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AER BERY 21 K (21 US.C. ,United States Code,
2010 Edition,Title 212 - FOOD AND DRUGS CHAPTER 9 -
FEDERAL FOOD, DRUG, AND COSMETIC ACT) ~ B 2% & 5.2
4= 2 itk &2 (Federal Food, Drug, and Cosmetic Act > FD&C
Act) & oL ¢ 487 2 (Fair Packaging and Labeling Act >
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2 FEER2ULHEHS 21 CFR (the Code of Federal Regulations) , parts 700 to 740 -

3 JESZE + T (1) The term “cosmetic” means (1) articles intended to be rubbed, poured, sprinkled,
or sprayed on, introduced into, or otherwise applied to the human body or any part thereof for
cleansing, beautifying, promoting attractiveness, or altering the appearance, and (2) articles
intended for use as a component of any such articles; except that such term shall not include soap
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http://www.fda. qov/RequIatorvInformatlon/Leq|slat|on/FederaIFoodDruqandCosmetchctFDCAct
[FDCActChapterslandlIShortTitleandDefinitions/default.htm &k ( LA T2 K FD&C Act $90]
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5 T Not every product marketed as soap meets FDA's definition of the term. FDA interprets the
term "soap" to apply only when --

The bulk of the nonvolatile matter in the product consists of an alkali salt of fatty acids and the
product's detergent properties are due to the alkali-fatty acid compounds, and

The product is labeled, sold, and represented solely as soap [21 CFR 701.20]. ;( £:f8Z5E FDA 44
U5 http://www.fda.gov/cosmetics/GuidanceComplianceRegulatorylnformation/ucm074201.htm -
& SEH 2016 /210 H 3 H)

& T'If a product intended to cleanse the human body does not meet all the criteria for soap, as listed
above, it is either a cosmetic or a drug. For example:

If a product --

consists of detergents or

primarily of alkali salts of fatty acids and

is intended not only for cleansing but also for other cosmetic uses, such as beautifying or
moisturizing,

it is regulated as a cosmetic.

If a product --

consists of detergents or

primarily of alkali salts of fatty acids and

is intended not only for cleansing but also to cure, treat, or prevent disease or to affect the structure
or any function of the human body,

it is regulated as a drug.

If a product --


http://www.fda.gov/cosmetics/GuidanceComplianceRegulatoryInformation/ucm074201.htm
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is intended solely for cleansing the human body and

has the characteristics consumers generally associate with soap,

does not consist primarily of alkali salts of fatty acids,

it may be identified in labeling as soap, but it is regulated as a cosmetic. | ( 23] FDA 48k
http://www.fda.gov/cosmetics/GuidanceComplianceRegulatorylnformation/ucm074201.htm » &%
EEH 2016 /£ 10 H 3 H)

" TThe FD&C Act does not recognize any such category as "cosmeceuticals".A product can be a
drug, a cosmetic, or a combination of both, but the term "cosmeceutical™ has no meaning under the
law. J ( % ! PE FDA ] s
http://www.fda.gov/cosmetics/GuidanceComplianceRegulatorylnformation/ucm074201.htm ( &%
HEEH 2016 £ 10 H3 H))

* JHSZ B 0 T(g)(1) The term “drug” means (A) articles recognized in the official United States
Pharmacopoeia, official Homoeopathic Pharmacopoeia of the United States, or official National
Formulary, or any supplement to any of them; and (B) articles intended for use in the diagnosis,
cure, mitigation, treatment, or prevention of disease in man or other animals; and (C) articles
(other than food) intended to affect the structure or any function of the body of man or other
animals; and (D) articles intended for use as a component of any article specified in clause (A), (B),
or (C). A food or dietary supplement for which a claim, subject to sections 343(r)(1)(B) and
343(r)(3) of this title or sections 343(r)(1)(B) and 343(r)(5)(D) of this title, is made in accordance
with the requirements of section 343(r) of this title is not a drug solely because the label or the
labeling contains such a claim. A food, dietary ingredient, or dietary supplement for which a
truthful and not misleading statement is made in accordance with section 343(r)(6) of this title is
not a drug under clause (C) solely because the label or the labeling contains such a statement.
SRR HOCEEE S REERER  FRE3 H 14 BT FEE3 H22-

10 TSome products meet the definitions of both cosmetics and drugs. This may happen when a
product has two intended uses. For example, a shampoo is a cosmetic because its intended use is to
cleanse the hair. An antidandruff treatment is a drug because its intended use is to treat dandruff.
Consequently, an antidandruff shampoo is both a cosmetic and a drug. Among other cosmetic/drug
combinations are toothpastes that contain fluoride, deodorants that are also antiperspirants, and
moisturizers and makeup marketed with sun-protection claims. Such products must comply with
the requirements for both cosmetics and drugs. ; ( £ R FDA 44 vk
http://www.fda.gov/cosmetics/GuidanceComplianceRegulatoryInformation/ucm074201.
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http://www.gpo.gov/fdsys/pkg/USCODE-2010-title21/html/USCODE-2010-title21-chap9-subchap
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% E £ B ¢ (European Commission)* 2009 # 11 ? % # 2_ %
B ik &40 (Rgulation of The European Parliament and of
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1 £l H http://register.consilium.europa.eu/pdf/en/09/st03/st03623.en09.pdf T &, (1% 2E
H:2016 10 H3H)

20 http://stlc.iii.org.tw/ContentPage.aspx?i=3223 ( & & RHE AR Aragnt ) (% EE H

2016 210 H3 H)

2GETHY o FEE3 H5T e

22 [E Ry 1 T (a) "cosmetic product" means any substance or mixture intended to be placed in

contact with the external parts of the human body (epidermis, hair system, nails, lips and

external genital organs) or with the teeth and the mucous membranes of the oral cavity with a view

exclusively or mainly to cleaning them, perfuming them, changing their appearance, protecting

them, keeping them in good condition or correcting body odours;... |

(http://register.consilium.europa.eu/pdf/en/09/st03/st03623.en09.pdf » B 23) (HEZFIEH : 2016

FI0H3H)

23 Article 2.2 : " For the purposes of point (a) of paragraph 1, a substance or mixture intended to be

ingested, inhaled, injected or implanted into the human body shall not be considered to be a

cosmetic product. ; (http://register.consilium.europa.eu/pdf/en/09/st03/st03623.en09.pdf - &H 27)
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# GET4T o FEE3 0 H 23-24 ¢

%5 EC[1223/2009 Art.13.(http://register.consilium.europa.eu/pdf/en/09/st03/st03623.en09.pdf » &
39) (HEB%IEH 2016 410 H 3 H)

26 EC/1223/2009 Art.10.(http://register.consilium.europa.eu/pdf/en/09/st03/st03623.en09.pdf » &
35) (Ef&2EH 2016 /£ 10 H 3 H)

27 T'When a cosmetic product is placed on the market, the responsible person shall keep a product
information file for it. The product information file shall be kept for a period of ten years
following the date on which the last batch of the cosmetic product was placed on the market.... ;£
f& EC/1223/2009 Art.11.(http://register.consilium.europa.eu/pdf/en/09/st03/st03623.en09.pdf » E
35) (BBEH 2016 /£ 10 H3 H)
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28 EC[1223/2009 Art.22.(http://reqister.consiIium.europa.eu/pdf/en/09/st03/st03623.en09.pdf =)

35) (Ef%8IEH 2016 4210 H 3 H)

2 15— > B bﬁ%ﬁ’*%fi?ﬁﬂzw%& I EEEZENT - 18 4 8 11 - 2006 4 8 H » H 17-24
( http://stlc.iii.org.tw/docfile/c6d0642c-a006-40ce-87d3-71217d91fa054303515¢c2xqgbncnmzqz4
Sekljo3nn.pdf F{%ZIEH : 2016 4£ 10 H 18 H ) ~ &L > BUMBEFr L2 ESE REACH
ERLZ T JEEEEET] > 54 45 31 > 2009 4 7 A 0 H 26-28 -

0 BT [FFE3 > H 61-62 ¢
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(Cosmetic product safety report ) ~ it % = E_it JE & 28 % = i3
H (LIST OF SUBSTANCES PROHIBITED IN COSMETIC
PRODUCTS ) ~ %t i = &_i- 5 &' * F i ( LIST OF
SUBSTANCES WHICH COSMETIC PRODUCTS MUST NOT
CONTAIN EXCEPT SUBJECT TO THE RESTRICTIONS LAID
DOWN ) ~ ¥ i w §_ it 5 5T % ¢ % /,’J‘ o A 5 H ( LIST OF
COLORANTS ALLOWED IN COSMETIC PRODUCTS )~ i# 7
M & U O R H ( LIST OF PRESERVATIVES
ALLOWED IN COSMETIC PRODUCTS ) ~ *¢ i = &_it #E & v 3F
® O el b A TR H (LIST OF UV FILTERS ALLOWED IN
COSMETIC PRODUCTS) » o H *git ¥ 7 3pg R » o p H it f &
Rt o % 2 EFIRTAPF > TR FIER T IR

xr 32 o
B

4.2 b

i * 8 4 Pl (Animal testing) % i & F %

3BT HESARE 18 6 B X A A R I E R
# B % F % 0¥ & > 2 (LIST OF VALIDATED
ALTERNATIVE METHODS TO ANIMAL TESTING ) » # &
2013 £ 2. 1% > HWERP B2 Bh R ¥ B FRPEF LD Mo

81 http://register.consilium.europa.eu/pdf/en/09/st03/st03623.en09.pdf ( 74 %E H : 2016 4F 10
H3H)

2 GA4F 0 FEEE3 H62-

33 EC/1223/2009 Art.18.(http://register.consilium.europa.eu/pdf/en/09/st03/st03623.en09.pdf » &
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52 21 CFR 701
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?CFRPart=701 ( £1% %]
B HHY : 2016 4£ 10 H 13 H)

53 21 CFR § 361 ’ & X J5 X AJ H
http://www.gpo.gov/fdsys/pkg/USCODE-2010-title21/html/USCODE-2010-title21-chap9-subchap
VI-sec361.htm T &L (F&E2EH - 2016 4210 H 13 H)

> 21 CFR § 362 ' & X Ji L o] S|
http://www.gpo.gov/fdsys/pkg/USCODE-2010-title21/html/USCODE-2010-title21-chap9-subchap

VI-sec362.htm Tk (HE%EH : 2016 4210 H 13 H)

55 21 CFR 701.2 ) ) H
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?fr=701.2 "~k ( §z1&%1
E5 1 2016 45 10 A 13 H)

56 21 CFR 701.3 ( b ) ) Gl =S|
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?fr=701.3 ik ( §z1&%1
¥H 2016410 H 13 H)

57 21 CFR 701.3 ( C ) ) ) H
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?fr=701.3 T &k ( &%
E5 1 2016 45 10 A 13 H)

% 21 CFR 20166 ( ¢ ) ( 2 > ~ ( 8 ) ~ (d ) » ® H
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?fr=701.3 ik ( %1881
¥H 2016410 H 13 H)
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#2_ 3 Pz = 4 (Inactive ingredients) 71| f 1

L
BAZBGRAE LGS AR AA S ENR ) 1950
And F BB AL d FI BN ENFT L LT
PR EXAPAT O A FEANF FAS R AR
PEFEECAAE e REFSNEHF LA A2

BREA T ERT T AREFE 2R T RKE 2
Birma e 24 LR FEFEER LR PESTR 0 A
LA % 19 1F (Labelhng) S22 AP B iR R
o REAFEH G KRG BN 5§ LARTE

% 21 CFR 701.3 (d) : "Where a cosmetic product is also an over-the-counter drug product, the
declaration shall declare the active drug ingredients as set forth in 201.66(c)(2) and (d) of this
chapter, and the declaration shall declare the cosmetic ingredients as set forth in 201.66(c)(8) and
(d) of this chapter. | ] G =i
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?fr=701.3 T &k ( &%
M 2016 F£10 5 13 H)

60 21 CFR 701.3 (f): T (f) As an alternative to listing all ingredients in descending order of
predominance, ingredients may be grouped and the groups listed in the following manner and
order:

(1) Ingredients, other than color additives, present at a concentration greater than 1 percent, in
descending order of predominance; followed by

(2) Ingredients, other than color additives, present at a concentration of not more than 1 percent,
without respect to order of predominance; followed by

(3) Color additives, without respect to order of predominance. Ingredients specified in paragraph
(F)(2) of this section may be included with those specified in paragraph (f)(1) of this section and
listed in descending order of predominance. ] ) G =S|
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?fr=701.3 & ( {22l
BEH 12016 /£ 10 A 13 H)

b E A EEEAE L BYREEWEE  FEN R RIS G- 2/ 21 CFR
§ 361 ( a ) : {5 X = X Eil =
http://www.gpo.gov/fdsys/pkg/lUSCODE-2010-title21/html/USCODE-2010-title21-chap9-subchap
VI-sec361.htm ik (1&%EH : 2016 4£10 5 13 H)

62 21 CFR 70111 -~ 70112 -~ 70113 -~ 701.30 ] a  H
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?CFRPart=701 T & ( £
% H ¢ 2016 /£ 10 H 13 H)

63 EC/1223/2009 Art.19. (http://register.consilium.europa.eu/pdf/en/09/st03/st03623.en09.pdf » B
58-62) (Hf&%IE H : 2016 4£ 10 H 13 H)
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A ih g = 4k (the name or registered name and the address
of the responsible person) - 2.j* % = £ & 2 4% (the nominal
content at the time of packaging, given by weight or by
volume ) ° 3.5 ‘&if 13 # ' (date of minimum durability ) : &
AfEaAa 30 B2 FHD BT A Y FAp T hER

* 50t p g2 w (best usedbefore theend of)2 p #p(* /& & p /
i/ E),B 3tis & * @ ' (Period after opening, PAO) : & & & %75
B 30 BT o VIR Bl AT 2 R BT ) o4
L & ¥ 7 (particular precautions to be observed in use) ° 5.
A &7 i 3P (the function of the cosmetic product) 6. 2 = &
7 (a list of ingredients) : & =24 7 £21%R4 7 £ % 1 g
A FZ E<LWBBI T M ELEREID o A AT R

)

T o 7 A S5 H 2 55 (the batch number of
manufacture or the reference for identifying the cosmetic
product) > > ¥ & K& R athr P @ % d mE L R € TS

Fo— iV E N L FIES L ﬁ.( Glossary of common ingredient

names ) > " FE T ch— R E TR R 65 o

6 TThe list of ingredients shall be established in descending order of weight of the ingredients at
the time they are added to the cosmetic product. Ingredients in concentrations of less than 1 % may
be listed in any order after those in concentrations of more than 1 %. |

65 EC/1223/2009 Art.33.(http://register.consilium.europa.eu/pdf/en/09/st03/st03623.en09.pdf » &
76) ~ EC/1223/2009 Art.19. 5 6 7§
(http://register.consilium.europa.eu/pdf/en/09/st03/st03623.en09.pdf » &H 58-62) (1% 2 H
2016 10 H 13 H)
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