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- Recommendation (EU) 2020/403
https://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1584482018128&uri=CELEX:32020H0403
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- European Commission > Coronavirus: European standards for medical supplies made freely
available to facilitate increase of production

https://ec.europa.eu/commission/presscorner/detail/en/IP_20_502

% 3}7] Y8 EU 719]E & “Conformity assessment procedures for protective equipment” A&
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Q5: HSAH|E AASH] s IS & 9= o2 40| Qu}? Are there any other standards

that can be followed in order to produce protective equipment? (3%)

EU9 HA AA(EU legal frameworks)o| WA|El AL7t=st W4aA Q JLAMSHapplicable essential
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COVID-19 v|ArArsHof| mhat 20209 39 139, E
5t @1 A}8HRecommendation)&

JAFgHRecommendation)2 A3HAd 7t AXHconformity assessment procedures)’t oAl &
Al AL 71K of|Q]AQl AtsH(exceptional circumstances)oAys, A I AX}E o}
Aol gpgtclete, AFo] AT si7lEl: § 71A| 2 9(scenarios)s HAISIT AEUct

> o

1) 3]¥=29] AR 7| (national market surveillance authorities)o] siEA|E0] EUHOA THA]
= A 9l(essential) @ FLAFSHrequirements)o]] T2t ZEE3Hadequate) &9 XN E FH
(ensure)stil QU&= =RISH 4%, CEUPE madet, A7t 2A7E 7415 (fully) ¢ a(finalised)
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a) ¥ ENqZolyt WHO guideline, 52 XA £F9 MHZ BT & A= 71&d 2w
(technical solution)o] T2} Al 2= A=

b) siF 3 YP=2 7| (relevant Member State authorities) XA oA o A(purchase)st A=

c) 9]874 EAMXRHhealthcare workers)S4§t A2 7}55F A=

d) gA) B9 7|43 (current health crisis) Z9Hof|gF ALE 7153 A&
e) JX(regular) F-&A'20 Fa= 0 T-E AMEAIA AME 7Hs5HA] 42 AlE

A7) a)olA] A" EX 7144 siAHQHtechnical solution)”of thst H7Hassessment)= s 3
A= WSV (relevant Member State authorities)o] oOfgst Loj&AXL A (course of the
purchase process)ofA] AJ&ZEA] 7] (market surveillance authority)o]] 215l $3i=lvct.
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- Conformity assessment procedures for protective equipment

https://ec.europa.eu/docsroom/documents/40521

Q5: Are there any other standards that can be followed in order to product protective
equipment? (3%) &9l
- European Commission > Coronavirus: Commission issues questions and answers to help
increase production of safe medical supplies
: Guidances for manufacturers Tt 2=

https://ec.europa.eu/commission/presscorner/detail/en/ip_20_558

% X3l WHO 7po]=2}9l: The World Health Organisation guidelines on the choice of protective equipment

https://www.who.int/emergencies/what-we-do/prevention-readiness/disease-commodity-packages/dcp-ncov.pdf?ua=1
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https://europa.eu/european-union/about-eu/countries/member-countries_en
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- MHRA > Guidance on legislation > Borderlines with medical devices

© 6%, 7. Personal protective equipment =Hl

https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/284505/Borderlines_with_medical_devices.pdf

- Medical Devices : Guidance document
: 7%, 3.3 Medical Devices Directive - Directive 89/686/EEC Relating to personal protective

equipment 2ol

hitps: soogle.cokr/u & J0AVFaKHXIGAYEQFiAAes(

QL A% So] ARQMOIN Al S& WaE/RE/ARIN0} AR AgotE BERY] 2E(T
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- Useful Facts in Relation to the Personal Protective Equlprnent(PPE) directive 89/686/EEC

gzt cd=2ke IBR =hip%3A%2FK e =AQY OmYI8GIOaKITXOIP

- PPE Regulation Guidelines
http://www.f2i2.net/documentos/lsi/EPI/PPE%20Regulation%20(EU)%202016_425%20Guidelines%20-%201st%20Edition%20-%20April%202018.pdf

- https://assets.publishing.service.gov.uk/ > Specification for Personal Protective Clothing

(PPE) to include: Gowns, Surgical Face mask, Respirator masks, Eye Protection, Protective
Coveralls

hitps://a: publishing service.gov.uk/gov uploads/system/uploa data/file/877387, ifi for_Personal_Protective_Clothing__PPE__to_include__Gowns__Surgical Face_mask__Respirator_masks__Eye_Protection__Protective_Coveralls.pdf
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7191 ¥ S XAHH] Personal protective equipment (PPE)

» 79l ¥ 5 ZH] CEUl] : Personal protective equipment (PPE)
}9l W& gu|(PPEV= CEDF2E WAlstol 48stolof guich
ol w3 Au] 5 category [0 8 A9, 71&2A A § ANRFALACR HER A4 0}

# BAFA
- European Commission > 7}¢1 ¥ SXH|(PPE) > 7}o] =2+91(PPE guideline 22, t}22 &)

http://ec.europa.eu/growth/sectors/mechanical-engineering/personal-protective-equipment/



http://www.google.co.kr/url?sa=t&rct=j&q=&esrc=s&source=web&cd=2&cad=rja&uact=8&ved=2ahUKEwijg6niuKXoAhUWE4gKHcztCaUQFjABegQIBRAB&url=http%3A%2F%2Fec.europa.eu%2FDocsRoom%2Fdocuments%2F3265%2Fattachments%2F1%2Ftranslations%2Fen%2Frenditions%2Fpdf&usg=AOvVaw2Rz7n0OmYt8GjOaKr7XoIP
http://www.f2i2.net/documentos/lsi/EPI/PPE%20Regulation%20(EU)%202016_425%20Guidelines%20-%201st%20Edition%20-%20April%202018.pdf
http://ec.europa.eu/growth/sectors/mechanical-engineering/personal-protective-equipment/

- PPE Regulation (EU) 2016/425 #& A& (2016 3Y 94 €tg)
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32016R0425

# HdRE
. PPE o xa}7A 2= =l
- European Commission > Personal protective equipment > harmonised standards

http://ec.europa.eu/growth/single-market/european-standards/harmonised-standards/personal-protective-equipment/

% A3 CE(PPE) 915 T3 27P9nt ofelo) slolxlof A Eelshy 4 94Ut
- Sl EA HA|AEICE(PPE) http://www.certinfo.or.kr/viewCert.do?certNo=87(3 x| A|AEl A7A %)

% &XA] European Commission > PPE
http://ec.europa.eu/growth/sectors/mechanical-engineering/personal-protective-equipment/index_en.htm

9] 27]7] Medical devices Regulation (MDR)

» 2]27]7] CEO}?] : Medical devices Regulation (MDR)

SR EU 9] 87]71X]A! Directive 93/42/EE0|A A #4 Regulation (EU) 2017/7452 7R& =0} 2020
59 2645 H EUO AlfEE ZE Jr77|E YEA id F#8S &4oioFdYrt. Regulation2 7t 3]
Aol ZYHECH AAojHoa EU 3]gd=to] 9 Aegyct

# wAA
9l 27]71X]A Directive 93/42/EECOA] A A Regulation (EU) 2017/7452 7R E] o1 X|ZHEH
Fulstolol T3 4 9l Ao BUL

- European Commission > Medical devices (Regulatory framework 2ol)
https://ec.europa.eu/growth/sectors/medical-devices/regulatory-framework_en
- Directive 93/42/EEC 9]&7]7|X|A(MDD) (A X%, 2019@7}X] A&)
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:31993L0042
- Regulation (EU) 2017/745 9J&717] A #7(MDR)

(20173 5¢ 259 ¥w, {o7IZHQl 3d £ 20209 %8 A-&)
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=uriserv:0J.L_.2017.117.01.0001.01.ENG&toc=0]J:L:2017:117:TOC

# TR
» MDR & #3t7 S50 &l
- European Commission > Medical devices > harmonised standards

r
B

r

http://ec.europa.eu/growth/single-market/european-standards/harmonised-standards/medical-devices/

% &x European Commission > Medical devices
https://ec.europa.eu/growth/sectors/medical-devices/regulatory-framework_en



http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32016R0425
http://ec.europa.eu/growth/single-market/european-standards/harmonised-standards/personal-protective-equipment/
http://www.certinfo.or.kr/viewCert.do?certNo=87
http://ec.europa.eu/growth/sectors/mechanical-engineering/personal-protective-equipment/index_en.htm
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=uriserv:OJ.L_.2017.117.01.0001.01.ENG&toc=OJ:L:2017:117:TOC
http://ec.europa.eu/growth/single-market/european-standards/harmonised-standards/medical-devices/
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- Sh2Stshg A ALY (KTR) / 1577-0091, www.ktr.or.kr

- ARV A EY(KTL) / 080-808-0114, www.ktl.re.kr

- SFEI| AR 7 A RA D A LD (KTC) / 1899-7654, www.ktc.re.kr

- StEAMAESAAFATLA(KCL)/ 02- 2102-2500 http://www.kcl.re.kr/

# CE(PPE) =4 AZ50i3371¢

Sttt Al A+ A (KTR)oIA] CE(PPE) Q15 Als8 7Hsgyct. CE(PPE) Q15-9] v]&, 7|7tut &
Aol tisiA = ofgfl AFA = AE AtYE SF5HAlo] Y5t & SYTh

714 st=ete g A A A (KTR, www.ktr.or.kr)

GGAl o]&/ (CE PPE %)

AR 02-2164-1496 / junsung.lee@ktr.or.kr

rlo
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# CE(MDR) =4l ASThd7|&

sh=etal g A Al A AL (KTR)oIA CE(MDR) Q15 Al°8 7Hsby .

- 7139g: st=2EstgdAl AL L(KTR) / 1577-0091, www.ktr.or kr
- HEAE =AY AIAFE (GHYIQI5E CE(MDR) E9)

- d9=H&]: 02-2164-0029 / sangnoh@ktr.or.kr

# RYASIT AFAA

TURJAS7IHA B5E2 Algo] ¢ He F%dle, Uil A& e +-8<U571H(NB: Notified
Body) gt=AlALE &8l fX] Q157]¢at 71Eiste] £15Y OWOF g Aoz @Yo =uio] Axgh tiwA
o RUASTI TS chew 2EYTH (LRY 71

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

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

- SGS / 02-709-4652 / http://www.sgsgroup.kr/

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

- TUV Rheinland / 02-860-9860 / https://www.tuv.com/korea/ko/

- Nemko / 031-330-1700 / https://www.nemko.com/ko

e

_|-l.|
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mailto:junsung.lee@ktr.or.kr
http://www.ktr.or.kr
mailto:sangnoh@ktr.or.kr
http://www.bureauveritas.co.kr
http://www.intertek.co.kr
http://www.sgsgroup.kr/
http://www.tuv-sud.kr
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% A3l European Commission > Trade Helpdesk http://trade.ec.europa.eu/tradehelp/
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http://www.exportcenter.go.kr/eservice_new/foreign_ktr/distuse/prdSrchlist.jsp
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% KOTRA S§3A|9EY http://www.kotra.or.kr/KBC/european/KTMIUIO10M.html
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AR B http://eu.kita.net/
KOTRA trade doctor http://tradedoctor.kotra.or.kr/bp/main/BPMAIN040M.html
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http://www.exportcenter.go.kr:9091/info/ktrInfo.do
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https://www.gg.go.kr/international-businessareas
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http://b2g.exportcenter.go.kr/service/customer/gna/qgna_list.jsp
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