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<> Rulemaking History for OTC Sunscreen Drug Products

https://www.fda.gov/Drugs/DevelopmentApprovalProcess/DevelopmentResources/Over—the
—CounterOTCDrugs/Statusof OTCRulemakings/ucm072134.htm

< Rulemaking History for OTC Dandruff, Seborrheic, Dermatitis and

Psoriasis Drug Products
https://www.fda.gov/Drugs/DevelopmentApprovalProcess/DevelopmentResources/Over—the
—CounterOTCDrugs/StatusofOTCRulemakings/ucm070909.htm

< Rulemaking History for OTC Antiperspirant Drug Products

https://www.fda.gov/Drugs/DevelopmentApprovalProcess/DevelopmentResources/Over—the
—CounterOTCDrugs/Statusof OTCRulemakings/ucm070826.htm

< Rulemaking History for OTC Acne Drug Products

https://www.fda.gov/Drugs/DevelopmentApprovalProcess/DevelopmentResources/Over—the
—CounterOTCDrugs/StatusofOTCRulemakings/ucm069967.htm

< Rulemaking History for OTC Skin Protectant Drug Products

https://www.fda.gov/Drugs/DevelopmentApprovalProcess/DevelopmentResources/Over—the
—CounterOTCDrugs/StatusofOTCRulemakings/ucm070833.htm
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PART 352—3UNSCREEN DRUG PRODUCTS FOR OVER-THE-COUNTER HUMAN USE [STAYED INDEFINITELY]

Subpart A—General Provisions

Sec.
3521
352.3

Scope.
Definitions.

Subpart B—Active Ingredients

352.10
352.20

Sunscreen active ingredients.
Permitted combinations of active ingredients.

Subpart C—Labeling

352.50
352.52
352.60

Principal display panel of all sunscreen drug products.
Labeling of sunscreen drug producis.
Labeling of permitted combinations of active ingredients.

Subpart D—Testing Procedures

352.70
352.71
3562.72
352.73
352.76
352.77

Standard sunscreen.

Light source (solar simulator).

General testing procedures.

Determination of SPF value.

Determination if a product 15 water resistant or very water resistant.
Test modifications.
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[0 OTC Drug A& 2hd
— OTC Druge drug facts panelo]] Hx §419] apHlg]-S sfjoF &
m7l8lloF & A2 Active ingredients, Uses, Warnings, Directions, Inactive
ingredients 5%
¥ F1 : OTC Drugefl tigh 2h#s oA
CFR(Code of Federal Regulations) Title 21 FOOD AND DRUGS
PART 201 -- LABELING

Subpart C—-Labeling Requirements for Over—the—Counter Drugs
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/ CFRSearch.cfm?FR=201.66
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Drug Facts
Active Ingredients

Avobwrrone 1%
Homoaslate 100

Gt matanycernamate T 5%

Usas

» Faipm pEweErt! EartLEn

0 caed a Seeched wiT O S0 PAobed T Medsures (See Directlons)
ecreareed. tha rak of sion cancwr ard sty R L] (=T~ ] = the san

Warnings

Fiw aiternal wme Onky

;M IS D CRWTUROMNC] O TanCdisT B

iﬂ wang e produc e ool of e Hrsa with woler Lo eeoes
Eﬁl el ik o docion if radh Ol

/- e out of seach of children. If DroOLcT B yealownd Qo Mgl
BRA ND B or corcact & Pomon Control Carder ight awsy
—

Sunscreen

Directions
SRy Earaly 13 mirufes bl wan axpomsre
LT N
Sgftor 40 marytes of paeruTeng o peeatng
Bre-atuatedy S loreesl e
SRt sant trepry & By
BROAD SPECTRUM S Protection Measurss. Spencieg Trre in e sun ncrmases your risk
B sion cancet g sarty SA BQ0g IO OeCrease T ek, megulaty use
SPF 1 5 .‘IIFJ.'.'_' weth g Broed sgectrues SPF of 15 or Pegfer o) offeer e
PO Tz (et st oty
B e 0P wn, moacaly fon 10am -2 pm
Bl g -Aeecn 0w, Dl S, PaEts ) s phassees
Bighdarr uncer § morshg Age 8 GOCIor

Inactive ingredients

*ll aviract, barum scitale, Derry sioohal | cartbomer, clrmetheasore
Baodum EDTA, peoba ol mateidr e, O lBeCs s/ WL
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Other information
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Questions or comwnenis?

Cail 1o froe 1-800- 200x. )CCK
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helps prevent sunbum « if used as directed
with ather sun protection measures ises Directions,
decreases the risk of skin cancer and earty skin agng

i ®

Age Shield
_ face

Directions « apply berally 15 minutes before

S Exposure = reapphy: = after 80 minutes of swimming

_ o swenig lotion
mmmﬁnmmmmwﬁ? iR

SUNSCREEN

: t ; Broad Spectrum SPF 70
Other information » protect this product from 70
encessie heal, freezing, and diect sun = may san

ingredients sy

elioplex 360"

Tull spactrum uvssuvh

SUPERIOR ANTI-AGING
PROTECTION

shields skin 6-layers desp
from skin-aging UVA rays
clinically proven potent
antioxidant blend

water resistant
Early detection of skin cancer can (B0 minutas)
save fives.

*1 pERMATOLOGIST
(3 1o Neutrogona.com RECOMMENDED SUNCARE
1 b Py 1 et yonsrmedt il B

lorvinch a2 3.0 FL. 0Z. [BE ITIL]

& e T P Lo Al 8 W PO LA




[0 OTC Drug

= A%
- FDAL w3 uelA AR elep
8] (establishment)of] sl FDA &
— OTC Drug Monographg T2+ #|&9]
O 194 : Establishment Registration(5% 4 A|’d-55)
@ 224 : NDC(National Drug Code) Relabeler Code 8%
® 394 : Drug listing
— OTC Drug Al&&
% 94 OTC Drugg ul= A& wufstr] JsiAE ol

it O
=

o
2g

a7

AzsiAd ALY, Aeppasts 2E

SEAAE ok A2 A9

Aol A1 & 5 oo 5= (registration)= SHoF ot
A o] Axprp ARAAY

nl=r Aol wujshy] o] ehzE o] Slojok ¢f FAl AlgtelA OTC Drug

AE 5ol =Hof AeA] &AJsH] fed
- Mg 55 74 102 19 ~ 124 319 Afelof] sfjof &

% &1 Electronic Drug Registration and Listing Instructions

https://www.fda.gov/drugs/guidancecomplianceregulatoryinformation/drugregist

rationandlisting/ucm078801.htm

{OTC Drug S& Azl 712)

Step 1 Step 2 Step 3
Establishment NDC Relabeler Drug Listing
Registration Code 2%
Manufacturer O
Labeler O O
Importer O
Repackager O
[Step 1 : Establishment Registration)
- FDA9 &T5s5t7] fsiAe ofl ARteE EESH U= Establishment

Registration SPL documentE Al&aloF &

- The name and DUNS number of the establishment (not one linked to the

_10_



corporate HQ);.
Contact information of someone responsible for receiving FDA

communications related to that establishment;
- All applicable business operations that establishment performs;

- For foreign establishments, the name and DUNS of a U.S. agent and all

importers.

{“DUNS” HHE2i?)
& “DUNS” W18+ Data Universal Numbering System®] ¢Fxt2 Z|oH =z A}

A AEsh 9xfele] 1§ NEY

= T =2°

<]
)
_0|L
rlr
rE
fol
fu
=]
N
>,
e
N,
1>
e
B

& D&B(Dun & Bradstreet)”} sty o
2 gy AREHL S

& Dun & Bradstreet (D&B) Ato]Eo|A DUNS HSE QAsHH tfoi
< JAEE Agdl dete 8= 24 #

- ol M} 24 on A AL Ak AR

- O,
X 231 0 About the D-U-N-S Number
http://fedgov.dnb.com/webform/pages/dunsnumber.jsp

<“US agent” &?)

& FDA fAolMe= US agent= sie] AlxdA &2 +ddAe] Contact
Person©. 2 A m]=o] A1 QAL m]ZoA Abgo] 851 Qo] 3t

Heleti 9lg

x 1 US. Agents
https://www.fda.gov/MedicalDevices/DeviceRegulationand Guidance/HowtoMarket Yo

urDevice/RegistrationandListing/ucm053196.htm

_‘l‘l_



[Step 2 : NDC Relabeler Code 23]

— Labeler codet= National Drug Code(NDC : =7} ¢JeFE FT)E AAst7] ¢
sl 225, FDARNH Jods Jf FERDY

— o] AFEE ESSE Labeler Code SPL documentE FDA¢| A|&5}o] Relabeler
code Fo4E Q%stH H

- 2JAFY 9 DUNS ¥ (Name and DUNS number of the company)

- A AL APolle T A4S ul=W agent 9] oF, F4, e H
O AxLoA AAE vl edEEs AlE 55 (Contact information of
someone responsible for receiving FDA communications related to product

listings with NDCs under that labeler code)

[Step 3 : Drug Listing]

— product listing= & W] o} Apglo] LgtH

- Full 10-digit NDC;
Proprietary and non—proprietary name (generic drugs may wuse the
non—proprietary name for both);

- Dosage form and route of administration;
The name (with unique ingredient identifier or UNII code) and
amount/strength (with appropriate unit of measure  e.g. grams, milliliters,
etc.) of each active ingredient;

- Each inactive ingredient (name and UNII) only;

- A copy of the most up—to—date labeling, including a JPG file of the outer
packaging and principal display panel; and
The name and DUNS number for each establishment involved in

manufacturing the product

0 529 OTC Drug BE 27
- 525 OTC Drug A&l wisll, FDACIA FA Ze A& Wgshe
o, FDA dlolgjuo|2el] 52 HE7t HFEo] 9om, DailyMed 2t

YAolES A Y ARE Puelo] B 5 9e

i

_‘|2_



- DailyMed (Drug Listings): https://dailymed.nlm.nih.gov/dailymed/
% Daily Med AtO]Ex: FDAQ] Apuj7]#Ql =X AU (National Institute of
Health @ NIH)A] +95t1 A=

<DailyMed (Drug Listings) AIOJEOG|A| OTC Drug M= ZAM o|A]>

* A=Y : BALI BODY COCONUT LIP BALM SPF 15
https://dailymed.nlm.nih.gov/dailymed/druglnfo.cfm?setid=50aa6562-905a-4802-e054-00144{f88e88
¥ ot ZFY H 9F AlF2 oA ALldAtd U ot Q7] T

of pEZo|HA ZAlo] OTC Drugol® si@dst= AlEo] o]

D ALL DRUGS HUMAN DRUGS ANIMAL DRUGS MORE WAYS TO SEARCH w

DAI LYM ED ( Enter drug, KDC code, drug class, or Set 1D f_‘-'\)
m + NEWS FDA GUIDANCES & INFD - | + MLM SPL RESOURCES | + APPLICATION DEVELDPMENT SUPPORT HELP

LABEL: BALI BODY COCONUT LIP BALM SPF 15- octinoxate, octocrylene, ocybenzone, avobenzone cream
cream

vearsE)  swre QA E

VIEW PACKAGE PHOTOS NDC Code(s): 70630-1701-1
I Packager: Bali Body Pry Ltd

Category: HUMAN OTC DRUG LABE
DEA Schedule: Mone
Marketing Status: OTC monograph final

IoLs_LBOOT

DISCLAIMER: Most OTC drugs are not reviewed and approved by FDA, however they may be marketed if they

comply with applicable regulations and policies. FDA has not evaluated whether this product complies.
Report Adverse Events

" FDASafetyRecalls | ORUG LABEL INFORMATION Updated November 8, 2017
s fyou afe 3 copsumer o patient please visit this version

DOWNLOAD DRUG LASEL INFO- POE | L [E} GFFICIAL LABEL (PRINTER FRIENDLY) [E]

RELATED RESOURCES
VIEW ALL SECTIONS

0B O 3 PRINCIPAL DISPLAY PANEL

Avobenzone 2% Homosalate 2.8% Avobenzone 2% Keep out of reach of children. A multi-tasking
+ PubMed beauty ..
Biochemical Data Summary 3 INGREDIENTS AND APPEARANCE

Product information

MORE INFD FOR THIS DRUE VIEW A1) SECTIONS

View Label Archives

Clinical

RxNorm FIND ADDITIONAL RESOURCES (also available in the left menu)
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<DailyMed (Drug Listings) AIOJEO||A& OTC Drug X|& HM ofA]>

* AEY  ZYLAST ANTISEPTIC- ethyl alcohol gel
https://dailymed.nlm.nih.gov/dailymed/druglnfo.cfm?setid=17a70b04-3e61-27ae—e054-00144£f8d46¢

N!HZ':) 15 AT NAL L i f A REPORT ADVERSE EWENTS | RETALLS

D ALLORLUGS | HUMANDRUGS | AMIMALDRUGS | MOREWAYS TO SEARCH w

DAI I_YM ED ( Enter drug, NDC code, drug class, or Set 1D O_‘)

FOA GUIDANCES & INFO™ | + NLM SPL RESOURCES | + APPLICATION DEVELOPMENT SUPPORT

LABEL: ZYLAST ANTISEPTIC- ethyl alcohol gel

| OTC BRUG LABE

VIEW PACKAGE PHOTDS NDC Codefs): 57362-465-04
DEA Schedule: Moni

’I Packager: Innovative BicDefense
+
Marketing Status: OTC monograph not final
m DISCLAIMER: Most OTC drugs are not reviewed and approved by FDA, however they may be marketed if they

comply with applicable regulations and pelicies. FDA has not evaluated whether this product complies.

Report Adverse Evernts

FDA Safety Recalls i DRUG LABEL INFORMATION Updated April 19, 2015

Presence in Breast Milk L g - this version:

DOWNLOAD DRUG LABEL INFO: PDF | XML OFFICIAL LABEL (PRINTER FRIENDLY) [5]

RELATED RESOURCES
VIEW ALL SECTIONS

el 5 ACTIVE INGREDIENT
Ethyl Alcohol - 76%

Clinical Trials

+ PubMed

—_—" <2 PURPOSE
Biochemical Data Summary Antiseptic
<5 ASK DOCTOR
MORE INFO FOR THIS DRUG
Discontinue use if irritation and redness develops. Consult a doctor if condition persists for more than
View Label Archives 72 hours.
ReNom " KEEP OUT OF REACH OF CHILOREN
Get Label RS5 Feed If swallowed, immediately call Poison Control center or doctor.

2 DOSAGE & ADMINISTRATION

Wet hands thoroughly with product and allow to dry without wiping.

£ WARNINGS

For external use only. Flammable, keep away from flame. Avoid contact with eyes. In case of eye
contact, rinse eyes thoroughly with water. Consult & doctor if condition persists for more

2 INACTIVE INGREDIENT

‘Water, Polyaminopropyl Biguanide, Panthenol, Hydroxyethyl Ethylcellulose, Farnesol, PEG-12,
Dimethicone, Benzethonium Chloride

2 INDICATIONS & USAGE

Handwash to decrease bacteria on the skin that potentially can cause disease. Recommended for
repeated use.

i INGREDIENTS AND APPEARANCE

Product Information

VIEW ALL SECTIONS

_14_



[0 Daily Med AtolEo|A FAEE RO F2 5
- FDAZE A AL ZFEA, The AR e, epide] gl NDC(Natonal
Drug Code) W58 B, DailyMed AolEoA] AHste] ojn] 528 Hug 8
ag & 9L
- NDC daEZo] £A=o] Slvt= Aol AxFA I Al SAH sid A&l
it sele oJulshe A2 ofbd
- NDC o= 1029 =22 F44= o] Jlow, Al F-Z(segment) 22 1
@ the labeler code : FDARHFE Fofdrs
= Labeler®t sl Drug®] AZXAARZA = zjehd
(Z7] 43)E FotH FDARHH Fojir2 o ¢l
@ product code : FAto|A FHofstH o
= product code= & (specific strength), -8%F(dosage form), Z-Ed©

I

mlo
o

) BE R

r

0o,

(formulation for a particular firm)< €It 4= QA 2JAtollA Fojgt HS
® trade package size code : JJAtOf| A FolstH H
v trade package size coder= EZ T (variations of packaging), & W
10ml 1], 20ml <17, 50ml IA|E Yetin], SJAfoA] Fojstd
¥ [#a1] NDCefl tigt Al U-§ F3 (FDA AfelE)
https://www.fda.gov/drugs/developmentapprovalprocess/ucm070829
- NDCHZE F ¢l 528]l= FDAZF Fosiy, Holl & FE(segment) 2]Aof A
Fofstz] wiwoll vhat Zol 27HA] JH O] =& 2o FAE & S
KOAIAL T SRR A - 4R A - 1A A 2o 1A
12345-0678-9
M oAAl 2 0 5AFE] A - 3R] A - 2A4E] A 2eko R 4
12345-678-09

— Active Ingredient (F845) : ¢F9] &5 YEIWA st AEY

¥  [#a1] https://www.fda.gov/drugs/informationondrugs/ucm080123.htm

— UNII (Unique Ingredient Identifier) : “I-f A& AEA}” ojH, {FaAJE8 ol
2t H]-5- &4 E(inactive ingredients)oll WsiA X UNIIZ} Ho o] ¢S Drugs &
S9 o 4EBE Adol colBskt Aol oftjz UNI HHE s =

rg
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x [A]

https://www.fda.gov/ForIndustry/DataStandards/SubstanceRegistrationSystem—UniquelngredientldentifierUNII/default.htm

— “PRINCIPAL DISPLAY PANEL"S ZZotH A& THAHANEE & 5+ S
25 =

w AE IAHNEE manufacturer

— “INGREDIENTS AND APPEARANCE”

= =
= =
@ R, BAYE, XA ARE B 4 9

[0 “Import Alert(s¢ HH)"ZH?

- Y FA4e & 5T OTC Drugd 7% 84 4171 HAsH=
A =, 2y EFEe Ae SUA@EAED) 0] PFES AHoE Hlojut
Z8-5oll= Al A #s]A d(holding)

- "l=r Al FDAE 7R Ateld. ZF 7 E, vl Al vi= ofl FDAoY w1}
A 2 A ARl Sl WP STAl oiTtE AlEe]l lHH, AldelA =
FDA©| vt=2 A=tstA =w, FDAA= aid AlE9] ol&, AXA 52 Al A
oAl EolBy A7 A= Zﬂ% 2 Zod dil AFEFe Hy o whef
FDA Zlgo] & 43 iy, 1 AT At ol dAket 1

=°] FUste AF2 1 F<! %1117} gy FHAAE "Hor ekl Alge] o]

o
87

|

o

r
-
e

o7
- T8 2APE F AFCE S0, sFEEe] QofEel digste 2dlde € Aol
sl FDAOA = “Import Alert(5=¢) FAXH)"E 57 =™, FDA Alo|E] F7hH

l =
- of#f Apo]Eof Eol7bH 7P, JAPEE Import AlertE W2 3|A}E 2|4 &
of dlow, A ZAZE H AlFe AFEH ATANT HEE A=
- AP AERed List)'= E4 DAY AlFo] @A dde AL vld= ¢
e gEo] Erpal wae of 85w, Fo] wle oA
% 1 ¢ Import Alert(Red List):
List of firms and their products subject to Detention without Physical
Examination (DWPE) under this Import Alert (a.k.a. Red List)

https://www.accessdata.fda.gov/cms_ia/importalert 190.html

- A AS FOl, 0T 2N BAZE Y @ 4G, FF vhee] o2 £U4E
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a4 BAL mFe] SolEt A7t rd, BAE AFSA ke Aol
A AWG A9, w7 Al WP del o wholu st B

A1 Al A AES holding @ A9 445 S5t BAZ sidstes
2e st 3

Aol A o, M2 FDAC o] AEE /5 Hal, FDAA sig sHd=

{FDA £¢ZE(Import Alert))>

< o1l 98l FDAC #dAlEFSl diet A8 FAlEdS F3eH, ole

FDAZ} al=t = SAFEAAl sl 2Ea Q= AtRET o ZFEsh dshdd,
=8-S el AAY ‘Holg A9 £U4& AEE &+ IS
O ol “PRE (appearance) Z|=olatal 29, ofd AES Y& AR

<+ FDAZF 11 AlFel A 4 2!
tstE AAE Heltks" AW St Hobe A& X9 o] 7
J55] W] miio] sAdAEe] v= U AlFgEe o AEs oA
A A
AR (Import Alert)e] 7|2 Fx

Aol =S SHIE IAREe] mlHo: furd JheAdo]l Atk
FDAS] AZ= whdet Al AAz, T2 7]|Ee] vl=ia 6ret S

o o,

4 X rlo oo
o>

<&

H o2 op

|
=

7GR 28 A7, AFE 4 Al FDAS] AL glo] ¥tz FF=7AY

=]
ottt AlFe] v=d £ o8-S FDAC] Sgs8loF o =
Holl A w7 At AHAME AEctHA dod AL sAdBE
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of HopiA =
O FUBHY TR
- AMZAE[Red List) : FDAZ} of® 3JALS] A|Fo] wl=H-& 4614 &
ow, mofe F4ohA] k2 SHEol Erhal wod
- =MYAE(Green List) @ FlHOE AE $YS 7L, Y HA
A7t H= AEe Holsd #AE,
AT AR HEE= AL =7tofl Agle] diF Alss 25 4o |FAskL
Fou I-YAE FEE A AF Yol st
- FAEAE(Yellow List) : 4 gAEd] 52 A= d4 AAlE of
Yot Zste AAE a9ets SUARY.
O FUHHES] HH BT
- BE PUYAEE O 22 AHE 876k S
O TYHE He
@ FUFE A=
® FUHEE FAH olF
@ FDA 7toldA
® AEols X FTF
©® HA A
@ =7}
3AF ol &
¥ 2tz 1 )= FDA Y4 E(Import Alert) ] ofs] @ oty of-g (2N A aT

A€ (2018.7)

https://www.kati.net/board/exportNewsView.do?board_seq=86656&menu_dept2=35&men
u_dept3=75&dateSearch=
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FDA inspection(FDA ZAbH

— OTC DrugollAl &23F A2 AleF(pharmaceutica) A& thF(treated) A thH= A <.
g2 ol FDAA  Ax4AE HAMnspection)@ o Ao J|E
(pharmaceutical standard) =2 Eri= 2Jn|<]

- St=roll A QARG A= sPgEoll &S] WlZoll, o= AR A AlxRAa AAL
£ U= o QofE 7IEeR HE Zo] oty sPE TIElr Het, m=
Me oofE 7oz AARE sh7] wiel vl Al &S b= dA|E0|

— FDA inspection®] €U, FDA Z|Yo] ZA& s+, “At4Tt $%¥H(minor
violation)”& F A2 FSllz], “FToigt ¢¥F"& 3t A2 BRI E AYdE
- o9 AxGA7E 7MY Wol stz A4= FDA inspectione ¥

AAG A FAGgnore)d] M2l A, 12 s w2 Ao o ol
=

%Zﬂo n}/\ 7]_ oqo ]1: a/\Eoﬂ 2.11]-7]_7] Uﬂ—r—oﬂ /\01/\] 57‘:]_0] 7{3_%
— FDAZ} inspections EWH Z|AAR}o] dis] AA7F A 7172 15 IL9Y

e Fedl, 159 ¢to] BE AL gmstehs 9ul= ofydl, o= ofgA &
A1) EHOP A AZE 4E5te] 159 ool FDA®| 3]4ls ¢ H
- o5 Bo], “grog 2' ¢bo] XXX EHS AL, 6719 ot XXXE
ﬂzﬂl—s—blt} 2GSt H=d], 71§ Wo]l FDAY olHlY A4S dfF= A
o] mj-¢- FQa%
- qroF FDAOA] & 7]8to] AU A4 ofF AL of2] =ttH, d& &

o] inspection HF

2 ) AHure
w2), FDACIA HE thA d2te o

A= 18 i R =
# FAS ohx] erhd, S AlFAoA] AAE

S Al g S5 9oy Fort Bag

- FDAE WEAIZIAA A AFT & Qs &2 A AZS AYA
FDA<] 34lst= AHo] 54839t

- A5 & S gle AR, o Gell AlEE wASHL B Ae2 FDA
of 0171 Ho= ool Ao ¢HE. FDAAE A et & o thA] QAAE
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FDA®] 34lsh= A2 4F9 AW ARyAALdolzt B . 54*}01]*1 s
S A AFE #™Eske] FDACl 241& skal, FDACA ket Axt, A
A AR A Aol EFEsttal ol @F A S| Urhs AoE Aw
yAleld= stH &

FDA| A+ inspection W2 SAZF Ax=m A0 WHHS = SHA st
T ol UE FEAY siE AT A4l B (capabil ity)—a‘ P =
%7 W

29 NS 2otk FDAoA # AstH H

- FDACIA= A HALEe] dis] owet £ £X]E Fstetal A|ASHA= %=

- FDAYA = “gitt/E= th(that’s right or not)” kil oJo}r] 5= Aol oYzl
“FESItH/FE0IA] &th(that’s sufficient or not sufficient)” 2kl o]oF7| sf&
A A”E AEt &, oSt Aldol Au FDASIA 284 inspectiong L2
Al =™, dAA oF&et

el Az4E FDA7} inspection & 7, FFE, 494 5 ANt vl A A
A inspection®] 7% FDA7}F &3
Inspection®fl= 27HA] F&o] A

- A HAE “surveillance inspection” ©|gtal sh=d|, FDAC| A|x4A7F SFEHW,
A= 1~2def A FDAYJA inspections Wihe AS TE. W=2&=
1~2dHth o @30 7|7 39 inspections W+ A% U=

T WA 592 “for—cause inspection” ©o]2fal sh=d], H7} ZFEH%E}% =9
N e EAZF Zz=E A9 FDAVL inspections W/HA H+d,
FDA° “A Al&Fo] A7t e A Z2dl, U7hA o8 HAMofp & A
oA ste AeE Sl ARx HEYJAGEA AR )L
inspectione St H+ HSE =

% =]
“for-cause inspection”®| 7§ Frl Zlgotil, HASH] sk ¥,
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=
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“surveillance inspection o
“surveillance inspection”®] ¢ E Zlo] A& Lo XP=]|A| H

sfefoll ARt AxAdAre] B¢ vl W AxAA Hot FDA inspections FH]
& AIHA AR/7E e el S A" Alflok sh7] wiioll sie] Az ARt

Aol e dete s



— “surveillance inspection” & Azt EA7} HAHJTHHA 1 Fof= "Warning

- "= YA Recalls diH|er 2eo] 7iRish]®E ¢

letter’ 2 AJZSIA “3]4=(Recall)” =) “&=(Seizure)” => “AZ(civil or criminal

law suit) &=°02 7HA =

_O'_L

[0 FDA inspection 7|

o
2
lo
il

ggo] Wet 2l skt BE 0l U] A2 AXdAt SEHE 5
6711 ool FDAA inspectionea Wtetal 9f

inspectionshe 71 1@ AZEAT} ol Lebo] Qliutel whe e
A o F o= FDAZF sle] Alx4of thdl inspections A< W7 skl o

>
%
o

- Ol=olA 2l ZIZF FDA )IS)7F AA"S of = dAle A%, oF 1583t A%

=
AAE sl sfel LAHEF, d=, =9, 2 S)e°l ded, o 77 ¢t

OFF I FDA inspections Wrol B2 o] gigittyl g

- " #4930 BE Si9] 2AFo] Alxaof Hijt FDA inspections ®HATH

T4 AFe AE, R EHR/FAY AS FDACA S AlxAe] digh
inspections Y7t &

fle] AlxA49] 7 FDAZF inspectionst?] Zeof nlg] A=H(prior notice)= ofl-=2tt
= Aol F2 A v= AAY A5 v 2AE SHA @3l EAll inspection
Sk &

FDAOA 9] AZXA inspectioned & A%, ¢ H 4 Z of o2 /| ARLE
oA inspectionstA] &

Sje] A XA inspection W 1=7F HE 4~570AME AHste] X18Y5HH,
Aol & wf 2~3 F AXx WEHA inspectiondt

HAFAl OTC Drug? -9, 9] AlxAo| tigt FDA inspection 717 A
of 5¢ AXkolr, 71 7|t &<t FDANAM= wl-¢ B2 ARl disfl inspections
St
a8y sPFES Aeole A A7 A &= 2 OTC Drug Alx4THE

A7 inspection A= e
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rE
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[J FDA inspection®] W& F& XX

— FDA+E inspection ¥, 3% sampleo| Al A7 WAASEAY, APGollA] recallo]

UAY, BoAFEY Fo] EAVE HAE Fe ta 22 2AE

- 43l 2| (Warning letter) :
TAEE Al High Jrtass flste] Tdlst= vEA2 edo®, FDAZF
A A5 FHote A= BTG Warning letteralo] 542 4 $Hto
it AEsty 2449 A 22E olEoide AY

- Y (seizure) -
o Aol tiet 22 =, HELTRE ZAR APFolA o Al disi mj
A 225 Ft FDAE did AlEol muiEes 29 A o] EAA 7]
Fo2H seizure £AE FT FDAZL A7It £A417F S22 wi7hx] Aol o
S Afde = HY] Hagye] 7
W9l ¥ (injunction) -
SlAtel] High 2=, WAAES] AF. HE

o =
4o
=
i)
rir
0z
e
1o
0%,
R
S
i
Jo
of

= :
S &5t Aksl= Afololy 719S tjAre 2
+ 7] A (prosecution) :

Aol gt 222, Wae] Aol s
% ZpE 0 SJoRE A|zA TASEA £ vl nfele ost A (wetisty /AR, 20119)

http://www.ndsl.kr/ndsl/search/detail/report/reportSearchResultDetail.do?cn=TRK0201200007220

[0 "Warning Letter" 2t?

— “Warning letter’ 8t ¥4%°] public information ©|gtxl BEWH E+&=t], FDA HARO]
Eo ep7id, A 7ol ARl divt 4H7F 50

- Tkef AlFol Mg &5oHA] &= A7 (lE 501 A DrugolAT
75 SHFE P ®7ISte] Hulist= 4%, A OTC Drugell sidst
b 52 S AU FFA AET ARt EFERt Bole Al
inspection o}A] YH2 WA Warning
JA FAaE s 9

- AAI7F FDAZHE Warning letters 7 HoidA, A
=

Sol AHE TEAL Ak & AT W

il

5=

e oo

o
25402 Sttt FDA
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of & A7t U=
“Warning letter’ & W& A| 2404 AZe Ao doiA = A A (detention)
4 3 B2 olod & S

¥ 1 Warning letters

https://www.fda.gov/ICECI/EnforcementActions/WarninglLetters/default.htm

- SP3E, oloFE So| Az HAge] gd Ruk ok FDA AllE 2%

% ZAl : Reporting Serious Problems to FDA
https://www.fda.gov/Safety/MedWatch/HowToReport/default.htm

x 21 MedWatch Voluntary Reporting Form

https://www.accessdata.fda.gov/scripts/medwatch/index.cfm?action=reporting.home

O SHAE Aty 52 o=z 748(VCRP) &2
- SPFEo] A9, FDAOAE A=A S

s2g RSR S
- VCRP&= Ax4 557 ARZFEAEE) 55 olgA 27Kz 45 U=
- AR 552 oFH CPIS(Cosmetic Product Ingredient Statement) EHE Ho
E)

- VCRP G&o] Hog Hojx oJfArgte] oYyt @ 3L 2pdHo s
VCRPo|| st Q —‘Etﬂ, 71 olft= oMb, °J:L%, CVS, &rtE, 84l 5 7
o] EA S hy SETo] QAT w, VCRPo| ot A=Z21x] ofdx] o
£ 47 g2l

=
- £3], VCRPE 3] &2 AlF2 ofnfE 3 Fl 012 =+ 8l=
_%

TE SARE, VCRPY 5549 A&

)
NI
rsh
A
=
>y
]
>
4
%)
|
é
>,
ol
)
i,

x Al Registration Reports
https://www.fda.gov/Cosmetics/RegistrationProgram/RegistrationReports/default.htm
- ok B At §EYATE VCRP RS ABAA ciRe] dis) 23 4o
S SAb] @A T A9, ZIE F EAME (print out copy)S AlFotE A
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CIRD(Cosmetic Ingredient Review)ol] &5 o]A,

L
SPEE A2 HsiEIAl s Aedel &84, ERtddelAl s B

X 1 1 VCRP FAQ

https://www.fda.gov/Cosmetics/RegistrationProgram/RegistrationHelp/ucm?2005188.htm

— VCRPo| Fostr] ¢1gt A HA Aate AFS W= AY. oj=ofA 1,000&
oA} Huligt SIAME AHE THE & S
- VCRP AAE AHst= olu|d-e FDAO] HUH FDAREE A Hdo] o=

g, “@A v]=FoA AES Huista J=A]?7, “‘ml=oA 1,0008 o4 Tufs)
gAletH =, 11 o]%o] FDARRE VCRPO

https://www.fda.gov/Cosmetics/RegistrationProgram/OnlineRegistration/default.htm

- VCRPE& ofefiet o] & HER F4Ho] A&
= (FDA 2511 <FAl)

TE AT s5= T dl, dE¥e d¥sHAl H=dl, FDA dlojguo] A toll=

- OTC drug 55 Al&"o|A] AREE= UNII (Unique Ingredient Identifier @ 31
43 ) dlolEllo] A7} VCRP A~HolE B4E0] g
2412 gl wet HE AE e5e T W AR HlolEol e gl= 4
BRe 1T, AET FAo] oleig ARS “unverified” ARolahT EAH
- o] ¥ FDA9 HEH"Y ZHYUFDA reviewer)o] HEE ofA =, ek
“unverified” /2ol AT, ofjel £ W8] olds A H
+ “Can you confirm this is new ingredient?, or Can you confirm what does
ingredients is?”

- olggt olmdE WSITHH, Sid &Sl CAS number’t F4RIZ] T o

1) Cosmetic Ingredient Review(CIR) : O]= = H e A EQ U]

T
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unverified A820] oj@ AH2IZE Fl(confirm)st’] ¢t ARE AlFs) FH =

O AR F AF 8F0] JSA] o] gt of-§
— FOIA(Freedom of Information Act : AX Z}FS§H)of oJASI] AR Il A
E Q7= do]l A = e
x 3 AR ZU) AT AAF (FOIA Request)

https://www.fda.gov/RegulatoryInformation/FOI/HowtoMakeaFOIARequest/default.htm

- of@ Abge] FOIAS] wet 41 BHE a3 4& 9o, BE Aust 450

2 BAHE AL ohun, 99 HY, /1Y gelu ARE FASA otz g

O 3= Al x4 oIt inspection T
- FDA AP|EE HH SPAE A Z4AL FDAJA inspection & 4 QUttil =of
o 3JPAES adulterated == misbranded HA $F o]F7F Fol1x]of tis)

dotr 7] S5 sPgE AE£4E inspection St 57 AHtal @F

- B4 A4t E%F(Adulteration) 9¥F 8912 sPE U&=, AR, 9=, ¥4,
24, wiE, Fe T A ASolA TS 4 S
1ol fE Ae S
- B4, wd, Haf
- HABH, 2F
- f7oll, s 8
- QFASHA] ke A ARS(FRA A L)
- 74 FEA|Misbranded) 9I¥F 8212 F2 FE 2l HEA], j7]4, =24 =4
(F24, 519, F4) SolA dA4T 4 &
- 59, QIFE e FA
- Ha AH, B 5 e
e 24 ESE, BEA
- 871 2 YeE A
- AAE FA7HA] (BRA AL =A
‘Saw WA 2 S fEret e, wf7)d, 240 Ao Y R



[ 3]4=(recall) T=

oA el sPEE slaee APEE slol7] ot FDASIA XX lﬂ%% o]
St Ao FAW =L Aol wehd, gAY, AN Hil, s]45hal

;E
-+
i
kl
ol

of Recalld] tgt HHo] Qe
% Al ¢ Draft Guidance for Industry: Cosmetic Good Manufacturing Practices

https://www.fda.gov/cosmetics/guidanceregulation/guidancedocuments/ucm353046.htm#Complaints

SPgERo] ofF e@de] wEolHY, ARH A st
AR, AlES] ohdAe] digt Mol AHom FlAl 9w
Q7] Wl 2 AL vl FAAA & AEste B

mEAE Y E WS Afold] BAZF WA tRE WHAE Fotol @4
& AZSiRT, Jd= 2A9 FIHE B o Hie FPcty Aok 7
Aol o3 7HA] 442 ol A%

A=, 20158 bl=rof A A9l AAZE vl G5k “the honest’#H= E
Ao Ao ggAES] BAGY P Fho| FAIL QoA mF AHARRH
%S T AL QS

X A B 74

i
H
rlo
ol

https://www.foxbusiness.com/features/from—lawsuits—to—a—recall-more—growing—pains—for—jessica—albas—billion—dollar—honest—empire
adg g A HAd (reputation)©] FE5H7] wlZoll ZAIsHoF S, Zpd
A 3|42 Fof st Arglo] drAsly| = &
oleie ol nlE SE SEL il o] st BEe Sof s
ol stH, FDA QISI7F Ad™ AAIE: oo IAASA Aol diHlt B

Hae Agate woleky ¢

ml %O,
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