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H Duckworth & Kent Ltd dnAdver 611 Ta 1aTpoTexvoAoyiKd TTpoiévTa Trou TrapariBevral atov Mivaka 1 kai
TTEPIYPAPOVTAl TTOPAKATW,

TeIpd ETTEPRATIKWV TTPOTOVTWYV KATAIOVIONG KOl avappopnong
Duckworth & Kent

TANPOUV TIC BACIKEG ATTAITAOEIG Kai BlaTdgelg Tng Odnyiag Tou ZupBouAiou 93/42/EOK dtrwg
TpoTroTToIf8nKE atrd T Odnyia 2007/47/EK kai 0TTwg evowpaTwenke otn vopoBeaia Tou HB (Kavoviopoi
larpotexvohoyikiv Mpoiévtwy Tou HB 2002 ap. 618, 6Trwg TpotroTroIn8nkav).

oUpgwva pe 1o Mapdprnua Il (eEaipoupévng Tng evotnrag 4) Tng Odnyiag Tou ZupBouAiou 93/42/EOK
6TTWG TpoTroTrolfBnke aréd tnv Odnyia 2007/47/EK,

AuTtd Ta TrpoidvTa £Xouv oploTei wg Kartnyopioag lla

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

TpoTTog TAgIVOUNTNG

AUTE T TTPOIOVTA EiVal GAC ETTAVAXPNTILOTTOIAGIUA, [N OTTOCTEIPWHEVA, ETTEURATIKA IATPOTEXVOAOYIKG
TTPOIGVTA TTPOCWPIVIG XProNG.

H tagivounon kaBopietal Bdoel Tou Mapaptrparog X, Kavéovag 5.

AuTH n BAwon ekdideTal UTTG TV aTrokAEIoTIK euBlvn NG Duckworth & Kent Ltd.

Martin Lock
EmikepaAric PuBuioTIKWy YTToBECEWY
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OTAIO ol aAvappow®no 0 30
REF Tithog Tpoiévrog | Mepiypa@n MpoRAeopevn Xprion
MpoopileTal yia T dioxéTeuan uypol aTov
; ZwAnviokog owAnvioko Tou Pariol PE OKOTTG TNV
8-601 ZwAnviokog udpodlaxwpiouoU ameAEUBEPWOT TOU TTUPHAVA ATTd TOV KAWIKO
OaKo
MpoopiZeral yia T dloXETEUCN UYPOU OTOV
. ZwAnviokog OWANVioKo Tou paTiol HE OKOTTO TV
8-601-1 Zwhnviokog udpodiaxwpiouou OTTEAEUBEPWON TOU TTUPKVA TG TOV KAWIKO
0dKO
MpoopiZetal yia T BloXETEUON UYpOU aTOV
ZwAnviockog gWANVioKo Tou Partiol PE OKOTTG TNV
8-601-2 Zwhnviokog TroAAaTTAOU aTreAEUBEPWAT] TOU TTUPHVA OTTO TOV KAYIKO
okotrou odKo Kal ETIONG YIO TNV aTTORdKpuvan aépa,
uypou Kai uypoTroinpévou gAoiol arrd 1o udr
Mpoopietal yia TN dioxETeuan uypol oTov
ZwAnviokog pE owAnvioko Tou paTiol PE OKOTTO TV
8-602 ZwAnviakog TTAQTU GKPO atreAEUBEPWON TOU TTUPHVa ATTO TOV KAWIKO
ggKo
ZwAnviokog Mpoopilgral yia TV AITopaKpuveon uypou,
8-603 ZwAnviokog oTiABwaong IEWBOEATOTIKWV KAl HIKPWV TUNHATWY I0TOU
Kdwyouhag amrod 1o Tow PEPOG TOu paTiou
Mpoopifetal yia T SloXETEUON UYPOU LE OKOTTO
8-604 ZwAnviokog ZwAnviokog LASIK | v ékmAuon kai Tnv amropdkpuvon
UTTOAEIMPATWY KATW a1rd 1oV Kpnpvo LASIK
: ZwAnviokog MNpoopiletar yia T Sl0XETEUON Aépa aTOV
Bre0a ONYIaRs gyxuong agpa oticBio BGAapo Tou patiol
MNpoopiletal yia T SloxéTeuon uypol aTo par
. ZuvTnpenTng e okoTro T dlaripnon g evdopBdAuiag
8-615-1 ZuhAekng oTtrigBiou BaAduou migong katd 1r DIGPKEIT HIGG XEIPOUPYIKIG
eméppaong
Mpoopiferal yia T SIOXETEUCT UYPOU OTO AT
ZwAnviokog pE gkotro T Siarfipnon g evdopBdApiag
8618 ZwANViokog £yxuong mieang kard T SIAPKEIT PIaG XEIPOUPYIKIG
emépgBaong
Mpoopigeral yia 1 dioxéTeuon uypod arto pdr
. 2wAnviokog LE OKOTTO TN BlaTrpnan Tng evooeBdApiag
8-616-1 ZwAnviokog £yxuong Trieong Katd 1n SIApKEIT HIag XEIPOUPYIKAG
emEPBaang
Mpoopiletar yia 1 SloxéTeuan uypol aTo par
pe oKoTTo TN diatripnon tng evoo@Bdipiag
Tigong katd Tn JIGPKEIT HIAG XEIPOUPYIKAG
8-635 ZWAnviokog I/A cwAnviokog eTEPRUONG Kal PECW EVOG DEUTEPEUOVTOG
owArva yia Tnv armopdkpuvan uypou,
IEWBOEAQTTIKWY KAl PIKPWY THNUATWY 10TO0
amrd 10 miow PEPOG TOU parTiol
MpoopigeTal yia T dloXETeuon uypou oTo UATI
pe okoTté N dlarrpnon Tng evdoo@Baipiag
Trieong Kard T SIApKeIa PIag XEIPOUPYIKAG
8-635-3 ZwAnviokog I/A cwAnviokog ETTEPRUONG KOl HEOW EVOG BEUTEPEUOVTOG
owARVa yia TNV dITOPdKpUvon uypou,
IEWBOEAATTIKWV Kol HIKPWV THNPATWV 10TOU
amrd 10 Tiow PEPOG Tou pariol
MpoopileTal yia T SloxéTeuan uypol oTo par
; 2wAnviokog He oKoTTO TN dlarrjpnon Thg evOo@Baipiag
8-644 ZwAnviokog £yxuong Mieong KaTd Tr DIAPKEIC HIAg XEIPOUPYIKAG
eméppaong

Date 14-MAY-2021
Issue 0
DCP 6481

Yehiba 2 amod 4




Terence House

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

Duckworth & Kent Litd

Titanium Reusable Ophthalmic Instrument Manufacturer

| A www,duckwor'lh-ond-kentcom

‘ +44 (0) 1462 893254 @ info@duckworth-and-kent.co,uk

—_ - ]
8 ?’p}"“rwf\‘k_;\
1SO9001:2015 and 1SO13485:2016 Certified

Karaiovnon kai avappognon lla, emeppartikn

REF TitAog rpoidvrog | Meprypopn MpopAemopevn XpHon
Mpoopiletal yia 1 dloxéTeuon uypol oTo AT
. ZwAnviokog ye okotré T diatrpnon TG evdoeBdApiag
8-644-1 ZwAnviokog £yXuang Trieong Kard 1 DIAPKEIX PIUG XEIPOUPYIKNG
eméupaong
) ) , ) Mpoopileral yia 1 dioxETeuon uypol aTo paTl
8-650 EpyaAgio xeipodg Epyaheio xeipog HE OKOTTG 1 BlaTiipnon TG evdo@BaAuiag
Uypavong Kataiovnong nie’cr[]ag KATd TN DIGPKEIQ HIAG XEIPOUPYIKAG
eméppaong
. ) Mpoopileral yia T dloxETEUO UYPOU OTO PATI
8-650-1 Epyaheio xe1pog EpyaAeio xelpdg E OKOTTO TN Blatrjpnan g evdoeBdipiag
Uypavong Karaibvnang nisprég KOTd Tr DIGPKEIN IAS XEIPOUPYIKIG
eméppaong
) ) ) ) Mpoopidetal yia T dloxETEuon uypol OTO pATI
8-650-2 Epyaheio xeipog EpyaAcio xeipog Ue okotrd T dlarfipnon e evdopBdApiag
Uypavong Karaiovnong Tris’orég Kard Tn SIGpKeIa HIAG XEIPOUPYIKNG
eméppaong
) ] ) MpoopiZertal yia Tn dloXETEuon uypoU aTo Pdrl
8-652 EpyaAcio xeipdg EpyaAtio xeipog pe oKOTO TN diaTtipnon g evooeBdApiag
Uypavaong KAraiévnong Tria‘crrég Kard Tn SIGPKEIO PIAG XEIPOUPYIKIG
emEPPaong
) ) ) MpoopilsTal yia T dloxéTeuon uypoU oTo AT
8-652-1 EpyaAgio xeipog Epyaheio xeipdg ye okotd TN diatipnon T evooeOaApiag
Uypavang KaTaiévnong niag%g Katd T DIGPKEIQ HIAG XEIPOUPYIKAG
eméppaong
Mpoopiletal yia ™ dioxéTeuan uypol aTo pdrl
8-652-1S EpyaAeio xelpog Epyaheio xeipog Ue okotrd T Slatpnon g evdoeBdApiag
Uypavong Kataiévnong nis'org; KATd Tn DIGPKEIQ HIAG XEIPOUPYIKNG
eméppaang
Mpoopileral yia T dloxETeuan uypol ato pdT
8-652S EpyaAgio Xelpog EpyaAgio xeipog HE OKOTTG TN Blatiipnan g evio@BaAuiag
Uypavong Kataibvnong Tris'orég Katd T dIGPKEIT PIAG XEIPOUPYIKNG
eméppaang
. : ; . Mpoopiletar yia Tnv amopdkpuvon uypod,
8-655 EPVGAFT'O XEIPOG EpVGAE,IO XEIPOS IEWBOEAUTTIKWY KAl HIKPWV THNHATWY 10700
i ad s S GVapRJPTIONS amd 10 Tiow PEPog Tou patiol
N ; . g Mpoopiletal yia TNV amopdkpuvon uypou,
8-655-1 EpV(IMElO REPRS EpVGN‘EIO XEIPOG IEWBOEATTTIKWV KOl HIKPWV THNUATWY IgT0U0
ENOREORNONS dvdppognans amd 10 TMiow Pépog Tou patiol
. ) : . Mpoopiletal yia TNV amopdkpuvon uypou,
8-655-2 Epycu\t;lo AHRAG EpYGM}’O XEIpag IEWBOEACOTIKWY KUl HIKPWV TUNHATWVY 10700
AVARESPHALS AvappRgIans arrd 1o mow YEPOG TOU paTiou
E i . Mpoopiletal yia TNV aTTopdkpuveon uypou,
8-657 EPYGAE,IO HEIR0G EPYGA§IO XEIPOG 1IEWB0EAQTTIKWV KAl HIKPWV TUNUAETWY 10TOU
OappoOpnans AVAppAgnanc amrd To miow PEPOG TOU paTiou
: : MpoopileTal yia TNV aTTOPAKpUVGOT Uypou,
8-657S Epvd'\&}[O AEIDCS Epyaheio xeipog 1IEWO0EATTTIKWV Kal HIKPWV TUNUATWY 10TOU
aNappoproNG avappdenang Q16 TO TioW PEPOG TOU LaTiou
POyxOC MpoopieTal yia TNV aTTOPAKpUVET Uypou,
8-730 Akpo /A ; IEWBOEATOTIKWY Kal HIKPWY TUNHATWY 10TOU
SvEPREOT amrd To miow PEPOC Tou patiol
POyXOC MpoopileTal yia TNV amopdkpuvaon uypou,
8-730-1 Akpo I/A IEWBOEAACTIKWV KAl HIKPWY THNHATWY 10TO0
avappognong amd 10 miow PEPOG TOU paTiol
POyXOC Mpoopietal yia TV amopdkpuvon uypou,
8-731 Akpo /A ; IEWBOEAACTIKWY KOl HIKPWY TUNHATWV 10TO0
avappopnons Q1o 10 oW PEPOG TOU PaTiou
POyXOC Mpoopiletal yia TNV ATTOPGKPUVGT Uypou,
8-731-1 Akpo I/A 2 IEWBOEATTTIKWV Kal PIKPWY TUNHAETWV 1I0TOU
YAPRURTIAS arrd 1o miogw PEPOS TOU paTiou
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REF TitAhog mpoiovTog | Mepiypan MpoBAerépevn XpRon
) POyX0C MpoopiceTarl yia TV armopdkpuvan uypod,
8-731-3 Akpo I/A 2 1IEWBOEAATTIKWV KAl HIKPAV TUNUATWY 10TO0
avappagnens amré 1o Tiow PEPog Tou paTiol
POyX0C MpoopiceTal yia Thv amopdkpuvan uypod,
8-731-4 Akpo I/A 2 IEWBOEATTTIKWV KAl PIKPWV TUNUATWY 10TOU
dvapeopnong atd 10 TioW PEPOC TOU Pariol
POyx0c Mpoopigerar yia TV amropdkpuvan uypod,
8-732 Akpo I/A > 1IEWO0EAUCTIKWV KAl HIKPWY THNUATWY 10TO0
i o e i b Q1o 10 TMiow YEPOG TOU pariol
] POyxOC Mpoopigeral yia TRV aTropdkpuvan uypou,
8-732-1 Akpo I/A . 1IEWO0EAUCTIKWV KAl IKPWY TUNUATWY 10TOU
QUAPPOPNATS arrd 1o Tiow PEPOC Tou pariol
) POyXOC MpoopiceTal yia TNV arroddkpuvaon uypod,
8-732-3 Axpo I/A 2 IEWBOEAUOTIKWV KAl HIKPWVY THNHATWY 10TOU
avappogpnong amo 10 Tiow Pépoc Tou pariol
) POyX0C MpoopileTal yia TNV atropdkpuvan uypod,
8-732-4 Akpo I/A 2 IEWOOEAAOTIKWY KOl MIKPWY TUNHATWY 10TO0
avappopnans amd 10 TMiocw Pépoc Tou pariol

Mivakog 2. IXETIKA TTPOTUTTA KOl KOIVEG TTpodiaypagEc.

E@pappooTéa TpoTUTIO

Ap1Bu6g TpoTiTTOU TitAog
EN 1041:2008 Information supplied by the manufacturer of medical devices
EN 1707:1996 Conic;al fittings wi@h ab% .(Luer) taper fo; 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 (1ISO 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 information to be
supplied by the manufacturer - Part 1: General requirements
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
(18O 594-1:1986)
EN 62366-1-2015+A1:2020 Medical dev!ces - 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

EN ISO 14971:2012

SO 15223-1:2021
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MPOZAPTHMA 2THN APXIKH
AHAQZH ZYMMOP®QIHZ

AT6 Tig 31 lavouapiou 2023, n diuBuvon Tou E€ouaiodotnuévou AvTiTrpoowTrou pag oTtny EE
OTTwG TTapaTiBeTal oTnv apXIkr ANAwon ZUPpopewang £Xel AAAAEE

Mahid dietBuvan

E€ouaiodotnuévog avTiTpOawiTog: Emergo Europe
Prinsessegracht 20
2514 AP The Hague
The Netherlands

Néa dieuBuvaon

E€ouaioboTtnuevos avTITTpOGWITOS: Emergo Europe
Westervoortsedijk 60
6827 AT Arnhem

The Netherlands
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