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dX] EU Y Z24} Hlo]ZA &Aoo 2 European Commissionof|Al= @A|Q] AZE AlAL @ 2918 57|
Qs W o7 &= gt #Al(Enforcement Policy) 33 7ol =(guidance for manufacturers)E Hf
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orfl &4 3 AlEEFe ASEF0

J 32 ZSIA|H European Commissiono]A] QHjjsta = &%
me M 2 27A, Ao ERu: o4 52 A4 st & gt

% COVID-19 v]/d&do] w2t 20209 3€ 13, EU Al M2 AE wE 9= 4835] 517 A
5l Y AISHRecommendation)S g8lst3 St

- Recommendation (EU) 2020/403
https://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1584482018128&uri=CELEX:32020H0403

o

* EUs o592 2 71X =0l 2F F5% FL¢ ddxez CEuHE HASH] g2 7IdE 27|
(PPE) A& AW 7F53t=S st syt

% E3F AX] European Commission OtA 3, A7t 718-S H]E3 ] 27]7|(medical supplies) T3

EN7ZAS RE2 uzstn gdguc gxdoz 3A2 A% fgd o) & 2ga 4 glout vloje)
~ goz % o2Y]7] FIEAE Y% YwWoz BAYch

- 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&
oA TAYES Aol =, \det Aoz JAT ARG T EAX oA AFo=2 OA] g ¥ EQIsHA|7]
yiy o},

Q5: HSAH|S AASH] Qs 2 & Q= o2 JAo] AU? Are there any other standards

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

EU9] A A A|(EU legal frameworks)o] HA|® ALr7=5t ™ Q JLANSHapplicable essential
requirements)¥t AgHcomply)stttdH, ojmst FAolu EA 7]eA 299N technical solution)®
AHEE 4 ASYHT. RehtA(0]l: ohA S EN149, EN14683)0] EUS] AAlOIA 71 22] &85+ 7]
ZyQlolAlgh, B53 229 HS BASHE OhE 54 slaYets EEY,

WHO 7to]=2fQl(guidelines) o]} & sto] At (reference)a Al&stil QEUTt

EN %3} §242 A8t 490 Sl2, ARAYE WHOZL 933t Ol 748 ma]

u
rx
)
2
oY,




2, WA B S| F7(PPE regulation)?] th4 W l(scope)ol] 5017h= Al&Fol2tH A|&2 MES
Notified body(A| 3 Al&7]3)of|A A]ggrotop Fhct,
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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] AAZFA] 7| (natoinal market surveillance authorities)o] siEA|E0] EURHOA] 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)
A 2 AEioldete EU Alof o]2igt AlE=2 5Ql(authorise)d 4 AFHT

of|@]A 9l Arsh(exceptional circumstances)of|A], Q1&& XK certification procedures)s A]AFSHX] Qo
91 AFOl CEOS RASHAl g MEjet Lo A8 RE FEACN AFo] AP 4 9

syoh

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.

we 7 gURE AFPAZIREo] ofu] YUAGS olF(implementing) SR, AW TR E
= (testing protocols)2 7i&35}3 S Ut
% ER]

- 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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* 231 EU > EU member countries in brief

https://europa.eu/european-union/about-eu/countries/member-countries_en

s Told AEFQ &=k uAIY Tt o er]7], AR Y], F4F 2F ERE 7Hs0] A
23 AEFERol o2} CE gidof e oy

ofazo] St Rwo) whel sl £2E 4 92 Aoz Holuf oo met AEEE FHE Ao
ghe golshAlz] uiyct. Al%Q] ofade cloRgt Amat @R pX L glon] WojE: Al EAdE
AgFe W= E440] 9128 ofshaforyt.

ds 501, gad, s=8& a3 J& grrl7I2 FR/EO EU 9 &7]7]#%4 Regulation (EU)
201777450 we} CEORY diidol gy

o S oA 37 AlwH(microbial)olut viol2lA(viral) A ¥ (infections) Sof tjsf Al8AIS B35S
or = FQ o7 8(medical use)dt 7JQlH 5 (personal protection)&0 2 2=rtjo] EU 9&27|7]44
Regulation (EU) 2017/7459} EU 7J1 ¥ s &AH| 44 Regulation (EU) 2016/4250] whet CEOHY thAd
Yok EU ZHIB s8] 2 A9 Y=o e} 55 =/ota Jlon s utAde 7HEae 1l
of A&dUct. 9w gif 7iIE S E UfAT & ool sidT Al o &7|7]7del mat CEuRE 2l 7jQl
Bogue QA A E4oiordyct. o &wr]7|et QB S st 7Y 2 Ao
AEol AR S 9t eVt &8 P2 BE ARRAL #2013 B ostr] #eh &=Q17tof syt
* A1l 6% 7. Personal protective equipment

- MHRA > Guidance on legislation > Borderlines with medical devices

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

A, A5 59 AAANA 2Ae BE(VEA, ooj2E HA|/A0 tigh o opAT, 29 o A /A
AE UpAT, HEH)9 vpAIY AZROJA AREShs B o] opAI(Toly, A7 5) 59 257 B
S &) (Respiratory Protective Equipment)= 7§91 8 s AH](Personal Protective Equipment)2 E5-k]

o] EU 7HQ1¥ 2 74H]#7 Regulation (EU) 2016/4250] w2t CEUHY tiddytt. sidutazis 7HE e
1o A-ggyo.
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- Useful Facts in Relation to the Personal Protective Equipment(PPE) directive 89/686/EEC
© 22%, 7.Respiratory Protective Equipment &9l

- PPE Regulation Guidelines : 154%, 7.Respiratory Protective Equipment &9l
http://www.f2i2.net/documentos/1si/EPI/PPE%20Regulation%20(EU)%202016_425%20Guidelines%20-%201st%20Edition%20-%20April%202018.pdf

CE oh) A

FHAS(EU)N = & DAl A5 CE A5 Alert 2d= sy, 2F 55
2 CEutZl& Q3st= A (Regulation) = A|Fl(Directive)o] A& E o] QoW
ol o

A AEo] ol2igt CEoR) golu AlAel sige %S CEotaE RAsfol dy
th. CEoR) thgE=dole 27stn CEopol ¢1e 4% 43 Uold 50 2
AEYth @, ol AAoE 45k4 22 A4S CE A5 we & sych
AE S0l wret CEoby ol AR A golRst Aolshxln] ofe] sbx| AR @ ol FH A8
4 QsUch AEO A8 k5ol 9b 2 ARl A E oflel AEE FasU. YR Ae
7t AlRol wet Ald § aPARNS E40Hd CE 0l32 RAR & sych

9] g8 7]7] Medical devices Regulation (MDR)

» 9]27]7] CEn}7] : Medical devices Regulation (MDR)

X} EU 9]&87]71X]& Directive 93/42/EE|A Al & Regulation (EU) 2017/7452 7§A &0} 20204
59 2697 H EUO AfEHE ZE Jgrl7le YEA] diF #78de &4oloFdyt. Regulation 7t 3l
Aol FYHECTH AW oa EU 3|g=to] 9 ALgyct

# BhA
9]2717]1A4 Directive 93/42/EECOIA A 374 Regulation (EU) 2017/7452 /W E Qo0 A|FHE
FHlstolof 38 4 S Zez Hdych

- European Commission > Medical devices (Regulatory framework =91)
https://ec.europa.eu/growth/sectors/medical-devices/regulatory-framework_en
- Directive 93/42/EEC 9]&7]7|X|A(MDD) (A A%, 2019A7}X] A&)
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:31993L.0042
- Regulation (EU) 2017/745 9157171 M +%(MDR)

(20179 54€ 259 ¥a, [ol7|7tel 39 ¢ 2020%H 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



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://eur-lex.europa.eu/legal-content/EN/TXT/?uri=uriserv:OJ.L_.2017.117.01.0001.01.ENG&toc=OJ:L:2017:117:TOC

# WARZE
. MDR ¥ x81774 2204 =9l
- European Commission > Medical devices > harmonised standards

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

719l ¥ S XAH]| Personal protective equipment (PPE)

» 791 ¥ 5 Au] CEO}7] : Personal protective equipment (PPE)

719l ¥ ZJH|(PPE)= CEUFZE RAlSIo a&stojof gy

7Rl B Y] & category Io] £ HE, 7lawA A & APIAFEAN LR AEA AAg Op7]o]
Jhsguc

# SAAA

- European Commission > 7§91 ¥ SXH|(PPE) > 71o] =2}Q1(PPE guideline 22, t}22E)
http://ec.europa.eu/growth/sectors/mechanical-engineering/personal-protective-equipment/

- PPE Regulation (EU) 2016/425 #& A+ (20169 3¥ 99 €tg§)
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32016R0425

# ARZE
| PPE 23 £3h1A 204 &9l

- European Commission > Personal protective equipment > harmonised standards

ri
W

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

5 UY F7PEE= ol mojxoflA &elstd 4 lsy

% &1 CE(PPE) Q1=
AEICE(PPE) http://www.certinfo.or.kr/viewCert.do?certNo=87(3 x| A|AE AA %)

- AT EA]

% &A& European Commission > PPE

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



http://ec.europa.eu/growth/single-market/european-standards/harmonised-standards/medical-devices/
http://ec.europa.eu/growth/sectors/mechanical-engineering/personal-protective-equipment/
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
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WE O HolA nbAd(facial mask)7} obd YAS WH S5 UhAIL ATH(insulation) OFAS
9] AL “S&7]|(respirator)’gt= fojz2 EB=2=lrct olgjst £&7] X S AMH|(Respiratory Protective
Equipment)= 791 & S Ad](Personal Protective Equipment)2 &&=}

> 557] A3 tidt EU FAALE
Choo] ApahS ZAsfobstn DA A Woli Fof o] 37}A] 0p)S EAstolop SHUCH (A A= Ab
4738 Atw)

# CE oj=2
EU 7§12 57Jd] 47 Regulation (EU) 2016/425 &45tof CEOFIFAF

&

# o P14 (European Standard)
o= F= AN LS Atr2 At AMS(forestry operation) #AAYYC. o] AR otyet o]
Qo] otefer s57EY fEA440] AEE 4 AsHH (LR 7IA)

Number Title

EN136 Full facepieces

EN140 Half-mask facepiece

EN141 Gas and vapour filters

EN149 Filtering facepiece particulate respirators

EN405 Valved filtering half-mask respirators for gases and particulates

EN12492 Powered respirator full-facemasks

# A57|&E 5385 7] (performance category markings, e.g. FFP2S)
OpAFo] HEE= 4 ¥ dssvY gAYUT. AlEFEeo whet Hikls dssaS dolstA|gt 0

FA9 8 A (requirements)g F45tal FFP1o]4e] 552 oW =

Artg 80% APHE 94% AP-E 95% AFE 99% A& 99% ol

o=7|x FFP1 FFP2 FFP3
oj=7]& N95 N99 N100
A KF80 KF94 KF99

* Zbal: o]= 7]%& US NIOSH
* =X]: https://en.wikipedia.org/wiki/Respirator




Example 1: Sanding down wood

Protection is required against fine dust; a disposable half-
mask marked EN149 FFP1S would be sutable. C€0082

EN 149 : 2001 + A1 : 2009
FFP2D NR -VSP252F
Type 2R - EN 14683 : 2006
Made in France

Figure 1 FFP15 mask and explanation of code on RPE

EM149 Relevant standard EN149,
Filtering facepiece

particulate respirators
FF Filter facepiece
P Low efficiency
§ Use against solid particies

* FA

- GAMAHEAAN http://www.hse.gov.uk/agriculture/dustmasks.htm

- FFP3 SPIREOR® masks
https://www.wms.co.uk/wms/en/GBP/Protection/Face-Masks/FFP3-SPIREOR%C2%AE-masks-White-x100/p/D50834

> 228 HolA upAIo it EU #AIANY

# CE o=z
EU 9J27]7]1#74 Regulation (EU) 2017/745 #4350 CEOfZ R4}

# oW §H 1A (European Standard) (L83 7]xf)
European standard EN 14683 Medical face masks - Requirements and test methods
Bacterial Filtration Efficiency(BFE1, BFE2, Type R).

# A57|&E 5385 017 (performance category markings, e.g. BFE1)

7 _SURGICAL-Maske ¥ e_ | 4
e Type [ acct . EN 14683

b 62000

162100

so stuckipes. D 22 C€

Hanskamping 12, D-22885 Barsbutte - Gemmany

~=2r57ar SURGICAL-Maske

Bet - e hilkre
Bakterielle Filterleiting (BFC) betragt mind. 99%
{Typ L Test gem. EN 14653, Anhang BI

When used praperty, these

ncy.
(Type Il Test acct. £N 14683, Annex B)

* & A https://twgreatdaily.com/wpOF9Im8B3uTiws8KEMX4.html

> 19 BAAY

Eot SfFUIATZIT HOUlE = 25 3599 FIAHsuppliers)et AU]AXHretailers)= AEA JHEE Al


http://www.hse.gov.uk/agriculture/dustmasks.htm

T WA} dFUch A WOIF FolE WeAl ALgW. Adk(limitations)5e] FHE AFs

u
* ZX: GZOMHE A http://www.hse.gov.uk/agriculture/dustmasks.htm

% Rkl
- Health and Safety Executive(HSE) > Respiratory protective equipment (RPE)
https://www.hse.gov.uk/respiratory-protective-equipment/ (£57])

- Health and Safety Executive(HSE) > All you need to know about disposable dust masks
https://www.hse.gov.uk/agriculture/dustmasks.htm (HA] 0tA3)
- ECDC TECHNICAL REPORT > Guidance for wearing and removing personal protective

equipment in healthcare settings for the care of patients with suspected or confirmed
COVID-19 (ufo]2]A wIX]& OfA3)
https://www.ecdc.europa.eu/sites/default/files/documents/COVID-19-guidance-wearing-and-removing-personal-protective-equipment-healthcare-settings-updated.pdf

- Medical EXPO > Which Masks Actually Protect Against Coronavirus? (<48 /357| 0tA3)
http://emag.medicalexpo.com/which-masks-actually-protect-against-coronavirus/

- Medical Devices to Comply with the PPE 89/686/EEC
https://www.medica-tradefair.com/en/News/Archive/Medical _Devices_to_Comply_with_the_PPE_89_686_EEC
- Mask: How to choose, wear & dispose

https://medium.com/@cestclaire/masks-how-to-choose-wear-dispose-video-b22b4792b881

Q=387 YW S82QIZ 7| (NB: Notified Body)

AR TSR R Ao F7P7 e BEY A AlEJS7I o R ARt AZ|]do] ofd F57|H 449 5
71382 ot 7ol glEA YU HAIEY CE Ald 7tsoRs 29d 4 sy

- 5F25}erg3tA|E A L Y(KTR) / 1577-0091, www.ktr.or.kr

- FRANA 7S A FY(KTL) / 080-808-0114, www.ktl.re.kr

- SFEIAR 7| AR DA TLL(KTC) / 1899-7654, www.ktc.re.kr

- SF2ALSHAA A LA(KCL)/ 02- 2102-2500 http://www.kcl.re.kr/

# CE(MDR) =4 A5thd71&
=04 CE(MDR) Alg/150] 7Hsdh 7182 g=etstePAIZATAKTR), h=atd7leAldL(KTL),
=2 EANGAFLKCL) 5 °f AsHH

- 71%Y: st=2glergstA|F A LA(KTR) / 1577-0091, www.ktr.or.kr
- ggRk w4 MYAPY (eelEY CEMDR) BY)
- A=Hx]: 02-2164-0029 / sangnoh@ktr.or.kr



http://www.hse.gov.uk/agriculture/dustmasks.htm
http://emag.medicalexpo.com/which-masks-actually-protect-against-coronavirus/
http://www.ktr.or.kr
http://www.ktl.re.kr
http://www.ktc.re.kr
http://www.kcl.re.kr/
http://www.ktr.or.kr
mailto:sangnoh@ktr.or.kr

# CEEPE) 3 A3

Aol A ol QAR AE AYE SRetA0l BOIY 2 AUt
sy stasistg aA B A1 (KTR, www kir.or.kr)

g3AE o]&4 (CE PPE ©9)

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

# FHUS7IH =R|A

TURIS7I A B5E2 Algo] ¢ El& F%ol=, =Uol A&Es] e - U571 (NB: Notified
Body) ?t=AIAME &6l @A 157]¢at ZA8lste] Alsistqor & Zloz wiyoh =uiof] Axigh oA
ol RYUSI|TL kg BHUTH (TR IR

- 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

| 3 9 27hE #A |

L gAY AA0l HEEL EU A¥E 25A ARl ofat uf
gol3Ae xHgstel ZASAL o A4 hAAE Hes £1 At
g oz} Uehd gAEEE e

o

939 2 7tse 9 AL dolAA o AT 259 ABANS 27 & ABUTH
WY BU SYRe shereo] s WEo] Svbd 22 o 9Ad 27t AAIS skL Asych

o2 SU SUAA olelo] AMMATE, AT, BA, 2puz, ABANSALRAE AT 5) 22 7
F7hg FUAAZIEOIY FAI7E 9 & AsU

ofebA SHAFE oblet Uerd gAdEE "aduch o A WES LotuAlew @A ulojo] U
7k Ueto] @l oA Eelstalz] sl (3] 138195 BE AL EU 27hE B4 dof x|¥
912fo] glo] Bo5lAl 7o) tjs] o olAte] =g =aj7] ofle A, sl =YYt

% X3l BEuropean Commission > Trade Helpdesk http://trade.ec.europa.eu/tradehelp/



http://www.ktr.or.kr
mailto:junsung.lee@ktr.or.kr
http://www.bureauveritas.co.kr
http://www.intertek.co.kr
http://www.sgsgroup.kr/
http://www.tuv-sud.kr
http://trade.ec.europa.eu/tradehelp/
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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 SHAGEY hitp://www.kotra.or.kr/KBC/european/KTMIUIO10M.html
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