO KpancTeo
(PernameHT Ha OBeguHEHOTO KPancTBO 3a MeanumMHCKK nagenus S| 2002 Ne 618, nameHeH).

B croteetcTeue ¢ npunoxerue VIl kem Oupektusa 93/42/ENO Ha CreeTa, nameHeHa ¢ [Inpektuea
2007/47/EO u TpaHcnoHupaHa B 3akoHogaTencTeoTo Ha ObennHeHoTo kpancTeo (PernameHT Ha
OBeAnHEHOTO KpancTeBO OTHOCHO MeauuuHcknTe nagenus Sl 2002 Ne 618, nameHeH),

Te3u usgenus ca onpepgerneHu Kkato knac |

KnacuukalnoHeH neT:

Bcuykn Tesn nagenvs ca MHBasuBHKM MEAWLMHCKY M3aenns 3a efHokpatHa ynotpeba, 3a MHorokpartHa
ynoTpeba, HecTepunHu.

KnacudpukauusaTa ce onpefens cbrnacHo Yynetd 5 ot lMNMpunoxeHue X,

HacTosiwarta geknapauus ce usgaea nog uskniovutenHara otroeopHocT Ha Duckworth & Kent Ltd.

Martin Lock
PwKkoBoauTen no PerynaTtopHu BbNpocu
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Tabnuua 1. MeanumHcky nsaenus, o6xeaHaTy ot Ta3u [leknapauus 3a cCbOTBETCTBME.

Hoxuuun, MHBa3MBHU

REF 3arnaeuve Ha U3genueTo
1-110 Hoxumum Vannas

1-111 Hoxuum Vannas

1-111B Hoxuum Vannas

1-112 Hoxuum Vannas

1-116 KarncynHu HOXuULm

1-118 PoroBu4Hu HOXMLK

1-120 Hoxuum Vannas

1-121 Hoxuum Vannas

1-122 Hoxuuw Vannas

1-211 Wpuc HoxuLm

1-211B Wpuc Hoxuum

1-218 PoroBu4Hu HoMXuMLK

1-219 PoroBu4Hu HOXMLN

1-227 KOHIOHKTUBaMHW HOXKULK
1-312 Hoxuum Vannas

1-400 PoroBuyHun HoXxuLK

1-401 PoroBu4Hu HOXULN

1-410 PoroBu4Hu HoXuULK

1-411 PoroBu4Hu HOXKULK

1-5600 Hoxxwuum Westcott

1-500B Hoxxumum Westcott

1-501 Hoxxumun Westcott

1-510 Hoxwuum Westcott

1-625 KancynHu HoxuLm

1-630 Npuc HoXuMLUK

1-695 1OL HOXULKA

1-700 IOL HOXuUM

1-705 IOL HOXuLK

1-841 ButpeopeTuHanHu HOXULUK
1-841N ButpeopeTuHaniu HOXULKM — NpefHa YyacT
1-842 ButpeopeTuHanHu HOXuL K
1-842N ButpeopeTuHanHu HOXULKM — npefHa YyacT
7-101 Descemet oTBOpP

7-102 Descemet otBOp

7-105 Descemet oTBOp

P5464 IOL HOXULIK
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Ta6bnuua 2. CLOTBETHM CTaHAAPTU U 00K cneunduKaLmmn.

MpunoXxXumm ctaHaapTu

CraHpapTeH Homep

3arnaeue

EN 1041:2008

Information supplied by the manufacturer of medical devices

EN 1707:1996

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

EN ISO 10993-1:2009

Biological evaluation of medical devices - Part 1: Evaluation and
testing within a risk management process (1ISO 10993-1:2009)
EN ISO 10993-1:2009/AC:2010

EN ISO 13485:2016

Medical devices - Quality management systems - Requirements
for regulatory purposes (ISO 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 I1SO 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 ISO 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 20594-1:1993+A1:1997

Conical fittings with a 6% (Luer) taper for syringes, needles and
certain other medical equipment - Part 1: General requirements
(ISO 594-1:1986)

EN 62366-1:20156+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

S1 2002 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 KbV OPUTMHAITIA
OEKNAPALUA 3A CLOTBETCTBUE

Ot 31 siHyapu 2023 r. agpechT Ha Hallus ynbrnHoMoLlleH npeactasuten B EC, nocoyeH
B MbpBoHaYanHaTa [Jeknapauua 3a CbOTBETCTBUE, € NPOMEHEH

Crap agpec

YnwnHomolleH npeactasuten: Emergo Europe
Prinsessegracht 20
2514 AP The Hague
The Netherlands

HoB agpec

YnbrnHomolleH npeactasuten: Emergo Europe
Westervoortsedijk 60
6827 AT Arnhem

The Netherlands
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Martin Lock HaTa
PbkoBoguTen no PerynatopHu BbLNPOCK
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