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AEKIAPALIMA 3A CbOTBETCTBUE HA EC

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

YnbnHomoLLeH npefctaeuten: Emergo Europe
Prinsessegracht 20
2514 AP The Hague
The Netherlands

Duckworth & Kent Ltd geknapupa, Ye MeAWLMHCKUTE M3nenns, nabpoenu B Tabnuua 1 v onucaxu no-
pony,

Nama oT MHBa3MBHU n3agenusa 3a upurauma m acnupaumsa Ha Duckworth &
Kent

ca B CbOTBETCTBWE CbC ChLUECTBEHUTE U3NCKBaHWUA U pasnopendu Ha Qupektusa 93/42/EMO Ha CbBera,
usmeHeHa c [inpektuea 2007/47/EO n TpaHCNoHUpaHa B 3akoHoAATeNCcTBOTO Ha ODegMHEHOTO KparncTBo
(PernameHT Ha O6eAMHEHOTO KpancTBO 3a MeAuUMHCKU nagenusa 2002 S.1. No 618, uameHeH).

B croTeeTcTRUE C [Mpunoxerue |l (¢ nakniodeHne Ha pasgen 4) kem Qupektuea 93/42/EMO Ha CbBeTa,
usmeHeHa c [lupextvea 2007/47/EO,

Tean uspgenusn ca onpenerieHW KaTo Knac lla

HoTtudwmunpan oprat: SGS Belgium NV (NB 1639)
Noorderlaan 87
2514 Antwerpen
Belgium

KnacudukaymoHeH nuT

Bcuuku Te3u u3nenus ca MHBaswBHU MeAMUVHCKM U34enua 3a eaHokpaTHa ynotpeba, 3a MHOrokpaTHa
ynotpeba, HecTepunHu.

KnacudmkauumsTa ce onpefens cbrnacHo YneH 5 ot MpunoxeHune X,

HacrosljaTta geknapayusa ce uagasa noj UsknyurenHara otroBopHocT Ha Duckworth & Kent Ltd.

Martin Lock
PvroBoguTen no PerynatopHu BbNpocK
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Tabnuua 1. MeguuuHcku usgenus, o6xBaHaTi oT Ta3u [leknapauus 3a CbOTBeTCTBME.

Wpurauusa n acnupauus lla, tHBasuBHa

REF

3arnaBue Ha
n3gerineTo

OnucaHue

MpenHa3HayeHne

8-601

KaHtona

KaHiona 3a
Xpapogucekums

an}JJ,HGSHE‘-!EEHa € 3a nogasaHe Ha TedHOCT
B Kancynarta Ha OKOTO, 3a Aa ocsoboaun
AQPOTO OT KancynHaTta Topbuyka

8-601-1

KaHtona

KaHiona sa
XUAPOAUCEKUMA

MNpepHasHadeHa e 3a NojjasaHe Ha TeYHOCT
B Kancyfiarta Ha oKoTo, 3a Aa ocBoboau
ALPOTO OT KancynHaTta Topbuuka

8-601-2

KaHiona

MHorodyHKkUMoHanHa
KaHtona

Flpe,u,nasHaqua € 3a nogasaHe Ha TeYHOCT
B Kancynarta Ha OKOTO, 3a Aa ce oceoboam
AOPOTO OT KancynHata TopBUYKa, KakTo 1 3a
OTCTpaHABaHE Ha Bb3AyXa, TeHYHOCTTa

1 BTEYHEHUA KOPTEKC OT OKOTO

8-602

KaHiona

KaHtona ¢ nnocsbk
BPBX

[MpenHasHaveHa e 3a NoAaBaHe Ha TeYHOCT
B kancyrnaTa Ha OKoTo, 3a Aa ocBoboau
SAO0POTO OT KancynHata Topbudka

8-603

KaHiona

KaHiona aa nonupaHe
Ha Kancynara

I'Ipep,HaSHaLleHa 3a OTCTpaHABaHe Ha TeYHOCT,
BUCKOenacTU4HW BellecTsa 1 Manku napyeTa
TbKaH OT npejgHaTta YacT Ha OKOTO

8-604

Kaniona

LASIK kaHtona

MpeaHasHayeHa 3a NoAaBaHe Ha TEYHOCT 3a
npoMmuBaHe M OTMMBaHE Ha OCTaTbUUTE NOL4
LASIK knanata

8-605

KaHtona

KaHtona sa
BNpbCKBaHe Ha
Bb3AYX

I'Ipep,Ha:aHaHEHa 3a nogaBaHe Ha Bb3OyX
B npegHaTa Kamepa Ha OKOTO

8-615-1

KaHona

YcTpoiicTeo 3a
noAAbpKaHe Ha
npegHaTa Kamepa

ﬂpe,ﬂ.HaﬂHaLlEHO 3a nogaBaHe Ha TeYHOCT
B OKOTO 3a nogAbpXXaHe Ha BbTPEO4YHOTO
HandAraHe no BpemMe Ha xXupypruyiHa

npoLeaypa

8-616

KaHtona

WHdy3uoHHa kaHona

MpefHasHadyeHo 3a noJaBaHe Ha TEeYHOCT
B OKOTO 3a nogabpaHe Ha BbTPEeO4YHOTO
HansraHe no BPEMe Ha XMpyprudHa
npowueaypa

8-616-1

KaHiona

WHdy3mnoHHa kaHona

I'Ipe,u,Hasl-laquo 3a nogaBaHe Ha TEYHOCT
B OKOTO 3a nogasbpXxaHe Ha BbTPeOo4yHOTO
HandAraHe no Bpeme Ha XUpyprimiHa
npoueaypa

8-635

KaHtona

I/A kaHwona

MNpeaHasHadyeH 3a nofaBaHe Ha TEYHOCT

B OKOTO 3a MOAAbLPXKaAHE HA BLTPEOUHOTO
HanAaraHe no BpemMe Ha XWpypru4dHa
npoueaypa, AoKaTo Ypes BTopuyHa Tpbba ce
OTCTpaHsiBaT TEUHOCT, BUCKOEGMNACTUYHM
BELLECTBA U Marnku napyeTa ThKaH oT
npefiHaTa 4acT Ha OKoTo

8-635-3

KaHtona

I/A kaHiona

MNpefHasHauyeH 3a nofjasaHe Ha TeYHoCT

B OKOTO 3a nogabpXXaHe Ha BbTPEOYHOTO
HanAraHe no Bpeme Ha XMpypraysa
npoueaypa, LokaTo Ypes BTopidHa Tpbba ce
OTCTpaHsBaT TEYHOCT, BUCKOENACTUYHU
BeLLecTBa M Masiki napyeTa TbKaH oT
npegHaTa YacT Ha OKoTo

8-644

KaHtona

WHdy3uoHHa kaHona

ﬂpEﬂ,HGSHaquO 3a nogaBaHe Ha Te4YHOCT
B OKOTO 3a noaabpxaHe Ha BbTPEeOoYHOTO
HansAraHe no BpemMe Ha XupypruiHa
npoueaypa

8-644-1

KaHtona

WHdyanoHHa KkaHona

rlpe,ElHBSHa‘-IEHO 3a nogasaHe Ha TeYHOCT
B OKOTO 3a nogabpXKaHe Ha BLTPEOYHOTO
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Wpurauusa u acnupauus lla, MTHBasnBHa

REF SEHaEND i OnucaHue lNpeoHasHayeHue
U3aenueTo
HansraHe nNo BpeMe Ha XvpyprituHa
npouesypa
MNpenHasHayeHo 3a NoJaBaHe Ha TEUHOCT
8-650 Wpurupaiy Wpurupawy B OKOTO 3a NOAAbPKAHE Ha BLTPEOUHOTO
HaKOHEYHUK HaKOHEYHWK HarsiraHe no BpeMe Ha XUpypruuHa
npoueaypa
MNpeaHasHayeHo 3a NoaBaHe Ha TEYHOCT
8-650-1 Wpurupaly Wpurupary B OKOTO 3a NojabpxaHe Ha BbTPeoUHOTO
HaKoHEeYH UK HaKoHEeYHUK HansraHe no BPEMe Ha XMpypridHa
npoueaypa
MNpepHasHaueHo 3a NogaBaHe Ha TEYHOCT
8-650-2 Wpurupawy Wpwurupary B OKOTO 3a NOAAbPXaHE Ha BbTPEOHHOTO
HaKOHEYHUK HaKoHEeYHUK HarnsiraHe No BPeMe Ha XMpyprivHa
npoueaypa
MNpeaHasHayeHo 3a NofaBaHe Ha TEYHOCT
8-652 Npurupary Wpurupaty B OKOTO 3a NOAAbPXKaHe Ha BbTPEOUHOTO
HaKoOHEeYHMK HaKOHEYHUK HararaHe no BpeMe Ha XupypriuHa
npoueaypa
MNpepHasHaveHo 3a NnojaBaHe Ha TeYHOCT
8-652-1 Wpurmpawy WMpwrupauy B OKOTO 3a NoAabpXaHe Ha BbTPeouHOTO
HaKOHEYHUK HaKOHEYHUK HarsraHe no BpeMe Ha XMpypriuna
npoueaypa
MNMpepHasHadeHo 3a nogaBaHe Ha TEUHOCT
8-652-1S Wplﬂl’l/lpaLL[ l/IpVIrMpau.] B OKOTO 3a noaabpXaHe Ha BbTPEO4YHOTO
HaKOHEYHUK HaKOHEYHUK HarnaraHe no BpeMe Ha xupypruyxa
npoueaypa
ﬂpenHaaHaHeHo 3a nogasaHe Ha TeYHOCT
8-6525 Wpurupaly Npurupaly B OKOTO 32 NoAAbpXaHe Ha BbTPEOYHOTO
HaKOHEYHUK HaKOHEYHUK Hanarase no Bpeme Ha Xupyprudxa
npouenypa
MpepHasHa4eHa 3a OTCTpaHsBaHe Ha TeYHOCT,
8-655 AgnvpalthoHeEr ACTMPALIMOHEH BDE)CKOEJ'IECTW-IHM Bemecfaa W Marku napyeTa
HARAHEIRTI hiasehedhik TbKaH OT NpefHaTa YacT Ha OKOTO
AcnupaLnoHeH AcnupauoHe MpepHasHa4eHa 3a OTCTpaHsBaHe Ha TEYHOCT,
8-655-1 BUCKOENaCTUYHW BELLEeCTBA WU Malku napyeTa
HAKQREHRME RAEHRIRMK TbKaH OT NpefHaTa YacT Ha OKOTO
AcnupaLnoHeH AcnupauyoHeH MNpepHa3Ha4eHa 3a OTCTpaHsiBaHe Ha TEYHOCT,
8-655-2 BUCKOENACTUYHW BELLecTBa U Manku napyeTa
HAKOHEYHIK HakOHBHHUK TbKaH OT npegHarta 4acT Ha OKOTO
AcrnivpauuoHeH AcnupaLyoHeH MNpepHasHa4eHa 3a OTCTpaHsBaHe Ha TEYHOCT,
8-657 BMCKOENACTUYHW BELIEeCcTBa M Marnku napyeTa
HENOHBHIK HaKOHEYHUK TbKaH OT npegHarta 4YacT Ha OKOTO
MNpeaHasHayeHa 3a OTCTPaHABaHe HAa TEYHOCT,
8-657S PEMUPELICHER AcnupaumoreH Bwpc:Koenacquw BeLueCTpBa W Marnku napyeTa
HRKDHEHHNK HRRCHETTC TbKaH OT MPEeAHaTa YacT Ha OKOTO
. ['Ipe,QHaaﬂaqEHa 3a OTCTpaHsABaHe Ha TeYHOCT,
8-730 I/A HakpaiiHuk AcnupaunoHeH BpbX | BUCKOENacTWYHM BelecTBa U Manku napyeTa
TbKaH OT NpefHaTa YacT Ha OKOTO
MNpeaHasHaueHa 3a OTCTPaHsIBAHe HA TEYHOCT,
8-730-1 I/A HakpaiiHuK ACNMpaLMOHEH BPBX | BUCKOENACTUYHW BELLECTBA W Marnku napyeta
TbKaH OT NpeAHaTa YacT Ha OKOTO
MpenHasHa4eHa 3a OTCTpaHABaHe Ha TEYHOCT,
8-731 I/A HakpalHuk AcnmpaunoHeH BpbX | BUCKOENACTWYHMW BeLEecTBa U Marnkuv napyeTa
TbKaH OT NpefHaTta YacT Ha OKOTO
MpepHasHa4yeHa 3a OTCTpaHABaHe Ha Te4HOCT,
8-731-1 I/A HakpaiHuK AcnupauWoHeH BPbX | BUCKOENacTUYHW BelecTBa M Markv napyera
TbKaH OT npegHaTa 4acTt Ha OKOTO
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Upurauumsa u acnupauus lla, nHBasnmeHa

3arnaBue Ha

REF
n3genvero

Onucanue lNMpenHazHavyeHue

8-731-3 I/A HakpaHWK

I'Ipe.u.HaSHaqua 3a OTCTpaHABaHe Ha Te4YHOCT,
BUCKOENacTU4HW BELLECTBA N Manku napdeTa
TbKaH OT nNpegHaTa YacT Ha OKOTO

AcCnupaLnoHEH BPbX

8-731-4 I/A HakpalHWK

MpenHasHaveHa 3a OTCTpaHsBaHe Ha TeYHOCT,
BUCKOENacTU4HW BeELLEeCTBa U Marnkv nap4yeTa
TbKaH OT NpegHaTa 4YacTt Ha OKOTO

ACnUpaLMOHEH BPbX

8-732 I/A HakpaiHuK

l'Ipe,u,HaanaLIeHa 3a OTCTpaHsiBaHe Ha TEeYHOCT,
BUCKOENnacTUYHW BeLLeCTBa U Manku nap4yera
TbKaH OT NpegHaTa YacT Ha OKOTO

ACNMpaLMOHEH BPbX

8-732-1 I/A HakpaiHUK

I'Ipep,HaaﬂaLleHa 3a OTCTpaHsiBaHe Ha TeYHOCT,
BUCKOENACTUYHU BELWeCTBa U Manku nap4yeTta
TbKaH OT NpegHaTa YacTt Ha OKOTO

ACNUpaLMWOHEH BPbX

8-732-3 I/A HakpalHWK

I'lpe,qHaaHaqua 3a OTCTpaHsiBaHe Ha TeYHOCT,
BWCKOENACTU4YHW BELLECTBA W Manku nap4veTa
TbKaH OT npejHara YacTt Ha OKOTO

ACnUpaLMOHEH BPbX

8-732-4 I/A HakpalHWK

I'Ipep,HaaHaqua 3a OTCTpaHsiBaHe Ha TeYHOCT,

AcCnupaLMoHeH BpbX | BuckoenacTU4HU BelllecTBa U Manku napyeTa

TbKaH OT npejHarta YacT Ha OKOTO

Tabnuua 2. CLoTBeTHM cTaHAapTy U obwu cneyudukaymm.

MpunoXxuMmM cTaHaapTu

CTaHpapTeH Homep

3arnaBue

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 ISO 13485:2016

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

EN ISO 14971:2012

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

SO 15223-1:2021

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

EN ISO 17664:2017

the medical device manufacturer for the processing of medical
devices (ISO 17664:2017)

Processing of health care products - Information to be provided by

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
(1ISO 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

MEDDEYV 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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OOBABKA K'bM OPUTTMHATIA
OEKNAPALIUA 3A CLOTBETCTBUE

Ot 31 sinyapu 2023 r. agpechT Ha HaluWA yNblHOMOLIEH npeactasuTen B EC, nocodeH
B MbpBOHaYanHara [leknapauus 3a CbOTBETCTBUE, € MPOMEHEH

Crap agpec

YnbnHomolleH npeacTtaeuten: Emergo Europe
Prinsessegracht 20
2514 AP The Hague
The Netherlands

Hoe agpec

YnbnHomolleH npeacTtasnTen: Emergo Europe
Westervoortsedijk 60
6827 AT Arnhem
The Netherlands

Martin Lock Hata
PbkoBoauten no PerynatopHu BbLApocK
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