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% Cosmetics Guidance & Regulation

https://www.fda.gov/cosmetics/cosmetics—guidance—regulation

% Cosmetics Laws & Regulations

https://www.fda.gov/cosmetics/cosmetics—guidance—regulation/cosmetics—laws—regulations

% Regulations Related to Cosmetics from Title 21 of the Code of Federal Regulations

(21 CFR)

https://www.fda.gov/cosmetics/cosrreticslaws—regulations/regulations—related—cosmeticstitle—21—code—federalregulations—21—cfr

¢ 21 CFRelA 3P3E3 BHe He)

T8

21 CFR Part 1

General Enforcement Regulations

21 CFR Part 2

General Administrative Rulings and Decisions

21 CFR Part 20

Public Information

(Section 700.3)

) Requirements for Drugs and Cosmetics ——
21 CFR Part 250 Section 250.250
Hexachlorophene
21 CFR Part 700 Subpart A . ..
ar bopar Cosmetics —— General Provisions

21 CFR Part 700 Subpart B
(Sections 700.11 Through 700.35)

Requirements for Specific Cosmetic Products

21 CFR Part 701 Subpart A -
(Sections 701.1 Through 701.9)

Cosmetic Labeling —— General Provisions

21 CFR Part 701 Subpart B -
(Sections 701.10 Through 701.19)

Package Form

21 CFR Part 701 Subpart C -
(Sections 701.20 through 701.30)

Labeling of Specific Ingredients

Voluntary  Registration of Cosmetic  Product
21 CFR Part 710 )

Establishments

Voluntary Filing of Cosmetic Product Ingredient
21 CFR Part 720 and  Cosmetic Raw  Material ~ Composition

Statements

21 CFR Part 740

Cosmetic Product Warning Statements

5t CFR(The Code of
CFR9] Title 211 <)
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Definition of Cosmetics

into, or otherwise applied to the human body...for cleansing, beautifying,

promoting attractiveness, or altering the appearance’ [FD&C Act, sec.
201()].

"articles intended to be rubbed, poured, sprinkled, or sprayed on, introduced
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% Cosmetic Product Category Codes

https://wwwi.fda.gov/cosmetics/ paper—registration—voluntary—cosiretic—registration—program—vcrp/costretic—product—category—codes
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% Is It a Cosmetic, a Drug, or Both? (Or Is It Soap?)

T

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

Al 1) antidandruff shampoo
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<Al 2> deodorants that are also antiperspirants,
2Rt A AR HeETE

(AHl 3> toothpastes that contain fluoride,
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CAHEl 4> moisturizers and makeup marketed with sun—protection claims
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% Color Certification FAQs

https://www.fda.gov/industry/color—certification/color—certification—fags
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% Color Additives Permitted for Use in Cosmetics

https://www.fda.gov/cosmetics/cosmetic—ingredient—names/color—additives—permitted—use—cosmetics
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% CFR Title 21 Food and Drugs

PART 73—LISTING OF COLOR ADDITIVES EXEMPT FROM CERTIFICATION

https://www.ecfr.gov/cgi—bin/text—idx?c=ecfr&SID=d1e893bdb7eb4f21dc0d6979702c7372& rgn=div6 & view=text
&node=21:1.0.1.1.27.3&idno=21
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3% Must I match colors with intended use?

https://www.fda.gov/industry/color—additives—specific—products/color—additives—and—cosmetics—fact—sheet

(FDA Q15 % 37k wolof sf= 2w Ha SAE)

Color Additives That Are Subject to Certification and Permitted for Use in Cosmetics

Generally o e e
Color Additive Eye Area** (Includes External Specific Limitations 21 CFR
.. Use and Comments Section
Lipsticks)
Eyeliner,
brush—on-brow, eye
Subject to | Subject to | Subject to shadow, mascara,
D&C Black No. 2 AN N A lipstick, blushers 74.2052
Limitations Limitations Limitations
&rouge, makeup
&foundation, nail
enamel
D&C Black No. 3 Sl.lbj.ect. © | No Sl.lbj.ect. to | Eyeliner, eye shadow, 742053
Limitations Limitations | mascara, face powder
FD&C Blue No. 1 Eise also ALl veg Yes 74.2101
D&C Blue No. 4 No No Yes 74.2104
D&C Brown No. 1 No No Yes 74.2151
FD&C Green No. 3 No Yes Yes 74.2203
D&C Green No. 5 Yes Yes Yes 74.2205
D&C Green No. 6 No No Yes 74.2206
Subject to
D&C Green No. 8 No No S <0.01% 74.2208
Limitations
D&C Orange No. 4 No No Yes 74.2254
D&C Orange No. 5 No Subject to | Yes Mouthwashes, 74.2255
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Generally e e
Color Additive Eye Area** (Includes External Specific Limitations 21 CFR
.. Use and Comments Section
Lipsticks)
L dentifrices; <5% for
Limitations L
lipsticks
D&C Orange No. 10 No No Yes 74.2260
D&C Orange No. 11 No No Yes 74.2261
FD&C Red No. 4 No No Yes 74.2304
D&C Red No. 6 No Yes Yes 74.2306
D&C Red No. 7 No Yes Yes 74.2307
D&C Red No. 17 No No Yes 74.2317
D&C Red No. 21 No Yes Yes 74.2321
D&C Red No. 22 No Yes Yes 74.2322
D&C Red No. 27 No Yes Yes 74.2327
D&C Red No. 28 No Yes Yes 74.2328
D&C Red No. 30 No Yes Yes 74.2330
D&C Red No. 31 No No Yes 74.2331
Subicct o Lipstick
D&C Red No. 33 No L ject Yes products < 3%; 74.2333
imitations o
mouthwash, dentrifices
D&C Red No. 34 No No Yes 74.2334
Subject to Lipstick
D&C Red No. 36 No Limitations Yes products <3% 74.2336
FD&C Red No. 40 NG also AL}y g Yes 742340
D&C Violet No. 2 No No Yes 74.2602
Ext. D&C Violet No. 2 | No No Yes 74.2602a
FD&C Yellow No. 5 Efje also Al}y ¢ Yes 74.2705
FD&C Yellow No. 6 No Yes Yes 74.2706
D&C Yellow No. 7 No No Yes 74.2707
Ext. D&C
Yellow No. 7 No No Yes 74.2707a
D&C Yellow No. 8 No No Yes 74.2708
D&C Yellow No. 10 No Yes Yes 74.2710
D&C Yellow No. 11 No No Yes 74.2711

_’IO_




= 3HeIAFE S5
02 £5A FolAE ey E e

* Includes straight colors and lakes
** Excludes lakes except where noted. Only aluminum lakes on alumina are permitted for
designated lakes.

% &2 21 CFR Part 74 Subpart C—Cosmetics and 21 CFR Part 82 Subparts B, C, and D
https://www.ecfr.gov/cgi—bin/retrieveECFR 2ep=&SID=fc2869830da702969a2dcfdeb71d 75948xr=PART&M=21y1.0.1.1.28#21:1.0.1.1.28.3

(FDA 915 % 3715 9A = s A4 22E)

Color Additives That Are Exempt from Certification and Permitted for Use in Cosmetics

Generally e re e
Color Additive B A (Includes External | Specific Limitations 21 CER
. Use and Comments Section
Lipsticks)
Aluminum powder Yes No Yes 73.2645
Annatto Yes Yes Yes 73.2030
Bismuth citrate No No ISub]ecF | Hair on the scalp 73.2110
mitations

Bismuth oxychloride Yes Yes Yes 73.2162
Bronze powder Yes Yes Yes 73.2646
Caramel Yes Yes Yes 73.2085
Carmine Yes Yes Yes 73.2087
B —Carotene Yes Yes Yes 73.2095
Chromium Yes No Yes 73.2326

hydroxide green
Chromium oxide greens | Yes No Yes 73.2327
Copper powder Yes Yes Yes 73.2647
Dihydroxyacetone No No ls.ub.]ec.t to | For use in  tanning 73.2150

imitations | preparations

Disodium Subject  to

EDTA-copper No No limitations Shampoos 732120
Ferric ammonium Yes No Yes 73.2298

ferrocyanide
Ferric ferrocyanide Yes No Yes 73.2299
Guaiazulene No No Yes 73.2180
Guanine Yes Yes Yes 73.2329

_’I’I_
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Generally

Color Additive B A (Includes External | Specific Limitations 21 CER
L Use and Comments Section
Lipsticks)
Henna No No IS.ub.]ec'.c to Hair on the scalp 73.2190
imitations
Iron oxides Yes Yes Yes 73.2250
Subject to | Hair on the scalp; <
Lead acetate No No limitations | 0.6% lead 73.2396
Externally applied facial
makeup and nail polish;
»The amount of
luminescent zinc
sulfide in facial
makeup  preparations
shall not exceed 10
percent by weight of
) ) the final product.
Lqmmescept No No Sub}@CF O yFacial makeup | 73.2995
zinc sulfide limitations )
preparations
containing luminescent
zinc sulfide are
intended for use only
on limited, infrequent
occasions, e.g.,
Halloween, and not
for regular or daily
use.
Manganese violet Yes Yes Yes 73.27775
Mica Yes Yes Yes 73.2496
Potassium sodium
copper chlorophyllin Subject to VS
(chlorophyllin—copper No No limitations Dentifrices; <0.1% 73.2125
complex)
Pyrophyllite No No Yes 73.2400
Silver No No ?ub.]ec'.c to Fingernail polish; <1% | 73.2500
imitations
Titanium dioxide Yes Yes Yes 73.2575
Ultramarines Yes No Yes 73.2725
Zinc oxide Yes Yes Yes 73.2991

% &2 © 21 CFR Part 73 Subpart C—Cosmetics

https://www.ecfr.gov/cgi—bin/text—idx?c=ecfr&SID=fc2869830da702969a2dcfdeb71d7594&rgn=divi&view=text&nod
e=21:1.0.1.1.27&idno=21#21:1.0.1.1.27.3
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% Color Additives and Cosmetics: Fact Sheet
https://www.tda.gov/Forlndustry/ColorAdditives/ColorAdditivesinSpecificProducts/I
nCosmetics/ucm110032.htm

% Color Additives

https://www.fda.gov/industry/color—additives

% Color Certification Reports

https://www.fda.gov/industry/color—certification/color—certification—reports

% Companies Requesting Color Certification Within the Last Two Years

https://www.fda.gov/industry/color—certification/companies—requesting—color—certification—within—last—two—years
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- FDAE O 9% 2E, ooFE 9 3}E H(Federal Food, Drug, and Cosmetic Act :
FD&C Act)?t @ 54 =& 2Pl (Fair Packaging and Labeling Act: FP&L Act), ©]
T 7H HE stoll AEe] ShiEe A
% 21 CFR Part 701 Subpart A — (Sections 701.1 Through 701.9) Cosmetic Labeling
—— General Provisions

https://www.ecfr.gov/cgi—bin/text—idx?c=ecfr;sid=d0402ac73c6282ddef0bdb1b49¢74797;ren=div6;view=text;no
de=21%3A7.0.1.2.11.1;idno=21;cc=ecfr

% Fair Packaging and Labeling Act : TITLE 15 - COMMERCE AND TRADE :
CHAPTER 39 - FAIR PACKAGING AND LABELING PROGRAM
https://wayback.archive—it.org/7993/20170722051950/https : /www.fda.gov/RegulatoryInformation/LawsEnforcedbyFDA/ucm148722.htm

- B9t ok FDAYA B71gE Cosmetic Labeling Guide®d Fd AFAQA a7A-S &

S s O
gt &+ &

% Cosmetics Labeling Guide
https://www.fda.gov/cosmetics/cosmetics—labeling—regulations/cosmetics—labeling—guide
- mje] ahl WA AL Aol A1 WA o] He FAe] RS Principle

Display &, FR3AE. 2|1 A MHR 9lo] HE W& Information Panel &, &

HAZEoR THIIL S

% 21 CFR §701.10 Principal display panel
https://www.ecfr.gov/cgi—bin/text—idx?SID=a53c7524bda1825b730aa523f754574b&
mc=true&node=se21.7.701 110&rgn=div8
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% 21CFR §701.12 : Name and place of business of manufacturer, packer, or

distributor
https://www.ecfr.gov/cgi—bin/retrieve ECFR 7gp=&SID=87c6333a8796a89728d1755¢ea
7a5eflb&mce=true&n=pt21.7.701&r=PART&ty=HTMIL#se21.7.701 112

L5 AB] A9, QA FhE WEA Eo|HoloF &
e

AZT-2 7%, 21 CFR 7409 98l A& FRE= RIEA] Z|AEofof df= =

AT 98, A% S|, ALEA ABE e ATIRE Gole WA B7lolo)

b

% 21CFR PART 740—COSMETIC PRODUCT WARNING STATEMENTS

https://www.ecfr.gov/cgi—bin/text—idx?SID=a53c7524bda1825b730aa523f754574b&
mc=true&node=pt21.7.740&rgn=div5

4R B2 e 24 2 SMDREREL Aol o5 oREo s mAHojof skt
?_)‘E

OB, &HFA |HjE FAoz St SPFFCT H8d. FDACIA It

Cosmetic Labeling Guideo]] @M2H, A& E=9] 22 A7|= 1/16%1%] o]Afo]al, qtoF
z4 HAo] 12 i Q1A o]stY Zfoll= 1/32%91%] ooz Hm7|ofof & A& BA

< "= SPEES PCPColA st

A% o Hio] Aol A% e A
o g BA|E|GEA L] g stelsof g
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https://www.personalcarecouncil.org/resources/inci/
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olst JHo] FgEAE 4 e olete BT Fol of x| o] Ax ARE 1t
gsto] shite] 4E BEo= 7T 4 9
3 ol

2 2
A HEE el 43 B4 AT 4 AL o] A9 fE 4R =
o]o] “and other ingredients"= 7|Z{SIH
% 21CFR PART 701—COSMETIC LABELING § 701.3 Designation of ingredients.
https://www.ecfr.gov/cgi—bin/text—idx?SID=a53c7524bda1825b730aa523f754574b&

mc=true&node=se21.7.701 13&rgn=div8
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- a8y o7 el e AA|Y] Fxu 75l dFE vAe= AES R IF= FHE
T ooFFoly "iE2s =I|I7I7F Hr|E 3t A dE 50 F& Xﬂﬂ(lfemove
wrinkles) 1 Z2pAe] mF S F7Hincrease the skin’s production of collagen)A]
7171 f1st AlFolehd olofE E= owr]7Y
% Wrinkle Treatments and Other Anti—aging Products

https://www.fda.gov/cosmetics/cosmetic—products/wrinkle—treatments—and—other—a

nti—aging—products

- qtoF AFo] HAE ok RUE AR (AE =01 A DrugolAyt o]85= E4E 3t
ZAZ gplgof| #7|5te] Tst= H$ A OTC Drugel si@dsts AlEdY 522 517
AUAY FEA A& AE7E EFET P ole FDAZE Al x4 AAHinspection)E St
A QdEetE WA Warning letter(d 3 A& FDA @AlEof AASt sig Al
BalE sk 9

— “Warning letter gt ¥&9] public information®]2tal EH E=d], FDA HAO|E] &2
b, ST Rolg BEEAol e Aust 27
- A7} FDAZRE Warning letter2 ¥/ HotdA, AlEF =
B FREES SAdE . ol BB AsHoz
O].Q_
Alzao A Azt AlEol dsids F8AIA (detention) B &
W =29 (refusal = o]0 4 U=

X Warning letters

- “Warning letter’ & ¥

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

X Warning Letters Related to Cosmetics
https://www.fda.gov/cosmetics/cosmetics—compliance—enforcement/warning—letters—related —cosmetics

% Warning Letters Address Drug Claims Made for Products Marketed as Cosmetics

https://www.fda.gov/cosmetics/warning—letters—related—cosmetics/warning—letters—a

ddress—drug—claims—made—products—marketed—cosmetics
- | 397 FDAZRE “Warning letter’ & ¥ 229 a5av v
wWag oewt 28

£

et

d AHEE A

<2016d» Unapproved New Drug Claim

- AFE DA EoA Sl BAIRFIL ¢ "Removes Wrinkles Instantly”
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o Sea Fennel Stem Cell : “The Sea Fennel Stem Cell has the effect of lightening
the skin...”

o “Test using a 0.5% concentration of the culture have shown clear reduction of
uneven pigmentation and obvious lightening the skin”

o “This marine ingredient offers protection against UVB induced free radicals”

<20179d> Medical Device Sold as a Cosmetic
- “Automate Micro—Needling (also known as Collagen Induction Therapy of CIT) is
a new innovation in aesthetic medicine for treatment of the appearance of fine
lines, acne scars and the improvement of the skin’s texture, tone and color.
During tis procedure, the Eclipse MicroPen is used to create controlled
micro—injuries to the skin in order to aid in the production of collagen and
elastin. The skin’s repair process results in a thicker epidermis with a softer
appearance of wrinkles. MicroPen Elite also creates micro—channles which allow
topical gles, creams and serums to be absorbed more effectively, engancin the

effects in deeper layers of the skin”

20184
- of AE2 sHgEeR muEAAR thel] BAFALE

Rapha Remedy is a strong salve for treatment of symptoms of :

ol

Eczema and Rocacea
Creaked, Dry and itching Skin
Chicken Pox, Shingles and Psoriasis

<20199) Violation Examples : Facial Moisturizing Cream
- “Formulated with...SPF containing oils, it provides natural...sun protection...”
- “Provide Natural and Mild Sun Protection”
On the product page for Restore & Revive Cream PLUS :
“An amazing product for a vast variety of skin ailments, such as : Eczema,
...Wounds, ... Rashes ... including Diapers Rashies, Psoriasis, Cracked Lips, irritated

and/or Itchy Skin, Burns, Acne, Rosacea, ...and More!
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- Provide safe, effective, chemical free, broad spectrum UVA-UVB protection for all
ages...

- These minimize [Zine Oxide and Titanium Dioxde] provide a physical barrier,
reflecting and scattering damaging UVB and UVA rays before they reach your
skin...”

- equivalent to 30+ SPF...

- Warning lettero]l tiet @ HAx= offjet 2o, oAl ul= Qls7l HHHES] k&

[e) [e]
< g "hHol 9l

15 <

rlo

g

- FDAC] ©HS 5t7] Hof, g9 ndde] AES St AlZto] =A(HE
o) eIt &, A Y7EAC

- FDA letterol A 715 9I6bAFY=
Warning letterol]l 214 3t et HF2 FDA A|WAREA(district  office) Lt
CDER(9]oFEZ¥ 711 7ANE] © Center for Drug Evaluation and Research)ol st .
olH Hfol= FDASE FTC(ARAZLIYS] © Federal Trade Commission)of joint
letterg Bl o7} S £ 2 WY Hasiod, 34 "§HS 5] Ao gl
FDA A=A 2 Asts & $& e

O sPgFolA el sigd=A, Hﬂﬂﬁ}l:,_ A
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- ol SgE WelA sk b wEan ARe of 1159
- 05 AREL LZ FDAOA AAZ ZAle] B etAstA] ottn AZy AR
% Prohibited & Restricted Ingredients in Cosmetics

https://www.fda.gov/cosmetics/cosmetics—laws—regulations/prohibited—restricted—ingredients—cosmetics
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Bithionol

The use of bithionol is prohibited because it may cause
photocontact sensitization (21 CFR 700.11).

Chlorofluorocarbon
propellants.

The use of chlorofluorocarbon propellants in cosmetic aerosol

products intended for domestic consumption is prohibited (21
CFR 700.23).

Chloroform.

The use of chloroform in cosmetic products is prohibited
because it causes cancer in animals and is likely to be harmful
to human health, too. The regulation makes an exception for
residual amounts from its use as a processing solvent during
manufacture, or as a byproduct from the synthesis of an
ingredient (21 CFR 700.18).

Halogenated
salicylanilides (di—, tri—,
metabromsalan and
tetrachlorosalicylanilide).

These are prohibited in cosmetic products because they may
cause serious skin disorders (21 CFR 700.15).

Hexachlorophene.

Because of its toxic effect and ability to penetrate human skin,
hexachlorophene (HCP) may be used only when no other
preservative has been shown to be as effective. The HCP
concentration in a cosmetic may not exceed 0.1 percent, and it
may not be used in cosmetics that are applied to mucous
membranes, such as the lips (21 CFR 250.250).

Mercury compounds.

Mercury compounds are readily absorbed through the skin on
topical application and tend to accumulate in the body. They
may cause allergic reactions, skin irritation, or neurotoxic
problems. The use of mercury compounds in cosmetics is
limited to eye area products at no more than 65 parts per
million (0.0065 percent) of mercury calculated as the metal
and is permitted only if no other effective and safe preservative
All
adulterated and subject to regulatory action unless it occurs in

is available. other cosmetics containing mercury are

a trace amount of less than 1 part per million (0.0001

percent) calculated as the metal and its presence is unavoidable
under conditions of good manufacturing practice (21 CFR

700.13).

Methylene chloride.

It causes cancer in animals and is likely to be harmful to
human health, too (21 CFR 700.19).

Prohibited cattle
materials.

To protect against bovine spongiform encephalopathy (BSE),

n . n .
also known as "mad cow disease, cosmetics may not be
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manufactured from, processed with, or otherwise contain,
prohibited cattle materials. These materials include specified
risk materials®, material from nonambulatory cattle, material
from cattle not inspected and passed, or mechanically separated
beef. Prohibited cattle materials do not include tallow that
contains no more than 0.15 percent insoluble impurities, tallow
derivatives, and hides and hide—derived products, and milk and

milk products®** (21 CFR 700.27).

Sunscreens in cosmetics.

Use of the term “sunscreen’ or similar sun protection wording
in a product's labeling generally causes the product to be
subject to regulation as a drug or a drug/cosmetic, depending
on the claims. However, sunscreen ingredients may also be
used in some cosmetic products to protect the products’ color.
The labelling must also state why the sunscreen ingredient is
used, for example, "Contains a sunscreen to protect product
color." If this explanation isn't present, the product may be
subject to regulation as a drug (21 CFR 700.35). For more
information on sunscreens, refer to Tanning Products.

Vinyl chloride.

The use of vinyl chloride is prohibited as an ingredient of
aerosol products, because it causes cancer and other health
problems (21 CFR 700.14).

Zirconium-containing
complexes.

The use of zirconium-—containing complexes in aerosol cosmetic
products is prohibited because of their toxic effect on lungs of
animals, as well as the formation of granulomas in human

skin (21 CFR 700.16).

- Jeld, o] A wighad RS oF 10325 Detel, obdlel, F%, feblo}

¥ 1 o

ofg] yatollM 8ot e e sHE wideA A2 55k 1,300 Fol 9

ol WA =

38 FFE Ht(Regulation (EC) No 1223/2009) =

https://eur—lex.europa.eu/legal—content/EN/ALL/?uri=CELEX%3A32009R 1223

¥ 98 SPE HatolA 2R (Annex 1D, Wi&$He(Annex 1) A& 55

https://ec.europa.eu/growth/tools—databases/cosing/index.cfm?fuseaction=ref data.annexes _v2
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- FHollA SCCS(EU AH| AP wFsHe] @ 8] (Scientific Committee on Consumer Safety) 2]
A BIHE Tl FASHA] vl ARl I dmk FHARLAULY AEE Sl
S SPEE Wt vdEA g AE(EU Regulation Annex 1ol 7715 ¢

- A = HEAL PEE A=A SPE el &

< Q& 28y FDA fAR|Eo XM= "SPEE SAbe AMAF AlFS] hdAdoll digh
A= AHof et el xSk Qe
% Cosmetics Labeling

https://www.fda.gov/cosmetics/cosmetics—labeling
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[0 OTC Drug®t?

- n]=o|A Atk (Over—the—Counter Drug : OTC Drug)2 A7 ¢lo] 4wt
o}

R

=
-—6-0

- dl=molA= oF 800718 FR% FaAwS Eetste] 109 7o) durejofFo] AlfEy

- AR, AJAAGA|, HlE AR, =T AlE,  Astringent 8YP7F Q= Skin

Protectant(Salicylic acid7} 017t Al¥)= vl=oA= OTC Drug2 &+F4H

< Rulemaking History for OTC Sunscreen Drug Products

https://www.fda.gov/Drugs/DevelopmentApprovalProcess/DevelopmentResources/Over—t
he-CounterOTCDrugs/StatusofOTCRulemakings/ucm072134.htm

< Rulemaking History for OTC Dandruff, Seborrheic, Dermatitis and Psoriasis
Drug Products

https://www.fda.gov/Drugs/DevelopmentApprovalProcess/DevelopmentResources/Over—t
he—CounterOTCDrugs/Statusof OTCRulemakings/ucm070909.htm

< Rulemaking History for OTC Antiperspirant Drug Products

https://www.fda.gov/Drugs/DevelopmentApprovalProcess/DevelopmentResources/Over—t

he—CounterOTCDrugs/StatusofOT CRulemakings/ucm070826.htm

< Rulemaking History for OTC Acne Drug Products

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

< Rulemaking History for OTC Skin Protectant Drug Products

https://www.fda.gov/Drugs/DevelopmentApprovalProcess/DevelopmentResources/Over—t
he—-CounterOTCDrugs/StatusofOTCRulemakings/ucm070833.htm

1UFOIOEZ(OTC Drug)d 7% "Rl Z(monograph)'& watof otH, Rl E

i =
22 %= 9okEY Atol= NDANew Drug Application : AleFg71dzh) Hias

- ol§ Eid#xof= OTC Drug A2o] dutaor ¢rsty axprt 9l

rr

Hog 7HF
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[0 OTC Drug =g
- OTC Drugx drug facts panelo] Bk P29 2tHHS djof sh=d|, o3 ®O AHEE
A= E7)soF o
% OTC Drugell it 2hdls a7
21 CFR PART 201 Subpart C-Labeling Requirements for OTC Drugs
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfefr/CFRSearch.cfm?FR=201.66
% OTC Drug Facts Label

https://www.fda.gov/drugs/drug—information—consumers/otc—drug—facts—label

2z Wl

The product's active ingredients, including | A% W FEAHESZ 85 Td FAHEY
the amount in each dosage unit. oF

The purpose of the product A= =4

The uses (indications) for the product. AL 8

Specific ~ warnings, including when the

product should not be used under any | A +7, o|H AT AEFS AHESHA
circumstances, and when it is appropriate | ¢t EH+& Al7], SJARY SFARe} ArelslE= Zlo]
to consult with a doctor or pharmacist. | 243t A|7] 5.

This section also describes side effects | =gF o] AlAor= AT 4~ 9l= Hzkgq}
that could occur and substances or | gsjjoF & EZolYy FFS 7|AStct

activities to avoid.

Dosage instructions——when, how, and how | Z-&
often to take the product. T H-&sh=Al.

Th roduct's Inactive ingredients _ 3

. ; inf i hel ° L AIES v AR, aHAbEe] gYEr] w7

important information to help consumers L

avoid ingredients that ma cause an o= dod & dle Awd ekl w8
s Y o] El= Zag Hx,

allergic reaction.

— OTC DrugelHAl sAlol 2PFE< HSofl= Inactive ingredientg WHAEOZ A5
of ¢
- OTCo|HA] 3PFE<2l -2, Inactive ingredient ZA|RH-2 ofg 3 =X
https://www.fda.gov/media/76481/download
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Drug Facts

Active ingredient {in each tablet) Purpose
Chiorpheniramine maleate 2 MO ... ..o e et ioeeanronsenanansrsssnnssns Anlihistamine

Uses temporarily relieves these symploms due 10 hay fever or other upper respiratory allergies:
W sneezing M runny nose M itchy, watery eyes W iichy throat

Warnings

Ask a doctor before use if you have

W glaucoma M a breathing problem such as emphysema or chronic bronchitis
B trouble urinating due to an enlarged prostate gland

Ask a doctor or pharmacist before use if you are taking tranquilizers or sedatives

When using this product

W You may get drowsy W avoid alcoholic drinks

W alcohol, sedatives, and tranguilizers may increase drowsiness
M be careful when driving a motor vehicle or operating machinery
B excitability may occur, especially in children

If pregnant or breast-feeding, ask a health professional before use.
Keep out of reach of children. In case of overdose, get medical help or contact a Poison Control
Ceanter right away.

Directions

adults and children 12 years and over take 2 tablets every 4 to 6 hours;

not more than 12 tablets in 24 hours

fake 1 tablet every 4 to 6 hours;
not more than 6 tablets in 24 hours

children & years to under 12 years

children under 6 years ask a doctor

Other information swore at 20-26° C (68-77° F) W protect from excessive moisture

Inactive ingredients DAC yellow no. 10, lactose, magnesium stearate, microcrystaliine
cellulose, pregelatinized starch
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Drug Facts

Active Ingredients Purpose
Avobenzone 3%

Homosalate 10% } Sunscreen
Octyl methoxycinnamate 7.5%

Uses
* helps prevent sunburn

Warnings

Skin Cancer/Skin Aging Alert: Spending time in the sun increases your
risk of skin cancer and early skin aging. This product has been shown
only to prevent sunburn, not skin cancer or early skin aging.

Far external use only
Do not use on damaged or broken skin

When using this product keep out of eyes, Rinse with water 1o remaove.

Stop use and ask a doctor if rash ocours

s i e

Keep c-ut uf raanh uf chlldran It pr'DdUCt is swall-::lwed gat madn:al
help or contact 2 Poison Control Center right away.

Directions
# apply liberally 15 minutes before sun exposure
® reapply:
= after 40 minutes of swimming or sweating
» immediately after towel drying
* at least every 2 hours
* children under 6 months: Ask a doctor

Inactive ingredients

aloe extract, barium sulfate, benzyl alcohol, carbomer, dimethicone,
disodium EDTA, jojoba oil, methylparaben, octadecana/hia

copolymer, polyglyceryl-3 distearate, phenethyl alcohol, propylparaben,
sorbitan isostearate, sorbitol, stearic acid, tocopherol! (vitamin E),
triethanoclamine, water

Other information
# protect this product from excessive heat and direct sun

Questions or commentis?
Call toll free 1-800- 33X - 300K
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[0 OTC Drug 5= Ax}t
- FDAE "= oA ARBEE oofEs AlxstAY AR, Aepddste R dH|
(establishment)of] tisf FDA 558 Q4%
— OTC Drug MonographE M=+ AFe 5543 = o A= X3H
@ 194 : Establishment Registration(5% 2 Ald5%)
@ 294 : NDC(National Drug Code) Relabeler Code 8%
® 394 : Drug listing
- OTC Drug A& A& A1t & 59 o|yfof] S-S (registration)= dl|oF &
% 4 OTC DrugE ml= Aol #ulistz] flsii= ofel A=l Aaprt AMAY vl=
Aol mjstr] Ao ekmEo] glojop g F¥Al AlelA OTC Drug AlF 550l
HoiQle=A] &elstr] mEd

- o8] 52 A 109 19 ~ 12¢9 319 Aolo] &fof &

ol

% Z1 @ Electronic Drug Registration and Listing Instructions

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

andlisting/ucm078801.htm

(OTC Drug 55 Ha 7H8)

Step 1 Step 2 Step 3
Establishment NDC Relabeler Drug Listing
Registration Code 234
Manufacturer O
Labeler O O
Importer O
Repackager O

(Step 1 : Establishment Registration]
- FDA°]| 5535H7] faliAl= ot A2 Z@otal Q)= Establishment Registration SPL

documentE AlEdoF o+

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

HQ):.
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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” Hz2h?)

<& “DUNS” ¥1§+= Data Universal Numbering System®] 9FAt2 2|2 AFIA]
2 Auois 94l 14 WS
< D&B(Dun & Bradstreet)7t @dstal sk W
ge) A44ET 98
<& Dun & Bradstreet (D&B) AtO]EoA DUNS H3SE QAsHH o231 Z&
£ Algel dete 832 WA
e, A Fa, oW Fa, B dRA g8
< 3l ¢ About the D-U-N-S Number
http://fedgov.dnb.com/webform/pages/dunsnumber.jsp

5

E AR Az

fol

=,

Mo
o

<“US agent” 2t?)

e
24
10
O
o
=
—t
)
O
—t
-
(@)
=
w
o
=

O FDA A= US agent= ¢ AzxAA Z32 £
oA W] 41 QA WA Alge] §AHL gleje rkm Holst
o 9

O US agentt Th83} 2 Ae o1
- FDAZ} o] AzQAste] SAEA olF Fi g
olol AZYA T FAYA e BRA ol et B s g
- FDAZ} sfje] Alx49] GMP HAM] dAx
x a1 US. Agents

https://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/HowtoM

arketYourDevice/RegistrationandListing/ucm053196.htm
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(Step 2 : NDC Relabeler Code 8%)
— Labeler codes= National Drug Code(NDC : =7} ¢Jefk® )& A7 Hsl Zast
™, FDAZHH —roiﬂ}~ G FEHTY

- o} /\}6}— ot Labeler Code SPL documentE FDA¢] A|&36}e] Relabeler code 5

- ALY 2 DUNS €8 (Name and DUNS number of the company)
- YA AL o= T AxA0 ulFY agentl] olg, T4, FIHE I I AX
oA Agate ol #dEE 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 listingS & w] o} Algdo] ZEH

- Full 10-digit NDC;

+ Proprietary and non—proprietary name (generic drugs may use 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 UNID) 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

O 559 OTC Drug AX s
- 525 OTC Drug A= s, FDACIA <=4 e AL wIsi= A
FDA dlojelilo]20] 5% Hm7h ARl 9lon] DailyMed 2t R Aol
A g Re duele] B £ 9

- DailyMed (Drug Listings): https://dailymed.nlm.nih.gov/dailymed/
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02 £=A| T Alst ererg= s

% Daily Med At]E+= FDAQ] Aufj7]3el =B AP (National Institute of Health
NIH)oA &gkl 3=

{DailyMed (Drug Listings) Ato]EofA OTC Drug A& AA A

* A& : BALI BODY COCONUT LIP BALM SPF 15
https://dailymed.nlm.nih.gov/dailymed/druglnfo.cfm?setid=50aa6562-905a—4802-c054—-00144{f88¢88

¥ oot IFY Y HF Al sPEFelAN Adxtd SYds st 7] wiwel 3
FoldA FAlY OTC Drugdl= didste A&l o

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

DAI LYM ED ( Enter drug, NDC code, drug class, of Set 1D G’\)
m FDA GUIDANCES & INFO | + MLM 5PL RESOURCES | + APPLICATION DEVELDPMENT SUPPORT m

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

weerssB] s @ 3B

VIEW PACKAGE PHOTOS NDC Code(s): 70630-1701-1
T Packager: Bali Body Pty Lid

Category: HUMAN OTC DRUG LABEL
DEA Schedule: Nonge
Marketing Status: OTC monograph final

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

; comply with applicable regulations and policies. FDA has not evaluated whether this product complies,
Repon kdverse Events

FDA Safew Recall.s DR“D !_I'-]lBEE. I,'\g FDRM&”DF‘] Updated November &, 2017

== if vou afe 3 consume natient flease visit this versi
Plesence-nBreastMlLk HTARCd CORSUIRES UFernoE e Ve DL eI T,

DOMMNLOAD DRUG LABEL INFO- POF | XML [E) OFFICIAL LABEL (PRINTER FRIENDLY) [
RELATED RESOURCES
VIEW ALL SECTIONS

oo €2 PRINCIPAL DISPLAY PANEL

13 Avobenzone 2% Homoszlate 2.8% Avobenzone 2% Keep out of reach of children. A multi-tasking
+ PubMea beauty .

Biochemical Data Summarym r:'} INGREDIENTS AND APPEARANCE

Product information

(.lmicat Tr| au

MORE INFO) FOR THLS DRUG S

View Label Archives

RxMorm

FIND ADDITIONAL RESOURCES (also available in the leff menu)

_3’|_
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(DailyMed (Drug Listings) AFe]Eo|A OTC Drug AE A oAA])

ook

* A& © ZYLAST ANTISEPTIC- ethyl alcohol gel

https://dailymed.nlm.nih.gov/dailymed/druglnfo.cfm?setid=17a70b04-3e61-27ae—e054-00144{f8d46¢

NEH":! 15 AT NAL L OF | i A REPORT ADVEREE EWENTS | RECALLS

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- ethyt alcohol gel

| OTC BRUG LABE

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

’I Packager: Innovative BioDefense
+
Marketing Status: OTC monograph not final
m DISCLAIMER: Most OTC drugs are not reviewed and aporoved 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 Events

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

Presence in Breast Milk L this version.

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

RELATED RESOURCES
VIEW ALL SECTIONS

' s 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.
RxNorm 2 KEEP OUT OF REACH OF CHILDREN
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,
Dimethicane, 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
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[ Daily Med AfelECA 37lxe RO a2 =
- FDA7} A AFS A, o2 AEVE gloete, 2hEgo] 9= NDC(National Drug
Code) & E HW, DailyMed Ato]EoA] AMste] ojn] 555 AHE dld 4 9l
- NDC "3 e A=l vt o] AXdA B Al SA1E s AlEel dit &
?le oJulsh= A2 obd
- NDC Hl2& 1029 <At= 450 glom, Al Fi(segment) 0=
@ the labeler code : FDAZHE Fojgrs
- Labelerst ald Drug®] AZJAAREZ = Afzhd
£ oty FDASHH Fojih2 w99
@ product code : B|AfofA FojstH H
- product coder= FF(specific strength), &&F(dosage form), E&d|o]4 (formulation for
a particular firm)< I 4= UA| SJALA Fojt ¥12 9]
® trade package size code : 3|AA FojolH H
- trade package size codex= ZEA ©¢|(variations of packaging), & &% 10ml 1A,
20ml Q1%], 50ml Q1AE Yetlie, SjAtoA Fojstd
% National Drug Code Directory
https://www.fda.gov/drugs/drug—approvals—and—databases/national —drug—code—directory
- NDCHlZ F Stofl 5A4te]:= FDAZF RoisthH, Fofl & FiZ(segment)> J]Ato]A Fois)

Zg) Ee FEdAGT 4x)

mlo

7] Wil v=3 ol 2714 Feje A 2ter 7449 5 =
SoAl 1 SR A - AR 2 - 1A A 2eter 4

12345-0678-9
C oAl 2 0 SRR s - 32 Ak - 22 A 2t r 4
12345-678-09
- Active Ingredient (F84E) @ 29 a5 UehfA st AEY
% Inactive Ingredient Search for Approved Drug Products: FAQs
https://www.fda.gov/drugs/informationondrugs/ucm080123.htm
NII (Unique Ingredient Identifier) : “1I A& AEA} o], FaAEE ofyz} H]
a4 E(inactive ingredients)o] a4 %= UNIIZ} FoEo] Q2. Drugs 55 @ A
Be d49o] Bol¥st= Zlo] oty UNI EHE d¥shd #
% Unique Ingredient Identifier (UNII)
https://www.fda.gov/ForIndustry/DataStandards/SubstanceRegistrationSystem—Uniq

Mz do
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uelngredientldentifierUNII/default.htm
— “PRINCIPAL DISPLAY PANEL"S ZdstH AlF ZHMEE B
- AlE ZAANEE manufacturer == labeler?} AlEst A7 2871 &
- “INGREDIENTS AND APPEARANCE’E Z35HH Active ingredient®] /3

2~ O

BE, ZHES, Az JEHE £ 5 9

S
1=

| sEED UuiolobE(0TC-Drug)2| #o|H

L] GMP
- SR} olopEeli AZ THE afo] 44

- FDACIA = 3PEE GMPO| digh Zto|=ekele A4
Hel GMP 27€ 43T #4L o s
% Draft Guidance for Industry: Cosmetic Good Manufacturing Practices

st QAR shEe ek 1A

o

https://www.fda.gov/regulatory—information/search—fda—guidance—documents/draft

—guidance—industry—cosmetic—good—manufacturing—practices

(GMP)  Guidelines/Inspection  Checklist  for

% Good Manufacturing Practice

Cosmetics
https://www.fda.gov/cosmetics/cosmetics—guidance—documents/good—manufacturin

o—practice—emp—guidelinesinspection—checklist—cosmetics
ZHQl E= o]E o] 8o FAA e AAAQ 7| oet

- ISO 22716, FDA 7fol=

Aol =4 9 Hde stEshH o
(GMP) —

% ISO  22716:2007 Cosmetics Good Manufacturing Practices

Guidelines on Good Manufacturing Practices

https://www.iso.org/standard/36437.html
olel= txH o, oforFe diefiAs HoeE GMP &
Ko, OJefFe] dgt FAgte] AP GMP 2=

part 210, 211]
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% 21CFR, part 210 — CURRENT GOOD MANUFACTURING PRACTICE IN
MANUFACTURING, PROCESSING, PACKING, OR HOLDING OF DRUGS;
GENERAL

https://www.ecfr.gov/cgi—bin/text—idx?SID=058833a161f1fde2a495bfd287a6afba&
mc=true&tpl=/ecfrbrowse/Title21/21cfr210 main 02.tpl

% 21CFR, part 211 - CURRENT GOOD MANUFACTURING PRACTICE FOR
FINISHED PHARMACEUTICALS
https://www.ecfr.gov/cgi—bin/text—1dx?SID=058833a161f1fde2a495bfd287a6afba&
mc=true&tpl=/ecfrbrowse/Title21/21cfr211 main 02.tpl

. OJOFE FA}L oM om “oloFR 2 W =2 X AH|(eDRLS)™S Ed FDAo| 3A

% Electronic Drug Registration and Listing Instructions

https://www.fda.gov/drugs/drug—registration—and-listing—system—drls—and—edrls/el

ectronic—drug—registration—and—listing—instructions
- FDAYIAME SHEd tieix+= 24 2 55 =238 = VCRP(Voluntary
Cosmetic Registration Program)E& ttasl] Fi1 ed], o]goA & 4 dxo] AT
ARl SEY. A FD&C Act(dH A&, oofF 9 sPEH)ANE sHdE A
2 Stofg FDA 3AE FEIIAY A7 555 T50tES 8751 A+ &=
o VCRPE 3HE Alx4et ARHALE 55)2 FDAS] VCRP Ato]lEd| 2z oz
S2olt Aoz alg AR JuRllA AR S © SR 4R e

7] AE91E e dlol E-8ot7] $8ll CIR(Cosmetic Ingredient Review : #]=

U{

th 1

X,

o VCRPE= HEZ Q7HE FARN ofyy, omtE, €19, CVS, ¥vtE, Bl
S ul=o EHQ iy - gl AT w, VCRPo| ot AEQIA] opdA] o
BE |7k sh=4], o|f VCRP 55332 HojF= ZHE EARE(print out

https://www.fda.gov/cosmetics/voluntary—cosmetic—registration—program
X VCRP FAQ
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o2

https://www.fda.gov/Cosmetics/RegistrationProgram/RegistrationHelp/ucm2005188 . htm

O vl= 24 2ste f=AR

- FDAE= #Apdo] b=l Q7] wiZel B AlFel thall AAHinspection)E &

5
42910l Fol A

19 @9 vhEL F3Q1 vhEe] gt
T SRl A9 gl

BA XA .

rlr

S
ool We AE, W Ut

- 5~7d Aok njZor $£EL
TR, vl=r dx]Qlo] Ho]
ghxl 1 GAlolE= FDAZF 7]
o 1Al #olggel 5017t A &A= ALY

e a4 orr o
=}
ot
—'—l
rir
Jo
oft
=
il
=
rir
e

5 ofF mlulgle Zol FDA

=
- A I A EH AZ glo] VCRPAMEA oHEE 55 Z=1d), Axa 55 AF
5= (Drug Listing)= At AlFSol drje @ ZAglo]l Sl H3ds A

- 23y Ag2 A AlFel ti EAE] vl= A%
250l = A FDA H4t WS s

= s &= = S H,
T T AERA 87l mEA] e A duA A WA HER Fo7t
24
- "= FDA= 29ntt AlxdA @8 d5<S AAstet, @84S vd2 AxdAr 7
HotA il FDA dlife® FHsta Qo] Re dAE AFsIEg S92 E 7Y
oluf A7] wl= Wi "urh FIIRE 719 S Adel AR AAIshs Adel e
- U= FDARRH 92 Ja2 FDA Al EC] A57] o] BAA 1, njyo]
HE S22 s mpAgo ofgd= &2 7ol =
= Z1dE0] vl=r Hatell wish AEs] 4 9dA] Rt fe = ot At ¥ S

7t Aoz oAb
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@A A

m AAAA 5 ODM 77HAF 57| FDA 741173(2018.3)

- FDA, AAAA o] Hlolg x2f, m7|&8, GMP #4 P& &

=155
=2 O,

- ulE 527w 98, Aok CGMP 9% e 77jAF FDA A1%
HeE A w4

https://www.cncnews.co.kr/mobile/article.html?no=3180

(] FDA, =W sF& - AlefAE 33t Bal--71& o7 (2018.4)
https://www.yna.co.kr/view/AKR20180425158600030

m AAAA, A= FDA Y74 H 5= S3tH2018.8)
- FDA, AAIAR Z]dofl tigh B H T
http://medigatenews.com/news/1758546423

m 3 FDA, =4 AZXAbe] A1 Z7H2018.9)
- 6|W7t = 24 B} Pir%HﬂJ 67 I, AAHZRA] 94
- EYIAE 7|du= Y T 53 719 @3 A5

https://cosmorning.com/news/article.html?no=27619

W U1 FDA, $3E AZAY A3 4T 4(2018.9)
- 20179 YE 5 AWYN O A1 E 33

- RE AEZRO oS A 24 Al AE /15 By B

é

https://news.kotra.or.kr/user/globalBbs/kotranews/5/globalBbsDataView.do?setldx=24

4&dataldx=169581

w 3= ODMA} Ht7] FDA 711(2018.12)
- KOTRA, W39 K-He| A2 And 3% 24

https://www.cncnews.co.kr/news/article.html?no=4421
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- FDA = “0|= A3 27 X 5= (Customs Border Protection : CBP)”1} 71H3s] @ x5}

4 RS BYEPSH Y&

- Y RS FASTA BT AT 17 B9 HARPES AXA =W FDAS H
ol wat BA A EeF(Adulterated) BE EAFA|(Misbranded)® Aoz Hol:= 3}
FE Hlo]l ARE & A

- ARH AEL 445 dApo| wet ¥EEA] H 7| (destroyed) EA= HHE(re—exported) A2

- A g2 fAdGATE B FEsH =, Aldiz g-s& oF st AdE T A4

o
©
Import Refusals) #|AEe] Z2p7l= & A= olojd & Q7] o

=

Mo

- FE Y 7R Fl2Exs FDA FHAolA wid dHolE = 3UHE =

O 49 AX(mport refusa) gt FAY71?
AFE AHo] FDA Wi} A4S {Hkeitt= FDAS &

1=}
- ‘4= AX(import refusal)”=
_]
- ARHE A4 FDA XX IAYU(Notice of FDA Action : Refusal Notice)Z2FFH 90
oljo] m= TAHZARTH(CBP)I FDAS] 7= dlo| m7](destroy) Ei= HH: g
St

(export) 3fjoF
- % AF(mport refusal) =& o= offiet 3
AZH 4L 71E 109 ool FDAS] H7et H#5A(Notice of Detention and
Hearing)oll dfell l4lstz] ¢kgtom, slaldxt AFade oA dUAY 9% ade]

S7HE A o2 A
X i (Hearing)= AR7E AL 7]18]=A ojWd w2t st B w

=
7F 9o HES] A=W Notice of Detention and Hearinge] &

(compliance officer)oll siFgh. FDAfFO] AF uUAolAS 3t 42/el, 7549 &
PAF B gigQl 5ol & & A& dEde HEA] ob5, AR, HdAe] sEke

HtoloF oF

|
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<Al 1>

o ALl AlEo]l FDARFH ¢ AHH(import aler)E Wk, & IWkshz] kgt

E AL BoEF AFdEH(private laboratory analysis)©] HQ3H A8l gk o]
ArtE AFAEA AaE ASF o, FDACA = slid Alqlo]
23 YA 7] "ol AHEA HiA= FaskA] dotal waeh o, AxE i
T AlEel dall AHE=FFEFORM FDA 766) AMAE A&, FDAA = AISHA
£ AR 1 olf= diF Algel ¥H+E €7 Aok &4 FDAY 4 X
7] W

Al 2)

o ALY AlFollAM ARddeto] HEH. AAIME AEFe A5SHITL AtstR e
L, FDACA= &5 9148 daF w2l AARe] At

o o]of] AL A= E=F(Adulterated) = HA ZFA|(Misbranded) 2 2] HHE2 ALl
sl A z7d (reconditioning)st?] #ls 2719 A|FAE FDAo| W= A&EW+=
T oA Axk s AlEo] FDAS MES &4t S| T2 ¥
Al B Ax2ES AT 882 dRtAo= 7R gon, S AE FA(Notice

=]
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o] S
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b gle
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= AE Azstgon, AZE F71 8 9

o}

it
[N

rulo
Moot
S
R
R
&
r
ol
o

QR
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% Import Refusal
https://www.fda.gov/industry/actions—enforcement/import—refusals
% Reconditioning

https://www.fda.gov/industry/actions—enforcement/reconditioning

O FAAFE A= A2 &A EY71?
- FDAYAE 5 FA(Notice of Detention) & 4 TUAAImporter of Record)of| 7]
wafst olddxt= B A E2(Notice of Refusal of Admission)ES ¥ AlgF =

SA9
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(consignee) oAl AlE& HUl= AL ZgE 4 S5, TSt FDAOJA= CBP(R|=2] A
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- "Hl=F FDAS} CBP(IATAHEEH) ] T oo AlE-S H7|(Destroy)siioF ot
- )= FDAS} CBP(IAM=HHTH) o] 5= ool AlES HhgA 2] (export)slioF &

O ®Fef W7t ve] Alge w7l e =28 a7t s F7olAl d=sfior gy7t?
- CBP(AM=HHZA) lﬂ*?—‘?iil‘%Ei 245 A E A A AR FAE g2 &
904 oldiell AlE= RHESHAY H7IsoF ¢ Ref Zﬂ% B Ee H7ste A= FDA

oA HolFeH, FDA Z#] ZHA(Notice of FDA Action)o] HA|E FDAS] ¥ ZHA]
THcompliance officer)o| Al AZtafjoF gt

[ 90 ool AlE= = Ev 7Sk Zod F& do] dojdyrt?

- FDA7} ¢ ARE TastH CBP(IAN=ZHHEDH)ol FA| =], :HOV} A=FollA CBP
e B2 fA=E AlEFe AdSE A= 3—3@ AR AFE FrE(return)sh= dlollE
0ol Foif]. Tef Astrh 18 A sk Zetotd, CBP= 1 ZH:'qoﬂ et oAl Esluld
H(Liquidated Damages)= F+E 4 U

[J FDAC] 90¢ Xt 7|72 a6l & A& 88T & A5y
- SF | FDACIAE ol=fet ol tieh A& 7 A &= B
’5}7: Aol sl EAFFo] & F-Foll= CBP A9 APRAo] A=gtd 4= QS
% "= A= (Locate a Port of Entry) 9% @ CBP A AMFA dZAE= ofg =2
oA &l 7Hs

https://www.cbp.gov/contact/ports

J %o} DA A4 e A9} ohiei, A
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[0 FDAS] ¢ AE wHre ojfoA] e 2 Q&7

T4 AR Eﬂ/ﬂ(lmport Refusal Report @ IRR)+&= AtFIEHR F71/ 290 o2
AR YAEE Algstil . FDACAM = Wy 4 flbtels 2oz Hole A

| e |

A0
—l—
pal

>

et AEE AlFsh] fs o 77 EAMIRR)E € 992 dHolE stof sk

0] O
Pr =]

* 9 AR B3 AM(Import Refusal Report : IRR)

https://www.accessdata.fda.gov/scripts/ImportRefusals/index.cfm
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“ £9| A (import alert)

AAIZF obd. HAl TS

0 S°7HH
- nlFofAE sPEolE OTC Drug(ell: ZAatgA)elE ARS<Sl
Eﬂ al= Aol AlEE7] Hofl FDAS] 5ele s et gle
=% OTC Drug® 7%, FDAo| AxA 5= (Registration of Manufacture facility) %
AE 5=(Drug Listing)< dloF okAH, o] “HIHTHE A(phone book)” Z-2 7Id
. FDAZ} i AlEell disi 52& siFth= 7igel obd
- ol2let olf & m=o| #EStE QA A5 Fdstedle A9 A ot 2 d &
(detained) & ddst7AY FDARRH sig A& 417t Av= &
SEle oln] 2 |zt ml=e] &

o AR BB R
o1 B9 "L ol
WA 25 Ao,

Ag WA He 397t 98
S g SAgAT, IF BV 0 A BAUE YAV AT B

AR5 IATE ok 7] ] Easks 29
Qs FDAZF 27eld LE ABS o @A S ¢S, uiet

A BE2 A7 EAe AlES AANexam)sHA
- AlZo] AF7A] dFH ZHo| iHet FDAHS QHiet Zlog Ho|H x5of Azt
A7E 5 U=
- FDARRY $UAHE TOoH F2 nj=r o AEet ojes AAE. o973 =
2t 2ol A =& A7 BVbsoithe AS KolH, &0 7Heotolk vid
FDA oAl Aol 474 25 A7g FYsjors] o] AF f50] Aol M1 ¥
5 937 P50 4 % e
- oehd, RE W P PRS0 1R SUAue thele Mo WL SYEns
o]

- A EHE AT
Zas d24e ALY
U7
S RS

0 %4
- AEL

HIE m)= AlEe] 58
o] FA=HETHUS CBP, U.S. Customs and Border Protection, ©]5} A3 oA

— g]%O

7 H ((import alert)& £
A}

o] Eoiet ml= Al mulshy] AAsiA 7 A HAl Fatsfof

_42_



= 5H512r 235
02 £5A FolAE ey E e

e FHsH Hedl, sHgEe] Aol vl= AE2F=(US FDA)OAME A

- U= Al# FDA= 77k Atolelw, ZF @t E, ul= Al vtz gof FDA| obd v

A ARFAo] Ql&. Tk B Al ool Tt AlFEel UTHH, AMlTto|A= FDAe] Hf

= dgstA Hu, FDACA= did AlFS ol&, AXA & Al AHoA EojH1
A7 Qe AEQ A 2o e AEs By U

- oy ZRE7HY] T AAXAE FolA T Al AlEelA AEsHA A48 + e A
o] HtZ FDAOA Walst= +UAF R (Import Alert) ¥

- FDAoﬂ 1]— THAFY HGS At § Aol SAEAY hEAdo] dish A4

= o2 72 tiite =UdAE (Import Alert)E BF

3

N +AAE

1 AFS Azshe 29 AzA
1 AFL wFe] Selek 5%t

[] FDAS] 5AR 2AEL oftold SHale 4 &7
- DAY $94R YrEd] oA Hu Hrol A glo] Ul Aol SES
P T 3B A5oR 49 AW B 7R 215 5 B

- FDAL %8 EPATUA 2 9 Ul 9o SHolxo] B IS

>
o
i

- Browse import alerts by country/area (S71#/2]<d 241)

https://www.accessdata.fda.gov/cms_ia/countrylist.html

w S guh 20% sl 9

Home > Import Program > Import Alerts > Number of Import Alerts by Country/Area

Number of Import Alerts by Country/Area

f sHARE | W in LINKEDIN |~ @ PINIT = &% EMAIL | 8 PRINT

Country/Area Count

AFGHANISTAN

A
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- Browse import alerts by industry

https://www.accessdata.fda.gov/cms_ia/industrycategory.html

% AQEz arel glonl, “CosmetcsS ZUsHA ofdlsh 2ol Al shuol
tebd

Home » Import Program » Import Alerts > Industry Categories

Import Alert for Industry Cosmetics

f sHaRE ¥ TWEET | in LINKEDIN | @ PINIT &% EMAIL | & PRINT

Cosmetics

DWPE = Detain without physical examination

Import Alert Publish
Number Import Alert Type Date Import Alert Name

DWPE 03/18/2011 "Detention Without Physical Examination Bulk Shipments of High-Risk Bovine Tissue from BSE-Countries—-Bovine
Spongiform Encephalopathy”

DWPE 04/03/2020  "Detention Without Physical Examination and Guidance of Foods Containing lllegal and/or Undeclared Colors."

DWPE 10/12/2011  "Oral Tanning Tablets"

DWPE 08/09/2018  "Detention Without Physical Examination of Eyelash and Eyebrow Dyes Containing Coal-Tar"

DWPE with 03/18/2011 "Detention Without Physical Examination of Cosmetics From Importers Exhibiting Five Detentions From Gray Market
Surveillance Purchases"

DWPE 03/13/2020  "***Detention Without Physical Examination Of Cosmetics *** That are Adulterated and/or Misbranded Due to Color
Additive Violations**"

- Browse import alerts by number assigned to each alert
https://www.accessdata.fda.gov/cms ia/ialist.html

el AR WTEE B 5 S

Home > Import Program > Import Alerts » Import Alerts by Number

Import Alerts by Number

f SHARE | ¥ TWEET | in LINKEDIN | @ PINIT EMAIL | & PRINT

DWPE = Detain without physical examination

Import Alert Publish
Number Import Alert Type | Date Import Alert Name

DWPE 10/06/2011 "Detention Without Physcial Examination of Papad and Farfar Wafers From India"

DWPE 08/27/2015  Detention Without Physical Examination of Milk-Based Products That Are Adulterated or Misbranded Due to Substitution

DWPE 01/02/2020  "Detention Without Physical Examination of Imported Soft Cheese and Soft Ripened Cheese from France"

DWPE 03/16/2020  "Detention Without Physical Examination of Cheese Due to Microbiological Contamination”

DWPE 05/08/2019  "Detention Without Physical Examination of Cheeses Containing Nitrates"
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- Browse import alerts by last published date
https://www.accessdata.fda.gov/cms _ia/iapublishdate.html

K 5 AR Y G AR B 5 g

Home > Import Program > Import Alerts > Import Alerts by Publish Date
Import Alerts by Publish Date
f SHARE | ¥ TWEET | in LINKEDIN | ® PINIT | & EMAIL | B PRINT

DWPE = Detain without physical examination

Import Alert | Publish
Type Date Import Alert Name

04/03/2020 DETENTION WITHOUT PHYSICAL EXAMINATION OF ***Spices and Spice Products™* DUE TO LEAD CONTAMINAT|ON

04/03/2020 "DETENTION WITHOUT PHYSICAL EXAMINATION OF PRODUCTS FROM FIRMS REFUSING FDA FOREIGN
ESTABLISHMENT INSPECTION"

04/03/2020 "Detention Without Physical Examination Of Food Products Due To The Presence Of Salmonella”

04/03/2020  "Detention Without Physical Examination Of Raw Agricultural Products for Pesticides"

04/03/2020 Detention Without Physical Examination of Unapproved New Drugs Promoted In The U.S,

- FDACM= P& B sAB T up2 Ropx FDA Ate|Eof AXSHL Qe
% Import Alert for Industry Cosmetics

https://www.accessdata.fda.gov/cms_ia/industry 53.html

f SHARE | & TWEET | in LINKEDIN = @ PINIT | &5 EMAIL & PRINT

Cosmetics

WPE = Detain without physical examination

Import Alert Import Alert Publish
Number Type Date Import Alert Name

03/18/2011  "Detention Without Physical Examination Bulk Shipments of High-Risk Bovine Tissue from BSE-Countries—-Bovine
Spongiform Encephalopathy”

DWPE 04/24/2020 "Detention Without Physical Examination and Guidance of Foods Containing lllegal and/or Undeclared Colors."

DWPE 1011272011 "Oral Tanning Tablets"

DWPE 08/09/2018  "Detention Without Physical Examination of Eyelash and Eyebrow Dyes Containing Coal-Tar"

DWPE with 03/18/2011  "Detention Without Physical Examination of Cosmetics From Importers Exhibiting Five Detentions From Gray Market
Surveillance Purchases’

DWPE 04/15/2020 "***Detention Without Physical Examination Of Cosmetics *** That are Adulterated and/or Misbranded Due to Color Additive
Violations™*"

10/12/2011  "Detention Without Physical Examination of Cosmetic Preducts Containing Methylene Chlonde as an Ingredient”
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[0 DWPE(Detention Without Physical Examination : =2]2 AA] gle oF)olgt Feluz)?

FDAE 1974909 Azoz £ AFol didt 2924 AAl e FZA(Detention
Without Physical Examination, ©]5} ‘DWPE ZA)E Aldist o]g] FUdAE0] u]=9]
71=ol mlEste B¢
FDAE= $1HAIES Ut Aol IAY AlFo] ¢S Zoz fuEs
AL AFol AHT Aolgh= e SA7E HHEE FSol= DWPE 23&
224 HAl Qlo] skl =
FDAOA &aish= A4 (Import Alert)S SollA 7H @ol HaE SJAtE= Zo]
Red List(AAME=Z)Q HE 'Red List(AMEE)gta sh=d], A4 WAL 'Detention
Without Physical Examination(E8]4 HA| gl 97)'d
FDAZF 7 B (Import Alert) & &3ste] ArZE AAE=R0] @27 =W, A=
U5 &2 Aol sk AAso=r ARAZIA W, AdfF A= g o=l dit A
o 9 HAE s |7bx] A7r] A45H

o]

=] ol

- FE7E TEE =9 AlZARA A2 AlEe] vl=el S0l o
- FEZ EEE AR shEe vl 92 o

(FYAFEImport Refusa) 4473 K (import Alerts) H|ul)

TYARImport Refusal) YA R (import Alerts)
FUPEE= AEAQ AFo]X|g, Ahs
AF+= obd
AR 1894 A7 +U7dE = FDAE 57 AL =7T Al
=Y A= FDAZF dAHinspect)E 3F | FC228H HE H|Es diEds LoMl
of A (shipment)s AF/AI7|1L, siE | = o Ldet
A&ol MES &0t QA ot & |- ag7dE0 22t AlEY e AA
Tot= dsoll 2 (shipment)2 E2A Al e A&
- A SiF AdAo]l a4 AREHY =Fo|Z | (DWPE) 4JEfol ol =
239 =271s) - DWPE AJHjolA sl 2JAE ATA|E] 7]
AR B= AR disiA] ol=2fst ARt
7t gbeH
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0|2 £EA Fo|Ag e EY e

ot} AFIAI7F FDAS] Red List] €231 1 Flo|Aof A% mpols)
Fsted T shedl, AA glo] U oRF Brom FRO| 59 AAEE| 7]

_%_
A G AL HG BZolA AAlstelW I A, AAH £

3 Az A gsorat &
- 9 AHE giiE9 A AxGAH(manufacturer) S iAo 2 HHE =], Q] A

=
~- ZQAHE vS Ao =i ol2x A Eo| tist 1 HIHH|L(warehouse fee), AAN}

A AAE Bl (testing), & AAN AFS AE=sI7EA Y 713E0]

a74 Feolle #d 4
o 285He 5 571 "ol A H. Et ol siZsh] s AEY dAE olE
St ¢, A49HEE 284

- ol #AAE 2AE WA HdiMe AP E B2 FDAYE 85t 84S 5
Al g e B9 ARE AlSdlor s, did AlEe] e dSs] AAle =
ol Algtd 4 U= WF olof dit AR tiu|7t Hast

@7 shafsior g7k

pss
- 7o YA EE ofdf HEE Eo}

olo
=]

R

Category of Import
Alert

Description

Import Alert #

This is the number issued by the FDA. The first 2 numbers are the
industry code of the product. For example, any import alert that starts
with a 16 will be related to seafood.

T SAE AR Y 2
g Eol, 1602 AZshe BE £4 AuE srED Bao] Y,

Published Date

This is the last date that there was an update to the alert. This is
not the original date the alert was published.

e 2} =========================================
Y AHEO P T dUlolE AU £ AEIF HEE dd 2
7} ohguct.
Type This describes whether the alert is DWPE or DWPE with surveillance.
============= Import Alerts that are DWPE with surveillance include additional
49 guidance for the field. Such as, TA 20-05 states: Surveillance of

heavy metal levels in fruit juices and fruit juice concentrates from all
countries is warranted.
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o2

Category of Import
Alert

Description

FAZFHE7E DWPEQIA] ofl® DWPE with surveillance 912 A3 F4Y
tt. DWPE with surveillanced 73-%, FDA7} @% AAl(spot inspection)
o

3 AFel " HAES JYT Adyot.

Import Alert Name

This is the name of the alert; it is a brief description of what the

alert applies to.

o
1=
2
=
>
rr
4
1A
oM,
L
N
N
o)
i
odl
i)
2,
rlr
B
=2
u)
_o|L
o
Jo
i

A,

This section describes what actions the FDA may take and may
provide guidance on how to be removed from the alert. This section
can vary based on the type of alert.

o Adel= FDAZE HE =+ Sl= XAE
o

wet gebd 4 g

Product Description

This section describes what products are subject to DWPE.

Charge This section describes the FDA's laws and regulations applicable to
============= the import alert.
AF(8) e
o] AldoA= 4 FH| ALE= FDAS Wit 4o disi) Ay
=8
Countries This section is included for country— or area—wide import alerts and
============= includes the countries/areas subject to DWPE.
27} R e

o] AAe A7t mi Ao HA 49 ARe| Egslw DWPES oA w7t

List of firms and their

products  subject
Detention without
Physical Examination

(DWPE) under  this

This section lists the firms and/or products that are on the red list of
the import alert. If a firm/product is on the red list of an import alert,
it means they are subject to DWPE,




Ol +5Al F2lAte

Category of Import Description
Alert

Import  Alert  (ak.a. | o UAFUH AV/AREC] £ Aio A E50 Q= A¢, 242 1
Red List) £°] DWPES] &5 T=the A& Indyth
2 Y Ai(eleqt 4
A ER)o] mE =94
A gl AR DWPE)
g 719 2 &g AlE
o] BAE

List of firms and their

products that have met

the criteria for
exclusion from
Detention without
Physical Examination
(DWPE)  under this
Import  Alert  (ak.a.
Green List)

B 59 Azl

4 5= ge e
A gle ARDWPE)
A& 7 gk 3AL

F59
9 g AR eliE

This section lists the firms and/or products that are on the green list

of the import alert.

If a firm/product are on the green list of an

import alert it means they are not subject to DWPE.

o e =it B/EE AF

o] Y=
DWPES] #-&

Category  of
Alert

Instructions

Violation Example

Country— or area—wide

=7F EE A9

The FDA may detain without
physical examination certain
products offered for entry from

the specified country or area.

dd 54 AEe =2 dAIRlol
=

EXAMPLE: Import Alert #12-03
“Detention without Physical
Examination of Imported Soft

Cheese and Soft Ripened Cheese
from France.”

A SQAE #12-03 "EAL
29l AZE 22X 9 ADE %4
M=o Bed GAGE A7

_49_



0|2 +8A FoAE
Category  of  Import | Instructions Violation Example
Alert
Manufacturer/Product | The FDA may detain without | EXAMPLE: Import Alert
Specific physical examination certain | #89-16 “Detention Without
============= products from specific | Physical Examination of Products
EA A XA/ A= manufacturers. from  Medical  Device Firms
s=================== Refusing FDA Foreign
FDAE &4 AxAAe] £4 AE | Establishment Inspection.”
= =94 AAglel AR 5 S5
yrtt, EXAMPLE: Import Alert
#99-37 "Detention Without
Physical Examination of Low-—acid
Canned Foods and Acidified Foods
Without Filed Scheduled
Processes.
AT AR #89-16  "FDAS]
sfe] AlxA HAAE AR w7
71 A1l AEel " =24 AA
He= A7
oA =9l AR #99-37 "AAHA
xH AF 9 SR AFo dig
AA AA glo]l By o8 34§l
o
Shipper The FDA may detain without | EXAMPLE: Import Alert
============= physical examination certain | #16-105 "Detention Without
IS products from shippers. Physical Examination of Seafood
==================== and  Seafood  Products  from
Specific Manufacturers/Shippers
FDAE= 3tF28RE 54 AEE & | Due to  Decomposition and/or
22 HAE skx @il 9FY 4 | Histamines."
UFU.

A specific shipper was found to
have caused the violation.

2o AHE #16-105

"Byl o
S

Al ;q] =z

A&
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Category  of  Import | Instructions Violation Example
Alert
=4 357t Site 4ozl Zo=m
e Seia s
Country/World Wide | The FDA may detain without | EXAMPLE: Import Alert
Alert physical examination certain | #16-20 “Detention Without
============= products  from  all  countries | Physical ~Examination of Puffer
=7F AA AR outside of U.S. Fish."
FDAE u]= o]e]e] rE =7to] E | There is a high fatality rate
d AES =94 AAglel 7Y | among  those  who ingest
& d5Y tetrodotoxin, a toxin found in
puffer fish. The toxin cannot be
destroyed by cooking or freezing.
Therefore, the importation of
puffer fish products is restricted.
There have been several serious
illnesses  which have occurred due
to puffer fish that were illegally
imported into the U.S.
AA: FUFE #16-20 "Fol9
=94 44 gle 97
BoloA ®AEE 549 HE=RE
=4e Atgol AFRE A AAL
&0 54 1 Sas g9y
Aol ofsf wH=HA] gkEUT. o
oh BoldEel 4qlo] Ay
o ulFe] Byem HelE Bol
ghgol WAT 9 s A7 4
o] glgivich
0 4828 =42 guzsold RAYU
- FDAE 4ol Tt £9ERE HARed), 54 (Green), FA(Yellow) Al 71A2 725}
298
- SAEE2 DWPE HA| 7|&s SE2AX] Atz fAZHAA o7t H
- guESe oY QAR ATE AL, GMP O E FEF S QAT AT IS
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o} 27k BAo] et 27t ANE a7 H Y 1de oug
- Auzse £ s AEo] e E4old g, wdelE E4eid 23S ohgol &
Ou mase 49, Beld dA gi oHDOWPE diol . 422 o=y
BE7; LeE Q] AxAtA AxTE AlFo] ml=ol Soid wf AldelA AtFow o
#4172
Type of List Description Example
Red List Firms, products and/or countries are | EXAMPLE: A food  that
========== subject to Detention without Physical | previously was shown to contain
AN 25 Examination (DWPE) under an import | deadly bacteria that can cause a
alert. food—borne illness.
AL AFE H/EE =7t oY Aarol | oA ¢ ool AFel o7t AW
o2t =22 GAglel AFDWPE) 2 | S &+ A= ABA HHorE
% QU Eqeln Gl Ao Ut AE
Green List Firms, products and/or countries that | EXAMPLE:  Import Alert 12-03
========== have met criteria for exemption from | indicates that all soft cheeses
=M B Detention without Physical Examination | from France are subject to DWPE.
(DWPE) under an import alert. However, there are some soft
====================== cheeses from firms that received
¢ AR w2 EA HA] ¢l 9 | an exemption based on  the
F(DWPE) ®HA| 7|&£& F53% 3AL Al | guidance in the import alert. The

E WL 77}

firms/ products that are allowed to
be imported are on the green list
of this import alert.

AA: 9] HE 12-032 Zgro
E AXZE zZ7} DWPEe AHAE&S
wrechs 218 Uy,
ok el A slolgize] 2Astl
wAE e dASE g
Yol 58H A/AEE o] &Y
AR =4 B2 gt
Yellow List Firms, products and/or  countries | EXAMPLE: Import Alert 21-11
========== subject to intensified surveillance; or | indicates that all ackee products
9N E= firms that may have satisfied GMP | except from firms listed on the
issues but where the nature of | green list are subject to DWHPE.
violations may warrant further field | This alert includes a green list
examinations  of  individual entries | and a yellow list.
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D2 £5A Fo|AHE ety EEs
Type of List Description Example
and/or additional analyses.
====================== As the FDA identifies foreign
AAl At A B4 AE 9/E= =7 | facilies  to have  food  safety

7
TL GMP BAE 35 4 QAT
wto] A7ol Y TE W/

Aol Tt 37 A AAE BED
ol B4}

fr
i
N

4> fe do

controls in place to control for the
toxin, hypoglycin A, in their ackee

products, the firm and product(s)
will be identified on the Yellow
List. All  entries of ackee

products imported by the firms or
manufactured/shipped by the firms
on the Yellow List will continue to
be subject to DWPE and require a
private  laboratory analysis  until
the FDA has confidence the

products are in compliance.

firm's

A FYAE 21-112 =4 EE
of ud"e SAE AT HE
ackee A|Zo] DWPES g2 W=
U= 2 UeErdy o

o] dofle =M FE3 Loty =
2o] YL FDAE 549 3
olz=84l Aol doigt FAE $9
AFE I BAE AlYst= 9= Al
AE g wel o] Akt AE
2 d2e FAEIA FHH ZAUY
=

Wze rEd i HA} FA}
/\0101-7%1)( A Z/814% BE  ackee
AES DWPES] AHE&S AL o
=™ FDAZ} o] 3JAte] AlFo] A3t
stohal At w7k el AEA

£40] Waght.

O FDA+= B3 71delv AEE Y4 Ee AN =
E(Green List)ollA AlLlst7|=
- ZF 9 BHE A7 DWPES] 4
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- AE WEE AP WS SuHon, 44 AR BAE /ES 3T A9, AT A
BE 2 554 SoAsAY % %%ow A4

o
o
DAV MBS A AL b 2 A
CAEO] BTN SGEA g HFAL BT AL B8 NEAE de AS
L AN AFO] =4 BEo] F7hE 4 IS WF FRF 42T A %S A9
- AN AFO] FASA ke Al A

- Q= IAE ule ¥ fRte = FDAS] AAKinspection)E W2 ¢
- 9= 3|AZF FDAS] AAk(Ginspection)E& A& B¢
- 9uF FRel 49l AR figt 3 FDAS DIO(GY 9 HA) 92 G Argtol 2l

3 T ot AlE A= 9 AR JAV/AEFS FHE SE% S
7F AEA RS BEY A, 9 BHEE old Holl FDA £l e 71AA #
O weF Wi AlFol =212 AAl glo] ARDWPE)H 3% 732 siof sh=A17?

- qreF Fste] AlFol =74 AAl glo] —.TEr(DWPE)%E}L, olf F&ES| AT A==
FDAC| S7AE A& d37F A=

- qeF Fstrt FDAY SAE AlEsHA] Oiﬂur Ask7t At BHE7E 2H7] SRbARe)
(appearance of the violation)= =535}7]o] F&5tA] gttd, HAste] AEF2 vl= A=

o] ARD 4 g

- Rl fRste] AEo] e A FDA x4 FEA(Notice of FDA Action)oll HAIE
FDA?Q] =% ZrA]#(compliance officer)ol| 7] dA=tafjof g

0 W AlEe] Aadels Zeur SsA A A8 BIAE FAZ AZstng o
5o1e Hlof shex 97
- SUABA TRE o] TRl e,
=5p] 915 FARA W A4
- a9 APA BUAS AT A AFel AR AHA et o] 1

APt oJnlt ofy

5 2R7] ut(appearance of the violation)& =
AYPA BIAE AlEste Aol 8 & U=
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= 5H512r 235
02 £5A FolAE ey E e

O o dEo] A HERed lisp)ollA do](remova) H s 245tAY =4 Z5(Green
lisp)oll F7HE=E 2357] flsiM= oAEA sliof sh=A117

- AE A sfAxAE DWPE H E+= Import Alert AEjelA A3]E]7] fIsiA+= FDA
o] ¢ SFHA(Division of Import Operations)o]] FHo|u}p ojrdz A3 9H
(removal petition)& SioF 9. 3] AlAA o] Al FAS g

— Import Alert 23] A% (petition)= & wf dwrxo=z w4 Ht glo] FAls] 4 59
d&Hog FUE A= 4 = A HIME AESte] dAI7F ofwet ke =
AE d5Hor &

- FDAoA+= 3] Ads Fod dginty Sol(9H E&= ofd=2)E s, ol A
Ho 9 FDA "@97e] dstiioe} O]“ﬂo = 48=

- A3 AHLe ALH SAYZE St
A5 S, 998 WEE 5 A5G Aol BelE B

- FDAA #F 242 HeH olE AAlol sE

. 7i—r(Den1a1 letter)d W= o]f E

)
o
Kl
U
>
=
R

oY
i

]
_;
H,

, AR 309 Ak

[
-0,
N
o
o
S
o
<
SR
QT
2
)
it
£
rr
el
o
ok
A
1o
2
4
o
=y
o
=
1o,
ok
N,
N
N
kel
<l
juhil)
ol
o

(Approval)9] ol SA &
- o]gst AR o7 Ao EAH
- FDAE AE5HA] Kok 7%, A2 H71(destroy) ShAY §FEA ] (re—export) sl oF

— 75 (Denial of removal petition)== o]+ of#fet &2

L

. SLARel il SAE AHEAE APHE AL ABHA G AP
L AZYA AR/ ol dFe BUARE AZoA e AP
- 59 AR mport aler)2 A%} 87H Jlek ARE ABTA F B
Lot oo Ated 7] g8 2 o 2 3

4
L1 olzelde] A ot Ze oz AHsE
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o2

n FDAZ2| sl2] MZ=A AlAl(foreign inspection)

O 3E Alx4 AA
- FDAYAE sE-S Ef(adulterated) = A HEA|(misbranded)7} HA| ?F o471 F

AR/AAl dish dotRr] sl SPFF Ax4E AAHinspection)sh= A-¢7F U=

- 74 A, EF(Adulteration) 9I¥F 8912 R WEE, Hw, L9Ed, 34, XA,
v, Fa 5 ole Beold Y 4+ A=
N
LB, WA, 2
WA, 29
g3, 4= 87
QA R e A (ARA A2
- 24 BA(Misbranded) 919 21 F2 SHHE ehl BA|, oY, BA BA (247,
3191, ) Sold AT 4 9e
L 89], oqlgur b ;A
C W Ru g7 e ohy
b BA) 23R, 2
L 87 U U8R 2
L A2(GRA AL BA
ERE P BHY FES N eh, wo)Y, B 9ol B4 gEoR 1
=
% Inspection of Cosmetics

https://www.fda.gov/cosmetics/cosmetics—compliance—enforcement/inspection—cosmetics

[0 FDA7} 2H&E Alxa AAA] 8202 Hi= AT 2 AE(checklist)
- A= % Al (Building and Facilities) : oF2f] AFd2 2l
- SR ARy Hio| AREE ASE2 AHIF WeitA] s HjR|Eo] Ql=A
A7t A JA HEEo] ez, f82e=E ST A=A, AEt 4o fAE
F7F 7hsotes AdEet 7|2 gARIEoe] AlFE A=

vl W, Age ongn A B4 4 9k BWoz P gom Aty
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O $ZA| FolAlst ererg= s

o3t AH=Z FAEL =]

1A, 9E 9 mo|ln= EF-2oly §5EC] EE 9=, 74, Fvle E A

= W, FE= 83 Ao dAES QA7 EEE X Eo JEA]

29 9 7= oy Eat Qo] HetehS: flsf F=3etA|

25, AIA 2 SgA AA, v vlilg 9 obe A AR AL, AgH] 9 7o) 98 A

+J1 Hae 28 FYUEY 8HE TN RIS FEES X770 AR
- AH](Equipment) : of2f AFd-S <<l

N

I, #Al, olF % S AMgEE Aduet 7]
H

&I JEA]
Hl4h, Az e 78 do=REY HIHER AF 9 4a=dH Fo8 dH 2 7|77t
2 HEo] QleA|9), 71719 PE HEHLS & o] A=A

— 2] (Personnel) : ot At &4l
PFEY AR e BYE ASoHAY ot Y @9 Jlee Y & Uk
= 08, &9 9/E= S 7 A
e d=m, HadHe S E= HEES AH ASche A R ES
Aotz Zatt AE7tx e Adet 2%, A3, #eo JARE gl =]
=AU 2RO 4H]|, E HHiO] A2 AAS] AAFH FHo = Aljtetal A

- Y= (Raw Materials) : otz AFS &9l
H=et 12 g.gl‘fxﬂ% =, e Ee tE serEdye ofd, a8a et d, F
¢, 3 B 5710 kEgEo] EollEe AL WAt WAeE AT HFEIL
=4

- Y= 9] §7|(container)= B Qlal, Zhdoluy HiAo] Yo Ymi= HiE A HojA %

5 o] 9]
- 92 871 ofldHE, ZE AY Ul o] e

- HYmE 0E, MAE

2telo] QA
| Aol wet A
£9, A e AAEL IR e Ee AEA 7199 2 ¥ 7 (cold
processing methods)& ARESto] SPFE Axo] AR EH= AAle 2Eo|u mldEe] 9
Sff @ o] HX| & 53] Fostal U=A]
o

- A A0l 9] e dRe SEel ARSSHA s HEsH A, EEEHL e



oV AN, 2% 2 FAS 9% 7179 2 9 Was 9t 800 Bdea, 4

o 5AE PR AL
. BY b 02 g9 sFRel A8 HA, fok nAE Eb skebd oqol
g, o2 58 4L EE 24

-1 =2
o 717, F7 EX BES 95 ASHE o v, 25 2ol 7], ]
=2}
=

71et B FE7E BAEO] QlEA] &l

— ’ ~
o = WASH] 9ol 2hE 2] Mo Aol R (identity)E &<l
o HjZ|(batch) ] 7}, i, o]F ¥ T2 St Aule AE, =#iA] A8 B Ao A

2
o Tkt epalo] Ralwo] QA

o mAol A7H LE HA} A

Tore o
=2
o

o HFEr SPFE o Z A2 5Hdeterioration) e @A ofFof s AASH=A]

AEA B2 (Laboratory Controls) : oFef A& &<l
4=, 7y U AE ¥ SHAES A B AASE] 11 identityE AESSH =24
2 ofekd EA, nE 2| 9 fdstAY Z1E H5tA] e shet ed=Hol digh +f
A &5 o5 E ZAAs5t=A
0E Y7 9 AEe] 2E T HiX|(batch)9] oH] MES AHH 7|7 B HE
Stal, eHoly #F4 Ast=RE HOst= Ao wet s, sHEo] e &4
TA9 AL =45 Adl AAEsH=A

- &' g, 59 R YRR ARREHE 22 AeEAT 9 ndEehd 1A of Fetst
2] AR5 Ar1Ho=2 Adstal A=A

CgYA e A THee By 2 B AHRF ARG R Qs TS 4 e nAE 2
FOoERE & HEHY JeAE H7] 6, EyE] e A & oty A= ThEof
(fresh) MEX EHAE HI1 Ql=X]
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0|2 $&A| FoAlet RECCEEE

- 7% (Records) : @] 7|=9] &
- dm 913 2R, EFAE 959 AEe| ditt A1)
- iR Alx, EA Sk
o AMEH d=m9 TR, REE 9 5%
.

=
-, %"43 o]%, —:;_cfg 2 37
1

- SAIE, MEY A E AdA wE, HAE Av 9 e AdH.
&, 271 WS AdA(initial interstate shipment) TA18, FE= FA] 9 45}<]

(Labeling) D1 B R ] ghldlo] BAE =R Bl

Zdlo] 31d(On the principal display paneDollA] :

o A&, A& A (the statements of identity), W-&%F

A

N
O, ol
|
mll:

- WG AFC Aol FEI) YFHA YL BS AA-E AFS o] AR
A GATE BT A0l AE SIIE USSP A9 59 WE A ABe
THP=A] AFEE AH. 21 CFR 740.10 F=x

- A EAFH(information panel)oflA] :

o AES AZSAY F7F AA (interstate commerce)ol] EY5H= 3]AL] o] 2w} F

° 7HeA &Hlsty] S8 An|AtelA]l wuistAY HEHoR wuiEe e, U 5
S5 871l 2eh
o 21 CFR 740.11, 740.12, 740.1714 87 =& ZIE,

- A% AP YA sl BRsHAY AAT Jlek A7 B AnE BT A%
4Y EE 1 2AS 24

o A|EO] QrHETt AME-S Y9t A A AL

o AXAZO] AL W 601%(2)] AV @ dH] Hx] Ao A 2. o] A
A= ZEr=(coal-tar) FEA A=, qHeF oj2jet 2hilo] Habd ¢ o] W
o] E%F(adulteration) XF o2 HE HAH

- 2ot 2] (Complaints) : 3IAPF AH|ZF B4 1S 2] Fejsh=x] Feletal ohS AR
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HAH oJgHd A7 1 FA|]9] olF EJ
- XZgdt AR Y/EE 54 HolEVt AleEe HE 598 A A", AE 713, QAL

R

1% 59 olg 9 9

= 7]¥H(Other) : ot AFdS &<l

- SAPE A S5 m2 o] Fojsta deA] g4l
° SPgE Az A1 CFR 710).
o SPFE AR 9 SHEE 9= AR BAAQL CFR 720).
- RPYE k=2 SAE] Al GAYW(21 CER 73, 74, 82) JASEA] 42 MAO] ALE

(21 CFR 80).
- aAE E 9= AHE(Q21 CFR 700).
% Good Manufacturing Practice (GMP) Guidelines/Inspection Checklist for Cosmetics

ol
ol

https://www.fda.gov/cosmetics/cosmetics—guidance—documents/good—manufacturing

—practice—gmp—guidelinesinspection—checklist—cosmetics

[0 OTC Drug A4 AA
- OTC DrugellAl 593 AFE2 Ak (pharmaceutica) A H o (treated) A th= A . 24
olH, FDAOA AIRXAE AAHinspection)® W A|eF 7]<=(pharmaceutical standard)S
= 2t 9rdd
- 9E &0, r=olA ALARHAlE ol ePEEel £5h7] wiwol, S AeFA
ol Az HAE U= © ofFE 7L .
b =M ZA]AAAA 7 OTC Drug, & QJeFEo] &5t & QJeFE GMP
7102 HAARE 5H7] "izel ul=r APl A& S dAlEe] olEes ALl AUe
- FDA AAMGinspection)”} BUH, FDA Zo] AL dF=d], “At4acH YuHt(minor
violation)”& & Z& F3Q1Z], “Foet ¢ & oF A2 FAIAE dFHE
- 99| AxAATE 7HE wol st= A= FDA AAKinspection)E -2 3| FDAZ} 2|4
S A}E FAlGgnore)sll H2l= ZQMH, T1#8A ShH ml= Aol o ol E4& T
7F Q. EE YAEd ZErhr] "ol U el ARE
- FDAZ} AAkinspection)& EWH Z|ZAARG] sl |A417F 341 717 15 99Y A
T, 15¢ ¢l e AS g=mslete 9uls oty ooz ofEA
S A Age Hste] 159 ool FDA 248 =5 H
- Al E B0, "FoR 29 Qo XXX S AAlsta, 670 <ol XXXE JRAsHIEY

o
Py
o,
)
=
=

_60_



O $ZA| FolAlst ererg= s

of. ety sk EEd], 71g Yol FDAe| ojuld 34 diFE Zo] uj¢ Fadt

- BFoF FDACA & ZIjto] ZAUE GAolA o 34k o12] d=tH, A5 So] AA
(inspection) & T2 o A|&Hr2 Algro] & &Aool ofYetH(ex : AFATE 7|5 ),
FDAOA HE THA AgS ofl&

- e b E EE B dis) AAS whe el 159 ool off 34l
= oA =ty o AlRAolA A AR £US FDAZE uHA| H&= A7 2
AL = oy Fosfjof &

- FDAE RIEAIZIHA 3AbllA A3 = e 522 A AYS Al9IA FDA 3

At Ro] Fa

rr

ol

L
T

1o

ol

=A8 & & g g, e gol A8 AL e Ao FDAY 97
oz gehy A obE. FDACIAL A4 3 F ol thA) AUAE LebA shls
7] 2

F. AtllA A 7Hset Al

A, GAA AAIRE A1
o2 ARYUAldS std H

- FDAA = AAHinspection)E -2 ﬂ/\}ﬂ AN 4“4 Y-S L= oA st

1 olfE= tE FtHn g SAE ZFA1e] H¥(capability) & 7HY & &l 7] dj&®

- A9 A Zrots FDACA & Astd H
- FDACA = A& el disl ofuet B4 A& Fstetal A& 2=
- FDAYM = “gtp/E-]th(that’s right or not)” 2tal oJoF7] sF+= Zo] oYz}, “FRH
sith/&851A] ¢th(that’s sufficient or not sufficient)”2tal oJof7] sl
- Al A"S A= T, ofE7t Aldo] U FDAoA 294 AAHinspection)E WA
o, JAlClA oFESt AAIE S & R AE ST
- ofje] AXAE FDAZF AAFS 7 e
FDAZ} Heed
- FDA AAH(Inspection)olli= 27H4] F-3°] U=
- A WA= “surveillance inspection” ©]2til Sh=d|, FDAo AXA7F &
o7 1~24o] SHHA FDAOJA inspectione U7h= AL 2 wjz2=
Q= 7|17F 3o inspections He H9E A

T A G382 “for—cause inspection” ©J2tal sh=d|, E7F AEEUTE Y. 4L
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o2

0= FEAl F20A

2 EAZF 22E F¢ FDAZL inspectiong WZHA =&=tl, FAAAZE FDAC] “A A
ol BA7F 2le A 224, UrhA o HAok o A gy etal A sk Ak
AL, &HRF HEAJIAASE B2 5oz Qs HAAE st He A= e

“for-cause inspection”®] AH¢ & ¢ Zlgoty, YoM sk= ®HHHA “surveillance
inspection’ = & © WH3F E|7](relaxed) 2 Z13PH

“surveillance inspection” @] 7-¢ BE Zo] A2lx]o] XY= =

Sfefofl At AxARE] B wl= W AXAA Hok FDA AARE F8[E AIH o
7t . FDAOIA = sie] =4 Alg2 Algor sh7] wizoll sie] A=A ol Aol m
g d=t= st #

[J OTC Drug AZ4o] tigt FDA A} 37

Aol wet 211 sk, BE mla U R AXgAt SEEHY S4EeRE 670Y

oltiell FDACA AAME Wthal g

AAE F71= diF x4zt ol vetel] -tpel] wet gebd 5 A

A oAl Aell= FDAZE affe] Azl s AAME A9l UrbA] ghroar 9t

¥ =4 Q3 71ZF FDA 1987} 11492 of 2 dAle A%, ofF 1597 A4 AHE
o2 sfje] IAAHE S, F=, =Y, 42 F)E°l =, 2 717 T oFRk FDA
AARE drop B Aol glolcta & Idd T 49zt BE g9 nAE] A4
gt FDA AALS droftia &

o AFe A, ¢ EF(detained)/ 5 AF(import refusa)® 7% FDAO|A sji<]

Azae] digh AAME WA #

sfje] AxAo e FDAZE AAME ote| 7h7] Mol dA 2&& Sl g o

notice)& SH2Th= Zlo] 2 Al vl= AAY A vlg 1AE Sk g Ao 4

Afste] 7471 g

FDACA] afi<]

£ oA H

sfe] Alxa HAAF 2 1=7F B2 4~570AHE Adste] HegstH, d Sfe] &% of

2~3 F AL mEUA AAE 9

g3 OTC Drug®] A%, sie] Axso] gt FDA AAF 732 AAT <F 59 F=

olm, 1 7|%F FF FDAA = ¢ w2 ARl dis) AAME gl 9t

e sEe Aol Azt BAZ 9A ¢ e OTC Drug Alx4wE 217

Ol

)

24 A4S T A

d b S A o o7 A AlxAE FolA A
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5 Y EHS
02 £=A| T Alst erergsas

AASH = S
O FDA AAte &2 of Folsfior & AHd
- FDAZ} &3t Zof| tigh oJu|E ¢Jo]& dfjA(translate)sh= A2 199t
- FDA+ ARESh= ©ole 27 AMgshe gt 229 11 9u|= b&E
¥ A& =°f, FDAZl HAME mRl Fol, ‘9Ele ~~F JASIUATH(We observed
this~~)"2t A, 7|4 “FHAs5EtHobserved)' = 9= "G4l ~5 13
a7} Achyou need to fix~~)"+= 2Ju|¢]
- FDA AAE & F8lsh7] oM Ad 29 e
- FDARRE A7 Wts ol ofZA digsiof sh=x]o dish mlg] &8s =otof 9k
FDAS] AFo oj# A2 "o IAQ? 92 ¢ ot loj8” 2t sty thg %

g2 "fdels A%s. Y AFS FERIL AL Higshd g5 AV A

o
T =
- ekt ARFYA o) A(clear communication)©] wj-¢- FQ3g w|g] FH|Y SHH oJHA|=

ored), 2714 2ty Be BAL wAR
"_

]

DA #AF(inspector)> 2}s}, Hio]@Fol 5 HAFEoke] AuUrAL S4loletA mfg H&
stal ZAEA <l

- 53] AlZAE T ARl 7HA, dekal e AdolAl €3 ol

A
A oi7b & fofelal~ FagoAda. A AngleAar ZA ANd A

A4 AT 9L

(do you like your job? oh did you have any problems?)”

- olnfl ofd AASE A7| AP dupt F Skl QleA] HoFal HojA T ~~E
miE sk glofa. IRid Aol o kRt FA7F lgleif(you know, we check
for this all the time, and just one time we had problem)”2}1 Hol= 497 =],
olgid Zd

- AEEo] FoE dlof steA] 7tEAlE A2 1l Fa% #E A= ot Ae =

Eofsto] AdEo] FDAS ol ofBA tigslof sh=A& ulg] FH|sl Fofof 9

- BA3Hdocumentation)= A ZQst T2 4A ZASE
- 43 Wol HE&45, FDAC| FofioF st

og, B A A s A4S B

I
el

El
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