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

E€ouaiodoTtnuevog avTiTpodowITog: Emergo Europe
Prinsessegracht 20
2514 AP The Hague
The Netherlands

H Duckworth & Kent Ltd dnAwver 611 Ta 1aTpoTeXVOAOYIKG TTpoidvTa TTou TrapariGevtal otov Mivaka 1 kal
TTEPIYPAQOVTAI TTAPAKATWY,

Zelpd erepfarikwy YoaAidiwv Duckworth & Kent

TAnpoUlv Tig Badikég atraitioelg Kal diardgeig ng Odnyiag Tou ZupBouiiou 93/42/EOK 6mTwg
TpoTToTTOIBNKE atrd TNV Odnyia 2007/47/EK kol 6TTwg evowpaTtwenke ot vouoBeaia Tou HB (Kavoviopoi
larpotexvoAoyikwy MpoidvTwy Tou HB SI 2002 ap. 618, 6TTWG TPOTTOTTOIBNKAVY).

Zougpuwva pe 1o Mapdptnua VIl tng Odnyiag Tou ZupPouAiou 93/42/EOK OTTWG TPOTTOTTOINBNKE ATTo TNV
Odnyia 2007/47/EK kai 0TTwe evowpatwinke otn vopoBeoia tou HB (Kavoviopol latpoTexvoAoyikuwy
MpoiovTwv Tou HB SI 2002 ap. 618, éTwg TpoTToToIrenKay),

AuTd Ta TTPOIOVTH £X0UV opIoTEl WG Katnyopiag |

TpdTog Tagiveunong:

AUTA T TTRPOTGVTA Elval GAQ ETTAVAXPNGCIKOTTOINTING, LN OTTOGTEIPWLEVT, ETTEUBATIKA IATPOTEXVOAOYIKA
TTPOIOVTA TTPOCWRIVAS XPAONG.

H ragivopnon kaBopifetal faoel Tou Mapaptrpartog IX, Kavovag 5.

Auth n dnAwaon exdideTal UTTd TNV ATTOKAEIOTIKY) EUBUVN TNG Duckworth & Kent Ltd.

Martin Lock
Emikepaing PuBuioTikwy YTroBEoewy

Date 14-MAY-2021
Issue 0 Zehibo 1 amo 3
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Mivakag 1. larpotexvoloyikd TpoiévTa TTou KAAUTITOVTal a1rd auTh TN AfAwon Zuppéppwong.

YaAidia, Erepfatikd

REF TitAog rpoidvTog

1-110 YaAidl Vannas

1-111 Yahidl Vannas

1-111B Yahid Vannas

1-112 Yahidl Vannas

1-116 Yahidl kdwac

1-118 WaAidl keparoeldoug

1-120 Yahidl Vannas

1-121 WYahidl Vannas

1-122 YaAidl Vannas

1-211 YaAidl ipidag

1-211B Yaidi ipidag

1-218 Yahidl keparoeidolg

1-219 Yahidl kepatoeldolg

1-227 Yahidl emreQukoTa

1-312 YaAidl Vannas

1-400 Yahidl kepartoeidolg

1-401 YaAidl keparoeldoug

1-410 YaAidl keparoeldolg

1-411 YaAidl kepatoeidolg

1-500 Yahid Westcott

1-500B Yahid Westcott

1-501 WaAid Westcott

1-510 WaAidl Westcott

1-625 Yahid kayag

1-630 Yahidi ipidag

1-695 YaAid IOL

1-700 Yahid IOL

1-705 Wahidl IOL

1-841 WaAidl apgiBAnotpoeidolc
1-841N Kegahn waAidiou apgiBAnaTtpoeidolg
1-842 WYahid aueiBinatpoeidoug
1-842N Kegpahr wahidiol apgiBAnoTpoeidols
7-101 Aapida Descemet

7-102 AaBida Descemet

7-105 NaBida Descemet

P5464 Yahidl IOL
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Mivakag 2. ZXETIKG TIPOTUTTA Kol KOIVEG TTPOdBI0YPaPEG.

E@apHooTéa TTROTUTTO

Api1Bl6g TpoTlirou Tithog

EN 1041.2008 Information supplied by the manufacturer of medical devices

EN 1707:1996 Coniqal fittings wi’Fh a 6% .(Luer) taper for s_yringes, 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 (1SO 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 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 medical device labels,
EN ISO 15223-1:2016 labelling and information to be supplied - Part 1: General
requirements (ISO 15223-1:2016, Corrected version 2017-03)
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

EN ISO 14971:2012

EN 62366-1.2015+A1:2020

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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ATO 116 31 lavouapiou 2023, n diclBuvan tou E€ouaiobotnuévou AvTITTpocwttou pag otny EE
OTTWG TTapaTIBETal OTNV APXIKA ARAWGCN ZUPPOPPWONG £XEl GAAGEE!

Mahig dieuBuvan
EtouciodotnuEvog avTITTpOoWITOG:

Nea dielBuvon
E€ouaiodoTnévog avTITTpOowWITOG!

Martin Lock
EmikepaAic PuBuioTikwy YTroBiéoswy
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