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Duckworth & Kent Ltd gexnapupa, 4e meauUMHCcKkuTe usgenus, nabpoenn B Tabnuua 1 v onvcanv no-
aony,

lamMa oT MHBa3uBHU KyKu u coHau Ha Duckworth & Kent

ca B CbOTBETCTBUE CbC CbLUECTBEHWUTE U3MCKBaHWUA U pasnopenbu Ha dupektuea 93/42/EVO Ha CvBeTa,
uameHeHa ¢ Jupekrnea 2007/47/EQO » TpaHcnoHmpaHa B 3akoHogaTtencteoto Ha ObegMHeHOTo KpancTBo
(PernameHT Ha OBegnHEHOTO KpancTeo 3a MeauumnHckk nagenusa Sl 2002 Ne 618, uameHeH).

B cwoteeTcTeue ¢ npunoxeHue VIl kbm Oupektuea 93/42/EMO Ha CbeeTa, nameHeHa ¢ [lupekrtnea
2007/47/EOQ n TpaHcnoHUpaHa B 3akoHoAaTencTBoTo Ha ObeguHeHoTO kpancTeo (PernameHT Ha
ObBeauHEHOTO KpancTBO OTHOCHO MeauuuHckuTe uagenus Sl 2002 Ne 618, nameHeH),

Te3u usgenus ca onpeperieHW KaTo Knac |

KnacudmkaumoHeH nbT

Beuuku Tean Usfenns ca UHBasuBHU MeAULUHCKU U3aenus 3a egHoKpaTHa ynotpeba, 3a MHOrokpaTHa
ynoTpeba, HecTepunHu.

KnacudukauuaTa ce onpefgens cbrnacHo yneH 5 ot lNMpunokexue 1X.

HacTtoswara geknapauusa ce usgaea nof usknountenHara otrosopHocT Ha Duckworth & Kent Ltd.

Martin Lock
PwKoBoauTen no PerynaTopHu BbMApocu
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Taonuuya 1. MeguumHcku nsgenusi, o6xeaHaTtuy ot Ta3u [eknapauua 3a CbOTBETCTBME.

Kyku u coHan, UHBa3suBHU

REF 3arnasue Ha UsgenueTo
6-069 Hykneyc yonbp

6-071 Hykneyc Yyonbp
6-072-1 Hykneyc Yyonsp
6-074-1 Hykneyc yonbp
6-074-2 Hykneyc vyonbp
6-075 Hykneyc vyonbp
6-075-1 Hykneyc vyonsp
6-076 Hykneyc vonbp
6-079 Hykneyc 4yonbp
6-079-1 Hykneyc Yyonbp
6-080 Hykneyc Yyonsp
6-080-2 Hykneyc 4yonsp
6-080-3 Hykneyc Yyonsp
6-080-4 Hykreyc Yyonsp
6-081 Hykneyc vyonsbp
6-081-3 Hykneyc 4yonsbp
6-083 Hykneyc Yonbp
6-083-1 Hykneyc 4yonbp
6-083-5 Hykneyc vyonbp
6-085 Hykneyc 4yonbp
6-085-1 Hykneyc yonsp
6-085-2 Hykneyc vyonsp
6-085-3 Hykneyc 4onbp
6-085-6 Hykneyc 4yonsp
6-085-8 Hykneyc yonbp
6-086 Hykneyc 4onbp
6-086-1 Hykneyc 4onbp
6-086-4 Kyka

6-086-5 Hykneyc 4yonbp
6-086-6 Hykneyc 4onbp
6-086-7 Kyka

6-087 Hykneyc 4yonsp
6-087-1 Hykneyc 4yonbp
6-090 Hykneyc pasgenuren
6-090-3 Hykneyc pasgenuten
6-090-6 Hykneyc pasgenuten
6-090-7 Hykneyc pasgenuren
6-090-8 Hykneyc paspgenuten
6-093 Hykneyc 4yonbp
6-095 Hykneyc onopa
6-098-3 Lnatyna

6-099 Wnatyna

6-099-1 LUnatyna

6-099-2 Lnatyna

6-099-3 Lnatyna

6-099-4 Lnatyna

6-100 Lnatyna

6-101 LnaTyna

6-102 LUnatyna

6-105-1 Wnatyna
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Kyku u coHau, UHBa3MBHU

REF 3arnaBue Ha u3genueTo
6-107 LWnatyna

6-130 Wpuc peTpakTop

6-140 MopgapbxKa Ha kaTapakTa
6-180 Cnb3eH gunaratop
6-180-1 Cnb3eH gunaratop
6-181 Cnb3eH gunarartop
6-194-2 Latbn

6-245 Kyka Sinskey

6-249 Kyka Sinskey

6-250 Kyka Sinskey

6-250-1 DMEK kyka

6-250-2 DMEK kyka

6-251 Kyka Sinskey

6-256 DMEK ckpenep

6-257 DMEK ckpenep

6-258 DMEK kyka

6-400 IOL maHunynartop
6-400-1 IOL maHunynartop
6-417 IOL maHunynartop
6-418 IOL maHunynarop
6-418-1 IOL maHunynartop
6-450 IOL maHunynarop
6-460 IOL maHunynarop
6-467 IOL manunynartop
6-469 IOL maHunynarop
6-469-1 |OL maHunynarop
6-470 Hykneyc potatop
6-472 Hykneyc maHunynarop
6-472-1 Hykneyc maHunynarop
6-476 Hykneyc potatop
6-479 ICL maHunynatop
6-481 ICL maHunynarop
6-482 ICL maHunynarop
6-491-2 Hykneyc potartop
6-491-3 Hykneyc potartop
6-494 Hykneyc potarop

6-495 Hykneyc potatop
6-496 Hykneyc potatop
6-496-1 Hykneyc potaTtop
6-496-2 Hykneyc potatop
6-500 Kyka

6-510 Monupoeady Ha Kancynara
6-610 KoHTyp Ha newjara
6-630 Hykneyc ekcnpecop
6-635-4 CknepaneH nenpecop
6-649 CraHuus 3a domkcupare
6-651 CraHuus 3a chukcupaHe
6-652 CraHuus 3a durkcupare
6-656 Cnb3Ha coHpa

6-656-1 Cnb3Ha coHpa

6-656-2 Cnb3Ha coHpa

6-656-3 Cnb3Ha coHaa
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REF 3arnasue Ha U3genueTo
6-656-4 Cnb3Ha coHpa

6-656-5 Cnb3Ha coHpa

6-835 SMILE gucekrop

6-836 SMILE pucexrop

6-836-1 SMILE gucexrop

6-836-2 SMILE pucekrop

6-837 SMILE kyka

6-839 SMILE aucekrop

6-848 Femto wnartyna

6-855 Femto wnaryna

6-855-1 Femto wnatyna

6-856 Femto wnartyna

6-866 EnuTeneH cenapartop
6-870 LASIK wnaryna

6-912 MemBpaHHa wnartyna
DO6-41 Artisan Manipulator Standard - Straight
OF115 Artiflex Manipulator

Ta6nuua 2. CbOTBETHM CTaHA4APTH M 061K creundmkalmn.

Mpunoxumm ctaHgapTy

CraHpgapTeH HoMep 3arnaBeue

EN 1041:2008 Information supplied by the manufacturer of medical devices
Biological evaluation of medical devices - Part 1: Evaluation and

EN ISO 10993-1:2009 testing within a risk management process (1SO 10993-1:2009)

EN 1SO 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 medical device labels,
EN ISO 15223-1:2016 labelling and information to be supplied - Part 1: General
requirements (ISO 15223-1:2016, Corrected version 2017-03)
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)

Medical devices - Part 1: Application of usability engineering to
medical devices

ENISO 14971:2012

EN 62366-1:2015+A1:2020

93/42/EEC Council Directive concerning medical devices
2007/47/EC Council Directive amending 93/42/EEC
S| 2002 No. 618 Medical Devices Regulations (UK)

MEDDEV 2.7/1 rev.4 June 2016 | Clinical evaluation: A guide for manufacturers and notified bodies
MEDDEYV 2.12/1 rev.8 Jan 2013 | Guidelines on a medical device’s vigilance system
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OOBABKA KbM OPUTT'MHATIA
OEKNAPALINA 3A CBLOTBETCTBUE

Ot 31 aHyapu 2023 r. afpechT Ha HaLLWs yNbIHOMOLLEH npedcTasuTen B EC, nocoyeH
B NbpsBoHayanHara [Jeknapauws 3a cbOTBETCTBUE, € NPOMEHEH

Crap agpec

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

HoB agpec

YnbrnHomolleH npeacrasuten: Emergo Europe
Westervoortsedijk 60
6827 AT Arnhem
The Netherlands
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