2254 U 234 BA AF L FAL?

A2} Hio]g]A FDA ZI3AI8 4 9l(Emergency Use Authorization)

X o= Y Z=24 vlo]2|A gHito 2 FDAOA = &1 Qg g5 His)] {1gA8-3¢(Emergency Use
Authorization)& stiL Qlonf A&3gt A& AAF € 59U & ¥ 7to]=g wijxstu syt

ol PJ3E ZsSHAIH 0] FDAOA QtUjsta e & AFA IIFGAHESQld] digt A 23, Q7 A}
g, 2fy JAE AR st 4+ dSyrh

A opE AEAE  J1YS5S0l ol e £45d YAE  UNHCE(temporarily)
over-the-counter (OTC) drug manufacturers 2 558 4 Q&= 35ti 9o FDAE: 7|dE ¢st
FDA7Io|dAE &afl &4 54 Y ZE2Hformulas)?t A X} (processes)g ¢HUst A5UT
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- FDA > Temporary Policy for Preparation of Certain Alcohol-Based Hand Sanitizer Products
During the Public Health Emergency (COVID-19) Guidance for Industry
https://www.fda.gov/media/136289/download

- FDA > Hand Sanitizers | COVID-19
https://www.fda.gov/drugs/coronavirus-covid-19-drugs/hand-sanitizers-covid-19

Jarst A dig w7 T ERlEAL AE
1~]7] viU o FAArgel oSt AA W

o]
HA}%J" gaiske 20l b FaTU,

AEol 1Y A7 HEEA olLE AE AYS 272 YAOIA AR WUSAAY B s|moz
2olstrol YUt A3l 1381AFRESHMEE F/s10l0] WA SN0l F oy Wk Be

st Al eauTt

# oA
RIS FofAFE 2 FDA GEAo|Al Z9]5HA]7] vigy .
g 7] Center for Devices and Radiological Health (CDRH)
~ st 1-800-638-2041
1-301-796-7100
o] o] ¥: DICE@fda.hhs.gov
Covid193%a 29]: COVID19DX@FDA.HHS.GOV
SAER THAZR9: COVID-19-Hand-Sanitizers@fda.hhs.gov
OIkZER AAAE EE/FEZESE F9(Drug Establishment Registration and Product Listing):
edrls@fda.hhs.gov



mailto:COVID19DX@FDA.HHS.GOV
mailto:COVID-19-Hand-Sanitizers@fda.hhs.gov
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AE 2R

D)3 Alobx| FDAS} 317% EPAL ofe] HofolA 2508 FAZ Melx|w 9lon], ME &z me}
7ol B £ )@ neol RIS WA HUch £ AAl/AE/0 B EARIRO] ohd Uyt Au|RIAE
o 49 Au|AKIEHA AL BEAoR AgHrt

An2 U9 AR/ 2 )t AR/ 2 5 A (Pesticide)= e AP ch2o ol ojst
A

A AIZAI] -2 Fo8 FFE0 FDAY s&EAI7E A8l & e A
4% EPAS] ststEA4A|Ql Toxic Substances Control Act(E54d 24 HAH)7F A8E & JdHYrct

N
=

o
1
oZ
ofo

s

A=A FA] AFRE = Ol e w7 2 FAZE Adoldyt. ojxo] &
HA HAAIEY 275 Tofslordyn. A& = 4o T2t ggstA +
Al9] 7% FDAQ| 9JofE A7t A-&Eo] HAYFEZ(0TC)2 HUj=T, F42/FY
EPA9] Federal Insecticide, Fungicide, and Rodenticide Act (FIFRA)o]| T2} A|&9] PesticideSSX
2ha3y ZAt BagUch

A, A=A &= 3
1) A7Al- 848 EPA
) AI7ZAI- QA& FDA

) A5A- FA/YAE EPA
) A=A- AA|L](d: Hand Sanitizers) FDA
5) 2=Al- 987]|7]-& FDA
)
)
)

S0l w12 FAAFS e Feste e 24y

°

M

ASA|- 713A% FDA
ASH- &2, 542 EPA

2EA- AFTHSAE/2%, AFEEAE FDA/EPA

% &
- EPA > Pesticide Registration Manual: Chapter 18 - Other Federal or State Agency
Requirements > Uses of Pesticides Regulated by the Food and Drug Administration (FDA)

https://www.epa.gov/pesticide-registration/pesticide-registration-manual-chapter-18-other-federal-or-state-agency

% Zhil

* 22 7]} o]0l tist FDAQF EPAQ] 2|4l ¥ 9f(agreements)Atgo]l sl 7|5l oz &Qlo] @
Ut

- EPA > Antimicrobial Policy and Guidance Documents
https://www.epa.gov/pesticide-registration/antimicrobial-policy-and-guidance-documents

v 927]7] 2EA]
- EPA > PRN 98-2: Liquid Chemical Sterilant Products
https://www.epa.gov/pesticide-registration/prn-98-2-liquid-chemical-sterilant-products




- PRN Notice 94-4: Interim Measures for the Registration of Antimicrobial Products/Liquid
Chemical Germicides with Medical Device Use Claims Under the Memorandum of
Understanding Between EPA and FDA

https://www.epa.gov/pesticide-registration/prn-notice-94-4-interim-measures-registration-antimicrobial-productsliquid
- ERAF of|A] ¢ FRUdiol2iA Jfutol2iA A=A EYZAE (FDA 9lg7]7] 55)
https://smartstore.naver.com/btglobal/products/4835542513

* AEA 52 UjRY: EPAS th2 718 @ AL
Pesticide Registration Manual: Chapter 18 - Other Federal or State Agency Requirements

https://www.epa.gov/pesticide-registration/pesticide-registration-manual-chapter-18-other-federal-or-state-agency

* EPA I 2UHI0]#A-19 A=A
Disinfecting for COVID-19: The Role of the US Environmental Protection Agency
https://www.arnoldporter.com/en/perspectives/publications/2020/03/disinfecting-for-covid19

x FDAQ} EPA MOU
MOU 225-93-4005
https://www.fda.gov/about-fda/domestic-mous/mou-225-93-4005

« FDA9| #4%A] 7foldA
- FDA > If Soap and Water Are Not Available, Hand Sanitizers May Be a Good Alternative

https://www.fda.gov/consumers/if-soap-and-water-are-not-available-hand-sanitizers-may-be-good-alternative

- FDA > Topical Antiseptic Products: Hand Sanitizers and Antibacterial Soaps

https://www.fda.gov/drugs/information-drug-class/topical-antiseptic-products-hand-sanitizers-and-antibacterial-soaps

* 245X FDA 74 2
- ICROCHEM LABORATORY > Introduction to Hand Sanitizers
https://microchemlab.com/information/introduction-hand-sanitizers




FDA 9JekZ 1A ;. OTC 9J2FE(OTC: Over-the-Counter Drugs)

OTC SAFOTC Drugle HYT Gol AVt 24T 2 S AAFE ellolol OTC oArgel 32
| 9 o

o
1318 AU L

- ], SR

E &
o

C1F)E WESE A4S, [Qurd o

A

Qe = OTCoorzZo g HExElo] OTC Monograph
Al(generally recognized as safe and effective,
> rug Application: NDA) BAHS HAIA] kil AlF+40l
F45t0] AlE2 5=(listing)stH FDAS] 5}7Happroval) glo] AlH 7h&

2 v

GRAS/GRAE)|= 3t
whet A zshn b

- OTC 9jorgo] Huj Z2(27}A)):
* OTC 9JoFZ nw I (OTC Drug monographs)o] £2% Auo] ZA3| Axsty, 5 Al
AHS 7dRstA] oa Hof
* FDAQ] oJok= 7} L AE|(Center for Drug Evaluation and Research: CDER)o| AlQF &
AA(NDA)S AAl5H £91(OTC Drug MonographS #4514 £6t= A&, x4 Q= = 7
29 OTC Drug® SE5A]7]7] YoliAl= NDAS E3F 20 =Q
- sfejolld AlEE T Qe OTC 4¥E5& 21 CFR 330.140 HAEo] e 7]
(TEA) stolAl OTC 7]&ofl Tt tl= Aol =% 7t&

=
»e

- OTC 9JoFZ9] AAx: s oorE Ax el % ZAUZ] 7|&(current Good Manufacturing
Practice, cGMP)o]] &7 (21 CFR 210~211& #tx)

o chelele
4, Azx) e
SUERNER ‘

- Ry adial= CDERYS wvlAEreF A4 7 E2(Division of Nonprescription Regulation
Development: DNRD)o|| QJgliA] He2|E|t, A2 F7tE= Fa dwoly 28 Y 5, Hao] T}
A A 7AA

ddaee A% #Al(Code of Federal Regulation:CFR) A|21%&(21 CFR)Q] Al 3000]
;‘T’;@-EJO'] 9\;10‘]:]: ‘|Qr§ }Ej_E"‘ —7;37]' = '1}“,4-_] %75]% Eﬁt}aﬂ, 53_]_7:;_1__13- Eilaﬁg% %75]6]'_?_ };—l% 7]%%
FDAo] A (citizen petition)& AA]

# FDA #1133
- FDA > OTC (Nonprescription) Drugs

https://www.fda.gov/Drugs/DevelopmentApprovalProcess/HowDrugsareDevelopedandApproved/ucm209647.htm




- FDA > Types of Applications (&]2F& A|C =)

https://www.fda.gov/Drugs/DevelopmentApprovalProcess/HowDrugsareDevelopedandApproved/ApprovalApplications/default.htm

- FDA > Drug Applications for Over-the-Counter (OTC) Drugs (OTC 9]2F= HA])
https://www.fda.gov/Drugs/DevelopmentApprovalProcess/HowDrugsareDevelopedandApproved/ApprovalApplications/Over-the-CounterDrugs/default. htm#Guidances

- FDA > Over-the-Counter (OTC) Drug Monograph Process(OTC Monograph?|& A& /H7E AR}

https://www.fda.gov/Drugs/DevelopmentApprovalProcess/HowDrugsareDevelopedandApproved/ucm317137.htm

- Small Business Assistance: Frequently Asked Questions on the Regulatory Process of
Over-the-Counter (OTC) Drugs
https://www.fda.gov/Drugs/DevelopmentApprovalProcess/SmallBusinessAssistance/ucm069917.htm

- FDA > Status of OTC Rulemakings

https://www.fda.gov/Drugs/DevelopmentApprovalProcess/DevelopmentResources/Over-the-CounterOTCDrugs/StatusofOTCRulemakings/default.htm

- FDA > OTC Regulation Overview
https://www.accessdata.fda.gov/scripts/cder/training/OTC/topic3/topic3/da_01_03_0100.htm

- CHPA > FAQs About the OTC Review
https://www.chpa.org/FAQsOTCReview.aspx#Monograph

# OTC Drug Monograph (Qul 9Jokr% 7]&F)
- http://www.fda.gov/Drugs/DevelopmentApprovalProcess/HowDrugsareDevelopedandApproved/ucm317137.htm (F 0])

2l o8 Jhs

oF 8097 OTC Drug 7tH 2] W 8000719 &4 A E(active ingredient)S I
A, 18] RO, Al e, 2B (BAIALY) R AR @4 SO Hsl /st 4E5Y XAIAL
Monograph= M 2% d2ol4 2ty 7go] R7tEHA A& JUolERAL 9loy, 2 ZHae] Y
9] Monograph& #45tH ot 59 AAl §lo] tl= W /& 7ts

# OTC XA E(Active Ingredients) 2= ; Listing of OTC Active Ingredients (April 7, 2010)
- gy @

https://www.fda.gov/downloads/AboutFDA/CentersOffices/CDER/UCM135688.pdf

R B LR
https://www.fda.gov/downloads/AboutFDA/CentersOffices/CDER/UCM135691.pdf

# FDA 39X

- OTC Monographs @3 +9]
TEL: ++1 (855) 543-3784, ++1 (301) 796-3400 / druginfo@fda.hhs.gov

- OJoF= w3 Z0o]: oJekx mIt HLAlE|(Center for Drug Evaluation and Research: CDER)
CDERSmallBusiness@fda.hhs.gov , druginfo@fda.hhs.gov



http://www.fda.gov/Drugs/DevelopmentApprovalProcess/HowDrugsareDevelopedandApproved/ucm317137.htm
mailto:druginfo@fda.hhs.gov
mailto:CDERSmallBusiness@fda.hhs.gov
mailto:druginfo@fda.hhs.gov

# Establishment Registration: A|RZA|E S&

R O] WA AfE AlYJstl GUA Fee flot AofEe] Ax, ey, i) Hojshke & A2 FDA
S=o] Zaghct.

= W UA O, 5 APLL 55 BAE Y FAIAFE ol Fdl HolA]E FALsHY Al L.

- Electronic Drug Registration and Listing Instructions > Establishment Registration

www.fda.gov/Drugs/GuidanceComplianceRegulatorylnformation/DrugRegistrationandListing/ucm078801.htm

# Labeler Codes ; 2p#z] 3=

Labeler codes= QA1 9]ok=0] National Drug Code(NDC)S *3d517] Yl AFg-=uct

labeler codex= A|ZS AlHst= AA|S &0Ist= FEolug ZH2 JAF A80] ZF A& A|dEHZ = labeler

codeS ¥ == w\qu

labeler code @7 &AL % JAAE2 ot U mo]X] & LS Al 2.

- Electronic Drug Registration and Listing Instructions > Labeler Codes
www.fda.gov/Drugs/GuidanceComplianceRegulatoryInformation/DrugRegistrationandlisting/ucm078801.htm

# Listing ; Al=2] NDC 5=

BE FDA 52 RZAIML vtEA] slg AEAAOIN ARA 952 2o Axshs RE AE2 ol labeler
codedto] SEdfloFerUct. o]= APl manufacturers, other bulk manufacturers, contract manufacturers,
repackers, relabelers oA = sEEuct.

O]ok=Z O ‘Section 510 of the Federal Food, Drug, and Cosmetic Act (Act) (21 U.S.C. § 360)'¢f w2}t
National Drug Code Directoryo]] £5=o0] ZQsh]c}.
- National Drug Code Directory www.accessdata.fda.gov/scripts/cder/ndc/default.cfm
- FDA > National Drug Code Directory

https://www.fda.gov/drugs/informationondrugs/ucm142438.htm

NDCof] 555t7] $sliA= DUNSZEZF Rojwtal, FDAOJA X]7gst AMAlo Y&2 AP/dste] 2etflo=s
A|&sfof gyt DUNSZE2h 0]=2 Dun & Bradstreet (D&B) Atof|A] H3st= 9AH2] 9] SJAt-GAIEHH
22, 72 SHUA, 710 BF Al 245 Hadyoh RS FEE D&B ARl # Ho]X|E A
SHAJAL UiofAf DUNSH & Hgroad iy EatsiArel @uolAteiulof AFSHAIH Huy.

- The D-U-N-S® Number: http://www.dnb.com/get-a-duns-number.html

- Uo]lAg]oly] 22 AMH|A: http://global.nicednb.com (02-2122-2515) s]¥YS5= S OTC SEAIA

AT R @, MEWE, Aol et AN ofef e HolxE ARetAle.

- Electronic Drug Registration and Listing Instructions > Listing
www.fda.gov/Drugs/GuidanceComplianceRegulatoryInformation/DrugRegistrationandListing/ucm078801.htm

- National Drug Code Database Background Information

www.fda.gov/Drugs/DevelopmentApprovalProcess/ucm070829.htm
- Over-the-Counter (OTC) Related Federal Register Notices, Ingredient References, and other Regulatory Information
www.fda.gov/AboutFDA/CentersOffices/OfficecfMedical Productsand Tobacco/CDER /ucml106368.htm



http://www.fda.gov/Drugs/GuidanceComplianceRegulatoryInformation/DrugRegistrationandListing/ucm078801.htm
http://www.fda.gov/Drugs/GuidanceComplianceRegulatoryInformation/DrugRegistrationandListing/ucm078801.htm
http://www.accessdata.fda.gov/scripts/cder/ndc/default.cfm
http://www.dnb.com/get-a-duns-number.html
http://global.nicednb.com
http://www.fda.gov/Drugs/GuidanceComplianceRegulatoryInformation/DrugRegistrationandListing/ucm078801.htm
http://www.fda.gov/Drugs/DevelopmentApprovalProcess/ucm070829.htm
http://www.fda.gov/AboutFDA/CentersOffices/OfficeofMedicalProductsandTobacco/CDER/ucm106368.htm

% Ry
oo o] ofobE 43| Al ThallAlE of2le] sielQ s BAIAE Holx| 2 Atiste] FAIA|Q.
- SHQIASAHA|AE! > US FDA 9]oFZ http://www.certinfo.or.kr/viewCert.do?certNo=400

% kg &R

- Q]S WA Al www.certinfo.or.kr

- US FDA http://www.fda.gov/

- 0l= FDA P& £ FAQ(RF=9])
http://www.fda.gov/downloads/Cosmetics/InternationalActivities/Importers/UCM472244 . pdf

- O]= FDA aPgE, 9ofE +&(gh=01)
http://www.fda.gov/downloads/Cosmetics/GuidanceRegulation/LawsRegulations/UCM488799.pdf

- Kotrasi A w2 > Ol= QA A& 7]9], AUl ojefgoA Arote}
https://news.kotra.or.kr/user/globalAllBbs/kotranews/album/2/globalBbsDataAllView.do?dataldx=158795&searchNationCd=101001



http://www.certinfo.or.kr/viewCert.do?certNo=400
http://www.certinfo.or.kr
http://www.fda.gov/
http://www.fda.gov/downloads/Cosmetics/InternationalActivities/Importers/UCM472244.pdf
http://www.fda.gov/downloads/Cosmetics/GuidanceRegulation/LawsRegulations/UCM488799.pdf

FDA 223 77

=8t 274 2p¥e] WH(Fair Packing and Labelign Act)ol] 2Jslf sPg& AAl= A&l 2ad A=t
A8 5ol YU S| BAIStOIoF FUTE DFN SFEL Wojels] Slsh % melop & sIE of
Ha) 0 (Cosmetic labeling manual)2 A 4yl HXFE3F OTC HFE9] A2 Uro OE £

IESS[SY

# OTC 9JorE =t
OTC 9JoFZo] H& \ﬂ_PE/\] A 21 CFR 201.660] “Drug Facts” 2pflg-& x3st OTC ojoFE 74
of we} 2pEd sfiof Py

o

- 21 CFR 201.66

https://www.ecfr.gov/cgi-bin/text-idx?c=ecfr&SID=58749a5c0e679e98398bf80ec3d738de&rgn=div8&view=text&node=21:4.0.1.1.2.3.1.6&idno=21

# OTC 3P3% (SP3ZoIWA SAlo] OTCItEOR BF

OTC eMg&2 OTC A& 2t #7482 &5olof st Aol Aut sPg&Ee] 2hEs = E4ofof
gtyct. OTC 9jok=/stAtE 2flg]o] 23HH 2p¥l8d(combination OTC drug/cosmetic labeling)2 sl
of gUch o2 Sof, WA ookz A Bo] “Active Ingredients” 24 Lol At 7]xjE]oforgtyct.
Fojo] SAE MBS “Inactive Ingredients”24] shSafo] e B 40 Z(listed in descending
order of predominance) 7|RjsfoFgiuct.

* A
FDA > Is It a Cosmetic, a Drug, or Both? > How are labeling requirements different?

https://www.fda.gov/cosmetics/cosmetics-laws-regulations/it-cosmetic-drug-or-both-or-it-soap#Labeling

# I3 9ot

o=l A A REAY sfjolA +UH o= F&F 952 YHEA] Federal Food, Drug, and Cosmetic
(FD&C) ActQ} the Fair Packaging and Labeling (FP&L) ActE Z&4sfoFtuct E3SH o] & HerE &
7= FDAo|A &gt 117d(regulations)E &4ofloF ).

Fair Packaging and Labeling (FP&L) Acts= ZA 2 gidlo] AH|Rto|A] U8%(contents)e] <o
(quantity)o]l tigt d=H(accurate)st JHEE Al&5t0] ABJALR stojg A8l w7t =% st gyt
AEAIgE A2 otz 71 =2had {AgollA ERISHAI 7] viEy o

- Federal Food, Drug, and Cosmetic Act
21 U.S.C. 321-392

- Fair Packaging and Labeling Act
15 U.S.C. 1451-1460



ojZe Ueh Aol HEEE AAE A9 glon Fojch 7, 2pEy ol ne Zzte] 23kl 9
SUch olo we} A FE, M, 7], A% 42 o Yk,

ojel NISTS] UPLR AllA @idlsls E5Uxete 582 947 489 4 9002 sy A%
oE 58 A AEsF Baguc

Note: All 50 states have some type of packaging and labeling regulations in effect and all

have separate requirements in their laws that require all packages to bear information

regarding identity, responsibility, and quantity, so even if a product is exempt under the

UPLR the requirements of the state law can still be applied.

* ZA] NIST > Compliance FAQs: Packaging and Labeling in the US
https://www.nist.gov/standardsgov/compliance-fags-packaging-and-labeling-us

FTCO QAR U Y4, YQAIE ablal 4, NISTY MEAR(EY, 5%, AW 22 34,
CBPO] Y4tx| ab#i=) A, CPSCO| ojeo] w5 /nxt st 24 ¢ Ax
o] apmal Aol glon] AER= Ao|gt apda o] ALEAY FE A

o] Ag&A(scope)s THZ AEFQ AgojRg ws|ordct.

> AurA Y3 FTC (Federal Trade Commission)

0]% FTCO| Aol T2 ehfao]l magc. o CPSCr} fAlshe ehuaate Weo] rlyrt
FTCx AES AlSstes AAEAL/2ADA] AEAGS 20 £ JobH CPSCe A& o o 41
o it HEH S FHeR gyt getA & AV 4AE 25 FESiorgydh

- By

FTC > Fair Packaging and Labeling Act (FPLA)

https://www.ftc.gov/enforcement/rules/rulemaking-regulatory-reform-proceedings/fair-packaging-labeling-act

- #H44
Fair Packaging and Labeling Act 16 CFR > CHAPTER [ > SUBCHAPTER E—RULES,
REGULATIONS, STATEMENT OF GENERAL POLICY OR INTERPRETATION AND EXEMPTIONS

UNDER THE FAIR PACKAGING AND LABELING ACT > Part 500~503
https://www.ecfr.gov/cgi-bin/text-idx?gp=20&SID=961503c10cb0547ee4b48732881 7facb6&h=L&mc=true&tpl=/ecfrbrowse/Title16 /16ClsubchapE.tpl

- ISPA > Manual of Labeling Laws (&% 44| ¥ FTC 2t A4 o4, Lo Q)
http://www.sleepproducts.org/products/labeling-laws/

# National Institute of Standards and Technology (NIST) ; 2&7]&d3t4

Uniform Packaging and Labeling Regulation (UPLR), NIST Handbook 130-Current Edition

: NIST Handbook 130 - 2020 > Uniform Packaging and Labeling Regulation (b2 & = Q)
https://www.nist.gov/pml/weights-and-measures/publications/nist-handbooks/handbook-130

oj2o] MBS Wojsts 4L euel)

d
ol

AFE B A| AT Zo] uniform packaging and labeling


http://www.sleepproducts.org/products/labeling-laws/

regulationo] T2} AEPES EA|soF dYT} Ol FFEZE7|=AFA NIST (www.nist.gov)o|A= &
AlAFEOl Tist ZtolEeklS A&, wixsta Qlom AEY, AARAN Ee SUGAHHA AR FH, 2}

W BA X, AE AANE 5 AN UES ORT syt

# QU mAIAFR
- AEYA EE A} BAE PA
- A= AJAF RbA @ Iz}

- AR 3ol et Al JE(EIR] e = 7]EF AlE &9 B 5)
- 3 9o, Al&9 FAIA AF¥(source)S AA & & YA dFre= HE

# Custom and Border Protection (CBP) ; A|Hd=23H 5=
. Marking of Country of Origin on U.S. Imports

https://www.cbp.gov/trade/rulings/informed-compliance-publications/marking-country-origin-us-imports

ol

AlEo] AR 7FEAITE THE AL (o £R4 AA2 o|Zalolol WSolnl Beler) xS
be e o9 itz 4 AdsUct theby AaE FARWES Ysto] YAl 0]2o] U] PAle
selstal7] vttt

# Consumer Product Safety Commission (CPSC) ; AH|A} A& otA QY3

CPSC (O]=rab]A} AlEeHdde])e] AlE QFiAl(Product Instructions) ¢yl 7tol=

: CPSCoj|A Ieget A& ARER/FYAIY 5ol B3 AlE UM (Product Instructions) QFHl 7Fo] =]
yct.

- MANUFACTURER'S GUIDE TO DEVELOPING CONSUMER PRODUCT INSTRUCTIONS
https://www.cpsc.gov/s3fs-public/pdfs/guide.pdf

CPSC(ABIAM B AN YHSAS HaAstn 9t LutaslaA|Fol thet AnEA 2 ofolw
Sof apaay/ag AIE shn YUk ARG WL okeo] AuxAEAEAY


http://www.nist.gov

AU ARSI ; o2 wAl/2hda 7R
> AH|AHA|EQAA Q¥ 38] CPSC (Consumer Product Safety Commission) www.cpsc.gov
AH|AHA|ZQHA Q] Y3] CPSC (Consumer Product Safety Commission)s Q152 48ist= Q157]30]
obujet ciergt ofel %Wﬂﬁoi‘ﬂa AURtE WSt EorA Ata@ele AAS Km 9

| G BT G A9 B IIYYch AB vt 18HE BAye
Asyo CPSC% olgigt Mg <= Ao FAIH AE= AIsH

'—_-_1 O

- A A S TS R AR YA

AR ISA=E CPSCole EASHA] gdon, A=Al UAL BoiARZE L8R} AlF2) Hojfol] wreA]
Al AAEE adS FAsto ANz whESfiof shn, CPSCe A dAl R 24 A Al=g &
il ol9 oS FArgUH

> AFol ALE 2 U T A AZEA HEF /2 A

0] =9 AHAAIE HA8](CPSC) AAto] EoA HAlSH dvlof] w2 A58 F=iA|(Architectural glazing
materials), HAF 7L BERA|(Liquid Furniture polish), &8A|(Polishing products), 8tY4$](Varnish),
slaby JFH 2% (Volatile flammable materials), |2 FEA|(Roof coatings), €A, MA| S sIErE2AS
B 3HSE ohofst AB|AA|Eof dfs] d¥r8s =AY (Federal Hazardous Substances Act: FHSA) = of
o] 35 FEARHChild Resistant and Senior-Friendly Packages)?] 8718 UIEAIZ| =& A5t <5
Ut 74k AIEE gEo] oot sl ey AAvE A8 & glonz Fushi] v,

- CPSC - Regulations, Mandatory Standards and Bans (FA], 72, 2X] A& oy mo]X])
http://www.cpsc.gov/en/Regulations-Laws--Standards/Regulations-Mandatory-Standards-Bans/

# CPSIA (A8]X} A= oAl 7jA ¥H: Consumer Product Safety Improvement Act)

QAR AR B, 20RO Ol Y S5 5 AHEC s ohald U Sale Abdel
FEWIES A2S AUOIE UL AL U3 § YL 27 34, I8 AR A 39 %
wol opyat the 2rte] A3RH A|FASI|BE AAste] oleAoe sjd AHe Hastn
U5 & =T st AU #A Y& o= HVW]“"J’SHHﬂ(CPSC) 1| o] A|
2kl

- CONSUMER PRODUCT SAFETY MPROVEMENT ACT OF 2008
https://www.cpsc.gov/s3fs-public/cpsia.pdf
- CPSC > The Consumer Product Safety Improvement Act (CPSIA)

https://www.cpsc.gov/Regulations-Laws--Standards/Statutes/The-Consumer-Product-Safety-Improvement-Act

# FHSA(YY S5]=%A¥H: Federal Hazardous Substances Act): 16 C.F.R. Part 1500

A= et Aol whet 9GS A (FHSA)Y @S FEdoF she E2EE gloy Zo| upghyrt
FHSAO mt2d 7M(A=E, Atal, 5% 5= Z)ojA AMgstAY B 4 9= [l AEdd=
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sl Roll AlEols 5740l AU, FA/ol AAY 7HAd E+= dstdol e =24, A& =(irritant) E
O

P S
= 7FAEst 7FagA|(sensitizer) So0] &5tH, 7 2]9] Esl(decomposition)

mlm
ofm
ol
=
e
L
o
)
_|£‘i
ol
(0]
%
2


http://www.cpsc.gov
http://www.cpsc.gov/en/Regulations-Laws--Standards/Regulations-Mandatory-Standards-Bans/

sl gyt sig #dolls = oA 4| } =0 /\}3% S oy eede Ut qleng Au
1

- 16 CFR > Chapter II > Subchapter C - FEDERAL HAZARDOUS SUBSTANCES ACT
REGULATIONS > PART 1500
https://www.ecfr.gov/cgi-bin/text-idx?tpl=/ecfrbrowse/Title16/16cfr1500_main_02.tpl

- CPSC > Federal Hazardous Substances Act (FHSA) Requirements

https://www.cpsc.gov/Business--Manufacturing/Business-Education/Business-Guidance/FHSA-Requirements

Vv FHSA 91422 A9

FHSA (0] 9 fsia2w)d = HA4d2 o3t go] Fojguyot

(f) The term ‘‘hazardous substance’’ means:

1. (A) Any substance or mixture of substances which (i) is toxic, (ii) is corrosive, (iii) is an
irritant, (iv) is a strong sensitizer, (v) is flammable or combustible, or (vi) generates pressure
through decomposition, heat, or other means, if such substance or mixture of substances
may cause substantial personal injury or substantial illness during or as a proximate result of
any customary or reasonably foreseeable handling or use, including reasonably foreseeable
ingestion by children.

(B) Any substances which the Commission by regulation finds, pursuant to the provisions of
section 3(a), meet the requirements of subparagraph 1(A) of this paragraph.

(C) Any radioactive substance, if, with respect to such substance as used in a particular class
of article or as packaged, the Commission determines by regulation that the substance is
sufficiently hazardous to require labeling in accordance with this Act in order to protect the
public health.

(D) Any toy or other article intended for use by children which the Commission by regulation
determines, in accordance with section 3(e) of this Act, presents an electrical, mechanical, or
thermal hazard.

(E) Any solder which has a lead content in excess of 0.2 percent.
ThetA ZoJstAl AlEol 19 7lEo B4 4%, FHSA A ¥4 24(EHEH)S S5A7IAYH 4.
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- “Keep out of the reach of children”gt= &3
- 27| Q= GolAIEY doll= I ®E(hang tag)oll YA HA|

7 Qlof oj= A" #A|¢l 16 CFR 1500.121 Labeling requirements: prominence, placement, and
conspicuousness oAl HolA @5k JEIT ol 2o A BA|E QI =Aof Tig Zto]=efel
= Alsgyo.

- 16 CFR > Chapter II > Subchapter C - FEDERAL HAZARDOUS SUBSTANCES ACT
REGULATIONS > PART 1500 > §1500.121 Labeling requirements: prominence, placement, and

conspicuousness
https://www.ecfr.gov/cgi-bin/text-idx?SID=92653f9d83086e392c1dc672a7c313aa&mce=true&node=se16.2.1500_1121&rgn=div8

# PPPA(Z=/] WAl ZAH: Poison Prevention Packaging Act): 16 CFR 1700
Y8 steleio] ol e ojRst WeoR of WEol wAst: AL 54 olstol ofzlolzt

THAQA ARE ol E7] F235] AR EF HARl/FdE oo P I WE2 U= 2B ARIE AR
2 3](CPSC) Ho]x|(Fol)ollA =elsh FAAlL.

- 16 CFR > Chapter II > SUBCHAPTER E—POISON PREVENTION PACKAGING ACT OF 1970
REGULATIONS > PART 1700
https://www.ecfr.gov/cgi-bin/text-idx?tpl=/ecfrbrowse/Title16/16¢cfr1700_main_02.tpl

- CPSC > Poison Prevention Packaging Act

https://www.cpsc.gov/Regulations-Laws--Standards/Statutes/Poison-Prevention-Packaging-Act

PPPAY| T2 ofgfjo] Z52 ojddo] B35 xA(child-resistant package)& dlioF

=
o

Yct,

- A% SERE R SR (15 ofd 98 Ha)
a) the following products that contain 10 percent or more by weight of petroleum distillates:
furniture polish and kindling and illuminating products, such as lighter fluid and lamp oil;
b) paint solvents that contain 10 percent or more by weight of benzene, toluene, xylene, or
petroleum distillates;
¢) products containing 10 percent or more by weight of low viscosity hydrocarbons, such as
some baby oils, bath oils, and cleaning solvents:
d) dry products such as granules, flakes, or powders that contain 10 percent or more by
weight of sodium or potassium hydroxide, and all other products containing 2 percent or
more of these chemicals;
e) liquid products containing 4 percent or more by weight of methyl alcohol;
f) liquid products containing 10 percent or more by weight of turpentine;
g) products containing 10 percent or more by weight of sulfuric acid;
h) liquid products containing 10 percent or more by weight of ethylene glycol:
i) liquid home permanent wave neutralizers that contain more that 600 mg of sodium
bromate or more than 50 mg of potassium bromate:

j) liquid glue removers containing more than 500 mg of acetonitrile:



k) liquid products containing more than 5 percent methacrylic acid on a weight-to-volume
basis;

1) products containing more than 50 mg of elemental fluoride in a concentration that is
more than 0.5 percent on a weight-to-volume basis for liquids and a weight-to-weight basis
for solid products. Please note that drugs and dietary supplements that meet these
specifications also require child-resistant packaging:

- 1+ F7A(mouthwash)2 3g = 1 o9 o&r&3 =St A&

- ooFE U Ao|HFAE (7152 of ¥T A7)
a) the following products for human use that are intended to be taken orally: aspirin;
prescription and controlled drugs; products containing more than 1 gram of acetaminophen,
products containing 1 gram or more of ibuprofen: products containing more than the
equivalent of 66 mg of diphenhydramine base; and products containing more than 0.045 mg
of loperamide:
b) liquid products containing more than 5 percent methyl salicylate;
¢) products containing 250 mg or more of elemental iron in a concentration of 0.025
percent or more on a weight-to-volume basis for liquids and 0.05 percent on a
weight-to-weight basis for nonliquids:
d) products containing more than 5 mg of lidocaine or 0.5 mg of dibucaine
e) products for human use containing 250 mg or more of naproxen, or more than 50 mg of
ketoprofen;
f) products containing fluoride and mouthwash containing ethanol.
g) products for human use containing more than 14 mg minoxidil:
h) any drug that is available over the counter (OTC), in a dosage form intended to be taken
orally, and that contains an active ingredient that was previously available only by
prescription.

i) products containing the equivalent of 0.08 milligrams or more of an imidazoline.

# CRP (o]¥lo] 5 ¥ wHX} XI8} ;A Child Resistant and Senior-Friendly Packages)
- CPSC > Child-Resistant and Senior Friendly Packages
https://www.cpsc.gov/s3fs-public/pppa07.pdf
- CPSC > Guide to Child Resistant and Senior-Friendly Packages

https://www.cpsc.gov/Regulations-Laws--Standards/Statutes/Poison-Prevention-Packaging-Act/Child-Resistant-and-Senior-Friendly-Packages-packaging-guide

# ooj2= HEo] Ao
- CPSC > FDA And CPSC Announce Fluorocarbon Labeling Plan
https://www.cpsc.gov/es/node/21125
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# GCC Q5 A : CPSC Uyl dl& AF A5

ofdol& AlFol ofd AUHAIES] (U]=)HEA R £UUAE FEAEY 45 AEo ALE= A8}
OPH Ao what A-SH AlY & A7) A A A(General Certificate of Conformity, GCC)& A5}
of A& g USsHorg Y

- CPSC > General Certificate of Conformity : GCC 7 &
https://www.cpsc.gov/Business--Manufacturing/Testing-Certification/General-Certificate-of -Conformity/

- CPSC > Sample General Certificate of Conformity (GCC) : GCC At ofA]
https://www.cpsc.gov/Business--Manufacturing/Testing-Certification/General-Certificate-of-Conformity-GCC
- CPSC > Rules Requiring a General Certificate of Conformity (GCC)

: GCCE AAMsllofst= UEHA|E 2] AE(The list of non-children's (general use) products requiring

a certificate) (Special Packaging 2+9l)

https://www.cpsc.gov/Business--Manufacturing/Testing-Certification/Lab-Accreditation/Rules-Requiring-a-General-Certificate-of-Conformity

# Ee]7)28 (Tracking Label) 74 (124 ol3} ool g AEY Zoqh
- CPSC > Tracking Label Requirement for Children's Products
https://www.cpsc.gov/Business--Manufacturing/Business-Education/tracking-label
- CPSC > Tracking Labels

https://www.cpsc.gov/Regulations-Laws--Standards/Rulemaking/Final-and-Proposed-Rules/Tracking-Labels

# A
Small Business Ombudsman

E-mail Contact Form

https://www.cpsc.gov/About-CPSC/Contact-Information/Contact-Specific-Offices-and-Public-Information/Small-Business-Ombudsman

Toll-free: (888) 531-9070

% Arasta
- http://user.kotiti.re.kr/technic/Voll INo211.pdf KOTITIA|E AL -CPSC
- EPA > Chemicals under the Toxic Substances Control Act (TSCA)

https://www.epa.gov/chemicals-under-tsca

- EPA > Summary of the Toxic Substances Control Act
https://www.epa.gov/laws-regulations/summary-toxic-substances-control-act

- GPO > 15 U.S.C. 53 - TOXIC SUBSTANCES CONTROL
https://www.ecfr.gov/cgi-bin/text-idx?SID=856e725a04029fe6092199f6369fdba2&mc=true&tpl=/ecfrbrowse/Title40/40CIsubchapR.tpl
- The Regulation of Hazardous Substances in the U.S.

http://www.productsafetyletter.com/Free/175.aspx

% e 57
- CPSC - Regulations, Mandatory Standards and Bans
https://www.cpsc.gov/Regulations-Laws--Standards/Regulations-Mandatory-Standards-Bans/



http://user.kotiti.re.kr/technic/Vol11No211.pdf
http://www.productsafetyletter.com/Free/175.aspx

- The Consumer Product Safety Improvement Act (CPSIA)

https://www.cpsc.gov/th/regulations-laws--standards/statutes/the-consumer-product-safety-improvement-act

- Federal Hazardous Substances Act (FHSA) Requirements
https://www.cpsc.gov/Business--Manufacturing/Business-Education/Business-Guidance/FHSA-Requirements/
- 0]= 4% EPA www.epa.gov

- Ol= AU|AIA|ZQAA Y3 CPSC www.cpsc.gov
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o]) -The “General Consumer Product Regulation” from California Environmental Protection
Agency (EPA)
~Washington State Law RCW 70.95L.020
-Administration and Enforcement Regulations in Title 15 Code of Federal Regulations,
Section 1500, NYS Environmental Conservation Part 669 (2}#=)

* A1l SGS > US Detergents Regulations

https://www.sgs.com/en/consumer-goods-retail/cosmetics-personal-care-and-household/detergents-and-household-care/regulations/us-detergents-regulations
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of]) 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 > 7ZA@]ZUjo} Y3 659] Q JARHS &4 4 T E XY

https://www.tuv-sud.kr/kr-kr/activity/testing-product-certification/california-proposition-65
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- KOTRA Bu]R|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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http://b2g.exportcenter.go.kr/service/customer/gna/qna_list.jsp
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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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= H AANAR S Y (Khidi) (https://www.khidi.or.kr/kps)

: Khidi > £%) 9 4 > Aokulo] o.Areie

https://www.khidi.or.kr/kps/org?menuld=MENU00142

- Khidi > AeFAARNE xS (https://www.khidi.or.kr/epharmakorea)
P AlefERE AEAY TtolE
https://www.khidi.or.kr/board?menuld=MENU01809&siteld=
A7t A48 Aela

https://www.khidi.or.kr/epharmakorea/gpkol
- oh=29o]ok=E A=A 3] (www.kpta.or.kr)
: TEL 02-2162-8000
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- F271942EAYNE > AFEASASAY > AYY7|BAN

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

% 1381 AZ7F AU A

http://www.1381call.kr/home/cnslt/cnslt04/cnslt04_01.jsp
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http://www.kpta.or.kr
http://www.exportcenter.go.kr/eservice_new/foreign_ktr/distuse/prdSrchList.jsp
http://www.1381call.kr/home/cnslt/cnslt04/cnslt04_01.jsp
http://www.1381call.kr/
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