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IS hat

| ‘used in a

‘way ric nt insofar as the
appearance, va ) y, O cc 1sumer acceptance is o
concerned...” (i.e., Not enough to claim that the ‘primary’ |

purpose is other than to impart color)
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Color Additive

efefe] ion “ requirements
1960 Color Additive Ame to the FD&C
User Fee Program (21 CFR 80.10) Payment per pound certified
(4.0z.samples); FDA certified 24.2M lbs. within 5 day turnaround time in 2018.
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cosmetics, face
POW: eping rule (21 CFR
700.27 (e
“ D&C Black No. 2 (Carbon Black) — eye area & facial

decorative (color) cosmetics — must comply with PAH trace
specification
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r-and-

dditive; detain

Dual”:

_ itted for cosmetics
marketed both in th ther foreign countries)
Labels with “ingredient stickers” added — possible color additive
problems

@
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http://www.personalcarecouncil.org/colors-cosmetics-regulation-and-nomenclature-united-states

restrictions, and cosmet

An alternative color additive, “bismuth citrate

73.2110) is currently available for use in “progreésive hair
dyes” and is being used in the U.S. and many other
countries at levels up to 2.0% (w/v)
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https://www.federalregister.gov/documents/2018/10/31/2018-23725/termination-of-listing-of-color-additive-exempt-from-certification-lead-acetate

* CP7329.001 Cosm
“ CP7309.006 Foods
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Criminal IP‘sé'cui'n
Recalls (21 CFR 7.45-7.59)
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http://www.fda.gov/Cosmetics/ComplianceEnforcement/WarningLetters/default.htm

the country in

- was exported (product
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FY 2014 Import Refusals
1955 Product Violations

Labeling Violations ‘_‘ 47 .4%

FDA regulated products | |
3 i H & 34-4%
improperly marketed as cosmetics | —

Color additive violations B 15.7%

Poisonous/harmful contaminants, S A
filth/insanitary conditions - < ‘

)/




-Uncertified color additives

-Undeclared color additives
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® Henna hair dye

roduce brown, orange- ¥ I
brown, or reddish-brown tint AL rn
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.—Q a “Henna”

00 makes these

5 adulterated. illegal to

itroduce an adulterated
cosmetic into interstate

commerce. (see. FD&C Act,

§ 301)
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ore information on Henna, see
e consumer update: Temporary
You at Risk. T

ng Letterr: Black Henna,
c. August 14, 2006



https://www.fda.gov/ForConsumers/ConsumerUpdates/ucm343932.htm

tely '.28% of the
- additive is deemed

1 CIRLECR
regulation listing the color additive p-phenyenediamine as safe for
use in coloring the skin.
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http://www.blackhennausa/

it appears to |
a color additive which is unsa:
[Adulteration, Section 601(e)]."

All Matters FDA Workshop

, rsuant to
o be a hair dye and
se of decorating the skin,

N the meaning of Section 721(a)
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(internet):

hitg [/ |ditives/default.htm
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http://www.fda.gov/Cosmetics/default.htm
http://www.fda.gov/ForIndustry/ColorAdditives/default.htm
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mailto:linda.katz@fda.hhs.gov
https://twitter.com/FDACosmetics
mailto:bryan.bowes@fda.hhs.gov
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