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Duckworth & Kent Ltd geknapwvpa, 4e meauumHckuTe uagenus, nadpoexu B Tabnuua 1 v onucaHu no-
Aony,

Mama HeunHBazuBHU wWmnum Duckworth & Kent

ca B CbOTBETCTBUE CbC CbLUECTBEHUTE M3UCKBAHWA W pa3nopendbu Ha Oupektuea 93/42/ENO Ha CuBeTa,
uameHeHa ¢ Qupektuea 2007/47/EO v TpaHcnoHWpaHa B 3akoHoA4aTencTBoTo Ha OBedMHEeHOTO KpancTeo
(PernameHT Ha OBegMHEHOTO KpancTeo 3a meauuuHckn uagenus Sl 2002 Ne 618, nameHen).

B ctotBetcTeue ¢ npunoxenue VIl kbm Oupektusa 93/42/ENO Ha CrBeTa, nameHeHa ¢ [lupekruea
2007/47/EO u TpaHcnoHWpaHa B 3akoHoaTencTeoTo Ha ObeauHeHoOTO kpancTeo (PernameHT Ha
Ob6eMHEHOTO KpancTBO OTHOCHO MeAnuMHcKkuTe usgenus Sl 2002 Ne 618, nameHeH),

Teaun napenus ca onpegeneHu karo knac |

KnacugukaynoHeH mbT

Bouuku Te3n uagenua ca HeMHBasuBHN MeAULMHCKU U3aenus 3a efqHokpaTHa ynotpeba, 3a MHOrokpaTHa
yrotpeba, HecTepunHu.

Knacudukauusata ce onpegens csrnacHo uneH 1 ot MNpunoxeHue [X.

HacTosiwaTa geknapauyusi ce u3haea nof usknouutTenHara otroopHocT Ha Duckworth & Kent Ltd.

Martin Lock
PwKkoBoguTen no PerynaTopHu BbNpocH
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Tabnuua 1. MeauumMHcKku usgenusi, o6xeaHaTu oT Ta3m [Jeknapauus 3a CLOTBeTCTBME.

REF 3arriaBue Ha U3genuvero
2-100 HabpasgeH dopuenc
2-100-1E HabpaszgeH ¢hopuenc
2-100E HabpasgeH dopuenc
2-101E HabpaszgeH chopuenc
2-103E HabpazgeH dopuenc
2-104E HabpasgeH thopuenc
2-130E HabpasgeH dopuenc
2-195 TeHBK chopuenc
2-195-1 TwHBK dhopuenc
2-196 TeHBK hopuenc
2-200E HabpasaeH dopuenc
2-2195E TbHBK dhopuenc
2-2-833S 3aknyBaHe Ha cermMeHTHU dhopLencu
2-285E DMEK dchopuenc
2-287E DMEK dopuenc
2-500 Obxeawjawy dopuenc
2-500-1E O6xeallaLy gopuenc
2-500-2E Obxeawjawy chopuenc
2-500E O6xBawawy dopuenc
2-501E Obxeallaly dopLenc
2-502E LLleBeH dhopuenc
2-504E Obxeawawy dopuenc
2-504ER8 Obxeallaly copuenc
2-505E Obxeallaly copuenc
2-505ER8 Obxeawlawy copuenc
2-510-1E CrangaprteH dopuenc
2-520E O6xeallaly dopuenc
2-522E Obxeallawy chopuenc
2-524-1E ObxeawaLy dopuenc
2-524E Obxeallaly copuenc
2-526E Obxealjauy chopuenc
2-527E Obxeawawy cdopuenc
2-529-1ER8 | Obxeallawy copuenc
2-529E Obxeallaly copuenc
2-640 Kanak ckoba

2-729-1 dopuencun 3a sapexgaHe Ha OCHOBHOTO TSAMO
2-729-3 LWaTbn dopuenc
2-731 CraHums 3a hukcupaHde dopuenc
2-765-1 IOL dopuenc

2-770E ICL chopuenc
2-774-1E 10L chopuenc

2-7T95E Knana Ha dhopuenc
2-832E KaHiona dopuenc
2-896-2 ICL chopuenc

2-896-3 ICL dopuenc

2-900E ObukHoBeH chopuenc
6-675 MNpomuBaly agantep
6-675-1 [Mpomuealy agantep
6-676 [pbxKKa 32 NpUTUCKaHe
6-805 CrangapTtHa ckoba
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REF 3arnaBve Ha U3nenueTo
8-648 Kurakazu Cutter Assister
DK7710E 10L dhopuenc

DK7717E I0L chopuenc

DK7726 10L dhopLenc

Ta6bnuuya 2. CbOTBETHU CTaHOAPTU M 06K crieludmrKaLnu.

annO}KHMVI CTaHOapTH

CTaHBapTeH HoMep

3arnaeue

EN 1041:2008

Information supplied by the manufacturer of medical devices

EN 1SO 10993-1:2009

Biological evaluation of medical devices - Part 1: Evaluation and
testing within a risk management process (ISO 10993-1:2009)
EN [SO 10993-1:2009/AC:2010

EN 1SO 13485:2016

Medical devices - Quality management systems - Requirements
for regulatory purposes (1SO 13485:2016)
EN ISO 13485:2016/AC:2018

EN 1SO 14971.2012

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

EN ISO 15223-1:2016

Medical devices - Symbols to be used with medical device labels,
labelling and information to be supplied - Part 1: General
requirements (1ISO 15223-1:2016, Corrected version 2017-03)

EN 1SO 17664.:2017

Processing of health care products - Information to be provided by
the medical device manufacturer for the processing of medical
devices (1ISO 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
(ISO 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

S1 2002 No. 618

Medical Devices Regulations (UK)

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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OOBABKA KbM OPUTMHATNA
OEKINAPALINA 3A CLOTBETCTBUE

Ot 31 sHyapu 2023 r. agpechT Ha HaWKMs ynbnHoMoLLeH npeacTaeuTen B EC, nocoueH
B NbpBOHaYanHara [leknapauuns 3a cbOTBETCTBWE, € MPOMEHEH

Crap agpec

YnwnHomolleH npeactasuTen: Emergo Europe
Prinsessegracht 20
2514 AP The Hague
The Netherlands

Hoe agpec

YnenHomolleH npeacraemten: Emergo Europe
Westervoortsedijk 60
6827 AT Arnhem

The Netherlands
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