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AHAQYH 2YMMOP®QZHX EE

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

E€ouaiodoTtnpévog avTiTpOCwITOG: Emergo Europe
Prinsessegracht 20
2514 AP The Hague
The Netherlands

H Duckworth & Kent Ltd dnAwvel 611 T 1aTPOTEXVOAOYIKA TTPOIOVTA TTou Traparidevral otov lNivaka 1 kai
TTEPIYPAPOVTAI TTAPAKATW,

ZEIPA UN ETEURATIKWV TTPOIOVTWY KATAIOVNONG KAl avappo®nong
Duckworth & Kent

TANPoUV TIG BACIKES aTTaITOEIS Kal BlatdEelg Tng Odnyiag Tou ZupBouiiou 93/42/EOK dtTwg
TpoTToTroIRBNKE atd TNV Odnyia 2007/47/EK kai OTrwg evowuatwBnke atn vouoBeaia Tou HB (Kavoviopoi
larpoTexvohoyikwv Mpoidvrwy Tou HB 2002 ap. 618, 4TTwg TpotroTToIBnKav).

ouuewva pe To MNapdpTtnua Il (eEaipoupévng tng evorntag 4) tng Odnylag Tou ZupBouiiou 93/42/EOK
OTTWG TpoTToTroINBNKE aTmd TNV Odnyia 2007/47/EK,

AuTd Ta TTpoidvTa £Xouv opioTei wg Katnyopiag lla

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

TpoTog Tagivéunong

AUTG Ta TTPOIGVTA €ival GAO ETTAVAXPNCIHOTIOINCIUA, KN ATTOCTEIPWHEVT, UN ETTEURATIKA IATPOTEXVOAOYIKG
TTPOIGVTA TTPOCWPIVAG XPHONG.

H tagivopunon kaBopigetal Bdoel Tou Mapaptripatog X, Kavovag 2.

AuTh n 8RAwon ekdideTal uTTd TNV aTToKAEIoTIKY £uB0VN TN Duckworth & Kent Ltd.

Martin Lock
EmikepaAfic PuBuioTikwyv YTToBEoEwv

Date 03-JAN-2024
Issue 3 YeAiba 1 amd 3
DCP 6697
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KaTtaiévnon kai avappognaon lla, Mn emeyparkn

REF

TitAog
mpoidvTog

Mepiypaon

lMpoBAemopevn Xxpnon

8-711-1N

Epyahgio xeipog
I/A

I/A epyalcio xeipdg pE
ouvdeouo
KaraioviopoU Luer

MpoopiceTan yia Tn SloxETeuon uypol aTo PdTI
pe okoé n diarrpnon tng evdopBdApiag
mrieong Kard tn dIGPKEIA PIAG XEIPOUPYIKIG
emépBaong Kal pEow evog SeuTEPEUOVTOG
owAfva yia v atropdkpuven uypod,
1IEWA0EAACTIKWV KAl JIKPWYV THNUATWY 10TOU
amrd 1o miow pépoc Tou pariol

8-711-1NL

EpyaAeio xeipdg
I/A

I/A epyalAcio Xelpdg e
oUvdeoUo ao@aAeiag
KaTaloviopou Luer

MpoopiZerar yia m dloxéteuan uypold ato pam
pe okotrd TN diatipnon Tng eviopBaAuIag
Tieong Katd 1 SIAPKEIA PIAG XEIPOUPYIKNG
ETEPRAONG KAl HEOW EVOG DEUTEPEUIOVTOG
OWARVa yIa TNV aTTOHAKpuUvaT uypou,
IEWDOEAATTIKWV KAl HIKPWY THNUATWY 10TOU
a1rd 10 oW PEPOCS TOU PaTiol

8-711N

Epyaheio xeipdg
/A

I/A epyaAcio xeIpdg e
ouvdeopo
KaTaloviopoU Luer

IMpoopietar yia T dloxETEUOT) UYpPOU OTO PATI
pe okotd 1 diarpnon g evdoeBaApiag
TriEanG KaTd 1 JIAPKEIA HIAG XEIPOUPYIKNAG
emEPRaong Kal HEoW evOg BEUTEPEUOVTOG
gwAnva yia v amopdkpuvon uypou,
IEWBOEANOTIKWY Kal HIKPWV TUNHATWY 10TOU
atd 1o Tiow PEPOS TOU paTiod

8-711NL

EpyaAeio xelpdg
/A

I/A epyaleio xelpog e
oUvdeouo aopaieiag
Karaloviopou Luer

Mpoopigerai yia Tn dloxETeuon uypou oTo PATI
HE oKoTTd TN Biatrpnon g evdopBdipiag
Trieong kard 1 dIdpKEIa PIag XEIPOUPYIKAG
ETEPROONG Kal JETW EVOS BEUTEPEUOVTOG
OWArva yIa TNV amopdkpuvorn) uypou,
1IEWB0EAAGTIKWV KOl HIKPWVY TUNUATWY 10TOU
amé 710 oW PEPOC TOU PaTiou

8-720

AaBn
owAnviokou

Aapn owAnvickou

Mpoopileral yia ouvdean ot Evav
TutroTroInyévo olvdeapo Luer owAnviokou eiTe
YId ThV KaTaiévnaon €iTe yia TNV avappognaon
uypwv arrd To pdr
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Mivakag 2. ZXETIKA TTPOTUTTA KOl KOIVEG TTPOSIaypaQEg.

E@appooTEéa TTPOTUTTO

Ap1Bu6¢ TpoTiTToU

TitAog

BS EN ISO 10993-1:2020

Biological evaluation of medical devices - Part 1: Evaluation and
testing within a risk management process.
This standard is applied in full

BS EN ISO
13485:2016+A11:2021

Medical devices - Quality management systems - Requirements
for regulatory purposes.
This standard is applied in full

BS EN ISO
14971:2019+A11:2021

Medical Devices - Application of risk management to medical
devices.
This standard is applied in full

BS EN ISO 15223-1:2021

Medical devices - Symbols to be used with information to be
supplied by the manufacturer - Part 1: General requirements.
This standard is applied in full

BS EN ISO 17664:2021

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

BS EN 1SO 20417:2021

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

BS EN ISO 80369-1:2018

Small-bore connectors for liquids and gases in healthcare
applications. Part 1: General requirements.
This standard is applied in full

BS EN 1SO 80369-7:2021

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

This standard is applied in full

93/42/EEC

Council Directive concerning medical devices
This standard is applied in full

2007/47/EC

Council Directive amending 93/42/EEC
This standard is applied in full

MEDDEYV 2.1/1 rev April 1994

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

MEDDEV 2.4/1 rev 9 June 2010

Guidelines relating to the application of the council directive
93/42/EEC on medical devices.
This guidance document is applied in full

MEDDEV 2.7/1 rev.4 June 2016

Clinical evaluation: A guide for manufacturers and notified bodies
under directives 93/42/EEC and 90/385/EEC.
This guidance document is applied in full

MEDDEV 2.12/1 rev.8 Jan 2013

Guidelines on a medical device'’s vigilance system.
This guidance document is applied in full

MEDDEV 2.12/2 rev 2 Jan 2012

Guidelines on medical devices, Post market clinical follow-up
studies.
This guidance document is applied in full
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MPOXAPTHMA 2THN APXIKH
AHAQYH XYMMOP®QFHE

Ao Tig 31 lavouapiou 2023, n dielBuvaon Tou EEoualodotnuévou AvTiTrpoguiTrou pag atnv EE
OTTWG TrapaTiBeTal oTNV apXIKf ARAWGN ZUPPOPQONG EXEI OANGEE!

MaAhia dievBuvon

E€ouaiodoTnUEVOS QVTITTPOOWTTOC: Emergo Europe
Prinsessegracht 20
2514 AP The Hague
The Netherlands

Néa dieuBuvan

E€ouaioboTtnuévog avTimpdowTrog: Emergo Europe
Westervoortsedijk 60
6827 AT Arnhem

The Netherlands

v [ D— Cwsiot|za .

Martin Lock Huepounvia
Emike@ahnc PuBuioTikwy YTroBéoewv

Date 25-JAN-2023
Issue 0 Yehibo 1 amo 1
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