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

E€ouciodotnuevog avTITTpOoWITOG: Emergo Europe
Prinsessegracht 20
2514 AP The Hague
The Netherlands

H Duckworth & Kent Ltd dnAtvel 611 T 1ATPOTEXVOAOYIKA TTpoidvTa TToU TTapatiBevral oTtov lMivaka 1 kai
TEPIYPAPOVTAl TTAPAKATW,

ZEIPA ETTEURATIKWVY TTPOIOVTWYV KATAIOVNONG KAl avappo@nong
Duckworth & Kent

TAnpouv TIG Baoikég amaithoelg kal diardgelg Tng Odnyiag Tou ZupBouiiou 93/42/EOK &TTwg
TpoTrOTTOINBNKE aTrd TNV Odnyia 2007/47/EK Kal 6TTW¢ evowpatwenke ot vopoBeaia Tou HB (Kavoviauoi
larpotexvohoyikwy MpoidvTwy Tou HB 2002 ap. 618, 0TTwg TpoTToTToIfOnKav).

alpgwva pe o Mapdptnua Il (eEaipoupévng Tng evoTnTag 4) tng Odnyiag Tou ZupBouliou 93/42/EOK
oTTwg TpoTToTToIfOnKe amd v Odnyia 2007/47/EK,

AuTd Ta TTpOidVTa £XOouv oploTei wg Karnyopiag lla

KolvoTroloUpevog opyaviopog: SGS Belgium NV (NB 1639)
Noorderlaan 87
2514 Antwerpen
Belgium

TpoTTOG TAgIVOUNGNG

AUTA Ta TTPOIGVTA eival GAQ ETTAVAXPNCIMOTTOIATING, LN OTTOCTEIPWHEVA, ETTEURATIKA IATPOTEXVOAOYIKA
TIPOIGVTA TTRPOCWPIVIG XPIONG.

H tagivounon kaBopiletal Bdoel Tou lMNMapaptiparog IX, Kavovag 5.

Aut n dnAwon ekdideTal UTTd TNV ATTOKAEIOTIKY euBUVN TNG Duckworth & Kent Ltd.

Martin Lock
EmikepaAng PuBuioTikwy YTToBEoewy
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Mivakag 1. larpoTexvoloyikd rpoidvTa Tou KaAdTrrovral oo auth Tn AjAwon Xuppépewong.

Karaiévnon ka1 avappoenon lla, emepfariki

REF Tithog Trpoidvrog | lMepiypaen MpopAemropevn Xprion
Mpoopileral yia 1 dloxéreuon uypol oTov
ZwhAnviokog owAnvioko Tou pariol pe gKOTo TNV
G0 Zwhnviokag udpodiaxwpicoHol amreAeuBEépwarn Tou TTUpAvVa amé ToV KAWIKo
odKo
) Mpoopiletal yia 1 dioxéTeuan uypol aTov
ZWANViogKog owAnVioKo Tou patiol Pe oKoTTo TNV
8-601-2 ZWAnviokog TToAAaTTA0U ameAEUBEPWOT TOU TTUPHVA ATTO TOV KAYIKO
okoTtTol OdKO Kal ETTIONG YIa TV aITopdKpuvon aipa,
uypoU Kai uypoTroinpévou gAolol amré 1o PdTi
— I'Ip(ln\opiﬂsml yia tn dioxETeuan uypol aTov
i . wAnviokog pe OWANVIOKO TOU paTiol JE OKOTTO TNV
B-ba EwAnvigKeg TTAaTU dKpo ameAeUBEPWON TOU TTUPHVA OTTO TOV KAWIKO
odKo
ZwAnviokog MpoopileTal yia TV amoddkpuvan uypou,
8-603 ZwAnviokog atiABwong IEWBOEATOTIKWY KAl HIKPWV TUNHATWY 10TOU
KAWOUAQC atd 10 oW PEPOG TOU paTiou
; ZWANVIioKog Mpoopileral yia 1 dloXETEUOT) Aépd OTOV
8-605 ZUJ)\r]VIUKog £yXUONG agpa omioBio 8dAapo Tou patiol
op— ﬂpoopi(grm \ga m dloxéreuon ;ypgl?’\cro [V[e4y
i " WANVIOKOG He oKoTro TN diatrpnan tng evoopBaApiag
B-616 ZwAnviokog gyxuang TTiEQNG KATa Tr) SIAPKEIA HIAgG XEIPOUPYIKAS
emEpBaong
) Mpoopietal yia 1 dioxETeuon uypod aTto pdr
8-650 Epyaheio xeipog Epyaheio xeipog HE OKOTTO Tn BIaTripnan g evio@edApiag
dypavang KaTaiovnong Tieong Kard 1 dIGPKEIN PTG XEIPOUPYIKAG
eméuBaong
) ) ) ) Mpoopiletan yia n d1oxETeuan uypol aTo Pdr
8-652 EpyaAeio xeipdg Epyaheio xelpog pE oKOTO TN dlarfpnan g evooeBdAuiag
Uypavang KATAIOVNGoNg TriEang KaTd TN SIAPKEI HIAG XEIPOUPYIKNAG
eméupaanc
) ) Mpoopietal yia 1 dloxéreuon uypol oTo Pdr
8-652-1 EpyaAcio xeipog EpyaAcio xeipodg pE oKOTTO TN dlatrhpnon TG evdo@OdApIng
uypavong KATAIOVNONG TiETNG KaTd TN JIAPKEIT HIOG XEIPOUPYIKAG
emépBaong
= i . . MpoopieTan yia TNV atropdkpuvar uypou,
8-655 Epyu)\glo AEIPOS EPYGAFTIO ABIROG 1IEWB0EAATTIKWY KAl HIKPWVY TUNUATWY 10TOU
QYAPPORIIOTIS GVGRRUINOIIS amd 1o miow Pépoc Tou pariol
. . ; . Mpoopileral yia Thv amopdkpuvon vypod,
8-655-2 EpYGAFTIO AHPOS EpYClAE:.IO AP 1IEWO0EAQTTIKWV KOl HIKPWVY TUNUATWY 10TOU
dppognans HYUERRPITNS amd 10 Tiow PEPOC TOU partiol
; . Mpoopileral yia Tnv amopdkpuvan uypol,
8-657 Epya:\gﬁo XEIpog Eg VGME[O XEIPIG IEWBOEAQTTIKWV Kal HIKPWY TUNPATWY 10T00
avappognaong avappo@nong amé 10 oW PEPOC TOU aTIoU
PUVYO Mpoopileral yia TNV amropdkpuvaon uypou,
8-730 Akpo I/A YX05 1EWB0EAQOTIKGIV KAl HIKPWV TUNHATWY 10TOU
AVapPoGenoTIS amé 10 miow PEPOS TOu paTiol
Plvyo MpoopileTal yia TNV armopdkpuvon uypod,
8-731 Akpo I/A YX0¢ 1IEWBOEAQOTIKWY KAl HIKPWV TUNHATWY 16T0U
ceveppegnang Q1o TO TMigW PEPOC TOU PATIoU
Biivyo MpoopiceTal yia TNV amopdkpuvon uypou,
8-731-1 Akpo I/A YX05 1IEWA0EATOTIKWY KaI PIKPWY TUNUATWY 10TOU
CHEIRPOQSTS amd 1o Tiow PEpog Tou paTiou
POyXOC MpoopileTal yia TNV atropdkpuvan uypod,
8-731-3 Akpo I/A 2 IEWBOEATTTIKWY KOl PIKPWY TUNHATWY 10TO0
avappoenang amrd 1o miow PEPOC Tou paTiol
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Karaiévnon kai avappoenon lla, ereupariki

REF Tithog Trpoidvrog | Mepiypoen lMpoBAeropevn Xprnon

POyxoC Mpoopiletan yia TNV amopdxpuvon uypod,
8-731-4 Akpo I/A 2 IEWBOEAAOTIKWV KAl HIKPGV TUNUATWY 10TOU

WOPPOPTOTS aTro 10 oW PEPOG TOU paTiou

POyxOC MpoopileTan yia TNV aTTOPAKPUVGT UypoU,
8-732 Akpo I/A 2 IEWBOEAAOTIKWV KAl HIKPWV TUNUATWY 10TOU

CappRRNanS Q1o TO oW PEPOG TOU paTiou

POyx0C MpoopideTan yia TNV aTTOPAKPUVaT UYpoU,
8-732-1 Akpo I/A ? IEWOOEAACTIKIOV Kal JIKPWV TUNUATWY 10TOU

CVPRAPHIaNGS Q1o TO oW PEPOG TOU PaTiou

POyX0C MpoopideTal yia TRV aTTOPAKPUVET UYpoU,
8-732-3 Akpo I/A 2 IEWOOEAACTIKIV Kal JIKPWV TUNUATWY 1GTOU

i o B e Q17O TO oW PEPOG TOU PaTiol

POyX0C MpoopiZeTan yia TNV atropdkpuvar) uypod,
8-732-4 Akpo I/A ? IEWOOEAACTIKWOV Kall JIKPWV TUNUATWY I0TOU

VUPPOGIENG Q1o TO oW PEPOS TOU YaTiov
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1S013485:2016 Certified

Mivakag 2. ZXETIKA TTPOTUTTA KAl KOIVEG TTpodIaypa@Eg.

DUO ale L) ele U
Ap1Buog TpoTiTrou TitAog
Biological evaluation of medical devices - Part 1: Evaluation and
BS EN ISO 10993-1:2020 testing within a risk management process.

This standard is applied in full

Medical devices - Quality management systems - Requirements
for regulatory purposes.

This standard is applied in full

Medical Devices - Application of risk management to medical
devices.

This standard is applied in full

Medical devices - Symbols to be used with information to be

BS EN I1SO 15223-1:2021 supplied by the manufacturer - Part 1: General requirements.
This standard is applied in full

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

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

Small-bore connectors for liquids and gases in healthcare

BS EN ISO 80369-1:2018 applications. Part 1: General requirements.

This standard is applied in full

Small-bore connectors for liquids and gases in healthcare
applications. Part 7: Connectors for intravascular or hypodermic
applications.

This standard is applied in full

Council Directive concerning medical devices

This standard is applied in full

Council Directive amending 93/42/EEC

This standard is applied in full

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

Guidelines relating to the application of the council directive
MEDDEV 2.4/1 rev 9 June 2010 | 93/42/EEC on medical devices.

This guidance document is applied in full

Clinical evaluation: A guide for manufacturers and notified bodies
MEDDEV 2.7/1 rev.4 June 2016 | under directives 93/42/EEC and 90/385/EEC.

This guidance document is applied in full

Guidelines on a medical device’s vigilance system.

This guidance document is applied in full

Guidelines on medical devices, Post market clinical follow-up
MEDDEV 2.12/2 rev 2 Jan 2012 | studies.

This guidance document is applied in full

BS EN ISO
13485:2016+A11:2021

BS EN ISO
14971:2019+A11:2021

BS EN ISO 17664:2021

BS EN ISO 20417:2021

BS EN I1SO 80369-7:2021

93/42/EEC

2007/47/EC

MEDDEV 2.1/1 rev April 1994

MEDDEV 2.12/1 rev.8 Jan 2013
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MPOZAPTHMA *THN APXIKH
AHAQZH 2YMMOP® QX HX

Ao 11¢ 31 lavouapiou 2023, n dievbuvaon Tou EEouaiodotnuévou AvTITTROGWTTOU Wag otnyv EE
OTTWG TTapaTiBeETal oTNV APXIKN ARAWON ZUPUOPPWaNG £XEl AAAGEE

Mahia dietBuvon

Eouaiodotnpévos avTITTPOCWTTOG: Emergo Europe
Prinsessegracht 20
2514 AP The Hague
The Netherlands

Néa dieuBuvan

E€ouaiobotnuevog avTITTpOoWITOG: Emergo Europe
Westervoortsedijk 60
6827 AT Arnhem
The Netherlands

v L D— rsiof |22

Martin Lock Huepounvia
Emkepaing PubuicTikwy YTroBeoswy
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