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= CAGR
T= 2017 2018 2019 2020 2021 (17-21)
Ho|lm TEH(HEH) 462,170 | 577,440 | 578,771 | 655,086 | 860,442 | 16.8%

HE(%) 27.5% | 24.9% 0.2% 13.2% | 31.3% -

4.7% 9.4% 5.6% 6.3% 7.0% -
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<Okl =] o= SAZ 5 A9 10/ =2 d3F 9 AFe>
(He - HAEE, 75 0 %)
= | HS o CAGR
= = 2017 | 2018 | 2019 | 2020 | 2021 | ;oo
NN EEE
M==9F | 320585 | 395434 | 372,709 | 399,438 | 540,817
1 | 330499 i 14.0%
ZIZSEE | (11.5%) | (12.3%) | (11.6%) | (13.2%) | (14.0%)
M ZF(7IEH
CE AR 69,133 | 95213 | 86,819 | 89,144 | 118,050
2 | 330420 il 14.3%
M ER (77%) | (9.7%) | (95%) | (12.5%) | (13.7%)
ol=3tar2 | 13,756 | 19,910 | 38,607 | 43,526 | 54,854
3 | 330410 il 41.3%
HZEF (1.9%) | (3.0%) | (6.9%) | (10.4%) | (12.1%)
4 | 230500 curg 14,931 | 18,138 | 19,928 | 21,622 | 27.860 600
HMEZRCIED | 17%) | (1.9%) | 2.1%) | 22%) | (2.3%) e
s | a1y | stme ule 2384 | 2854 | 4204 | 4578 | 27.190 .
IS S .0 /0
T 2% | (1.1%) | (1.6%) | (1.5%) | (7.7%)
HER HES
s | 330700 ol ¥ & 8393 | 11655 | 18,121 | 25530 | 24,015 019
ERX A Qb &= | (64%) | (75%) | (11.4%) | (162%) | (11.5%) | ~
A X A (7| EF
TENHE
27| A H e
M Z 1}
A Z(H A L
2 | oo | 28 Eehe 2768 | 8172 | 7114 | 22940 | 17,610 o5 5
SHB2Z | (07%) | (1.8%) | (15%) | (2.8%) | (2.8%) =
St 5hoq,
H -2 ahast
74 ol x| of
Abzigich
T
o | sz | HEF 5580 | 7.610 | 7548 | 12351 | 16,579 51 29
HC| 7ol | 39%) | 4.8%) | 62%) | 9.8%) | (11.0%) | = <7
MEz
_ 4092 | 4525 | 4703 | 8155 | 14,366
9 | 330510 ApE 36.9%
(15%) | (1.6%) | (1.6%) | (2.7%) | (4.0%)
ZHFST | 49300 | gog2 | 10992 | 8398 | 8284
10 | 330491 Zd ol x| of ~11.2%
Atareich) (36%) | (2.3%) | (37%) | (42%) | (3.5%)
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(&9 - W8, A7 %)

= =5be | 2017 | 2018 | 2019 | 2020 | 2021 | SACH

(17-21)

- MAH 9,832,202 | 10758787 | 10427,7% | 10321489 | 12307,184 | 5.8%
_ 2392511 | 2,552,845 | 2,417,933 | 2,219,311 | 2,910,058

1 LA TES 5.0%
(24.3%) | (237%) | (232%) | (215%) | (23.6%)
1,419,218 | 1,635,770 | 1,573,894 | 1,531,368 | 1,754,488

2 S 5.4%
(14.4%) | (152%) | (15.1%) | (14.8%) | (14.3%)
1,470,441 | 1,525,584 | 1,176,339 | 1,400,426 | 1,129,941

3 53 ~6.4%
(15.0%) | (14.2%) | (11.3%) | (136%) | (9.2%)
794,407 | 966,304 | 979,384 | 787,906 | 1,084,115

4 ol k2| of 8.1%
(8.1%) | (9.0%) | (94%) | (7.6%) | (8.8%)
_ 462,170 | 577,440 | 578,771 | 655086 | 860,442

5 5= 16.8%
(47%) | (54%) | (56%) | (6.3%) | (7.0%)
705390 | 687,320 | 680,051 | 775476 | 857,786

6 WA 2 5.0%
(72%) | (64%) | (65%) | (7.5%) | (7.0%)
603,680 | 575233 | 530,605 | 449,282 | 523,803

7 o= ~3.5%
(6.1%) | (53%) | (1% | (44%) | (4.3%)
_ 292,298 | 370,059 | 416,760 | 368,931 | 499,007

8 A 9l 14.3%
(30%) | (34%) | (40%) | (36%) | (4.1%)
363,243 | 385,143 | 408,409 | 367,765 | 456,007

9 = 5.9%
(37%) | (36%) | (39%) | (1.6%) | (3.7%)
90927 | 114,087 | 169,572 | 169,509 | 287,584

10 29 &l 33.4%
09%) | (1.1%) | (1.6%) | (1.8%) | (2.3%)
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Sustainability Handbook: Practical Guidance Toward Best Practice
(PDF Download) &,

ISBN: 978-1-882621-60-6

Pages: 27

The 2021 Sustainability Handbook provides practical guidance for advancing a company’s sustainability
practice. This easy-to-use rescurce with definitions, and numerous charts and graphic models, contains
practical information on the history and business case for sustainability; how to use an environmental,
social and governance (ESG) framework; tacls and concepts to assess and manage product impacts; how
to develop a strategy informed by materiality; and communicating performance with key stakeholders. In

addition, the Handbook also provides numerous resources and membership erganizations that can help
SUSTAINABILITY

HANDBOOK

Procicel Cudone Toward Bew Procie

infoerm and advance a company’s sustainability practice, regardless of where they are on their jeurney. The
content is organized into six sections: -What is Sustainability? and Defining the Business Case -Business
Drivers and How Sustainability Creates Business and Societal Values -Environmental, Social and
Governance Dimensions of Sustainability -Product Stewardship and Life Cycle Assessment (LCA) Tools;
Strategy Develocpment and Materiality -Communicating Performance and Reporting Standards

‘ ‘ ‘ «Coalitions, Collaborations and Resources to Advance Practice

% EX ;o= SHEE &35 21 o| X (hitps://www.personalcarecouncil.org/)
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Al New The Next Big Thing

New HAUS LABS BY LADY GAGA ‘Genius Hair Treatments
Just Dropped Bestsellers A glassy bip ofl made with dean ngredients that Innovative formulas for your
teacts to your pH kewel, creating a true-to-you tint
New Makeup Allure Best of Beauty
Naw Skincare Quizzes & Buying Guides
New Haircare Clean Beauty Guide
New Fragrance Clean* Planet Pasitive
Beauty Guide

New Bath & Body

New Tools & Brushes

Value Sets
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: Cleansers Treatment & Serums ULTA Collection
Browse By
iy 5 Face Wash Face Setums Travel Size
FAres
Cleansing Baims & (s Face Pegis & Exfofators Gifts & Vilue Sets
N Arfivais ¥ Faca Wipes Face Masks
" Global Skin Care:
Se & Coupans » Clgansng Exichintors Sheet Masks
Tanet Acrw & Blomsh Featured
Maksup Remover Tregtments This Weltness Shap
Shop Cloansing Brushes Hody Trealmens Sxin Health Guide
Makeup b Molsturizers Eye Troatmerits S Care Qur
Nails > Face Mossturger Eye Cream Slanfstuslion
- B Eack-Owned Brands
Skin Care 5 Mgti Creamn S b X ELEMIS
Face Ois Eye Masks Drynamic Resurlsing
Hayf > Face Mists & Essences Suncare Fobee S Sarar
Shop now
Tocis & Brushes b Sunscroen —
4 5 Seél. Tanning & Bronzing
TAfranco 1 N
¥ LpLaw ABer Sun Care
Bath & Body » Sippideniirh
Men » Skincare Tools
Ui Beauty C > Ciansing Brushes
i y AntAging
ik Faciad Rodess
Baauty Tips >

The Wallness. Shop

Block-Cwned Brands

¥ =X

Ultas

H| o] X| (https://www.ulta.com/)
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All Makeup

Face

Foundation

BB & CC Creams
Concealer

Face Primer

Sefting Spray & Powder
Highlagtar

Contour

Color Correct

Face Seis

Just Dropped

Eye

Eye Paketies
Iascam
Eyeliner
Eyetrow

False Eyelashes
Eweshagow
Eyelash Serums
Eyebrow Serums
Eye Primer

Eye Sets

Lip
Lipstick

Lip Gloss

Lip Balm & Treatment
Ligquid Lipstick

Lip Stan

Lip Liner

Lip Plumper

Lip Sets

Chesk
Blush
Bronzer
Highlighier
Contour

Cheek Palaties

Value & Gift Sets
Makeup Palettes
Brushes & Applicators

Accessornes

Nail

MNew
Bestsellers
Cloan Makeup
Vegan Makeup
Mini Size
WMalue Size

Sephora Collection

Help Me Choose
Founaation Quiz

Lip Quiz

Brow Cuiz

Complexion Routine Sullder
Guide 1o Foundations
Clean Makeup Guide

NO Makeup Makeup

Allure Best of Beauty
Makeup
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YOUR TAILOR-MADE
SKINCARE ROUTINE

—_— MORNING  ———

% ZEX : Loreal=H 0| X|(https://www.loreal.com/)

O 3&F 75 A
o vz AFF F5 AdE FHE&L 2x8l
pdo] 24.15% = dets
- I2UH9 o] F vt o] IS HEA 28 Ad FFE]
2
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o] 75.85%, <ek%d

FA8 Fostglont, W 8lBo) skaE A A, AT T 58
gelstn Fulshs Aol B3] R & exelel AU
E3tst= 2y Ad, 040(0nline for Offline) A ko] H Q3
(G2 - ody, AFE 0 %)
- CAGR
T= 2017 2018 2019 2020 2021 (17-21)
o =alol 76,854.00 | 77,916.90 | 78,048.70 | 71,473.00 | 77,843.00 0,329
T (86.45%) (84.73%) (82.99%) (77.09%) (75.85%) e e
2ztel
(0] HH A, 12,043(.)80 14,041(.)00 15,999(.)50 21,239(.)10 24,784(.)10 19.77%
54w (13.55%) (15.27%) (17.01%) (22.91%) (24.15%)
% =X : Euromoniter “Beauty and Personal Care in the US”
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23| Bithionol The use of bithionol is prohibited because it may
cause photocontact sensitization (21 CFR 700.11).
The use of chlorofluorocarbon propellants in cosmetic
o Chlorofluorocarbon : ) .
=X ronellants aerosol products intended for domestic consumption
prop ' is prohibited (21 CFR 700.23).
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
EX Chloroform. 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 These are prohibited in cosmetic products because
=X (di-, tri-, | they may cause serious skin disorders (21 CFR
metabromsalan and | 700.15).
tetrachlorosalicylanilide).
. It causes cancer in animals and is likely to be
2x
| Methylene chloride harmful to human health, too (21 CFR 700.19).
To protect againstbovine spongiform encephalopathy
(BSE), also known as "mad cow disease,” cosmetics
may not be manufactured from, processed with, or
otherwise contain, prohibited cattle materials. These
materials include specified risk materials*, material
2| Prohibited cattle | from nonambulatory cattle, material from cattle not
= materials. 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).
The use of vinyl chloride is prohibited as an
=X Vinyl chloride. ingredient of aerosol products, because it causes
cancer and other health problems (21 CFR 700.14).

_’l’l_



https://www.fda.gov/cosmetics/potential-contaminants/bovine-spongiform-encephalopathy-bse-and-cosmetics
https://www.fda.gov/cosmetics/cosmetics-laws-regulations/prohibited-restricted-ingredients-cosmetics#note1
https://www.fda.gov/cosmetics/cosmetics-laws-regulations/prohibited-restricted-ingredients-cosmetics#note2

=24

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).

2N [=ls

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).

A et

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 is available. All other cosmetics
containing mercury are adulterated and subject to
regulatory action unless it occurs in 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).

2N (=l

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 adrugor 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.

¥ =X : o|=9981&(Prohibited & Restricted Ingredients in Cosmetics)

_12_



https://www.fda.gov/drugs
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CFR(Code of

(o]
Federal Regulations) Part 705-E]
| DA A W82 Part 73, 74, Subpart

=
- ZFAAE 4 wXE AFE wolok HE A AFo] WA=
Aoz TRHAW, WA AFL Wolof s A AzAE] A
28 A2ve diuich FDAC) A2 A1E S B A4S stajof g
- A7) BHe Cl WMBsh opet FDAA AgHE W3S 7]
stejof 3
- SPAFONA ZAA ALE & 401] thall FDAC A “Bojsta glom
s17td &= AgEo|oF &
ArZ=54 L &
=W, =¥ otelle] T B, EHE S0l MEst= SHEE
Eye-area Use A}R’ tef o x| & {Z S t= SHEHEO|
EXtema”y app“ed ol— o Q H Ho |:||. 7(-|_,C_,>_8 = SLXIEI A (ol = x| 2
Generally (Includes Ul AR B X
Lipsticks) - B
<FDA 15 ¥ &7FE HA Be A 55>
= Color @& =l I 5= Al % Mt lE
: 5); ;
§73.2030 Annatto 1977 Cosmetics  generally including
I eye area use.
: 5); :
§73.0085 Caramel 1981 Cosmetics  generally”including
— eye area use.
- 5); :
§73.2087 Carmine 1977 Cosmetics  generally including
- eye area use.
: 5); :
§73.2005 B-Carotene 1977 Cosmetics  generally including
— eye area use.
Cosmetics intended for
§73.2110 Bismuth citrate” 1978 coloring hair on the scalp only
NTE”0.5 percent.

_13_



https://www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-73/subpart-C/section-73.2030
https://www.fda.gov/industry/color-additive-inventories/summary-color-additives-use-united-states-foods-drugs-cosmetics-and-medical-devices#ftnote5
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-73/subpart-C/section-73.2085
https://www.fda.gov/industry/color-additive-inventories/summary-color-additives-use-united-states-foods-drugs-cosmetics-and-medical-devices#ftnote5
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-73/subpart-C/section-73.2087
https://www.fda.gov/industry/color-additive-inventories/summary-color-additives-use-united-states-foods-drugs-cosmetics-and-medical-devices#ftnote5
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-73/subpart-C/section-73.2095
https://www.fda.gov/industry/color-additive-inventories/summary-color-additives-use-united-states-foods-drugs-cosmetics-and-medical-devices#ftnote5
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-73/subpart-C/section-73.2110
https://www.fda.gov/industry/color-additive-inventories/summary-color-additives-use-united-states-foods-drugs-cosmetics-and-medical-devices#ftnote3
https://www.fda.gov/industry/color-additive-inventories/summary-color-additives-use-united-states-foods-drugs-cosmetics-and-medical-devices#ftnote7

2= Color & & =el ks Al 2 Mt s
Cosmetics intended for
§73.2110 Bismuth citrate@ 2010 coloring hair on the scalp only
NTE"”2.0 percent.
§73.2120 | Disodium EDTA-copper 1g74 | Coloring of shampoos that are
cosmetics.
Potassium sodium Coloring dentifrices that are
copper chlorophyllin cosmetics NTE@OJ% in
8732125 (chlorophyllin 1969 combination with a list of
copper-complex) substances.
Externally applied cosmetics®
§73.2150 Dihydroxyacetone 1973 !ntended solely or in part o
I impart color to the human
body.
. . Cosmetics  generally”including
§73.2162 Bismuth oxychloride 1977
— eye area use.
§73.2180 Guaiazulene 1977 Externally applied cosmetics”.
Coloring hair but not
§73.2190 Hennaﬁ 1965 eyelashes, eyebrows, or eye
area.
§73.2950 Iron oxides (977 Cosmetics  generally”including
— eye area use.
§73.2298 Ferric ammonium 1977 Externally applied cosmetics@
I ferrocyanide including eye area use.
§73.2299 Ferric ferrocyanide 1978 E xterhally applied cosmetics@
— including eye area use.
§73.2306 Chromium hydroxide 1977 Externally applied cosmetics@
— green including eye area use.
- ()
§73.2327 Chromium oxide greens 1977 Extemally applied - cosmetics _
— including eye area use.
§732329 . (977 Cosmetics  generally”including
- eye area use.
§73.2396 Lead acetate 2021 .(r.epeal No | Ionggr permitted  for
of listing) coloring hair on the scalp.
§73.2400 Pyrophyllite 1973 Externally applied cosmeticsf).
§73.2496 Vica (977 Cosmetics  generally”including
— eye area use.
§732500 Sitver® 1679 Coloring fingernail polish NTE"
I - 1% of final product.
Externally applied
professional-use only
§73.2550 Silver nitrate 2021 cosmetics  intended o impart
I color to the eyebrows and

eyelashes, NTE 4% by weight,
additional restrictions.
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https://www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-73/subpart-C/section-73.2110
https://www.fda.gov/industry/color-additive-inventories/summary-color-additives-use-united-states-foods-drugs-cosmetics-and-medical-devices#ftnote3
https://www.fda.gov/industry/color-additive-inventories/summary-color-additives-use-united-states-foods-drugs-cosmetics-and-medical-devices#ftnote7
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-73/subpart-C/section-73.2120
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-73/subpart-C/section-73.2125
https://www.fda.gov/industry/color-additive-inventories/summary-color-additives-use-united-states-foods-drugs-cosmetics-and-medical-devices#ftnote7
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-73/subpart-C/section-73.2150
https://www.fda.gov/industry/color-additive-inventories/summary-color-additives-use-united-states-foods-drugs-cosmetics-and-medical-devices#ftnote6
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-73/subpart-C/section-73.2162
https://www.fda.gov/industry/color-additive-inventories/summary-color-additives-use-united-states-foods-drugs-cosmetics-and-medical-devices#ftnote5
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-73/subpart-C/section-73.2180
https://www.fda.gov/industry/color-additive-inventories/summary-color-additives-use-united-states-foods-drugs-cosmetics-and-medical-devices#ftnote6
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-73/subpart-C/section-73.2190
https://www.fda.gov/industry/color-additive-inventories/summary-color-additives-use-united-states-foods-drugs-cosmetics-and-medical-devices#ftnote3
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-73/subpart-C/section-73.2250
https://www.fda.gov/industry/color-additive-inventories/summary-color-additives-use-united-states-foods-drugs-cosmetics-and-medical-devices#ftnote5
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-73/subpart-C/section-73.2298
https://www.fda.gov/industry/color-additive-inventories/summary-color-additives-use-united-states-foods-drugs-cosmetics-and-medical-devices#ftnote6
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-73/subpart-C/section-73.2299
https://www.fda.gov/industry/color-additive-inventories/summary-color-additives-use-united-states-foods-drugs-cosmetics-and-medical-devices#ftnote6
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-73/subpart-C/section-73.2326
https://www.fda.gov/industry/color-additive-inventories/summary-color-additives-use-united-states-foods-drugs-cosmetics-and-medical-devices#ftnote6
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-73/subpart-C/section-73.2327
https://www.fda.gov/industry/color-additive-inventories/summary-color-additives-use-united-states-foods-drugs-cosmetics-and-medical-devices#ftnote6
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-73/subpart-C/section-73.2329
https://www.fda.gov/industry/color-additive-inventories/summary-color-additives-use-united-states-foods-drugs-cosmetics-and-medical-devices#ftnote5
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-73/subpart-C/section-73.2400
https://www.fda.gov/industry/color-additive-inventories/summary-color-additives-use-united-states-foods-drugs-cosmetics-and-medical-devices#ftnote6
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-73/subpart-C/section-73.2496
https://www.fda.gov/industry/color-additive-inventories/summary-color-additives-use-united-states-foods-drugs-cosmetics-and-medical-devices#ftnote5
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-73/subpart-C/section-73.2500
https://www.fda.gov/industry/color-additive-inventories/summary-color-additives-use-united-states-foods-drugs-cosmetics-and-medical-devices#ftnote3
https://www.fda.gov/industry/color-additive-inventories/summary-color-additives-use-united-states-foods-drugs-cosmetics-and-medical-devices#ftnote7
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-73/subpart-C/section-73.2550
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Eyeliner, brush-on-brow, eye
shadow, mascara, lipstick,

§74.2052 D&C Black No. 2 2004 blushers and rouge, makeup
and foundation, and nall
enamel.

§742053 | D&C Black No. 3% 2007 Eyeliner, eye  shadow,
mascara, and face powder.

§74.2101 FD&C Blue No. 1 1982 Cosmetics generallyf).

§74.2101 FD&C Blue No. 1 1993 Allows MnO»in manufacture.

§74.2101 FD&C Blue No. 1 1994 Eye area use (includes lake).

§74.2104 D&C Blue No. 4 1977 Externally applied cosmechE

§74.2151 D&C Brown No. 1 1976 Externally applied Cosmet|csﬁ

§74.2203 FD&C Green No. 3 1982 Cosmetics generally®.

§74.2205 D&C Green No. 5 1982 Cosmetics generally”.

§74.2205 D&C Green No. 5 1994 Eye area use.

§74.2206 D&C Green No. 6 1982 Externally applied cosmetics”.
Externally applied cosmetics®

§74.2208 D&C Green No. 8 1976 (NTE”0.01%  (by wt)  of
finished cosmetic product).

§74.2254 D&C Orange No. 4 1977 Externally applied cosmehcs_

§74.2255 D&C Orange No. 5 1984 Externally applied cosmehcsﬁ
Mouthwashes, dentifrices,

§74.2255 D&C Orange No. 5 1982 lipsticks, and other lip
cosmetics NTE" 5 percent.

§74.2260 D&C Orange No. 10 1981 Externally applied Cosmenosi.

§74.2261 D&C Orange No. 11 1981 Externally applied Cosmet|osi.

§74.2304 FD&C Red No. 4 1976 Externally applied cosmencsﬁ.

§74.2306 D&C Red No. 6 1983 Cosmetics generally_.
Ether—soluble matter
specification changed to

§74.2306 D&C Red No. 6 2012 1-[(4-methylphenyl)azo]-2-naph
thalenol, not more than 0.015
percent.

§74.2307 D&C Red No. 7 1983 Cosmetics generallyf).
Ether—soluble matter
specification changed to

§74.2307 D&C Red No. 7 2012 1-[(4-methylphenyl)azol-2-naph
thalenol, not more than 0.015
percent.

§74.2317 D&C Red No. 17 1976 Externally applied Cosmetics@.

§74.2321 D&C Red No. 21 1982 Cosmetics generally®.
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https://www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-74/subpart-C/section-74.2052
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-74/subpart-C/section-74.2053
https://www.fda.gov/industry/color-additive-inventories/summary-color-additives-use-united-states-foods-drugs-cosmetics-and-medical-devices#ftnote3
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-74/subpart-C/section-74.2101
https://www.fda.gov/industry/color-additive-inventories/summary-color-additives-use-united-states-foods-drugs-cosmetics-and-medical-devices#ftnote5
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-74/subpart-C/section-74.2101
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-74/subpart-C/section-74.2101
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-74/subpart-C/section-74.2104
https://www.fda.gov/industry/color-additive-inventories/summary-color-additives-use-united-states-foods-drugs-cosmetics-and-medical-devices#ftnote6
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-74/subpart-C/section-74.2151
https://www.fda.gov/industry/color-additive-inventories/summary-color-additives-use-united-states-foods-drugs-cosmetics-and-medical-devices#ftnote6
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-74/subpart-C/section-74.2203
https://www.fda.gov/industry/color-additive-inventories/summary-color-additives-use-united-states-foods-drugs-cosmetics-and-medical-devices#ftnote5
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-74/subpart-C/section-74.2205
https://www.fda.gov/industry/color-additive-inventories/summary-color-additives-use-united-states-foods-drugs-cosmetics-and-medical-devices#ftnote5
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-74/subpart-C/section-74.2205
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-74/subpart-C/section-74.2206
https://www.fda.gov/industry/color-additive-inventories/summary-color-additives-use-united-states-foods-drugs-cosmetics-and-medical-devices#ftnote6
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-74/subpart-C/section-74.2208
https://www.fda.gov/industry/color-additive-inventories/summary-color-additives-use-united-states-foods-drugs-cosmetics-and-medical-devices#ftnote6
https://www.fda.gov/industry/color-additive-inventories/summary-color-additives-use-united-states-foods-drugs-cosmetics-and-medical-devices#ftnote7
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-74/subpart-C/section-74.2254
https://www.fda.gov/industry/color-additive-inventories/summary-color-additives-use-united-states-foods-drugs-cosmetics-and-medical-devices#ftnote6
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-74/subpart-C/section-74.2255
https://www.fda.gov/industry/color-additive-inventories/summary-color-additives-use-united-states-foods-drugs-cosmetics-and-medical-devices#ftnote6
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-74/subpart-C/section-74.2255
https://www.fda.gov/industry/color-additive-inventories/summary-color-additives-use-united-states-foods-drugs-cosmetics-and-medical-devices#ftnote7
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-74/subpart-C/section-74.2260
https://www.fda.gov/industry/color-additive-inventories/summary-color-additives-use-united-states-foods-drugs-cosmetics-and-medical-devices#ftnote6
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-74/subpart-C/section-74.2261
https://www.fda.gov/industry/color-additive-inventories/summary-color-additives-use-united-states-foods-drugs-cosmetics-and-medical-devices#ftnote6
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-74/subpart-C/section-74.2304
https://www.fda.gov/industry/color-additive-inventories/summary-color-additives-use-united-states-foods-drugs-cosmetics-and-medical-devices#ftnote6
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-74/subpart-C/section-74.2306
https://www.fda.gov/industry/color-additive-inventories/summary-color-additives-use-united-states-foods-drugs-cosmetics-and-medical-devices#ftnote5
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-74/subpart-C/section-74.2306
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-74/subpart-C/section-74.2307
https://www.fda.gov/industry/color-additive-inventories/summary-color-additives-use-united-states-foods-drugs-cosmetics-and-medical-devices#ftnote5
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-74/subpart-C/section-74.2307
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-74/subpart-C/section-74.2317
https://www.fda.gov/industry/color-additive-inventories/summary-color-additives-use-united-states-foods-drugs-cosmetics-and-medical-devices#ftnote6
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-74/subpart-C/section-74.2321
https://www.fda.gov/industry/color-additive-inventories/summary-color-additives-use-united-states-foods-drugs-cosmetics-and-medical-devices#ftnote5
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§74.2322 D&C Red No. 22 1982 Cosmetics generally@.
§74.2327 D&C Red No. 27 1982 Cosmetics generally@.
§74.2328 D&C Red No. 28 1982 Cosmetics generally”.
§74.2330 D&C Red No. 30 1982 Cosmetics generallyf).

§74.2331 D&C Red No. 31 1976 Externally applied cosmetios@.
Externally applied cosmetios(_@;
mouthwashes, dentifrices;

§74.2333 D&C Red No. 33 1988 cosmetic lip products (NTE@

3% (by wt) of finished
cosmetic product).

§74.2334 D&C Red No. 34 1976 Externally applied Cosmetics@.

Externally applied cosmetics®;
cosmetic lip products (NTE"”
3% (by wt) of finished
cosmetic product).

§74.2336 D&C Red No. 36 1988

§74.2340 FD&C Red No. 409 1975 Cosmetics generally@.

Eye area use (includes Al
lake). No oxidizing or reducing

§74.2340 FD&C Red No. 40 1994
agents that may affect
integrity.
§74.2602 D&C Violet No. 2 1976 Externally applied Cosmetics@.
§74.2602a Ext. D&C Violet No. 2 1976 Externally applied cosmetics@.
§74.2705 FD&C Yellow No. 5 1985 Cosmetics generally@.
§742705 | FD&C Yellow No. 5 1994 E 3{(2) area use (includes A
§74.2706 FD&C Yellow No. 6 1986 Cosmetics generally(i.
§74.2707 D&C Yellow No. 7 1976 Externally applied cosmetics”.
§74.2707a | Ext. D&C Yellow No. 7 1976 Externally applied Cosmetics@.
§74.2708 D&C Yellow No. 8 1976 Externally applied cosmetics@.
§74.2710 D&C Yellow No. 10 1983 Cosmetics generally®.
§742710 | D&C Yelow No. 10 tgga | Modification —of uses and
restrictions.
§74.2711 D&C Yellow No. 11 1976 Externally applied cosmetics”.
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Color Certification FAQs
(https://www.fda.gov/industry/color-certification/color-certificatio
n-faqs)
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https://www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-74/subpart-C/section-74.2322
https://www.fda.gov/industry/color-additive-inventories/summary-color-additives-use-united-states-foods-drugs-cosmetics-and-medical-devices#ftnote5
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-74/subpart-C/section-74.2327
https://www.fda.gov/industry/color-additive-inventories/summary-color-additives-use-united-states-foods-drugs-cosmetics-and-medical-devices#ftnote5
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-74/subpart-C/section-74.2328
https://www.fda.gov/industry/color-additive-inventories/summary-color-additives-use-united-states-foods-drugs-cosmetics-and-medical-devices#ftnote5
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-74/subpart-C/section-74.2330
https://www.fda.gov/industry/color-additive-inventories/summary-color-additives-use-united-states-foods-drugs-cosmetics-and-medical-devices#ftnote5
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-74/subpart-C/section-74.2331
https://www.fda.gov/industry/color-additive-inventories/summary-color-additives-use-united-states-foods-drugs-cosmetics-and-medical-devices#ftnote6
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-74/subpart-C/section-74.2333
https://www.fda.gov/industry/color-additive-inventories/summary-color-additives-use-united-states-foods-drugs-cosmetics-and-medical-devices#ftnote6
https://www.fda.gov/industry/color-additive-inventories/summary-color-additives-use-united-states-foods-drugs-cosmetics-and-medical-devices#ftnote7
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-74/subpart-C/section-74.2334
https://www.fda.gov/industry/color-additive-inventories/summary-color-additives-use-united-states-foods-drugs-cosmetics-and-medical-devices#ftnote6
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-74/subpart-C/section-74.2336
https://www.fda.gov/industry/color-additive-inventories/summary-color-additives-use-united-states-foods-drugs-cosmetics-and-medical-devices#ftnote6
https://www.fda.gov/industry/color-additive-inventories/summary-color-additives-use-united-states-foods-drugs-cosmetics-and-medical-devices#ftnote7
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-74/subpart-C/section-74.2340
https://www.fda.gov/industry/color-additive-inventories/summary-color-additives-use-united-states-foods-drugs-cosmetics-and-medical-devices#ftnote3
https://www.fda.gov/industry/color-additive-inventories/summary-color-additives-use-united-states-foods-drugs-cosmetics-and-medical-devices#ftnote5
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-74/subpart-C/section-74.2340
https://www.fda.gov/industry/color-additive-inventories/summary-color-additives-use-united-states-foods-drugs-cosmetics-and-medical-devices#ftnote3
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-74/subpart-C/section-74.2602
https://www.fda.gov/industry/color-additive-inventories/summary-color-additives-use-united-states-foods-drugs-cosmetics-and-medical-devices#ftnote6
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-74/subpart-C/section-74.2602a
https://www.fda.gov/industry/color-additive-inventories/summary-color-additives-use-united-states-foods-drugs-cosmetics-and-medical-devices#ftnote6
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-74/subpart-C/section-74.2705
https://www.fda.gov/industry/color-additive-inventories/summary-color-additives-use-united-states-foods-drugs-cosmetics-and-medical-devices#ftnote5
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-74/subpart-C/section-74.2705
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-74/subpart-C/section-74.2706
https://www.fda.gov/industry/color-additive-inventories/summary-color-additives-use-united-states-foods-drugs-cosmetics-and-medical-devices#ftnote5
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-74/subpart-C/section-74.2707
https://www.fda.gov/industry/color-additive-inventories/summary-color-additives-use-united-states-foods-drugs-cosmetics-and-medical-devices#ftnote6
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-74/subpart-C/section-74.2707a
https://www.fda.gov/industry/color-additive-inventories/summary-color-additives-use-united-states-foods-drugs-cosmetics-and-medical-devices#ftnote6
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-74/subpart-C/section-74.2708
https://www.fda.gov/industry/color-additive-inventories/summary-color-additives-use-united-states-foods-drugs-cosmetics-and-medical-devices#ftnote6
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-74/subpart-C/section-74.2710
https://www.fda.gov/industry/color-additive-inventories/summary-color-additives-use-united-states-foods-drugs-cosmetics-and-medical-devices#ftnote5
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-74/subpart-C/section-74.2710
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-74/subpart-C/section-74.2711
https://www.fda.gov/industry/color-additive-inventories/summary-color-additives-use-united-states-foods-drugs-cosmetics-and-medical-devices#ftnote6
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Cosmetic Ingredients
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The Federal Food, Drug, and Cosmetic Act does not require cosmetic products and
ingredients to be approved by FDA before thev go on the market, except for color additives
that are not intended for use as coal tar hair dves. However, thev must be safe for
consumers under labeled or customary conditions of use. Companies and individuals who
market cosmetics have a legal responsibility for the safety of their products and
ingredients.

The resources listed below are related to cosmetic ingredients that people often inquire
about. For resources on cosmetic products, see Product Information.

Ingredients That People Often Ask About

= Allergens in Cosmetics

= Alpha Hvdroxwv Acids

* Beta Hvdroxyv Acids

* Diethanolamine

» Fragrances in Cosmetics
» Latex in Cosmetics

+ Nanotechnology

+ Parabens

* Phthalates in Cosmetics

* Prohibited

= Tale

% EX : o|=dE#H(Cosmetic Products & Ingredients)
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https://www.fda.gov/cosmetics/cosmetic-products-ingredients

[1 CIR(Cosmetic Ingredient Review)
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_ diolM mHE ZIRIM AlS mE K= ASH
%gil'&' Xl-E =2 O o, |_|_ 0 1o II:I, |_I_ |'—| ||:|
- otEal X3 Ald, =M, A4EY S8=4
- S9HO|/RM=Y, AISM, FAN
- 7Bt R (IAMAIRE X8 S
Case Study - A sE, 371 2 (2 o5 2o
eef HE, oA
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https://journals.sagepub.com/home/ijt

ngl o

(1 34F 4" 13
o H=oA AE EE #HE Hie A AE ooF 2 IAF
H(Federal Food, Drug, and Cosmetic Act :FD&C Act)® & =3
2t & H(Fair Packaging and Labeling Act: FP&L Act)¥d

- 3p4F H @ 21 CFR Part 701 Subpart A - (Sections 701.1 Through
701.9) Cosmetic Labeling(General Provisions)

(https://www.ecfr.gov/current/title-21/part-701/subpart-a)

- 34 x4 2Py ¥ . Fair Packaging and Labeling Act : TITLE 15
COMMERCE AND TRADE :CHAPTER 39(FAIR PACKAGING AND
LABELING PROGRAM
(https://uscode.house.gov/view.xhtml?path=/prelim@title15/chapter39
&edition=prelim)

- H o= FDAolA 713k Cosmetic Labeling GuideE &3
ARzl eFAGS FAY F U

Cosmetics Labeling Guide
(https://www.fda.gov/cosmetics/cosmetics-labeling-regulations/cos

metics-labeling-guide)

o 3pAEFe] gl dH, $H, SH Fo] dom HHY whiE
AA #d(Principle Display Panel), ©]£]e] #He AHH
(Information Panel)o]g}x &t

- A A, AR ddelle ofefe] Wgo] B or 2gE oo ¢

)
1w fo

Placement of Information on Labels

Outer Container
(Or Label of Single Container Product)

Information Panels:
Principal Display Panel: Directions for safe use
Mame of product Warnings
Identity Mame and place of business
§ 740.10 warning Ingredient declaration
Met quantity of contents Any other required information
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Placement of Information on Labels

Inner Container (If Packaged in an Quter Container)

Front Panel

Hame of Product

Information Panels

Directions for safe use

Warnings

Name and Place of Business

Net Quantity of Contents

Any Other Required Information

% &KX : FDA =4 0| X[ (https://www.fda.gov/cosmetics/)

PREMIUM
Recommendations o

l"I
__________________ 'HI
| PREMIUM | lh\“

| Recommendaticns Ter | |
I I | I
[ o = | I
| Dyt Attt | I
: o | i
I : = ..__._._ | el SHTT I
i e | I
. o %:
| Coigs |
| - Lilac
: - : TOMER :
: i Uow o
[

% EX : genie Supply =3l 0| X|(https://www.geniesupply.com/)
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https://www.fda.gov/cosmetics/

3 D023-9232-01 »

|

‘ Nm

% Z=X : Drugs =l 0| X| (https://www.drugs.com/pro/botox—cosmetic.html)

% Principal display panel
(https://www.ecfr.gov/cgi-bin/text-idx?SID=a53c7524bda1825b730aa
523f754574b&mc=true&node=se21.7.701_110&rgn=div8)

- ehd Aol Wi FAHA Fo A 5L ohele] Abo]EefA
gl 4 e

% Declaration of net quantity of contents
(https://www.ecfr.gov/cgi-bin/text-idx?SID=a53c7524bda1825b730aa
523f754574b&mc=true&node=se21.7.701_113&rgn=div8)

- AF FTF - ov= enE gy 9 ¥ wH(Fair Packing and
Labeling Act)2 332 ololdlEl El(Idnetity) F#ol &< Iwt3Ql

§EB % 5 Ut AT FRE LIHES PAL UL

- AR ol % Fa o AEEL AP
9 FAE THM ALY, BA, F SUIEE Tl
FEAA AzYAL TH PAt obd 3

FEYAEY olBH YBE TSk §




f=F AFH 22 Az oF 2 (self-pressurized)e] 871 <Hl
S0 AAY g o wWiEHe FFE, A8 EHA, AF

AFe] F - aA, whaA, HA4 dA RE) A T

weighes HEH &= Ity 222 %7, JALd 45 HE,

of
N
<
e.
=
o
;=)
Q
—_
w

HRAE, dF 2= 59 A4 A2 23E A
A 2R A7) VI16IA] o)de]ojof st zhdwl o] Ero]
12sq olstd %ol 132904 old< 38 &% AEe
FFol B2 cAHAUE mI|EoF sk, A A SRl A
dRo] 7] EofofF
ofepFolHAl FAlo FAEJ] AFES WEA AL AL
o] Aol oFA AHE-S B4 A (active ingredient) o2 FAJSIojof 8}

a5 - Gvbel BAstel Ay, QA T D J5e FRAATE
5o ol @ £ glom, o Aol BrlE AFEL B
A% BW FEOR BRI 5B AY, £Y FA, EE 258
9 +E Y&

53] @=2 UleA FFFT o A5, PImeAe EEe] ofd
A7t Qe BR vlm gE A AT &EF
H

e
=
H
2
Y
e
Q
H
O
O >~
=
=
oQ
it
A
En
d

A4 A
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- VCRP= 3F Alxzast AFH 4& 53

=9 sAE 552 VCRP(Voluntary Cosmetic Registration Program)E
3l 71delA AR o R FET

O,
Ao7 I ARE guioloAl ZFHA o} FAZE AR
FeE7E e BRES Ashet %L%—a—v
Ingredient Review : v]= A% 95 HEHY

ﬂ
>
of
Jo
it

vl=ro) iz FEAEs] obvlE, drtE 5 4 W VCRP oo
& Eelatr|= g, AbH Felo] F Qg

+Home /

Cosmetic Registration

ADMINISTRATION

B2 u.s. FooD & DRUG (Qsewon | [= e |

Cosmetics / Voluntary Cosmetic Registration Program / Cosmetic Registration Program Help / Cosmetics Reqis|

Cosmetics Registration Program FAQs

f shars inLinkedin | & Email | & Print

Who can open an online VCRP account?
Content current as of:

Program Help 02/25/2022
Can | have a consultant enter cosmetic products into the VCRP for me? v
Cosmetics Registration Regulated Product(s)
Program FAQs There are several people in my organization that will be entering cosmetic formulations into Cesmatics
the VCRP at the same time. Should each person have their own VCRP account? A

If | wish to participate in the VCRP, do | need to file both a Form FDA 2511 (Establishment
Registration) and a Form FDA 2512 (Cosmetic Product Ingredient Statement)? v

Who should submit an original establishment registration (Form FDA 2511), and when? v

Who should submit amendments to an establishment registration (Form FDA 2511), and
when? v

Who should cancel an establishment registration, and when? v

How will FDA acknowledge receipt of my establishment registration (Form FDA 2511) and
how do | get my establishment registration numbers? v

When can | begin entering my cosmetic formulations into the VCRP? v

Do | need to file my cosmetic formulations in the VCRP in order to import them into the
United States? v

Can | file formulations in the VCRP for products that are considered drugs but also have a
cosmetic function? v

* &X : VCRP FAQ
(https://www.fda.gov/Cosmetics/RegistrationProgram/RegistrationHelp/ucm
2005188.htm)
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I} over-the-Counter (0TC) RIS

[] OTC A<

o w=ol A A¥ke]ekZ(Over-the-Counter Drug : OTC Drug)& = H-d
ol Gt tiFo] AT & e sty FEA Jde dEFY.

- Hl=mol A= oF 800718 8% FEAES XSt 109k 79

AurolepEo] AR S

@,
—~
@)

2
Mz
_\7;1
N
off

Irt
)

e o) o

E AF, AYgAAERA, vlE AFF, E A (Astringent) &3}
S 52 OTC Drug® #%3

Hy Y&& OTC Active Ingredient listS
73 9-ol = NDA(New Drug Application

Aok Brh AxhE T FDAS] A A H71E wobok @

% 1 i 1 — old}™H o oM St 17 U=
% OTC Active Ingredient listoll= et o2 otMstn 317t U= A
@) TI==|
o=z 7tx&E
NIl Cods I Active Ingredisnt [ Wonograph Sub-category Fanel | Pending Final FR Citation
GEIQOFZNOX  Javobenzome Jsunscreen 352:1Dfa)
FPWZ17T20CHH SuUnscrean MNA
BNTES0TOYS Bunsciesn A
LUBGESPTZA bornelone {5-(3, 3-dimathyl-Z-norbormyliden|3-pentane-2-one} Sunscrean [ EE 58 FR 26281
STJO82AIET Brmipior |sunsc.-eer| mactive 43 Fit 38208
S43TOTHSEH Jcinoxate Bunsciean | I 352 10je)
ZUTZ00CE64 d |sunsceeean MNA
PCEO38YIMOE | ! N0.5EaNES
| ] 3 0.545{a 23
BTE2XESS1X | I 352.100eh
Jsunscreen [ [[E4 58 FR 2E281
SHEaWROTIL |suusr.een MNA
ecamsule Eunscreen A
EYQaDH W42 g sunscresn | I 352.100ny
BI3XWYA0LD 8 [Sunscsesn
S4MBD253H et b prog sunscreen | i 310.545aj28) 64 FR 27670
ABBGESNEIM ja | aminobenzoate {lisadimate, glyceryl PABA] unscresn | I 310.545a}25) G4 Fi 27870
WDESVAMDSS Bunigcieen | [l 3521041
TLHSAELVIW |lawsane (w dihydroxyacetons) sunscrean | I 310.545{a {23}
JOQGDE00UZ aradimate (menthyl anthianilate) | BinE CTaan | ] 35210}
4¥SPTMUDS joctinosate (actyl mathoxyeinnamate; sthylhesyl metho oy ) |Bunscraen | [l 352.10))
AXA0YDEIEW joctizalate [oetyl salleylale: ethyhaxyl salicylata) [Suris oo ean ] ] 352 Tk}
SASEWGFEWM  |octocrylans sunscraan | ! 352 1041}
octyl triazone (sthylhesyl triazone) Sunscreen NA
O500S7TVEDY [oxybenzans (benzophenone-3) sunscrsan ] ] 352.10(1)
TTFLAD433X jpadimats & (5 percanl oF highes) | S4NS STaan IBSE
TIFLU1D423X jpadimate & fup to 5 parcent) sunscrean | NSE
Z1DI6CMUZ adimate o Bunscrean | I 352 10{m}
sunserean 1 310 S454a (28
25K35W030 sunserean ISE |64 FiR 27682
[Sunscsesn ] 352.1000)
1SFIXEVLE Bunscrean 1 352.100p)
Jeunscrean ] 352.100g)
SOIZLOHS4Z IS‘JllSL:eeI‘! 1] 352 .10(r}
A071Y¥T5YBES |64 FIR Z27582|
SOBOTZEUND |Lq,_maal anaigesic |diaper rash 30.545{@ 10KV}
waginal contraceplive e 310.545(8)(2B}1)
[wagindl contraceptive HEE 310.545(a 2B}
\vanina? contreceptive ]
[vaginal contraceplive 310.545(a (2B}
wagiral contiaceplive HEE 310.545(a }{2E Wi}

% =X : FDA =4 o|X|(https://www.fda.gov/cosmetics/)

_24_
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o AL]dATA AHE AR

iy U.S. FOOD & DRUG | @ seaen | | = Mem |

ADMINISTRATION

+«—Home [/ Dmgs / Developmen

[ Historical Status of OTC Fulema

proval Process | Drugs /  How Drugs are Developed and Approved [/ Over-the-Counter 0TC | Nonprescription Drugs

{ Rulemaking History for 0TC Sunscreen Drug Products

Rulemaking History for OTC Sunscreen
Drug Products

f share in Lirkedin | % Email | & Print
Historical Status of https:iwww.federalregister.gov/documents/2019/02/26/2019-03019/sunscreen-drug-products-for-over- Content current as
OTC Rulemakings the-counter-human-useFinal Monograph (21 CFR part 352): of:
Sunscreen Drug Products for Over-the-Counter Human Use :
08/30/2019

OTC Sunscreen Drug Products found on this page:

» Original Active Ingredients and Labeling
* Time and Extent Applications

* Avobenzone

s T'VA Protection

* Dosage Forms

* Zinc Oxide
» Insect Repellent

Sunscreen Drug Products: Original Active Ingredients and Labeling

Advance Notice Of Proposed Rulemaking Date FR Citation
Advance Notice of Proposed Rulemaking 8/25/1978 43FR38206
Extension of Comment Period 12/1/1978 43FRG6249

% =X : FDA Rulemaking History for OTC Sunscreen Drug Products
(https://www.fda.gov/drugs/historical-status—otc-rulemakings/rulemaking—hi
story-otc—sunscreen—drug-products)
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il U.S. FOOD & DRUG |_O, Search | | = Men

ADMINISTRATION

How Drugs are Developed and Approved [ Over-the-Counter OTC | Nonprescription Drugs

o1 OTC Dandruff, Seborrhei

Approval Process | Drags /
ngs / Rulemaking History

+~Home / Drugs / Development &
[ Historical Status of OTC Rulemaki

¢, Dermatitis and Psoriasis Drug Products

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

f Share in Linkedin | % Email | & Print
Historical Status of Final Monograph (21 CFR part 358 subpart Hj: Content current as
OTC Rulemakings Miscellaneous External Drug Products for Over-the-Counter Human Use; Dandruff, Seborrheic Dermatitis, and i

Psoriasis Drug Products o
01/02/2020

OTC Dandruff, Seborrheie, Dermatitis and Psoriasis Drug Products found on

this page:

» Original Active Ingredients and Labeling,

* Time and Extent Applications
* Coal Tar and Menthol
s Selenium Sulfide

» Nonmonograph Ingredients

Dandruff, Seborrheic, Dermatitis, and Psoriasis Drug Products:
Original Active Ingredients and Labeling

Advance Notice Of Proposed Rulemaking Date FR Citation

Advisory review panel change 3/6/1979 A4FR12271

Advance Notice Of Proposed Rulemaking 12/3/1982  ATFR54646
Correction 2/8/1983 48FR5761

% Z=X : FDA Rulemaking History for OTC Dandruff, Seborrheic,
Dermatitis and Psoriasis Drug Products
(https://www.fda.gov/drugs/historical-status—otc-rulemakings/rulemaking-hi
story—otc—sunscreen—-drug-products)
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o =g AF VA AY

Drugs / How Drugs are Develeped and Approved / Ower-the-Counter OTC | Nonpsescription Drugs / Historical Status of OTC Rulemakings

Rulemaking History for OTC Acne Drug
Products

f n S | B
i nmetene Final Monograph (21 CFR part 333 subpart D) Content current as of:
ulemakings . ntent
9 Topical Anti-Microbial Drug Products for Over-the-Counter Hiuman Use 05/02/2018

OTC Acne Drug Products found on this page:
- Original Active Insredients & Labeling

Benzovl Peroxide

» Nonmonograph Ingredients

Time and Extent Application

Acne Drug Products: Original Active Ingredients & Labeling

Advance Notice Of Proposed Rulemaking Date FR Citation
Advance Notice of Proposed Rulemaking 3/23/1982 A7ER
Correction /2371982 4TER
Proposed Rule Date FR Citation
Tentative Final Monograph 1/15/1985 SOFR2172
Final Rule Date FR Gitation
Final Manograph 8/16/1991 56FRA1008

% =X : FDA Rulemaking History for OTC Acne Drug Products
(https://www.fda.gov/drugs/historical-status—otc—rulemakings/rulemaking-hi
story-otc—acne—drug—products)

o T HE AF VA ALY

Rulemaking History for OTC Skin Protectant

Drug Products

F snare in Uinkedin | %% Email = P
Historical Status of OTC Final Monagraph (21 GFR part 347 () Content current as of:
Rulemakings Skin Protectant Drug Products for Over-the-Counter Human Use

01/12/2018

OTC Skin Protectant Drug Products found on this page:
Original Active Ingredients and Labeling
Astringent

Diaper Rash

Fever Blister and Cold Sore

Nonnonograph Ingredients

Poison Ivy, Cak, Sumac and Insect Bites

Skin Protectant Drug Products: Original Active Ingredients and Labeling

Advance Notice Of Proposed Rulemaking Date FR Citation
Advance Notice of Proposed Rulemaking 8/4/1978

Carrection 9/19/1978
Reopening of Administrative Record 3/21/1980 A5FR18402
Proposed Rule Date FR Gitation
Tentative Final Monograph 2/15/1983 4BERE820

% &X : FDA Rulemaking History for OTC Skin Protectant Drug Products
(https://www.fda.gov/drugs/historical-status—otc-rulemakings/rulemaking—hi
story-otc—skin—protectant-drug—products)
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[0 OTC =4
o OTC Drug¥ drug facts panelol] B = F2]o] glll&-& sjof =0,
05 39 ARE SAUHE E7]8oF T
- AF W FEARCE FAEY &
- AFT £

I

- g A
B AR, GHR] e doAs e AR

% &30 : 21 CFR PART 201 Subpart C-Labeling Requirements for OTC Drugs
(https:/mww.acoessdata. fda.gov/scripts/carh/cfdocs/cfcfr/CFRSearch.cfm?FR=201.66)

<OTC =l A A

SPF 30 Sunscreen

Drug Facts
Active Ingredients Purpose
Drug Facts =
Active ingredient (in each tablet) Purpose —
= -
Chiorpheniramine maleala 2 m0 . ... ...t e Antihistaming :.::"Mpm o e 51 ahm

-
BO miruiss of activily in the walor or sesaling

Uses tomporarily ralioves thase symploms dun to hay fevar or othar uppar respimtory allargies: Warnings:
Frsr watnrnsl use on|

Wsneezing Miunny nose W ichy, walery eyes W lichy throal -—-q_-&d-hqaluﬁm
Co e

Warnings Sovebsge 4 .. M

Ask a doctor balore use if you have h“-m::muuﬁ::m-ﬁ:uﬂ

W glaucoma B & breathing problem such as emphysema or chronic bronchitis e __':"’“"""“‘ oo ot

M trouble urinating dua to an enlarged prostate gland

Ask a doctor or pharmacist before use if you are laking imnquilizers or sedatives oty SR SRS
When using this product e n"u:*mi‘ g or a
W You may get drowsy W avoid alcoholic drinks sy el
M alcohol, sedatives, and lranguilizers may incréase drowsingss ,',::'; e e MY ale o il
W be careful when driving a motor vehicla or oparating machinery r_ﬁﬂ‘:ﬁﬂfﬂm Lhis nsh M?Fl;!'r
W excitablity may occur, especially in children vk af 48 o and sl sun prodection
If pregnant or breast-leeding, ask a health prolessional before use. i o ey
Keep out of reach of children. in case of overdose, get medical help or contact a Paison Cantrol st Szt ok e,
Genter right away. Dther Information:
[Protecs product Fom excessive hoat & direct sun.
Directions W Bateionne Lo
adults and children 12 years and over lake 2 tablets every 4 1o 6 hours; Fragrance. M?;ﬁmﬂlm MM
not more than 12 tablels in 24 hours alystmiens, P |
children & years to under 12 years take 1 tablet every 4 to & hours; i it Syt

not more than 6 tablets in 24 hours TR B NG

children under 6 years ask a doctor IRVING, TX TS0E3 | WWW.T-ELEVEN.COM

Satizfaction Gearanieed
‘l-l.rm'l-

Other information swore 21 20-25° G (68-77° F) M protact lrom excessive moisiure
Inactive ingredients DAC yolow no. 10, laciose, magnesium stearats, microcrystalling II

cellulose, pregelatinized starch

22548 2?1I]

% =X : OTC Drug Facts Label, Dailymed
(https://www.fda.gov/drugs/drug—information—-consumers/otc—drug—facts—label)
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[] OTC &=
o Hlz oAl AMEE = o kES AXsAY AxH, 2hEd st
dH](establishment)el] ojs] TEL =
2. T3 A A4 OTC Drug *
o Zoll v= W Aol FujE7] ol 1t
- Establishment Registration(#] Z24~
- A4 9 AEY, DUNS HE
% DUNS &= Data Universal Numbering Systeme| <AIZ AP HE
Al St= 9Xtz|el 1F HES Y
© A AA(FDAS}E =)
. ;q]z)\g] /\]_O—l H—LCH
- = Aol 49 US. Agent ¥ UAF AR (H A3 DUNS H3)
% US agents m]=o| A AFsAY AFYS A8t 9lom, FDA
7} 9] AzQA L JArtLTF A olE B g9gs FlIE
AzGA =2 TAGA A g dE Al o] i
o9&, FDAZ}F a9 Alx=49 GMP AAF Al &
a1 . U.S. Agents
(https://www.fda.gov/medical-devices/device-registration-and-listi

ng/us-agents)

f
%

- NDC(National Drug Code) Relabeler Code 8%
- Labeler code= National Drug Code(NDO)E A A3st7] s 2.
5tH, FDARREH Bowr= 1/ Z5EHTY
- Labeler Code SPL document& FDA¢l| A|Z3}o] Relabeler code
Fo 5 gAstd H
% BAME 2 DUNS #s, sfe] Alxao B
U.S. Agents agent®] ©o|&, F4&, XsHsE 2 1

48 0% 0 YHe AE 2

du *

- Drug Listing
- 107+2] NDC H&
- ®3
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. Fol g % Fof A=
C B AR FHE AEA, UND
q

[1 OTC AR F7N
o W oA ALEEE ojoRES AxslA

R

24 1] (establishment) |

2 B3 A Al#A OTC Drug AE SEo]
ol v= W Al dEr] el WteEA] &
- "= =g X 1Y (National Institute of Health)ol| 4]

b Az, Bay st mE
5%¢ T, S2dAE oty

Aol e A Y AR B A
s DailyMed (Drug Listings): https://dailymed.nlm.nih.gov/dailymed/

LIR)) MATIONAL LIBRARY OF MEDICINE A\ REPORTADVERSE EVENTS | RECALLS
D ek
-

DAILYMED

ALL DRUGS

Enter drug, NDC code, drug class, or Set ID

HUMAN DRUGS

ANIMAL DRUGS

MORE WAYS T0 SEARCH:

The DailyMed database contains 143861 labeling submitted to the Food and Drug Administration (FDA) by companies. DailyMed does not contain a complete
listing of labeling for FDA-regulated products (e.g., labeling that is not submitted to the FDA). See ABOUT DAHYMED for more information

NEWS

DailyMed Announcements
Posted: September 15,2021

The Rxlmage APl will cease operation on December 31, 2021,

All RxImage data are available for download from hers .

DailyMed will be removing pill images provided by the Rximage APl
on October 31, 2021. Pill images submitted by labelers with their
structured product labeling will remain on DailyMed.

MORE INFO

Get RSS News & Updates

\ The DailyMed RSS feed provides updates and information
B about new drug labels approved by the FDA and published on
MLM's DailyMed Web site.

ABOUT DAILYMED

siare I B3

FDA RESOURCES

SPL, Other Prescription Drug Labeling Resources, and Guidances

ron
FDA's Drug Guidances

NLM SPL RESOURCES

The following Structured Product Labeling (SPL) resources have
been created to assist industry professionals.

FDA's Structured Product Labeling Resources

FDA's Prescription Drug Labeling Resources

Download Data

SPL Image Guidelines

Presentations & Articles

All Drug Labels
All Indexing_ & REMS Filas
All Mapping Files

Guidelines for SPL image files of oral solid dosage forms that
are submitted to the FDA with SPL documents.
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EJ 2 n=omport Refusal)

] 7HL=‘ %

2= 0]

- o] AR 5 A (Refusal Note) €A ZHE 90 ool b]=;
HAl=7d HEH(CBP) 9 FDAS] ZH=3stell 7| E AL HigE ofof 9

- FDA9] }5F S A(Notice of Detention)+= 34 =<4 AHimporter) ol Al
AAME EPst, sl AL HAF 2dHo|B=E o]

+—Home [ For Indusiry / Impori Program — Food and Drug i (EDA) / EDAImport Process / Import Refusals

Import Refusals

Import refusal refuse destroy export 90 days Notice of FDA Action

 share in Linkedin Email B Print

« What isan import refusal?
FDA Import Process : . o Content current as of:
» How will I be notified of a refusal? 18/08/2018

Prior Notice Information o What are the options if my product is refused?

¢ Who do I contact if I need to destroy or export my product?

Examination & Sample
Colleation o What happens if I do not export or destroy the product within go days?

e Can I request an extension beyond the go days to FDA?

Detention & Hearing
o Can I appeal the refusal decision?

Entry Screening « Where can I find a list of FDA refusals?

% =X : FDA Import Refusals
(https://www.fda.gov/industry/fda—import—-process/import-refusals)

o XA AFo] FDA HE 9 A8 #ANstAY fntsles Ao =2
Hol= A%, FDAE &F< oFsta, dfd &Fo g =X
E 2 A (Notice of Detention and Hearing)S &3id <+ A&
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https://www.fda.gov/industry/fda-import-process/import-refusals

3l X0l tigk AP HA AfFF(ownwer) T 5 <)(consignee) Al
dom, oleox FdPAHimportenNE= A Ao #I AHHE
[e)

FDAC A& #AA0] Sle Aoz A tede A5 »A

= .
ARF, FHY EE YA HE FeL Lot F

Y U.S. FOOD & DRUG
ADMINISTRATION

+—Home / Forindustry / Import Program - Food and Drug Administration (FOA) / FDA import Process / Defention & Hearing
Detention & Hearing
f Share in Unkedin | % Emall | & Frint
FDA Import Process Overview Content current as of:

11/12/2020
SiiucHiolcn ifomaise When products in your shipment violate or appear to violate FDA laws and regulations,
i c a
FDA may detain your product and issue a Notice of FDA Action with the designation of

. " “Detained.” This notice is considered the Notice of Detention and Hearing.
Examination & Sample =
Collection

« Why was my product detained?
Detention & Hearing « What can I do if my product is detained?

« How am [ notified that my: product has been detained?

% &X : FDA Detention & Hearing
(https://www.fda.gov/industry/fda—import-process/detention—-hearing)

O Akl #4

o 2022 1¥€%H 7T€7HA A=A FE=H EFA I T
AR AHle F 82A(FE Ay £, o] T #hd FA9 324,
FAS ZAA AL 257, Hsd AleFo g dE o
25719

- 53 AX AldE FDAS) Import Refusal Reportoll A 8Helst 4= 9lom,
GAE At I7bE, FEHEE X3V} 7ted

- 9¥F Z=(Violation Code)oll tig Y% 3g Ho]X|o|A 1T 4=

) S
o
=

u

52,
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+Home / For [ndusiry / Import Program / Import Refusal
Import Refusal Report

f share | jn Linkedin | g Emall | & Print

U.S. Food and Drug Administration Import Refusal Reports for 0ASIS

INTRODUCTION TO FDA'S IMPORT REFUSAL REPORT (IRR)

The Food, Dug, and Cosmetic Act (the Act) authorizes FDA to detain & requlated product that appears to be out of compliance with the Act. The FDA district
office will then issue a "Notice of FDA Action’ specifying the nature of the violation mer of consignee. The owner or consignee s entitle
hearing in order to provide testimony regarding the admissibifity of the product. If the owner falls to submit evidence that the product is in eompliance or falls fo
submita plan to bring the product into compliance, FDA will issue another "Notice of FDA Action” refusing admission to the product. The product then has to-be

% &3 FDA Import Refusal Report
(https://www.accessdata.fda.gov/scripts/ImportRefusals/index.cfm)
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+—Home / Forindustry / Color Additives / Color Additives in Specific Products / Color Additives and Casmetics: Fact Sheet

Color Additives and Cosmetics: Fact Sheet

£ share in Unkedin | % Emall | & Print

Color additives are subject to a strict system of approval under U.S. law [Federal Food,

Color Additives in Specific A 2 .
Drug. and Cosmetic Act (FD&C Act), sec. 721; 21 U.S.C. 379¢e]. Except in the case of coal-

Content current as of:

- tar hair dyes, failure to meet U.S. color additive requirements causes a cosmetic tc be forzaraz:
in Drugs adulterated [FD&C Act, sec. 601(e); 21 U.S. Code 361(e)]. Color additive violations are a Regulated Product(s)
common reason for detaining imported cosmetic products offered for entrv into this 5ﬂ5“f“35
—— e Fo 8 ol dves

Some Basic Requirements

If vour product (except coal-tar hair dyes) contains a Available in:
color additive, by law [FD&C Act, Sec. 721: 21 U.S.C.
379e: 21 CFR Parts 70 and 80] you must adhere to
requirements for:

= Spanish, PDF: 186KB

* French, PDF: 190KB

w 2 : FDA Color Additives and Cosmetics: Fact Sheet
(https://www.fda.gov/industry/color-additives—specific-products/color-additi
ves—and-cosmetics—fact-sheet)
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*—Home For Industry / Import Program — Food and Drug Adminsstration (FDA) / Actions & Enforcement / |mport Alerts

Import Alerts

Import Alerts Overview Content current as of:
05/14/2019

Removal from Import This page provides information on what an import alert is and how to interpret it. For

filer information on how to be removed from an import alert, please see the import alert

removal page.

Search for Import Alerts
Import alerts inform the FDA's field staff and the public that the agency has enough
evidenece to allow for Detention Without Physical Examination (DWPE) of products that
appear to be in violation of the FDA's laws and regulations. These violations could be
related to the product, manufacturer, shipper and/or other information. Before importing
into the United States, importers should know if their products are subject to DWPE.
DWPE allows the agency to detain a product without physieally examining it at the time of
entry.

What is the purpose of an import alert?

Where can I find a list of the FDA's import alerts?

How do I interpret an import alert?

What are the types of import alerts?

What is a red, green and yvellow list?

When does the FDA decide to create a new import alert?

How does the FDA decide to add firms or products to the red list or exclude firms or

products from the green list of an existing import alert?

= What do I do if my product is detained without phvsical examination (DWPE)?

% =X : FDA Import Alerts
(https://www.fda.gov/industry/actions—enforcement/import-alerts)
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Home | Food | Drugs | Medical Devices | Radiation-Emitting Products | Vaccines, Blood & Biologics | Animal & Veterinary | Cosmetics | Tobacco Products

Home » Import Program > Import Alerts > Industry Categories

Import Alert Industry Categories

f sHARE in UMKEDIN | @ PINIT | % EMAIL | & PRINT

Industry Categories
o30S

Medical Devices & Diagnostic Products

Rad Health

% =X : FDA Import Alerts
(https://www.accessdata.fda.gov/cms_ia/industrycategory.html)
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- S 552 DWPE WA 7Es FIAIZ AR FUH EAA

What is a red, green and yellow list?

Type of List  Description Example
Red List Firms, products and/or EXAMPLE: A food that previously was shown to contain deadly bacteria
countries are subject to that can cause a food-borne iliness.

Detention without Physical
Examination (DWPE) under an

impart alert.

Green List Firms, products and/or EXAMPLE: Import Alert 12-03 indicates that all soft cheeses from France
countries that have met criteria  are subject to DWPE. However, there are some soft cheeses from firms
for exemption from Detention that received an exemption based on the guidance in the import alert. The
without Physical Examination firms/ products that are allowed to be imported are on the green list of this
(DWPE) under an import alert. import alert.

Yellow List Firms, products and/or EXAMPLE: Import Alert 21-17 indicates that all ackee products except

countries subject to intensified  from firms listed on the green list are subject to DWPE. This alert includes
surveillance; or firms that may a green list and a yellow list.
have satisfied GMP issues but

where the nature of viclations As the FDA identifies foreign facilities to have food safety controls in place

may warrant further field to control for the toxin, hypoglycin A, in their ackee preducts, the firm and

examinations of individual product(s) will be identified on the Yellow List. All entries of ackee

entries and/or additional products imported by the firms or manufactured/shipped by the firms on

analyses. the Yellow List will continue to be subject to DWPE and require a private
laboratory analysis until the FDA has confidence the firm's products are in
compliance.

w &KX : FDA Import Alerts
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+—Home / Inspections, Compliance, Enforcement, and Criminal Investigations / Inspection References / Foreign Inspections

Foreign Inspections

f share e | imLnkedin | G Email | & Print
e Guide to International Inspections and Travel SN s ok
CONTENTS

bEY
|

p GUIDE TO
INTERNATIONAL
‘ INSPECTIONS

| AND TRAVEL

November 2002

Prepered by
Blivisiowsi of Fielal Dvvesigutivies

L.

DEE DEE DEL BFT DFE DER DFL DEFT

The Guide to International Inspections and Travel provides FDA personnel with standard
operational, inspectional, and investigational procedures when conducting international
inspections. It provides instructions and references to assist investigators and analysts
who conduet international inspections. It contains information regarding authorities,
objectives, responsibilities, policies, and guides applicable to inspectional operations,
administrative procedures, and the basic gunidance necessary for FDA personnel who travel

to foreign countries.

% Z=X : FDA Foreign Inspections
(https://www.fda.gov/inspections—compliance—enforcement-and-criminal-in
vestigations/inspection-references/foreign-inspections)
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+—Home / Cosmetics / Cosmetics Guidance & Regulation / Cesmetics Guidance Documents / Good Manufacturing Practice (GMP) Guidelines/inspection Checklist for Cosmetics

Good Manufacturing Practice (GMP)
Guidelines/Inspection Checklist for
Cosmetics

f share = | inLinkedin | &% Emafl | & Print

- The Federal Food, Drug and Cosmetic Act prohibits the introduction or delivery for
Cosmetics Guidance

Documents

Content current as of:
02/25/2022

introduction into interstate commerce of cosmetics that are adulterated or misbranded
(Sec. 301).

E = 5 = Regulated Product(s)
A cosmetic may be deemed adulterated (Sec. 601) for essentiallv four reasons, namely:

Cosmetics
1. It mav be injuricus to users under conditions of customary use because it contains, or Topic(s)
its container is composed of, a potentially harmful substance. Inspection

2. It contains filth.

3. It contains a non-permitted, or in some instances non-certified. color additive.

4. It is manufactured or held under insanitarv conditions whereby it may have become
injurious to users or contaminated with filth.

A cosmetic may be deemed misbranded (Seec. 602) for reasons of:

1. False or misleading labeling.

2. Failure to state prominently and conspicuously any information required by or under
authority of this act.

3. Misleading container presentation or fill.

To determine whether cosmetic firms manufacture, hold or deliver for introduction into
interstate commerce cosmetics that are adulterated or misbranded, and to prevent these

% &KX : FDA Good Manufacturing Practice (GMP) Guidelines/Inspection
Checklist for Cosmetics
(https://www.fda.gov/cosmetics/cosmetics—guidance—documents/good—-ma
nufacturing—practice-gmp—guidelinesinspection-checklist-cosmetics)
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[ AL AR5
o AAM kAl E-S oFH(GRASE(Generally Recognized As Safe and
Effective)), ¢+A3lA] ¢2(Not GRASE), At EZ¥(not currently
contain sufficient data to support positive GRASE)®] 3&-of=Z &
I 4?4 O}L A=
- kA3 | =(@27)) :© Znc Oxide, Titanium Dioxide
- OFAEIX ] ro =527 : Aminobenzoic acid(PABA), Trolamine Salicylate
- Ag7F 553 95027 : Cinoxate, Dioxybenzone, Ensulizole,
Homosalate, Meradimate, Octinoxate, Octisalate, Octocrylene,
Padimate O, Sulisobenzone, Oxybenzone, Avobenzone
% GRASE : Generally Recognized As Safe and Effective®] <FA-<]
% Proposed Order for OTC Sunscreens —-Amending Over—the—Counter
Monograph M020: Sunscreen Drug Products for Over-the—Counter Human Use

(https://www.fda.gov/drugs/news—-events—human—drugs/otc—-monograph-re
form—-otc—sunscreen—drugs-12152021-12152021)

[1 SPF(Sun Protection Factor) 7]
o Ad ZAzto] wE Broad Spectrum 7] T-&

- Broad spectrum test &gk 7% : bl “Broad Spectrum
SPF[SPF ®| ~E A3} <X SPF @t 441" B A

- SPE7} 15 o] 74-% Broad spectrum testE WF=A] 53)31o] ofg)
- SPE7} 15 w9k 73-¢ Broad spectrum testE L 7514 &

- Broad spectrum test &3 3+ A-¢ : gdo] “SPF[SPF HZ-E
A3 X SPF gk Ad]” A

% Broad Spectrum Test (21CFR201.327())

% Sun protection factor (SPF) Test (21 CFR 201.327(i))
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10912 7]

oo

Range of Determined Values Associated Labeled SPF value
(SPF X|== ®2) (2tHof| AIZE == SPF X[ =)
60 ~ 80 60+
50 T 59 50
40 © 49 40
30 T 39 30
257 29 25
20 T 24 20
15 7 19 15
27 14 Determined SPF value

- FDAo| A= SPF 80714 A& #vjE & &AW SPF %] 7|+
SPF 60+% 3}, SPF 802 @2 5o+ 41¢F 37} A1H(NAD)S
sl oF gt
SPE 15m|wte] 749 =il 337 Al “y]FE/ 8}
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714 3kefof 3

s
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(https://www.accessdata.fda.gov/scripts/cder/omuf/index.cfm?event=N
ewMonograph&ID=6D0D9075DE94D4BOECA7EEBDAB190FBE91CD
B28C4648FC78E3785F69FDCD71BF&OMUFID=0TC000008)
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