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[lRx]
[Federal Food, Drug and Cosmetic Actl

SUBCHAPTER VI — COSMETICS

§ 361. Adulterated cosmetics

A cosmetic shall be deemed to be adulterated —

(a) If it bears or contains any poisonous or deleterious substance which
may render it injurious to users under the conditions of use prescribed
in the labeling thereof, or under such conditions of use as are customary
or usual, except that this provision shall not apply to coal-tar hair dye,
the label of which bears the following legend conspicuously displayed
thereon: ”Cautions: This product contains ingredients which may cause
skin irritation on certain individuals and a preliminary test according to
accompanying directions should first be made. This product must not be
used for dyeing the eyelashes or eyebrows; to do so may cause
blindness”.
(http://uscode.house.gov/view.xhtml?reg=granuleid%3AUSC—prelim—tit!
e21-chapter9—subchapter6&saved=%7CKEZIZGVyYWwgRm9vZCwgRHJ
1ZyBhbmQgQ29zbWV0aWMgQWNOKSBBTkQgKChzZWN0aW9uOigzNjE

[JHCIARER)
[EE SR EE R RE]

FE6E bR

§361. NEILHH

LUTDSE. tHRIEFRIEHZERLSH
%,

(QHEROSRNIVLETEDONI-FERAEHE.
FIEEEDO—MRMEEREEICEL T, EH
BIZER25Z5MEHOHIEEFT-ITAEL
MEBEEECES,

=L, COBREITUTDOXENSANILEIZE
SEYLEHINTLZO—ILE—LEEFIZIE
WAL,

TE2E. COERIIEEDEANIHLTRER
BESIESEIIAREDOHIANESATIND
=&, BT ORAZICH T, WHIZFTHHAR
IO NIELESE, KA SAREEAH
=0, COERIIEODECEETLDL=H

pKSk%3D%7CdHJIZXNvenQ%3D%7CdHJ1ZQ%3D%3D%7C0%7Ctrue%7Cpr | IZfEAL TIXLNMFZALY, |
elim&edition=prelim)
[(8F]1AZEICTOVTIEFDA(EMEZERD) DQRAIZERH  EZHHR
LA
“What precautions should you take if you dye your hair?”
(http://www.fda.gov/Cosmetics/ResourcesForYou/Consumers/ucm16
7436.htm)
213 45
(X [HCIATRR]
[Cosmetic Regulation] MMesE&S&FRAL]

PARTICULAR REQUIREMENTS FOR CERTAIN COSMETICS

22. A hair dye that contains paraphenylenediamine or other coal tar dye
base or coal tar intermediate must

(a) carry the following warning on both the inner and outer labels:
“CAUTION: This product contains ingredients that may cause skin
irritation on certain individuals and a preliminary test according to
accompanying directions should first be made. This product must not be
used for dyeing the eyelashes or eyebrows. To do so may cause
blindness.

MISE EN GARDE: Ce produit contient des ingrédients qui peuvent
causer de | irritation cutanée chez certaines personnes; il faut donc

d’ abord effectuer une épreuve préliminaire selon les directives
ci—jointes. Ce produit ne doit pas servir a teindre les sourcils ni les cils;
en ce faisant, on pourrait provoquer la cécité.”; and

(b) be accompanied by instructions to the following effect:

(i) the preparation may cause serious inflammation of the skin in some
persons, and a preliminary test should always be made to determine
whether special sensitivity exists, and

(ii) to make the test, a small area of skin behind the ear or on the inner
surface of the forearm should be cleansed, using either soap and water
or alcohol, and a small quantity of the hair dye as prepared for use

BED L RIZ T HENEL

22. NSTTZLUSTIVERFBOa—ILE
—JLEFEOD—)LEA—LEREAREE D £ EE
&,

(@ UTOEEXZEERSHLNBEOMADS
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2L . COERIIEEDEANHLTRER
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5=, COERIIEODECEEZTLDL=H
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http://uscode.house.gov/view.xhtml?req=granuleid%3AUSC-prelim-title21-chapter9-subchapter6&saved=%7CKEZlZGVyYWwgRm9vZCwgRHJ1ZyBhbmQgQ29zbWV0aWMgQWN0KSBBTkQgKChzZWN0aW9uOigzNjEpKSk%3D%7CdHJlZXNvcnQ%3D%7CdHJ1ZQ%3D%3D%7C0%7Ctrue%7Cprelim&edition=prelim
http://uscode.house.gov/view.xhtml?req=granuleid%3AUSC-prelim-title21-chapter9-subchapter6&saved=%7CKEZlZGVyYWwgRm9vZCwgRHJ1ZyBhbmQgQ29zbWV0aWMgQWN0KSBBTkQgKChzZWN0aW9uOigzNjEpKSk%3D%7CdHJlZXNvcnQ%3D%7CdHJ1ZQ%3D%3D%7C0%7Ctrue%7Cprelim&edition=prelim
http://www.fda.gov/Cosmetics/ResourcesForYou/Consumers/ucm167436.htm
http://www.fda.gov/Cosmetics/ResourcesForYou/Consumers/ucm167436.htm

should be applied to the area and allowed to dry. After 24 hours, the
area should be washed gently with soap and water. If no irritation or
inflammation is apparent, it may be assumed that no hypersensitivity to
the dye exists. The test should be made before each application. The
hair dye should never be used for dyeing eyebrows or eyelashes, as
severe inflammation of the eye or even blindness may result.
(http://laws—-lois justice.gc.ca/PDF/C.R.C.,_c._869.pdf)
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[lFx]
[The Drugs and Cosmetics Rules, 1945]

PART XV - LABELLING, PACKING AND STANDARDS OF COSMETICS
Article 149. Labelling of Hair dyes containing Dyes, Colours and
Pigments

Hair dyes containing Para—Phenylenediamine or other Dyes, Colours and
Pigments shall be labelled with the following legend in English and local
languages and these shall appear on both the inner and the outer labels.
“Caution — This product contains ingredients which may cause skin
irritation in certain cases and so a preliminary test according to the
accompanying direction should first be made. This product should not be
used for dyeing the eye—lashes or eye—brows; a such a use may cause
blindness.”

Each package shall also contain instructions in English and local
languages on the following lines for carrying out the test:

“This preparation may cause serious inflammation of the skin in some
cases and so a preliminary test should always be carried out to
determine whether or not special sensitivity exists. To make the test,
cleanse a small area of skin behind the ear or upon the inner surface of
the forearm, using either soap and water or alcohol. Apply a small
quantity of the hair dye as prepared for use to the area and allow it to
dry. After twenty—four hours, wash the area gently with soap and water.
If no irritation or inflammation is apparent, it may be assumed that no
hypersensitivity to the dye exists. The test should, however, be carried
out before each and every application. This preparation should on no
account be used for dyeing eye—brows or eye—lashes as severe
inflammation of the eye or even blindness may result”.
(http://mohfw.nic.in/WriteReadData/1892s/43503435431421382269.pd
f)
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[lFEx]
[GSO standard, GSO 428/2009(E) Cosmetic Products : Oxidation Hair
Dyes, Liquid, Gel and Cream — Specification ]

8. Marking

8.7 In addition to the above, the following information shall also be given
in the attached leaflet;

a) procedure for conduction preliminary test for sensitivity (patch test).
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