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7 Marquis Business Centre
Royston Road
Baldock, Hertfordshire
SG7 6XL, United Kingdom

E€ouaioboTtnuévog avTITpdowITog: Emergo Europe
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H Duckworth & Kent Ltd dnAdvel 0TI Ta 1aTpOTEXVOAOYIKA TTPOIGVTa TToU TTapaTiBevTtal oTov Mivaka 1 Ka
TTEPIYPAPOVTAI TTAPOKATW,

elpd pn erepParikou katomrrpou Duckworth & Kent

TANpoUv TIg Baolkég amraitioelg kal iardgelg Tng Odnyiag Tou ZupBouhiou 93/42/EOK omwg
TpoTToTroIfBnke atmod Tnv Odnyia 2007/47/EK kail 6TTwg evowpaTWenke oTn vopoBeoia Tou HB (Kavoviopoi
latpotexvoloyikwy Mpoidvtwy Tou HB S| 2002 ap. 618, 6TTwg TPOTTOTTOINBNKAY).

Tupgwva pe 1o Mapdptnua VI tng Odnyiag Tou ZupBouiiou 93/42/EOK o1wg TROTTOTTOINBNKE ATTO TNV
Odnyia 2007/47/EK kol 6TTWG evowparwenke atn vopobeaia Tou HB (Kavoviouoi larpotexvoAoyikwy
MNpoidvtwy Tou HB SI 2002 ap. 618, dTTwg TpOTTOTTOIRONKAV),

AuTd Ta TTpoidvVTa £Xouv opioTei wg Karnyopiag |

TpoTtog TagIvopunong

AUTA Ta TTPOIGVTA £ival OAA ETTAVAXPNOIMOTIOINCIYA, YN aTTOCTEIPWHEVA, N ETTEURATIKA IATPOTEXVOAOYIKA
TTPOIOVTA TTPOCWPIVAS XPHAGNG.

H tagivounon kabopiletal Bdoel Tou Mapaptrparog IX, Kavovag 1.

AuTr] n dnAwon exkdideTal uTTd TNV aTroKAEIoTIKA €UBUVN TNG Duckworth & Kent Ltd.

Martin Lock
Emikepaing PuBuioTikwy YTrobéoswy
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Nivakag 1. larpoTeXvoAoyikd TrpoiovTa rou KaAUTITOVTHl o1ré auTh T AQAWON ZUpuopPwong.

REF TitAog TpoiovTog
6-600 AakrOAiol uTToaTAPIENS OKANEOU XITWVa
6-664 Mdoka o@BaApwyY
6-665 Mdoka o@Baiuwy
6-667 Mdoka o@Baiwy
6-667-2 Mdoka o@BaAuwy
6-667-3 Mdoka o@BoApwY
6-667-4 Mdoka o@BaALWY
6-667-6 Mdoka o@BaAwyv
6-667-7 Mdoka o@Baipwyv
6-700 Keparduetpo
9-550 O@BaAUooKOoTTIO
9-551 O¢BaAookoTTio
9-552 O@pBaAUogKoTTIO
9-552F OpBaAiyogkoTTio
9-565 O@BaAooKoTTIO
9-556 O@BaALOTKOTTIO
9-557 O@BahpookdTIo
9-559 O@BaALOTKOTTIO
9-560 O@BahuogkoTtio
9-560-1 O@BaAUogKOTTIO
9-561 O@BaApookoTio
9-566 O@BaAuLogkoTTIO
9-572 O@BahuogkoTio
9-573 O@BaApogkKoTTIo
9-573-1 O@BaALOTKOTTIO
9-574 O@pBaAyogkoTio
9-574-1 O@BaAuogKOTTIO
9-576 O@BAALOTKOTTIO
9-576-4 O@Bahuogkétio
9-576-5 O@BaApogKOTTIO
9-577-3 OgBaApookoTio
9-577-4 O@BahpookdTTIo
9-578 O@BaAogkoTTIo
9-578-2 O@BaALooKOTTIO
9-578-8 O@BaALogKOTTIO
9-579 O@BahUookdTio
9-579-2 O@BahookoTIo
9-579-6 O@BaAookdTTIO
9-581F O@BaAuookKoTTIo
9-583 O@BaAuookoTio
9-585 O@BaAUooKoOTTIO
9-588 OgBahyookoTTio
9-588-1 OgBahpookoTio
9-588-2 O@BaAookdTTIO
9-588-3 OgBahdookoTTio
9-589 OgBahooKkoTTio
9-590 O@BaALogKOTTIO
9-591 O@BaipooKoTTIO
9-592 O¢@BahllogkoTTIO
9-595 OgBahpooKoTTIO
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REF TitAog Trpoi6vTOg
9-597 QpBaiyookdTTio
9-597-1 O@BaApookoTio
9-598-2 O@BoApookdtio
9-599 OpBaAuookdio
9-599-1 O@BaAuookoTio

ZYETIKA TTPOTUTTA KOl KOIVEG TTPODIOYPOPEG.

E@appooTéa TTpOTUTTA

Ap18p6g TrpoTiTToU

Tithog

EN 1041:2008

Information supplied by the manufacturer of medical devices

EN ISO 10993-1:2009

Biological evaluation of medical devices - Part 1: Evaluation and
testing within a risk management process (ISO 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 I1SO 14971:2012

Medical Devices - Application of risk management to medical
devices (1ISO 14971:2007, Corrected version 2007-10-01)

EN ISO 15223-1:2016

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 62366-1:2015+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

SI 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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NMPOXAPTHMA >THN APXIKH

AHAQYH ZYMMOP®QIHE

Ao 116 31 lavouapiou 2023, n dietBuvon Tou E§ouaiodotnuévou AvTiTTpoowTrou pag otnyv EE
OTTWG TTaPATIBETAl OTNV apYIKN AfAWON ZUPPOPPWONGS EXEl AAAGEE!

Mahid dievBuvon
E€oucioboTnuéVOG avTITTPOOWTTOG!

NEa dielBuvan
E€ouciodoTtnEVOG avTITTPOCWTTOG:

Martin Lock
Emike@oAng PuBpioTikwy YTroBéoewyv
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