it
EN]
P
iy
)
]
Jo
i1
™
c
=
4>
uph
_OJ_:
=]
H>

124 EUOM = ofgA fAlE=Al €3 Asyo

2t upola A

dA] EU Y Z=2o} bjo]Z A sHito 2 European CommissionoAl: AAQ] A= AAL U 29018 &7|
Q5] U 9z 8= tfst HA|(Enforcement Policy) @¥ 7}o]E(guidance for manufacturers)S Hj
xsta gyt

ol F3 2 ZSIA|H European CommissionoA] QHjjstl Q- 854 AEBI29l HEE20 &
A 2 QFAY, AlEo] EREE 84 52 AR Qs 4 sy

- European Commission > Coronavirus: Commission issues questions and answers to help
increase production of safe medical supplies

: Guidances for manufacturers th22 =
https://ec.europa.eu/commission/presscorner/detail/en/ip_20_558

st AA] European Commission& OrA 3, A7t 7128 H|E£3F 2] & 7]7](medical supplies) &# EN
Ag Raz wxstn Jauc 9N%oR FA2 AW fRd o) & IYY & gout voja
shtoz Qg 9277 TREE Y3 YHoz Byt

- European Commission > Coronavirus: European standards for medical supplies made freely

R

available to facilitate increase of production
https://ec.europa.eu/commission/presscorner/detail/en/IP_20_502

AE £5

FHAH(ED) ZlgFor £%F A] EURAIE &55tA40F gyt
Zt11 EU > EU member countries in brief

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

FASAE o3 7tx] FA7t A8 4 Y& AN AE (borderline products)FUitt.

AE 8= 9 Algo] met AEe] 2ol 1 FAst 2oz o” SojstAly] ulgd

£ B AFE 4, 0DIY, S A SO2 9 1 A} LA S Y8 ololsfor
AlEo] ol guor EaEolx oo sjdste AAF Aol Qo] olejd AES EU AK] £4]
st7] ol wrEA] E4sfoguict.

AdAERE A9 715E A2 BE5 AdA|(biocide)2 27 A5yt o9k AlEo] E4
g7t ogAu|o] Uit A=58YU HQ 9 gr|7] V&A= (accessory) =

£ s

E F2 2T gy 9
23t AlEFo] et £5+ ©@ool "AEA e 258 4 E70tY fFAlske WAool otd 7 AlEE
(case-by-case basis) S/d0] wet wHsH gUth. &= siEAIES] £2 A WA 7]s(primary
function), B Al(presentation), 8% X A|(claims)of Ttat AA =Yt

~



1) A& AEo] A(kill germs), A=(disinfect) 8=2 AQIc}H AgA|(biocide)o] G ct.
R S2o] "Wasly CEU) tjito] opgdyct,

it
o

ol

2) 9]27]17] AlZo] A2 (instruction for use)of o}zl AL Ao YFtER] A= o(disinfected)of &=
9l 27]7](medical device)?] A=(disinfection)2 s &4 19o%E HFL 9877 BE&A|E(accessory)
o sigsto] o &7|71#A17t A&t o 3¢ =77l #8E &4 & CEUYo| 7Is84o.

- of]A]) example of accessories of medical devices

Disinfectants specifically intended for use with medical devices (e.g. endoscopes)

3) HEE 25
o8& AEA|(multipurpose disinfectants or sterilisation agents)= 2 &7]|7|A|R(MDD)of si&5HX]

ASYo AdA AEo ALyt
At Ql A =A|(General disinfectants)= AA] X7 (Directive 98/8/EC)ol| aligstH, sid A7
AR AdAl - (Regulation EU No.528/2012)2 thA| & 95Ut

*

8% #A|(claims) B A] Fojsfo} ghct.
S EA(claims): AES £07]50] AFYAQ FFS oA 2 AL 12 As| A@A|, 277 5 A

&
=9 7t 12]E “d(define)5tA Y-

= e e«a 74A] AlEol A= G5y
- geaddAel, wr P A5A enIW §3 CE AF
https://newsis.com/view/?id= ISX20190325_0000598139

AAES AL A=717] BE ASHE BFPulo] AGHE ASAYUCL AF S ,
2 502 3 neE o¥d /1T Yatxd, Ao AY HEHL 7179 Sty A5 BY UG
sfolel 2 o] olEl 7| kA 2RS4 ook ekn PAlskn Yauch

FEot YAIZZIF a=Al0] dis CEQISS
- /\-]J_L}K-”O]: /\Ex-ﬂ '9_]‘_]‘4!3]}\‘ Oai CE?_]% §:]|
511

3 Qo] o AAIPE Ea=A0 giste] CESl %% WdE2 SWste 47 AME A= g AAl=
A25AS BEE 7170 Tigt CEQIZOlA] & l AEoll tigt CEQIZo] oflon] Ea=Aof sl &f
FE S=(CPNP)E §F Ao disto] CEQIE5Cor A% #7]/28% A& &Y

% &R

- EU > Manual on Borderline and Classification in the Community Regulatory Framework for
Medical devices 20193 54 (50% =t9l)

- EU > Medical devices: Guidance document - Classification of medical devices (48Z% &Ql)




% Ab
- Obelis > Biocide or Medical Device - the borderline cases
https://www.obelis.net/blog/biocide-or-medical-device-the-borderline-cases/

- ANSM > Status of disinfectants used in the medical sector
(Borderline with biocidal products PT2 and medical devices)
https://ansm.sante.fr/var/ansm_site/storage/original/application/28ecbe2dcb28c1784282c506bc49fadd. pdf

- A3P > The European approach to disinfectant qualification
https://a3p.org/the-european-approach-to-disinfectant-qualification-la-vague-52/

» EU ArdA 474 BPR: EU Biocides Product Regulation (EU) No 528/2012

A HAAE EUO %3517 YsiiAl= EU BPRAICE W& Z7FH FA(any relevant national legislation)
£ ZasfoRUct. EUL 20139 99 1952 A MBS 971488 2elart Er A2atso
2 Aol AAsH] Yt Al2E) Al AR #elS Hsh 7IE AAE AlE #2lAAl] BPD(Biocidal
Products Directive)S 7+3}-7§A st BPR(Biocidal Products Regulation)S A]3§5}3 & U Tt

- BPR A4 #%& Regulation (EU) No 528/2012
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A32012R0528

* Abql

- elaorkr > AAEA|O] TS AT FFAY Aol Ht A+, AR, S5 (2= BR)

- AEF > =y A=A (Biocide) el A Yt A+ (2014)
http://webbook.me.go.kr/DLi-File/091/023/009/5594362.pdf

> EU A+A #73 71a

EU AdA H#ABPR)E A E=A|(disinfectants), &I/ Z(pest control products), WEA|
(preservatives), # 9 rodenticides), W@ = 2 (anti-fouling paints), AJA¥EA 2]A(embalming fluids)
= 29 st 159 AEs "E4t. AlAl(directive)?t obd 7 (regulation)e 2 ST 7>

EU 3]9=of u}2 AQE o], w29o]e} A9 ow Alsi=Lct

- ANE AE Sx} 2Hag)
-2 B4 Y 2 7Y =Y - 20159 99 19VE 59 i A g 242 o
YR AL NGEA A



http://www.google.co.kr/url?sa=t&rct=j&q=&esrc=s&source=web&cd=14&cad=rja&uact=8&ved=2ahUKEwi_xeKMkMvoAhULH3AKHSfmD3IQFjANegQIBRAB&url=http%3A%2F%2Fwww.ela.or.kr%2Finc%2Fdown.asp%3Ffile%3D13%2520%25C7%25D1%25B9%25CE%25C1%25F6%2520%25BC%25DB%25B5%25BF%25BC%25F6.pdf%26tbl%3Dbbs_01&usg=AOvVaw15bvXL_kSBwA4zN8R1Q1wf
http://webbook.me.go.kr/DLi-File/091/023/009/5594362.pdf

BPR A2t BH2A 29(71E 424, A2e #42a)o] ofst A¥E ECHA(European Chemical
Agency) Ato] B0l A BHQlatd 4 Ql&UiTh

- ECHA > Understanding BPR
https://echa.europa.eu/regulations/biocidal-products-regulation/understanding-bpr
- ECHA > BPR Legislation

https://echa.europa.eu/regulations/biocidal-products-regulation/legislation

- ECHA > Approval of active substances

https://echa.europa.eu/regulations/biocidal-products-regulation/approval-of-active-substances

- ECHA > Guidance on the Biocidal Products Regulation
https://echa.europa.eu/documents/10162/15623299/bpr_guidance_vol_v_dbp_en.pdf/a57a2905-923a-5aa3-ead8-45f5c5503daf
- ECHA > Guidance on BPR

https://echa.europa.eu/guidance-documents/guidance-on-biocides-legislation?panel=vol5partB#volbpartB

% Product Type (PT)

EU AdAl#782 st §2of Og FHAsH A5/4
+3(Product Type, ©o]sl PT)E2 275t A5 A
= 8 ATAEY &8 ¥ 540 T2t A% ﬂ(dlsmfectaHtS) W2 A (preservatives), o 52| A&
(pest control products) ¥ E4 ArdA|(specialty biocides) £9] 227}X] Ar+#A|&-83(biocidal PTs)&
wRokl s AlERI(PT)S =Hst= Yl 7Ie) & 2&Main group)o2 4% o] sy
AEFJPTIE §8&d Fd2 AR 59 QA S T let=® Hujstixt sk AlEo] sig
st MESAPTIS molstn sig7AlS E4slornt.

AZol 3 AESYPTIOR Sesgctd oi2 AESIPTOR 48D 4 ¢
& AlER3(PT) 22 F71 5S(registration) sfjoF Yyt

& 50, AIE8P2PT2)E =59 BHAEA|(hard surface disinfectant)S &4 =A|(hand sanitiser)
2 AHEsHeH AESFI(PT])E ¥ % SS(separate registration)o] = QgHUch

+/HE/B /R /71H AlES AAlsk=El AE
U

>

Y}, o2 gaiie o

A&7 (PT) 152 EU A7 (BPR) 245AV(Annex V)oA el 4 gl
- ECHA > Product-types
https://echa.europa.eu/regulations/biocidal-products-regulation/product-types

>

Yct,

» BPR 4£9I&AX} (BPR approval process)

EU BPR A +#A|& £9l(biocidal product authorisation)oﬂf = 7R @A7F 954

sl Product Type (PT)oll wet A#A|E(BP)o] AMES #gF =4 595 wotof Iyt

51" (approved) &/d=%(active substances)z %’éﬂﬂur olF & Ex AYste A7 AdtA|
(BP)2 OH” A& (PT)oll T2t 205 Ssil dEEY

- AdAZE5S: ECHA > R4BP 3 - Register for Biocidal Products

httpsi//echa europa.eu/support/dossier-submission-tools/r4bp

APAIATEES EU BPR Review Regulation EU 1062/20149] Y& AII(Annex I)o|A 2ol 4~ QiS5 rt,
- Regulation (EU) No 1062/2014
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A32014R 1062

u{tl.N.H

ik

27720l

ol

olL]H | EU ArA4A|+A(BPR)9] Article 9: Approved List of Active Substances (Union



List)oll 5-&(listed)E LTt

A8} G4l BE Union Listo] SSE|o} 91 54 x70 AFY 49, 5% TasiEAld mef
urh e A UARS 4 AFUT AT UEL oklel Aag FRatAl s

- ECHA > Simplified authorisation

https://echa.europa.eu/regulations/biocidal-products-regulation/authorisation-of-biocidal-products/simplified-authorisation

- ECHA > Simplified authorisation > Application procedure

https://echa.europa.eu/regulations/biocidal-products-regulation/authorisation-of-biocidal-products/simplified-authorisation/application-procedure

- ECHA > R4BP 3 > Simplified authorisation of biocidal products
https://echa.europa.eu/support/dossier-submission-tools/r4bp/simplified-authorisation-biocidal-products
- ECHA > PRACTICAL GUIDE ON BIOCIDAL PRODUCTS REGULATION > Simplified authorisation
https://echa.europa.eu/documents/10162/21742587/pg_on_bpr_10_simplified _authorisation_en.pdf
- CONUSBAT > A Simplified Biocidal Product Authorization
http://www.conusbat.com/medien/1478699684 _reviewing_regulatory_approaches_08.11.16.pdf

ofgff AP AR Ata-FAR VA EU BPRAAAASAZFA) £ FAR U o|]PHAE =elst
of FAAQ.(2290HQ)

- A EAAZIGRAEAAE FAE 1A 311-15-057
https://www.compass.or.kr/report.do?command=view&selected_key=00683

> QoA

ECHACIA )5t Article 95 listo] 24272 % AA|ES AWol: g3UAHsupplier) 52 AEA}
(manufacturer) = £AAXHimporter)?} SxjE]ojof gyct.

- Article 95: List of active substances and suppliers
https://echa.europa.eu/documents/10162/21742587/pg_on_bpr_4_art95_list_active_substances_en.pdf

- ECHA > Information on biocides > List of active substances and suppliers

https://echa.europa.eu/information-on-chemicals/active-substance-suppliers

D= EEH0l JEHO 59 &/4=24 Union Listo] SAIEA] 942 AEio]7] mZo] w7 S5A
(local country registrations)o]A] BPRZ X 3tst= &-0f|7]7Htransitional phases)o] ¢l<&UtCh.

ofof tfgt AP oAt (transitional arrangements)o] gl@d=uttt -5 ¥ ofyzf, ZF AlF 1o w2t
M= Aolstr] miZof 7tigsun. S8=71e Al o2t 555 & B9 sid=olAet #ojrtsst
] BPRO|] @2} Union authorisations 8-S 749 EU AAo HOf 7Fsghych

% &X Cleanroom Technology > Checklist to comply with EU Biocides Regulation 528/2012
https://www.cleanroomtechnology.com/news/article_page/Checklist_to_comply_with_EU_Biocides_Regulation_5282012/140349

% Zral

ECHA > Hand disinfection . PT 1 harmonisation of exposure determinants for professional users
https://echa.europa.eu/documents/10162/21664016/recom_1_hand_disinfection_ptl_en.pdf/18f123af-c462-4301-b8a4-02dbbf612094

ECHA > Guidance on the Biocidal Products Regulation (2017 1)
https://echa.europa.eu/documents/10162/15623299/bpr_guidance_vol_v_dbp_en.pdf/a57a2905-923a-5aa3-ead8-45f5c5503daf



http://www.conusbat.com/medien/1478699684_reviewing_regulatory_approaches_08.11.16.pdf

2 o 2rE A |

ol AT = Al &= EU A= 584 ARGl digh W&ol A= ZF =7toflA /1
YolpAe Atgstol FRjstebAY o @A rhgAE dEe £1 gAstL 9L 4+ ooz g
g ohjet bl FAIHEE Wayyrt

g9 7 F7hse 49 #YS dolMA o 44 229 AEAE 83T & AxUT

2 EU sl92e sistgalo) os) Weol 27bq 3 o gAst 7t 4AE Jhx e eyt

g S¥ SYAA olelol XM, AR, n, 2hAY, ABAA(FNARALE AT 5) 2e 7
27bg FUQAZIECIY FAIZE olg & Ayt

mefA] SR AR ofue} Uehd AZES Bastych o AN Y&S LotuAl Y Fx] ufolo] ©
b Uete] wa|wlA #lstAly] uiUch (M3] 138153 B ZHME o= EU 270 Z4] o] x|¢Y
Aol o] Fostal o s o o] =2 =217] oY A, &l RHEIUS)

% Zhil

- European Commission > Trade Helpdesk http://trade.ec.europa.eu/tradehelp/
- ECHA > National Helpdesks https://echa.europa.eu/support/helpdesks

| oA g |

o) £, AFRALE 5ol 2ABES st ALY, oY
oFslstel 171 wharyct.
2 2A2 GRIN AR BUSAAYG B J|BoR

=2

—_—

7190 2553 BAo] Qe -4
1% SozuHo golt fgo] 25w
Azl Y A HEEEA olv: AE
2ojstHol YU A8l 1381AFRESAE L FU/s900] WEH SN0l i ojHe WelE Be
st QA eaut

Al AR (E]R, 2071709} B 2ok AF AT Wdst: A5/|W U 2AHH

Q.

Aloll 3tA[7] v

Yok 9Axos As] THEAL /I BRIAYNS FHAED 2 daych Y gAInse
QY Zeol A ZMOR BoA 2 gaUCh offe] YoM FAVIULEAUME ] SHE 7AH)
o PrES HAF 4 9oy AustAl] syt

- 27192 EAUAE > AFAAFUEAY > ARY7|BAA

http://www.exportcenter.go.kr/eservice_new/foreign_ktr/distuse/prdSrchlist.jsp

| 2 9] |
A7) Atae AEY AN 222 FHE AlRS oo ZAAMSt Au2M HAtA 2 xtze g st
Al Aatst ARl oju= xjstel sto] RA|7] Hlaln AQ717F 1A 5o AN ARAE U AA AXHE
= oxI3] WrgstA] 28 4 iUt whebd s U] o o RIS LorEw AoAttH 93 &
x19] £AAA|, Ax] KOTRA 2ol 7AME QA & t}yst 2ES =5 2o|stAof shc}

F5t elde £85 1 9o} A Q50 HAS o 9 AT st AFR uZA 9z
HAAS W1 Qe EAASS Ao ARHL zhx7] 5] R EAV}T AHgR o2 WAL X 2UAR}
Q78 Aow daUct


http://trade.ec.europa.eu/tradehelp/
http://www.exportcenter.go.kr/eservice_new/foreign_ktr/distuse/prdSrchList.jsp

ofebd ol: AEAVE @A AFEFY £ ES A U Avlx So) ujz Fmoz WHstqol

she RRAUT @A Solu @A 2R AF AR, Avat HEE Ze AN dAPRE Y
A A % aElstlA AP ChSF 4 A £UUAE B8 HAstAL Zlo] akstu] KOTRA
PR Rolme 250 Roigy U ARERE 2ost & dsUn

% KOTRA S3X|AEY hitp://www.kotra.or.kr/KBC/european/KTMIUIO10M.html
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BolA] S1ol AAQ AN S A YA S S 9oy o] AlIES RLatal] hRich
EXLAE > 3 AAQFEEAE > 20209 14U F AEAY A 1A 7ol

A http://www.exportcenter.go.kr:9091/info/ktrinfo.do?key=
64-0172~8

N Ade AFgLE0 50008 = 0]l 54719

B) 1407QAF W<

) 714 & 100,000 F=(Q152 58] 89 50% E= 70% A1)
7h) 2020 29 3¥4(¥E) 09:00 ~ 20209 2€4 28U(F) 18:00 71A]

]ol E’“—‘—.T’_

N
ek
LO

093

. Mo 4>
=)
r

S
>

oo 19 kI o
(@)
N

>

>

B
e oo

Noop 4 o
O)«.-b

FE
o

% o9l Q577 AUAE S @A
ASATPANAE F47199 45 292 Jots S8 sj2 A% U
ol 5

AMat7] 95t “2020W % &9

»
)
12
:
)
o

i JH

- 20209 % 39 AFAA HYAE J12ALAY APAL 32
https://smtech.go kr/front/ifg/no/notice02_detail. 29K7qiSW01Z4]0cSXanYghZ1 SisMi1H1r01bDAPE4AmcdB8bSDXwAay?. smwas]_servlet_engine2?buclYy=&anc 3 °d=52C3 S, S 5005 Sn=1&searchCr & =&pagelndex=
AAUE: sHolAg AUS SRR ot Far]d0] 25 oy =710 AB A0l ALY ABNLS Y
71570 A9

AYE: (RYGE) A28

(R1471%h) #d 1 d oy

(FA19H]) BREAF 75%0|) (Ao 15019) / AYRLF 25% o]}
M 2 A7]7E 2020.03.06.(F) ~ 2020.04.09.(=) 18:0071A]

% 7k AlEd Z|Bo|N et YE APz IdE oy sgRlele] AE EHo|XE Fal AestA]
7] ke,
- ANEA > FAVGSEAY > 20199 3 F471Q SN0 KUARY Qo

https://www.gg.go.kr/international-businessareas

* Sl x2PE A 29|
- F2719 2ENQNE > RARLAFHL > AN > AETHR B 2]

http://b2g.exportcenter.go.kr/service/customer/qna/qna_list.jsp



http://www.kotra.or.kr/KBC/european/KTMIUI010M.html
http://eu.kita.net/
http://tradedoctor.kotra.or.kr/bp/main/BPMAIN040M.html
http://www.exportcenter.go.kr:9091/info/ktrInfo.do?key=9093
http://b2g.exportcenter.go.kr/service/customer/qna/qna_list.jsp
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