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KaraokeuaoTng: Duckworth & Kent Ltd
Terence House
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Royston Road
Baldock, Hertfordshire
SG7 6XL, United Kingdom

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

H Duckworth & Kent Ltd dnAwvel 611 Ta 1aTpoTEXVOAOYIKG TrpoidvTa TTou TTaparti®evrar atov Mivaka 1 kai
TTEPIYPAPOVTAl TTOPAKATW,

>E1Pd U ETTEURATIKWY TTPOTOVTWV KOTAIOVNONG KAl avappo@nong
Duckworth & Kent

ANPoUv TIC BaoIkéS amralThoelg kKai diartdgelg Tng Odnyiag Tou ZupBouiiou 93/42/EOK dtrwg
TpotroTroIfBnke armé v Odnyia 2007/47/EK kal 6TTwg evowpatwenke oTn voupoBeoia tou HB (Kavoviopoi
laTpotexvoloyikwy MpoiévTwy Tou HB 2002 ap. 618, &Trwg TpoTroTroinénkav).

olpgwva pe 1o Mapdptnua ll (e€aipoupévng Tng evotntag 4) Tng Odnylag Tou ZupBouiiou 93/42/EOK
OTTWG TpoTToTroIRBNKE aTd TNV Odnyla 2007/47/EK,

AuTd Ta TTpoidvTa £Xouv oploTei wg Karnyopiag lla

KoivotroloUpevog opyaviopos:  SGS Belgium NV (NB 1639)
Noorderlaan 87
2514 Antwerpen
Belgium

TpoTtog Tagivounong

AUTA TO TTPOIGVTA gival OA ETTAVOXPNOIMOTTOINCIHG, KN ATTOCTEIPWHEVA, N ETTEMRATIKG 1aTPOTEXVOAOYIKA
TTPOIGVTA TTPOCWPIVIG XPronS.

H ragivéunon kabopigetal Baoel Tou Mapaptiparog X, Kavovag 2.

AuTr n BAwaon ekdIBeTal UTTG TNV ATTOKAEIOTIKY €uBUVN TNg Duckworth & Kent Ltd.

Martin Lock
Emike@ahng PubuioTikwy YTroBéoewv
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Mivakoag 1. latpoTeXxvoAoyiKd TrpoiovTa Trou KAAUTITOVTal o1ré auTh T AfAwon Zuppop@wong.

ISO92001:2015 and 1S0O13485:2016 Cerlified

Karaiévnon kai avappoenon lla, Mn emepariki

REF

TitAog
TMPOIOVTOG

Neprypagn

MpopAemopevn xprion

8-609

20vdeopog Luer
Lock

Z0vdeapog aogpaheiag
Luer

Mpoopiletal yia guvdean oe évav
TuTroTrOINpévo gUvdeopo Luer giTe yia Tnv
Karaibvnan €iTe yia Ty avappo@naon uypwy
amd 10 Pdri

8-609-1

20vdeapog Luer
Lock

ZOvdeopog ao@aAeiag
Luer

MpoopileTal yia glvdean o€ Evav
TutroTroINpévo olvdeapo Luer gite yia v
Karaibvnon €iTe yia v avappognan uypuwv
1o TO YA

8-609-2

Zuvdeojog Luer
Lock

Z0vdeouog aopaleiag
Luer

Mpoopileral yia oOvdean o€ Evav
TuTroTroinNpévo olvdeauo Luer giTe yia Ty
KaTaiévnan EiTe yia TNy avappo@narn uypwv
arré 10 PdarT

8-711-1N

EpyaAeio xelpdg
I/A

I/A epyaheio xeIpog HE
ouvdeopo
Kataioviopou Luer

Mpoopileral yia 1 dloxETEUTT UypoU aTO pATI
pe okotd T diarfipnon tng eviopbaAuiag
mieong Kard 1 SIAPKEIA HIAG XEIPOUPYIKIG
eméuBaconc kal HEow evog BEUTEPEUOVTOG
CWARV YIO TNV ATTOPAKpUVOT) UypoU,
1IEWB0EAACTIKWV KAl HIKPWVY TUNHATWY 10T00
amd 1o Tiow Yépog Tou partiol

8-711-1NL

EpyaAeio xeipog
I/A

I/A epyaAeio XEIPOG HE
oUvdeoHOo aoaAeiag
Kartalovigpou Luer

Mpoopiletal yia T dioxETevor vypol oTo AT
He okoTré Tn Siatipnon Tng evoo@BdApiag
Tieong Kard tn dIApKEIA HIOG XEIPOUPYIKNG
emEURAONG Kal PECW EVOG BEUTEPEUOVTOG
owlrjva yia TV amopdkpuvan uypou,
1IEWOOEAOTIKWY KX HIKPWY TUNHATWY 10TOU
amd 10 Tiow PEPOC Tou paTtiol

8-711N

Epyaheio xeipdg
/A

I/A epyaheio xeipdg pe
ouvdealo
Karaioviguou Luer

Mpoopiletal yia T dloXETEUGT) UYPOU GTO HATI
ge okoTrd Tn dlaripnon Tng evdopBdApiag
Trieong KATd T DIGPKEIA PIOG XEIPOUPYIKIAS
£mEPPRaoNG kal HEow evOg DEUTEPEUOVTOG
OWARVa yia TNV amopdkpuvan uypou,
IEWAOEAUCTIKWV KAl JIKPWY TUNPATWY 10TO0
amé 70 TTicw Pépog Tou pariol

8-711NL

EpyaAeio xeipodg
17

I/A epyaAgio XEIpOG HE
oUvdeapo aocaAeiag
KaTaioviopou Luer

Mpoopiletal yia T dloxETeuon uypol aTo YAt
He okoTrd T dlatripnon NG evoo@OdApiag
Trieong Katd 1 dIGPKEIA HIAG XEIPOUPYIKIG
emépBaong Kal péow evog deuTepPedoVTOg
owARva yia TNV amropdkpuvaon uypou,
1IEWB0EAACTIKWV Kal JIKPWV TUNPATWY 10T00
amd 1o Tiow PéPog Tou paTioy

8-720

Aapn
GWAnviokou

Aapn ocwAnviokou

MNpoopicetal yia oUvdean o€ évav
TutroTroINuévo olvdeopo Luer owAnviokou eite
yia TNV Karaibvnaon €ite yia TNy avappognaon
Uypwv amo 1o Pdri
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1509001:2015 and 1SO13485:2016 Certified

Mivakag 2. ZXETIKA TTPOTUTTA Kal KOIVEG Trpodiaypapéc.

E@appooTtéa mpoTuTra

Ap1Bpég TpoTiTTou

TiTAog

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 (ISO 10993-1:2009)
EN ISO 10993-1:2009/AC:2010

EN 1SO 13485:2016

Medical devices - Quality management systems - Requirements
for regulatory purposes (ISO 13485:2016)
EN I1SO 13485:2016/AC:2018

EN 1SO 14971:2012

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

1ISO 15223-1:2021

Medical devices - Symbols to be used with information to be
supplied by the manufacturer - Part 1. General requirements

ENISO 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
(1SO 594-1:1986)

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

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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NMPOZAPTHMA XTHN APXIKH

AHAQYH EYMMOPO®OFHZ

Ao 116 31 lavouapiou 2023, n dietBuvon Tou E€ouoiodotnuévou AvtirpoowTTou pag otnv EE
OTTWG TTapaTiBeTal oTnV apxIkn AfAwon Zuppopewaong £Xe1 AAAAEE!

Mahia dievBuvon
EtouaiodoTnuévog avTITTpOowIToG:

Néa dietBuvon
E¢ouoioboTnuEvos avTITTpOowWIToG:

Martin Lock
Emike@ainc PuBuioTikwy YTroBéoswy
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