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- FDA > Enforcement Policy for Face Masks and Respirators During the Coronavirus Disease
(COVID-19) Public Health Emergency (Revised)

https://www.fda.gov/regulatory-information/search-fda-guidance-documents/enforcement-policy-face-masks-and-respirators-during-coronavirus-disease-covid-19-public-health

https://www.fda.gov/media/136449/download
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G718 Center for Devices and Radiological Health (CDRH)
A 3} 1-800-638-2041
1-301-796-7100
o] B ¥: DICE@fda.hhs.gov
Covid193#t-29]: COVID19DX@FDA.HHS.GOV
opA 3 4 F9]: 1-888-INFO-FDA or CDRH-COVID19-SurgicalMasks@fda.hhs.gov
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- FDA > Medical Devices > Masks and N95 Respirators

https://www.fda.gov/medical-devices/personal-protective-equipment-infection-control/n95-respirators-and-surgical-masks-face-masks#s2
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* ZA: 3M™ Particulate Respirators 8612F and 8670F for Use by the General Public in Public Health
Medical Emergencies
http://multimedia.3m.com/mws/media/5079390/particulate-respirators-8612f-and-8670f-frequently-asked.pdf



http://multimedia.3m.com/mws/media/507939O/particulate-respirators-8612f-and-8670f-frequently-asked.pdf

> AL ; EHAAMNE AATLY (NIOSH: National Institute for Occupational Safety and Health)
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» olg 8 ; AlZEOoJoFx] (FDA: Food and Drug Administration)
E3t FDAON = =& UIAFE Q&7|7|2 &5t fAIstL 54
- FDA Medical Device > Guidance for Industry and FDA Staff: Surgical Masks

https://www.fda.gov/regulatory-information/search-fda-guidance-documents/surgical-masks-premarket-notification-510k-submissions
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o] AL Aol mAI(A|EIE: NZ))x 9lg87]7] 253922 FDA special control tjAto] =ujc}t. %}
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- CFR 21 > Part 880 > Sec. 880.6260 Filtering facepiece respirator for use by the general

—

public in public health medical emergencies.
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfefr/cfrsearch.cfm?fr=880.6260
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* & *]:3M Particulate Respirators for use by the General Public Health Medical Emergencies
http://multimedia.3m.com/mws/media/5079390/particulate-respirators-8612f-and-8670f-frequently-asked.pdf
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http://multimedia.3m.com/mws/media/507939O/particulate-respirators-8612f-and-8670f-frequently-asked.pdf
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* CDC > NIOSH > Standard Respirator Testing Procedures
http://www.cdc.gov/niosh/npptl/stps/respirator_testing.html
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* CDC > NPPTL > For Respirator Manufacturers
http://www.cdc.gov/niosh/npptl/respmanuf.html
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* CDC > NPPTL > Respirator Certification Fees Schedules

http://www.cdc.gov/niosh/npptl/respcertfeescheduletables.html

- 0= Agd2]25 (CDC)Q] NIOSH =H|o]A] http://www.cdc.gov/niosh/npptl/default.html

- NIOSH 7to]&2}Ql http://www.cdc.gov/niosh/npptl/resources/certpgmspt/pdfs/SAPJul2005.pdf

7] #24 http://www.cdc.gov/niosh/npptl/resources/certpgmspt/standardapp.html

7] A RALGAS st AH(AZ XY Certification Support, A]878X} Test Procedures,

71%& Standards, AF&XIE2JASE User Notices) http://www.cdc.gov/niosh/npptl/respmanuf.html

- BAJAMSE http://www.cdc.gov/niosh/npptl/usernotices/default.html
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- CFR 21 > Part 880 > Sec. 880.6260 Filtering facepiece respirator for use by the general
public in public health medical emergencies.
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/cfrsearch.cfm?fr=880.6260
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non-powered air-purifying particulate respirator 4 Q%)

# FDA 253 9]27]7] special control QI 7tolE (5&7])

510(k)A1& tijAtold traditional 510(k)4t abbreviated 510(k) T+ special 510(k)S

9l&Utt Abbreviated 510(k)= 21 CFR 807.870] WA|Y THQ4, 2 (AE gug /\}%Hg ory =
&, ARgH AlE d9)2 X5t Summary Report(AH-&H AU, AlFAtRS] Q0oF, g E
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- FDA > Filtering Facepiece Respirator for Use by the General Public in Public Health Medical
Emergencies - Class II Special Controls Guidance for Industry and FDA Staff > 4. Scope

http://www.fda.gov/medicaldevices/deviceregulationandguidance/guidancedocuments/ucm071398.htm#4
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- FDA > N95 Respirators and Surgical Masks (Face Masks)

https://www.fda.gov/medical-devices/personal-protective-equipment-infection-control/n95-respirators-and-surgical-masks-face-masks
- FDA > Surgical Masks - Premarket Notification [510(k)] Submissions
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/surgical-masks-premarket-notification-510k-submissions

- FDA > Guidance for Industry and FDA Staff > Surgical Masks - Premarket Notification
[510(k)] Submissions

https://www fda.gov/files/medical%20devices/published/Guidance-for-Industry-and-FDA-Staff—Surgical-Masks---Premarket-Notification-[510(k)]-Submissions--Guidance-for-Industry-and -FDA-(PDF-Version). pdf



http://www.fda.gov/medicaldevices/deviceregulationandguidance/guidancedocuments/ucm071398.htm#4
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(m] FDA

o]0l A|HEE ZE 987]|7]= Federal Food, Drug, and Cosmetic Act (FD&C Act)et
regulations in Title 21- Code of Federal Regulations (21 CFR) Parts 1-58, 800-1290] 9&J5 A%
o o, §tEA] FDAS] 9Jg7|7] & &45tofof &yt
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» olgr]7] SF8= 89l (Classification)

o]g7]7]+= Class IRE VA #R/EH, 9&87]7]9 55 H AlFEERo] o2p ZBXPE dolstoz HA

A&9] &5 3 E(Product Code), %H]Hdi(Regulatlon Number), 53(Device Class)&elo] = Q3ct,
* 2282 J1Q (Classify Your Medical Device)

https://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/Overview/ClassifyYourDevice/default.htm

- FDA > Medical Device Overview > Medical Device Classification

https://www.fda.gov/forindustry/importprogram/importbasics/regulatedproducts/ucmb10630.htm#deviceclass

e

FDAO] S=E&0Ql= 7IE AE&F TlolEHo]AoA FAAIES] AlEER/E LT 4 JAsUT
x 9lg7]7] 2285 ZAM (Product Classification Database)

https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm
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- FDA > Regulatory Controls
https://www.fda.gov/medical-devices/overview-device-regulation/regulatory-controls
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- FDA > General Controls for Medical devices

https://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/Overview/GeneralandSpecialControls/ucm055910.htm

2. EH A (Special Control) : Class 20] s]@st= 9&87]7]

FDAAAPO] AL8AL BUE 9 AFRAHA Al S0 SHaAPt 271 e 7EUc
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- FDA > Special Controls
https://www.fda.gov/medical-devices/overview-device-regulation/regulatory-controls#special

3. PMA(A]Z A 3]7}): Class 39| dEst= o&27]7]
YAl Qo] ddAtE, s R, AFAIEA R R S7AE] Hish GMP(Good Manufacturing
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359 71710 tisil PMAZ} BQgt A2 opgyth.
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- FDA > PMA (Premarket Approval)
https://www.fda.gov/medical-devices/premarket-submissions/premarket-approval-pma

4. 1 9]

* De Novo (Evaluation of Automatic Class III Designation)

M2E oar]719 4% Atser 9gr]7] 359es #REEH, drrl7]9 Addoel AU Bs &
Y 4 ol F8stod Al 1, 25522 MR e drV)7] sevw BAYG.

- Evaluation of Automatic Class III Designation (De Novo) Summaries

https://www.fda.gov/about-fda/cdrh-transparency/evaluation-automatic-class-iii-designation-de-novo-summaries

- FDA > De Novo Classification Request

https://www.fda.gov/medical-devices/premarket-submissions/de-novo-classification-request

* HUD (Designating Humanitarian Use Device)
7y WSS A AFY AP olF 3YsIt ARE AFslo] FDAIA HUDZ A
- Designating Humanitarian Use Device (HUD)

https://www.fda.gov/industry/developing-products-rare-diseases-conditions/designating-humanitarian-use-device-hud

* HDE (Humanitarian Device Exemption)

Al&ol HUDZ A|Zd=H HDE #Huj A& shA gyt

- Humanitarian Device Exemption(HDE)
https://www.fda.gov/medical-devices/premarket-submissions/humanitarian-device-exemption#definitions

% Zhil

FDA's Center for Devices and Radiological Health (CDRH) Learn multimedia industry education
71E vg et pptuapd 59 WHUIHOE &3t 7Y dsAteEss HASHE 4 sy

- FDA > CDRH Learn https://www.fda.gov/training/cdrhlearn/

o)
De novo DSA and ABMR
https://www.fda.gov/downloads/drugs/newsevents/ucm486288.pdf

De Novo Program

https://www.fda.gov/downloads/training/cdrhlearn/ucm421766.pdf




De Novo Program - Transcript
https://www.fda.gov/training/cdrhlearn/ucm426000.htm

Humanitarian Use Device (HUD)/Humanitarian Device Exemption (HDE)
https://www.fda.gov/downloads/Training/CDRHLearn/UCMb519593.pdf

» AT A Al1(Premarket Notification) 510(k)

Class [of sliEst= B9 A& Al A Al (Premarket Notification, 510k)7}F WA=, vFd A
o] Al A Al tiEEQd A Al A 909 ofujofl 510(k)FAS AHAdsto] AlEstoior gyt

- FDA > Premarket Notification 510(k)

https://www.fda.gov/medicaldevices/deviceregulationandguidance/howtomarketyourdevice/premarketsubmissions/premarketnotification510k/default.htm

- FDA > 510(k) Submission Process

https://www.fda.gov/medicaldevices/deviceregulationandguidance/howtomarketyourdevice/premarketsubmissions/premarketnotification510k/ucm070201.htm

- FDA > Medical Devices > 510(k) forms

https://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/HowtoMarketYourDevice/PremarketSubmissions/PremarketNotification510k /ucm070202.htm

510(k) A AAE[E2 offf FAoA &l 7tastH, 7P &9 wAM|d E(tax year)’|&, F UIEH
(gross receipts or sales) $100million(19d =Z2]) 0]5}Q1 AFEAIEANSmall Business)& Al & ZtH

e 4 sy,
- FDA > FY 2020 MDUFA User Fees
: The Fees for Fiscal Year 2020 (October 1, 2019 through September 30, 2020)

https://www.fda.gov/industry/fda-user-fee-programs/medical-device-user-fee-amendments-mdufa

- Registrar Corp > FDA announces new medical device, generic drug, and human drug
compounding user fees for FY 2020

https://www.registrarcorp.com/fda-announces-new-medical-device-generic-drug-and-human-drug-compounding-user-fees-for-fy-2020

- RAPS > FDA FY2020 User Fee Table
https://www.raps.org/news-and-articles/news-articles/2019/8/fda-fy2020-user-fee-table

AR A= YEEA] CD, DVD 59| MALZAS matstojof Ty,
- FDA > Medical Devices > eCopy Program for Medical Device Submissions

https://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/HowtoMarketYourDevice/ucm370879.htm

> AEAE U AESS
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stojof Ut S22 22191 A|AEIQl FURLS/DRLM (https://www.access.fda.gov/o0aa)0. 2 71551,
N FAEE oo FATO|R|E LAl L.

- FDA > Medical Devices > How to Register and List

https://www.fda.gov/medicaldevices/deviceregulationandguidance/howtomarketyourdevice/registrationandlisting/ucm053185.htm

- FDA > Medical Devices > When to Register and List

https://www.fda.gov/medicaldevices/deviceregulationandguidance/howtomarketyourdevice/registrationandlisting/ucm053181.htm




- FDA > Medical Devices > Who must register, list and pay the fee (52 ZA| &9l 7I%)

https://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/HowtoMarketYourDevice/RegistrationandListing/ucm053165.htm

- FDA > Medical Devices > Device Registration and Listing

https://www.fda.gov/medical-devices/how-study-and-market-your-device/device-registration-and-listing

# S5 U &
AIF 5E8]RL fiscal year 2020¥ 7]&(October 1, 2019 through September 30, 2020)
$5,236 4Urt}. (Device Registration and Listing #o]X]9] & #ri1)

- FDA > Medical Devices > Device Registration and Listing

https://www.fda.gov/medical-devices/how-study-and-market-your-device/device-registration-and-listing

& A2 A871E, o8, &$32=2 & 4 oy, AU tist Y82 ot HolX]& Al L.
- FDA > Medical Device Registration and Listing > Payment Process
https://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/HowtoMarketYourDevice/RegistrationandListing/ucm053186.htm

» FDA User Fee 7]8Q

- 20209 = FDA £9Xx} HohZ(User Fee) oMY

FDA > Medical Devices > Medical Device User Fee Amendments (MDUFA)

FDA > FY 2020 MDUFA User Fees

: The Fees for Fiscal Year 2020 (October 1, 2019 through September 30, 2020)
https://www.fda.gov/industry/fda-user-fee-programs/medical-device-user-fee-amendments-mdufa

- FDA > Medical Devices > Medical Device User Fees

https://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/HowtoMarketYourDevice/PremarketSubmissions/ucmb540444.htm

» FDA 9]g7]|7] £Xt g (User Fee) AW A=

U]= FDA= The Medical Device User Fee Amendment(MDUFA)o] wel ol&7]7] 5|7} A7 Al <
At BdZF(User Fee)S @13yt

4719 (Small Business)ol] tiaiAs 20029 MDUFMAES 2712 2003WXE User FeeZ ZWHsIAL ®

Al sxs AL ABFAUL

- 479 AA AR
FDA > Reduced Medical Device User Fees: Small Business Determination (SBD) Program

https://www.fda.gov/medicaldevices/deviceregulationandguidance/howtomarketyourdevice/premarketsubmissions/ucm577696.htm

- FDA ©]27]7] $0lxbRe2(User Fee) ZH 47| AAHA/AS QhyA
FDA> The Medical Device User Fee Small Business Qualification and Certification: Guidance
for Industry, Food and Drug Administration Staff and Foreign Governments (PDF - 208KB)

https://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/UCM456779.pdf




> clojefuo] &
ANl AE BB02 AZAME/ME S5 AW A AL L AR A te ¢ AHe] Rt ol
of dojefulo] AoA 242t £8)7} FhsEUIE

- Establishment Registration & Device Listing: www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRL/rl.cfm

- 510(k) Premarket Notification: www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPMN/pmn.cfm

- Premarket Approval (PMA): https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPMA/pma.cfm

> AT & A (B, A DAL
- 92 B3 AR} Summary of Mandatory Reporting Requirements for Manufacturers and Importers

https://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/PostmarketRequirements/ReportingAdverseEvents/default.htm#2

- A&} ZFA]: 522 Postmarket Surveillance Studies

https://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/PostmarketRequirements/PostmarketSurveillance/default.htm

- FA7YSEAYAE > S| FAASESAIUAY > 2017 0] AlEQ|OFR(FDA) User Fee ZAAE QM
http://www.exportcenter.go.kr/eservice_new/foreign_ktr/notice/notice_read.jsp?board_type=FOREIGN_KTR&num=7805

A =& Y82 ofefie] FDA 7toleelRloA de 7Fedy o
- FDA > Medical Devices > How to Study and Market Your Device
https://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/HowtoMarketYourDevice/default.htm

¥ AR (9777 55 W IE FLAR)
- SIS HA|AE > US_FDA(]=7]7]) http://www.certinfo.or.kr/viewCert.do?certNo=399

- KOTRA Sj2iAI R~ > [H27} 712] 9 27]7] FDA A% §S, doph S0 doph A
http://news.kotra.or.kr/user/globalBbs/kotranews/8/globalBbsDataView.do?setldx=246&dataldx=138444

- KOTRA SJIA %24 > FDA Aol 2ot o27]7] 5544 2 58 £9AHg

http://news.kotra.or.kr/user/globalBbs/kotranews/5/globalBbsDataView.do?setldx=244&dataldx=152895
- KOTRA sfejAld w24 > [R27F 7131 0] FDA oj&7]7] SI2A
http://news.kotra.or.kr/user/globalBbs/kotranews/8/globalBbsDataView.do?setldx=246&dataldx=14001
- ZAV|APEREAE > S5 EANE > FDA

http://www.exportcenter.go.kr/standard/info/guide_standard/info_pdf2/FDA.pdf



http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRL/rl.cfm
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPMN/pmn.cfm
http://www.exportcenter.go.kr/eservice_new/foreign_ktr/notice/notice_read.jsp?board_type=FOREIGN_KTR&num=7805
http://www.certinfo.or.kr/viewCert.do?certNo=399
http://news.kotra.or.kr/user/globalBbs/kotranews/8/globalBbsDataView.do?setIdx=246&dataIdx=138444
http://news.kotra.or.kr/user/globalBbs/kotranews/5/globalBbsDataView.do?setIdx=244&dataIdx=152895
http://news.kotra.or.kr/user/globalBbs/kotranews/8/globalBbsDataView.do?setIdx=246&dataIdx=14001
http://www.exportcenter.go.kr/standard/info/guide_standard/info_pdf2/FDA.pdf
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o]) OEHHA > Proposition 65
https://oehha.ca.gov/proposition-65
OEHHA > The Proposition 65 List
https://oehha.ca.gov/proposition-65/proposition-65-list
TUV SUD > California Proposition 65 > 7A@]ZUo} Y3 659] Q JAIGHS &4 4 T E XY
https://www.tuv-sud.kr/kr-kr/activity /testing-product-certification/california-proposition-65
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KOTRA EBo|x|dE Y http://www.kotra.or.kr/KBC/northamerica/KTMIUIO10M.html
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- KOTRA trade doctor http://tradedoctor.kotra.or.kr/bp/main/BPMAIN040M.html
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https://www.gg.go.kr/international-businessareas
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http://b2g.exportcenter.go.kr/service/customer/gna/qna_list.jsp

* FDA @ojay7|s
FDA: ¥l A1@7|128 Hee AL 9A edych FDARA 7150 met A"e 4 9 7|4
Y NAHHNE Wol FYMFR FuBAY 2AYAIT 27T A Y HRAE BT & AUk
A P18, 2271709 BAY 2o FDA £ U871 8 AHRYAA S| v
Yok B ORI BEe Qe ZRA Pajo I 4 sk ofele] PaoIH Fa71Y4EA
U A17] whguct.

http://www. exportcenter.go.kr/eserv1ce_new/forelgn_ktr/dlstuse/prdSrchList.jsp
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- FTAZAIE ©1380
http://okfta.kita.net/contents.do?method=contents&contents_seq=381&mainNum=0101
- FTASSA LA E

http://okfta.kita.net/main.do?method=index

1381 ZEESAE L SAURRAY AN AS otx] goul, 15 F9o] wet A g WAR
Aool= 1 woe] ghagel ois) MARA gaUch B4 WL gAY AU A7) o AL
U5 kol 92 Aok BRI LRSS LA WAT Ao BAT gL WA b

] Atee eetel Auol 2riste] Aelst Ygow FAtlA £ Aes
el sto] A7) wlete] 207128, 714 5ol A ARAuE AAs

HJ\HJ o>'

g U A07I7He ANAEC HEHE AR, ABIH, AN BANFAE L S 420
AFS AWt AF7IW/AB71He) Agiet Fojsholopach,
AR A AT WA AT AF71o] AFstel AR WotwAY] vREULh

* B gue n7o] AN RS ugoz Apgsiglon), WARAS 2t AN, W)l obd
Utk whebd 25 AL, oAyl S9) $AREE A8 4 YSUTh EF o] Aak LU 2g/uE
27k


http://b2g.exportcenter.go.kr/service/customer/qna/qna_list.jsp
http://www.exportcenter.go.kr/eservice_new/foreign_ktr/distuse/prdSrchList.jsp
http://okfta.kita.net/contents.do?method=contents&contents_seq=381&mainNum=0101
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