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bsi.

AREFETES BTHiFEE BTHFEER BTHFSS SEETFHRETm IRRREARE
IEY)

EROE B NOSO= KN95O= FFP2O= —REFERERO ERRIOZE ERBIFOE
fBnx) =
WiTHRE GB/T32610 42 CFR Part GB2626 EN149 YY/T0969 YY0469 GB19083
84 EN 14683
—h #F 17 7 — —ig 7
IERTRISEE Bl e M (521152 A | 522 1 JEEEETRL REKP) ARt R E|35::1 2 U]
MHEETRL
LTimen el STESK: >95% >95% >94% SRER >30% BEER: 295%
(PFE) 290% (JEMHE)
280% (i)
HETEHE REKER REREA REKE REREA 295% 295% 295%
((:133)
MiEZiEE REKRD RERD RERKR] RERD REKRD 120mm Hg, &~ 80mm Hg, A&iE
BB

ETTEMET, &

B, [ERARSS BORENMED BESTREAN,

PEFETGIA. M. K
K. DWE

(s

rights reserved
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BB SEES AN ABIROS (PPE) fIERAOS
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1 ECEARCHURI LAGI ZRITERRERtH EE

Free trade - European Economic Area (EEA) and Turkey

BHHES - BEERNEHESXNTER

European
Union

Copyright © 2020 BSL. Al ights reserved

bsi.

EU Growth KK B3 ) &

1957 Belgium, France, West Germany (now Germany), Italy, Luxembourg, 6
Netherlands. FELRIBF . iEE . MEE. BRF. FRRE, i
1973 Denmark, UK, Ireland. 137, E. F/R=% 9
1981 Greece i [l 10
1986 Portugal, Spain #%j %« PUgtF 12
1995 Austria, Finland, Sweden BUF], 2524, Hi 15
2004 Cyprus, Czech Republic, Estonia, Hungary, Latvia, Lithuania, Malta, Poland, 25
Slovakia, Slovenia ZEJ/# . . ZV R, Hift/B . M5, SE A,
Wt BiE s, g SR
2007 Bulgaria, Romania & nF|. %5 g 27
2013 Croatia 7 %' Hi 28
2020 Brexit JL[ERHEKE (£ /7E20204FKINATCED 27

European Free Trade Association (EFTA) Bk EHEHX

Liechtenstein, Iceland, Norway, Switzerland
PILH A k. MR Hit

Copyright © 2020 BSL. Al rights reserved
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CE Marki_qg Directives @ BSI
ZFRCERIC

Errastil .
. 18if| Telecom RSFEE Gas I ABEJ:F'}LL
Medlcal equipment appliances

) &n PPE
devices

Viray e
e S ZR W ecical ] BHERS
SRR Nolse . Construction .
Machinery products equipment - LVD EMC

Lifts and lift . AR L it
Rt AEAH Marine ENEE i+2 Weighing
safety . Pressure .

equipment - machines
components equipment

-
bsl. Copyright © 2019 BSI. All rights reserved. °

S FBLIFARIEFRRYERER AR
| PPECIE (WiMR) | EAOE WPW)

AR (O SARBHERPZARNBRIZS EFARRE RN ETIMEPREERIPRA,

=) Equipment designed and manufactured to  BFLEREERE medical face masks intended to limit
be worn or held by a person for protection the transmission of infective agents from staff to
against one or more risks to that person’s  patients during surgical procedures and other

health or safety medical settings with similar requirements.
e (BfahR) RIFBEC RIFmEA (BERIPBIA)

24451 NO5OE, FHEEAE. FROZE ERRENSE. FAOE. ERBIFAOE*
ERENR MABFEERIER EETTEatiiE< MDD/93/42/EEC (2020/5/26/%1E)
PPE Regulation (EU) 2016/425 ErragtiLi MDR 2017/745

Pak-S HIES 1% (EEXEFHERE)
ERENEN E KREOSEFBEAEHIRCELES
FIAUE EREAERNW (HiER) BB

10

DS I. Copyright © 2020 BSL. All it

ights reserved
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LIBSIMA SN AL e
INERZ 8] -

MDR Y0000 RO

Manufacturer: Name

Manufacturer’s application S g et

EU Quality Management System Certlﬁcate
Reguiation (EU) 2017/745, Annex: IX Chapter IO L DAL

[T FHE]

HISRIERIE Sl N—

Milu: Humber Street
rown, County
Country, Postal Code

EU Authorised Representative: Name
<

&%

BSI conformity assessment Scope: 5o0 stoched Devi Schedute

BSIBgfgall.iE&- On the besis of our examination of the thmdmnm naguamu (EU) 2017745, Annex

BRELA %%’“Jéﬁﬂ&ﬁ‘mﬁg;m Pt Ao on Ao T ot 1
A | Wil | REARR iTiarzt e
1 § ‘Eﬁé,&ﬁ For 2nd on benalf of m,.mmwumwmm(mmuumw.\ym:
Sigratory
__‘(Alt A)

'L}\'LIE kxE'[;Fﬁ# ECE}IE:EJ First Issued: YVWMHWWJMWDD Exgiry Date: YYYY/MM/DD

)

-
bsl. Copyright © 2019 BSI. All rights reserved|

B OE=F1 =R FIREVAIERE

EREERAOZ (FELEHE) REEROE (FELEHY)

HEERR (ERNESD) HEEREETRRR- MIRIXEEXI (I1SO 13485)

Lz — EN 14683 (i EN 14683 FKETMERIIA (3IE) o il
RIS — BYRITFIIL SRR S~ B RITFOIIL

AEEAIE BT A SR ERIZIAILE

REECELH NENIMACELES

SERFAMEE SERFAMEE

FICEIE FICEIRIEN EASEST P
ML ELBEIC - L e \\
TS SRR EIRAR, BERRTE -

bsi.

. BMERERLINA)

- TEE (YAt

BrE

BER)
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PPEAN ABGIFRm-IMERER (REASHA)

HRi5. &E5H
ERETRT EN149 (8E)
AT (4-8F)

P& CEME
CEtmic. LhHE

Intermal
production
control (Mod.
AL Annex IVY)

[RER IR BRI E
(AIERETMHIE

Category Il
PPE

Category 11
PPE

EU type-examingtion (Mod. B, Annex W)

Cit. based on
internal
production
control (Mod.
C, Annex W)

pased on intemnall
production control
plus superv. product
chegks at random
internals (Mod. C2,
ANnex VI

AnnexAay

EU declaration of conformity v

BETI] &%)

bsi.

Copyright © 2020 BSL. Al rights reserved

5w
- BREAEEFA I B EEN
14683:2019 (3=¥{LAYY0469)
. /\ygzﬁkjé
- TEPATRE (L ERAERS)
« HEITIEER (BFE)
. MR
. A
. FEEK

- RXBEPPE[]

JERVREREN 149:
2009” (Z{LIGB2626)

- $H9FFP1, FFP2, FFP3=2

- EENIAIHE :

« BRI ISR (PFE)

- WFSIES)

Classification P2 Maximum penetration of test aerosol (i
Sodium chloride test 95 l/min Paraffin oil test 95 Umin
% %
Test Typel? Type Il Type IIR max. max.

- - FFP1 20 20
Bacterial filtration - 95 o8 - 08 FEP2 & B
efficiency (BFE), (%) B - - FFP3 1 1
Differential pressure

<40 <40 <60 —
(Pa/em?) f W TL A B B FER 5] A AL PR R I
Splash resista =90.0%
pas res;(quuce Not required Not required =16,0 K99 -
pressure (kPa) KNos 295, 0%
Microbial cleanliness
=30 =30 =30 KN100 =09.97%

(cfu/g)

KEP20
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ERE]lag il

- BREEFIFARPPEANEE: (EN 14126-2003 : B ARHUSSRHREE KL
IRET5iE)

« RREBEFARFGIAIRFFAE BS EN 13795-1:2019 FAMR-MitEk

- ZEFrE: NIOSH 42 CFR84

» ASTM F1670
» ANSI/AAMI PB70...

- HERGIPIRFRE GB19082-2009
- EFEfRE@E=: BS EN 166:2002

bs l' Copyright © 2020 BST. Al rights reser

15

BUBRRFAIE T ER
- 1 0 28R _
-AEECHTE

Manufacturers
&R

~ -
——— e ——

-
bsl. Copyright © 2019 BSI. All rights reserved.
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MDR Economic Operators &5 EmIE N FIERS
£ X

HliEm  [ISHiEEcceiEeM, BiREIRt. BiSsce2®EER  Article 10
X WHBRAASGEA, AUESHRSERESZRE] . XK

(82,30) FHIEFHILEERITAHHIESEH. EEHEHTEET
%ii?i%&, ATEBX—R, BEER IEEHEE] —

il

B RGNS TR, BRESAERTISHEITREN  Artice 11 AIEEER
+ (AR) 55, WTIRMEEEM, RNURGRBETSRE, AEKHO XE- =, fREE
(82,32) BHIEHAIBEEE Article 12 BRI

HOR  RHESMMBBEINEOZEREATIZRIA. WENSHOBE  Artice 13
X B EREEARE, BETHENRE: REEEETEW
(82,33) BETEANEENEAFINGE, THETRRMEAN (MDR) #
7O", BAFFEEERERECER, AU
VIR E Eiftal.
2iHm  REHNERENTHIERMRMIRNERBAE A, #E  Artice 14
(82,34) fIFR: ZHEHRIMEREEIRIMABNFAR. &
IR, RIEEX, KEENEtIEESEHOBLIMIEA.

-
bSl - Copyright © 2018 BSL. All rights reserved. °

= RAIS A,
BV REEERRR

EREURSi5k% RECOMMENDATION (EU) 2020/403
HXETF AN ARG (PPE)NFS A MR ETEFATEIN

- FAEIMDD 93/42/EEC Article 11(13) FIMDR (EU) 2017/745 Article 59 FElEZAAX
T RN SR,

- NRMA R ETMRE RS ETSMEPPERNEAR L EMMREE K, RIfFH
FEMIAIERSAR, BEVMETLASITFEER e BN THE, FExHE
ERRE.

- RREFE BRI TR ERHEHME AR R B CEtrCIET M, 1%~
IS ES ARER, FeeEmp LnEHEeE. ANmZHEERERE
WERREXETSSW, LGRS RSET=EXE.

bsi. “
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BSITFIR = mnillirl SEIR ==

Copyright © 2020 BSL. Al ights reserved

BSI7=amilliz{3c38 ==

Ear Protectors

Ear Defender Band Flexing Rig
Tests endurance ability of band
connecting two ear muffs

[ AR

Helmets

Impact Drop Rig
Measures force felt in 3 Helmet wearers
head during impact

Tl

Ear Defender for Ind. Helmet Rig

Tests endurance ahility of ear muffs
connected toindustrizl heimets

-

‘Chin Strap Rig
Measures strength of strap under the chin

Ear Defenders

Anachoic Chamber
‘Silent room for measuring soond

Australian Impact Rig
Allows for impacts to be applisd of
various anghes

Water Spray Tanks

Determines if helmets still provide
protection when thoroughly soaked

Ensures helmet can withstand
abrasion during an acodent

Copyright © 2020 BSL. Al rights reserved
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S EEETRmMmEEMN

T Emoa o

REBEAEEM

JEE

IEHIHY

bsi.

SSEERFSAEE 21 CFR 878.4040  #R¥E29 CFR § 1910.134[aTEAR
EIEETINEFEROSMARGER REAFIRGIFE (FlNF15%) |
AE FrfsE FARIB#R 0 2= (Respirator) FF &

SRIENIOSHAHLEE;
EEERARNEEERS FDA EZEERRZE5TEHRRE

NIOSH (National Institute for

Occupational Safety and Health

T

Copyright © 2020 BSL. All rights reser rved
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S—r— =

AVINE A INE
21 CFR 878.4040
JLE M i GEUL

0XZ NZJ ORW
! CEUEN %y il BB R
FXX OUK MSH ONT
510(k)
510(k) 510(k) % 510(k) 510(k) 510(k) 510(k)
510(k)#4 %
bsi.

S —— =

510(k) H#iE




3/20/2020

ERO B AR L
PEgE I H -
D e

ORI JERCR PFE (ASTM F 1215) 13X : NOISH 0059 SACENRURL It
Yl JERCR BFE (ASTM F2101)
JE 7 (MIL-M-36945C 4.4.1.1771%) W< BH #7: NOISH 0007 W< BH 73k
ARG : & Rl (ASTM F1862)
Al (16 CFR 1610)
AR A IR (ISO 10993)

bsi.

S
B H S 10k iE R TR]: 6~84~H

2020 B4R (2019.10.1-2020.9.30)
510(k) FH i B A% 2 -

PRUEIRC PR : 1159435T

NNV RR . 2899ZE5T

N B 5T RS

o EOR. FEHEHUNTULEITT ITA =B
o WA HEK60K;

bsi.
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EROEIEsEE Lh
T VBT B
> S, TSI BRI, 045510008

» 1) VF/I Establishment Registration:

W LA 7 R0 G P A 3 I S e REL PR R T S A ) A 75 22 1)
XL [EFDARATEFE M

> [EJT %7~ Medical Device Listing - T3 #3515 E K A FDA
BEATIE M A RS S ) #R 6 20 R FD AR A ABAT 34T 729 b 7358 14
BLyT 2. XN FERR Z N ETT 2257 ;

> L] yEMEDR: 52363570; 20200 BUAEE (2019.10.1-
2020.9.30) , A /ML E.

bsi.

pROSMNAELE S 00 S m

o‘c;":-_;ﬂ ‘l:r.!:asi
;&;‘gnuﬁ [_NiOSH_|
* NOISHX 1 853491253 5 |
N95, N99, N100,
R95, R99, R100, N fRF TTFRB P R R, TR
P95, P99, P100 R FR3% AT P4k v 7 AU B i 4 B IR, BRSNS

P ARER T ORI 3 o P UL B e P UKL, T PR
9555 4% AR UERLF95%

9955 AR UERLFH 9%
1005544 : el uERLZR99. 97%

bsi.
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S O S E m

NIOSHHLE G i AE
> BIE=ERBRIEES (ERTATESE—REIBRINE,
BE2FERSEMRIBNAT) ;

>IrBE e 3R HE BRI I AR
1. FERERMUISERART: TRER, BlEdE, RE
RUEFM, FaREEHITRE,;
2. NIOSHZZHEI A] SZI6G % X FF i 1% IS TPREAT A6
3. NIOSHH #ZiB 2 AL HE LT AT E (1-2K)
4, NIOSHHL#E

b i
s l (]
Copyright © 2020 BSL. Al rights reserved
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I 1] « P
o HIE ARG 14N v %%k 200370
HERVORE RN B 3844 v KIESR: 10038TT
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v REEIN: 250034
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BhiF O = EsERE L

NIOSH

FDATE20204E3 A2 H k48 7 B2 HYFAT (EUA) , TR
(1) RAENIOSHHRPE42 CFR part 841F A IEsN /125 S 1540 1 ik T 25 11 25
LA T — I - O = p I 2 CRFENOS O EE) o PLAK

(2) ZENIOSH3tLHE(E i fill i 7o 447 1) R A ST PR A g i 5 11 5, B

B3 N RAEBy AT ], DA IEBR 9 N B3 31T 25 SR A R, T %
B T R LY A AR RE TR

bsi.

R |
R |

AN

<’é> TELEPHONE

400-821-7661

bsi.
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HAOSEM

HARetHASRERTOSIER!

IABERAERTEOE?
» Reason #1: & 1

« Reason #2: A~1B155%

« Reason #3: REMIG

- Reason #4: At

« Reason #5: FEHTEHD

- Reason #6: =554

- Reason #7: =52

- Reason #8: fEFESEE

bsi.
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Title of Law ;E1EZFR

Former laws called PAL: Pharmaceutical Affairs Law
|HERE : BAFEE

November 25, 2014
PMDACct : Pharmaceutical and Medical Device Act
201411 H 258z Efr2ati s =)

Official title “Law to ensure Quality, Effectiveness and
Safety etc. of Pharmaceutical and Medical Device”

EXE . RTAmMKETSRWRE. TEENEE,
bsi.

PMD Act Assessment and Certification PMDA;XIREEZFIAIE

For Certification, RCB assess the following conformities under PMD Act; 55=75#AIRZIBPMDAEZRE ¢

m  Standards for Manufacturing Control and Quality Control (Ministry Ordinance #169=QMS {43&iF#f : &E#INo.169
m Standards for Product Certification (Authority Notification #112 or #121) F=&RI\IEFE

m Standards for Essential Requirements (Authority Notification #122 or #126) EXRERiFAE

PMD Act Certification TAIE

4 | N

Standards for Standards for Product Standards for
QMsS Certification Essential Requirements
AR FEERIAERTEE EARERITHE
& QMS Audit (kR E#% /
bsl. Copyright © 2012 BSI. All rights reserved. 20/03/2020 Copyright © 2018 BSI. All rights reserved

o
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HAROSRIETE

- B OEEHAEANETET =M, WEEIINEEE, Al
masks are neither applicable the medical devices under the PMD
Act, nor other regulation in Japan.

- {BPEEI O EEHE R AnfE: JIS-T-8151-2005-ENG

L]
b S I .
*
Copyright © 2020 BSL. Al rights reser
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BEE B3 Competent Authority for Face Mask

« BRARLEEB Ministry of Food & Drug Safety
« Ti&E5E KFDA - Head Quarter is located in Osong city
(https://www.mfds.go.kr/eng/wpge/m 51/de0110351001.do)

* 6 Regional KFDA (Korea Food & Drug Administration) is located in Seoul,
Busan, Daegu, Gwangju, Daejeon, Kyunggi.

)

KFDA-?
Oﬁgemgﬂm i et

Ministry of Food and Drug Safety
Korea Food & Drug Adr

-
bSl. making excellence a habit”
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FRERIOSEE?

s OBEsEILBEZRETE Face Mask is regulated as a Quasi-Drug
(S542915) in Korea.

- BIFEPEOSMFAROE Face Mask shall be classified as Hygiene

Mask or Surgical Mask. (According to MFDS Notification # 2019-86, List of Quasi-Drugs &
MFDS Draft Notification # 106, Classification of Quasi-Drug)

 TRGET BRSO 24 M= A mask for protection of COVID-19
shall be Hygiene Mask.

//\

e ————

) BPAEOE HMEIOE
bSl. making excellence a habn




O2/9953E Classification for Face Mask

{Xf3 Category Code | Category Name | Classification Code | Category Name

3200 Mask 3210 FARMOE Surgical Mask
3220 PB4 Hygiene Mask

- OEFLURIEARRIIERESSS , 200 KRS0, KF94 and KF99.

» And the Face Mask can be identified by the performance grade such
as KF80, KF94 and KF9S. (According to MFDS Notification # 2020-6,

Quasi-Drugs Registration)

-
bSl. making excellence a habit”

3/20/2020

ARIAOZEFRITA
Grade

L TIOR RS BSMEN b

KF80 Over 80% Below 60 Pa Below 25 %
(Sodium Chloride
Test)
KF94 Over 94% Below 70 Pa Below 11 %

(Sodium Chloride and
Paraffinic Oil Test)
KF99 Over 99% Below 100 Pa Below 5 %
(Sodium Chloride and
Paraffinic Oil Test)

.
bSL making excellence a habit™
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ERBFEMRAE
MFDS HQ

7R New Technology Quasi-Drug

Al ZX p =
MNEAAHZOTAN
Ministry of Food and Drug Safety

—— Submit Quasi-Drug (Face Mask) Registration Application

- using On-Line Registration System

— RIS

=111 https://nedrug.mfds.go.kr/index

—— Regional KFDA

RiEEVREErTwH -

#EOFEIE nl)
picent mustro ) o

Quasi-Drug I( F DA =

B EF=g Substantially Equivalent Quasi-Drug AlZ 0| OFEOFHI A

Korea Food & Drug Administrat

Manufacturing or
Importing Business
License

v fEZ I, FRIEMESREHBA, RIBATEREEERS.

-
bsi - -
. making excellence a habit

£ 2020 BT, Al vights resened

ELHIBMMN M EKRAR

9. Packaging Unit 35T

1. Product Name F=RZFR

2. Classification >3 10. Storage Conditionf#fZ& {4

3. Amount ¥{& 11. Testing Standard & Criteria Uittt
T

4. Product Shape P 12. Manufacturer or Importer $h&FF1 7S

5. Manufacturing Process 45378 .

6. Intended Use FRHIFEIE 13. Others (NA for Face Mask)& &

7. Instruction for Use {#F3i5i8H 14. EHEEIERR FSC (Free Sale Certificate)

8. Caution & Warning 45 Notarized by Competent Authority (Importing

Product Only)
- OEF-RIREREEERREK
bSi. making excellence a habit™ 4

£ ©2020 BT, A rights reseried
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W=(7:
. EEER
. RSN REAIES, BEAETHRFIEER,

MFDS Notification # j&& MFDS Notification Name

2019-102 CHotel=9f ™ Can be applied for material of
Korean Pharmacopoeia (KP) Face Mask.

2019-142 o|ote|Z 0 &t 7|1& Can be applied for material of
Al Face Mask.
Korean Quasi-drugs Codex
(KQQO)

2020-6 O|Q|FE E=5{7H/ A /e AL This MFDS Notification define
T the testing items & requirements
Quasi-Drugs Registration for Face Mask product.

bSl. making excellence a habit” 45

£ 2020 BT, Al vights resened

M L6 = R FEEIA RTHYSEG =
« Testing Labs which were designated the competency from MFDS.

14 KOTITI

el
A7\ Al ST AZ|HEE 111 http://www.kotiti-global.com/ko/index.do
(ADKOTITIAIE G178l

16 GYEONGBUK TECHNOPARK ZE A otEH ST 22 18 http://www.gbtp.or.kr,
(M)ZEH 2 cnta Hotoozggd /A

20 KATRI 47| = QFFA| QHOH MItE 248 Z 82 http://www.katri.re.kr/kr/main/index.do
(= FARE AT

21 DANKOOK UNIVERSITY S Het 57 http://iacf.dankook.ac.kr/web/iacf/-68
Chacysta Motm A EHOH2 119 EF=oH3tm Atetpd 2t
At e 357|714 E 3&7|7| g

22 KOREA CONFORMITY LABORATORIES S5 ZHZ 5AH ootz 13 http://www.kl.re.kr/site/main/index001

(M)et=aAd ety
Al T8l A20H x| 7| EME

24 KOREA MASK LABORATORY 37| steAl ZYUZ 45 O| AL EH| = http://kml.re.kr/
BROPAIAIHY F748%
27 FITI SEEE EBYUE %S ¥E3Z 21 https://www.fiti.re.kr/MA/
(MH)FITIA[E Q7 @222
.
bsi - G
. making excellence a habit

£ ©2020 BT, A rights reseried
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FRESEK

» Implementing Regulation for Drug Safety (No. 1576, 06 Dec 2019) Clause 74 defines the labelling requirements for
Quasi-Drug.

« MFDS Notification # 2020-12, Quasi-Drug Labelling defines specific labelling requirements such as font size.
« Labelling shall include

« Z55FRR “Quasi-Drug” Marking

« FRAMIESR Product Name with Mask Performance Grade (Ex. Blue Mask (KF99))

« R~ Mask Size

. ISR B ORISR Manufacturer or Importer including Name & Address

« EYMlhERgiiE Foreign Manufacturer Name & Address (Importing Product Only)

+ FRHAA& Intended Use

7%} Material

« E2EHE Packaging Amount

+ 2 Caution & Warning Information

 fiB1EEAE Storage Condition

- B%HA Expiry Date or Manufacturing Date + Expiry Date

.
bsi - 7
. making excellence a habit’

£ 2020 BT, Al vights resened

A > T 7" I [ - !
ANEIIEFNE BRI R : bsi %
- . £ > L]
1 - Certificate of compliance {F&MHIE+®) -
5 N FER+—" A N
2 - EC Attestation of conformity (RREEIR/ERFSIEIERB) -
. N N A Quality Management System Certlfcate
3 - Declaration of Conformity {{®M/FF&14ERRE) Requision () 017,345, Aonex IX Chapeer 1and Bt < [T TR AT
MDR 0000 RO
Manufacturer: Mame
A Address: Number Sireet
Certificate of Compliance é = Countey, Pt Code
G single Registration Number: SRNICCO!
s E Technical Documentation Review Report €0 Aushorisnd Reproscatmtive: fame
‘Address: Numbes Street
Haleler Aoyt Town, County -~
Countey, Postal Coge
Coriif Ch
ik et M MORTER01
T Scope: See attached Device Schedule =5 R = AT I==0=T =
Cxamnaton waerst Imhumm 8 of the Techeical BTN K TRE, SRNT R
ociamarmuacn aceoriang 12 e reqrmarts o P
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