A& &5

F2of|A] oFtA|E(Ophthalmic products) @A) 9lg7]7|2 B&&o d= 9g7]|7] 8 UK MDR 2002
g % siof gyt 9&r]7]+= AP ol et S5 W #AlstL Sy, HEHY 4 AP =7t
Foog Og7|7] 15928 BREHe Aos By,

Class I if it is considered to be low risk (e.g. spectacle frames, lenses, trial sets,

ready-made spectacles, ophthalmoscopes)

* &X] GOV.UK > Guidance > Medical devices: legal requirements for specific medical products
(Ophthalmic products &9l)

https://www.gov.uk/government/publications/medical-devices-legal-requirements-for-specific-medical-devices/medical-devices-legal-requirements-for-specific-medical-devices

*AF1 guidance document MEDDEV 2.4/1 rev 9 - Classification of medical devices
https://ec.europa.eu/docsroom/documents/10337/attachments/1/translations

UK 2] 27]7] 1A

> o577 474
The Medical Devices Regulations 2002
https://www.legislation.gov.uk/uksi/2002/618/contents

> A U

# 9g7]7] 155 ARAA A Gzt QA

ol= 7710 tigk UKCA ut=2 @+ A2 o& 7]7]o] digt 53 A&} 93/42/EEC(EU MDD) &l 2=
9] @& 7|¥to g shUct (g=oA ALEE= UK Medical Device Regulations 20029] Schedule 2A

ahE 110 o8} 2w S

- UK MDR 20029] Annex IX Part II (UK MDR 2002 Schedule 2A9%] Part IIo]] oJsl] A =)o A
@ o2 Fste] AlEo] olgr]y] 153UA] &l

- HAFS] A|Zo] UK MDR 2002, Annex I Part II (UK MDR 200290]] ts$t Schedule 2A%] Part II9f
ojs] Aol B Wa @AY FHob=A| 2

- UK MDR 20029] Annex X Part II (UK MDR 2002¢] th3slF Schedule 2A°] Part IIof <J3f 4&A
=ho]] di= 2 AAF 7K (clinical evaluation)S 3%

- AT F5S YSohe AT EAHclinical investigation) 383 ¢33t A=l H(proposals)&
MHRAO] Alil(notify)
* Guidance: Notify the MHRA about a clinical investigation for a medical device

https://www.gov.uk/guidance/notify-mhra-about-a-clinical-investigation-for-a-medical-device

- 7]%= A (technical documentation) &H|

- A=71717F BaEHJAAY B4 710l e 4 Id=5U7IE(UK Approved Body)2] &<



https://www.gov.uk/government/publications/medical-devices-legal-requirements-for-specific-medical-devices/medical-devices-legal-requirements-for-specific-medical-devices
https://ec.europa.eu/docsroom/documents/10337/attachments/1/translations
https://www.legislation.gov.uk/uksi/2002/618/contents
https://www.gov.uk/guidance/notify-mhra-about-a-clinical-investigation-for-a-medical-device

(approval) ZQ

- Astd MA(declaration of conformity) ZH4d

- UK MDR 20029] Regulation 100 A®¥ & 7|7|o] UKCA o2& B=H
- MHRA9]| =ZE(register)

* Guidance: Register medical devices to place on the market
https://www.gov.uk/guidance/register-medical-devices-to-place-on-the-market

SR d T Al (post-production phase)ollAl ¥ 4@ AESH] Hst AAAR] ARE ZLe5)o]
ZR|(corrective action) ¥ ZAA A RHvigilance procedures)S 3 (implement)stil §-A]gHct.

>
o?.i —|o|v

- MHRAO|A QA5 749 o 2A A&

# UKCA u}]

Al&oll UKCA nt35 Batshr] Mof 'A&d AQ(declaration of conformity)'ofl A®sHoF gt o]
:i
(e

ZARto] e 7t B off oA el 4~ sy

- GOV.UK > Guidance > Medical devices: conformity assessment and the UKCA mark

https://www.gov.uk/guidance/medical-devices-conformity-assessment-and-the-ukca-mark

BF % 54 A 49 UKCA vfaoli Mg ko) sl 7152 5913t £917]@(Approved Body)
Al W S (identification number)® Qlojof U T},

- GOV.UK > Guidance: Regulating medical devices in the UK > UKCA mark and Conformity
Assessment Bodies > UKCA marking
https://www.gov.uk/guidance/regulating-medical-devices-in-the-uk#UKCA

# 71234 (Technical documentation)

- %]K}KH 4l UZ 8] Raw material and component documentation

- A= 9 s -AHEE 24 Intermediate product and sub-assembly documentation
- Z|&AX|= +A] Final product documentation

- X 9 gpHlEl 24 Packaging and labelling documentation

- OAIQl A= Design verification

- 934 &4 Risk analysis

- " QL ARGof st Mg Compliance with essential requirements

- B4 Xof] @& A4 7} Clinical evaluation in accordance with Annex X

- Agrd HAA Declaration of conformity

# AT HAAX (Declaration of conformity)
A Zof UKCA tt3 & HAsteid UK MDR 20029 Annex VII Part II (UK MDR 2002 Schedule 2A9]
Part 1o & £74=)o] A¥d EC A& A AxtE watop ghyct o]= A& AR &A5H7] A


https://www.gov.uk/guidance/medical-devices-conformity-assessment-and-the-ukca-mark
https://www.gov.uk/guidance/regulating-medical-devices-in-the-uk#UKCA
https://www.gov.uk/guidance/register-medical-devices-to-place-on-the-market

off sfioF Fut.

% &5
- GOV.UK > Collection > Guidance on Class [ medical devices
https://www.gov.uk/government/collections/guidance-on-class-1-medical-devices

- GOV.UK > Guidance > Medical devices: conformity assessment and the UKCA mark
https://www.gov.uk/guidance/medical-devices-conformity-assessment-and-the-ukca-mark

% Rkl

- AFAEAAIYE > HARE o]|T g2 U o277 AA
https://www.khidi.or.kr/board/view?menuld=MENUQ01523&linkld=48852382
- BSI > A& &&= A& UKCA 01

https://www.bsigroup.com/en-SE/our-services/product-testing-and-certification/ukca-mark/frequently-asked-questions-ukca-marking
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UKCAQI5 2 UK 49 Q15 7|#(UK approved bodies)?t @3igh & J{Uct 1
= Az7iEat ASABL gAY FRAS B Aot B3 AR APL Al FEYUL A
AT e ol UFvIBER Astel Huigyt

> F= AFVIH

- GOV.UK > Guidance > Medical devices: UK approved bodies
https://www.gov.uk/government/publications/medical-devices-uk-approved-bodies
- GOV.UK > UK Market Conformity Assessment Bodies
https://www.gov.uk/uk-market-conformity-assessment-bodies

- ststergdAlE A
- SFEAFA7|SA|EY(KTL) / 080-808-0114, www.ktl.re.kr
- SR AR | ARA H AL L (KTC) / 1899-7654, www.ktc.re.kr

> g2 AZ7|H FHEX|AL
- BSI /02-777-4123 o]H|Y: bsikorea@bsigroup.com https://www.bsigroup.com/ko-KR/

> IARJNS7I® = XA

Ol grofl E=5E2 Aol ¢F & Fole, wUldl A&Es] A=
sl BA]7] vy mufo]l Axfet timAQl Q157

- Bureau Veritas / 02-555-8922 / www.bureauveritas.co.kr

- Intertek / 02-567-7474 / http://www.intertek.co.kr

- SGS / 02-709-4500 / http://www.sgsgroup.kr/

- TUV-SUD / 02-3215-9251 / www.tuv-sud.kr

- TUV Rheinland / 02-860-9860 / https://www.tuv.com/korea/ko/
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‘E?_% ]_' (NB: Notified Body)Z&o 2
= Yot (Y53 71A)
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https://www.gov.uk/government/collections/guidance-on-class-1-medical-devices
https://www.gov.uk/guidance/medical-devices-conformity-assessment-and-the-ukca-mark
https://www.khidi.or.kr/board/view?menuId=MENU01523&linkId=48852382
https://www.bsigroup.com/en-SE/our-services/product-testing-and-certification/ukca-mark/frequently-asked-questions-ukca-marking/
https://www.gov.uk/government/publications/medical-devices-uk-approved-bodies
https://www.gov.uk/uk-market-conformity-assessment-bodies
http://www.ktr.or.kr
http://www.ktl.re.kr
http://www.ktc.re.kr
mailto:bsikorea@bsigroup.com
https://www.bsigroup.com/ko-KR/
http://www.bureauveritas.co.kr
http://www.intertek.co.kr
http://www.sgsgroup.kr/
http://www.tuv-sud.kr
https://www.tuv.com/korea/ko/

- Nemko / 031-330-1700 / https://www.nemko.com/ko
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- 27194 ENQNE > AYFAAFASAY > WYY/ BAA

http://www.exportcenter.go.kr/eservice_new/foreign_ktr/distuse/prdSrchlist.jsp
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% KOTRA 39 23
https://www.kotra.or.kr/subList/20000005998/ovrssKbe/selectOvrssKbeDetail.do?deptCd=9512

- SR A3 "X Y htip://eu.Kkita.net/

- KOTRA trade doctor http://tradedoctor.kotra.or.kr/bp/main/BPMAIN040M.html
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- ATER > F271GAEAY > 20218 3 54719 lQuiAlE AYArD Rof
https://www.gg.go.kr/contents/contents.do?cildx=912&menuld=2114

- 714ord 8RR > [F7]] &RIA] 2022 slelAlE FAAEAIY F S

https://www.bizinfo.go.kr/web/lay1/bbs/S1T122C128/AS/74/view.do?pblancld=PBLN_000000000073231
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