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Suppliment tal-Gazzetta tal-Gvern ta’ Malta, Nru. 17,247, 11 ta’ Gunju, 2002

Tagsima B

L.N. 143 of 2002

PRODUCT SAFETY ACT
CAP. 427

The Cosmetic Products Regulations 2002

IN exercise of the powers conferred by article 38 of the Product
Safety Act, the Minister for Economic Services, on the advice of the
Malta Standards Authority, has made the following Regulations:

1.1 The title of these regulations is The Cosmetic Products
Regulations, 2002.

1.2 These regulations shall come into effect as from 1st July,
2002 provided that:

1.2.1 cosmetic products which do not comply with these
Regulations but which comply with the Cosmetic Products Order,
2000 (L.N. 204 of 2000) may continue to be placed on the market
until 15th April, 2004.

2.1 These Regulations shall apply to all cosmetic products as
defined in regulation 3.1.1.

2.2 Without prejudice to paragraph 3.1.1, the products to be
considered as cosmetic products within the meaning of this definition
are listed in the First Schedule to these Regulations.

3.1 Inthese Regulations, unless the context otherwise requires,
the following definitions shall apply:

3.1.1 *“Cosmetic product” shall mean any substance or
preparation intended to be placed in contact with the various
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 and/or
correcting body odours and/or protecting them or keeping them in
good condition.
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3.1.2 “Directive” shall mean Directive 76/768/EEC ol the
European Community.

3.1.3 “Competent authority™ shall mean the Director of Consumer
Affairs, provided that the Director may, in writing, authorise any
department or other public entity to act as a competent authority for the
purposes of notification under paragraph 7.5.

4.1 A cosmetic product put on the market must not cause damage
to human health when applied under normal or reasonably forseeable
conditions of use, taking account, in particular of the productis
presentation, its labelling, any instructions for its use and disposal as
well as any other indication or information provided by the manufacturer
or his authorized agent or by any other person responsible for placing
the product on the market. The provision of such warnings shall not, in
any event, exempt any person from compliance with the other
requirements laid down in these Regulations.

5.1 Only cosmetic products which conform to the provisions of
these Regulations and its Schedules may be put on the market.

5.2 Without prejudice to the general obligations laid down in
paragraph 4.1, the use in cosmetic products of the following substances
is prohibited:

(a) substances listed in the Second Schedule;

(b) substances listed in the Third Schedule, beyond the fimits
and outside the conditions laid down;

(c) colouring agents other than those listed in the Fourth Schedule,
with the exception of cosmetic products containing colouring agents
intended solely to colour hair;

(d) colouring agents listed in the Fourth Schedule, used outside
the conditions laid down, with the exception of cosmetic products
containing colouring agents intended solely to colour hair;

(e) preservatives other than those listed in the Sixth Schedule;

(f) preservatives listed in the Sixth Schedule, beyond the limits
and outside the conditions laid down, unless other concentrations are
used for specific purposes apparent from the presentation of the product;

(g) UV filters other than those listed in the Seventh Schedule;



(h) UV filters listed in the Seventh Schedule, beyond the limits
and outside the conditions laid down therein;

(1) ingredients or combinations of ingredients tested on animals
after 31st December 2002 in order to meet the requirements of these
Regulations.

5.3 The presence of traces of the substances listed in the Second
Schedule shall be allowed provided that such presence is technically
unavoidable in good manufacturing practice and that it conforms with
paragraph 4.1.

6.1 Cosmetic products may be marketed only if the container
and packaging bear the following information in indelible, easily legible
and visible lettering, provided that the information mentioned in point
(g) may, however, be indicated on the packaging alone:

(a) the name or style and the address or registered office of
the manufacturer or importer or the person responsible for
matketing the cosmetic product who is established within Malta
or the European Community. Such information may be abbreviated
in so far as the abbreviation makes it generally possible to identify
the undertaking. The country of origin shall be specified for goods
not manufactured in Malta or in the European Community;

(b) the nominal content at the time of packaging, given by
weight or by volume, except in the case of packaging containing
less than five grams or five millilitres, free sarples and single
application packs; for pre-packages normally sold as a number of
items, for which details of weight or volume are not significant,
the content need not be given provided the number of items appears
on the packaging. This information need not be given if the number
of items is easy to see from the outside or if the product is normally
only sold individually;

(c) the date of minimum durability. The date of minimum
durability of a cosmetic product shall be the date until which this
product, stored under appropriate conditions, continues to fulfil
its inijtial function and, in particular, remains in conformity with
paragraph 4.1.

. () The date of minimum durability shall be indicated
by the words: “Best used before the end of ......” followed
by either:

the date itself, or
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details of where the date appears on the packaging.

(if) If necessary, this information shall be supplemented
by an indication of the conditions which must be satisfied in
order to guarantee the stated durability.

(i) The date shall be clearly expressed and shall
consist of the month and the year in that order.

(iv) Indication of the date of durability shall not be
mandatory for cosmetic products the minimum durability of
which exceeds 30 months;

(d) particular precautions to be observed in use, especially
those listed in the column “Conditions of use and warnings which
must be printed on the label” in the Third, Fourth, Sixth and Seventh
Schedules, which must appear on the container and packaging as
well as any special precautionary information on cosmetic products
for professional use, in particular in hairdressing. Where this is
impossible for practical reasons, an enclosed leaflet, label, tape or
card must contain that information to which the consumer is
referred either by abbreviated information or the symbol given in
the Eighth Schedule, which must appear on the container and the
packaging;

(e) The batch pumber of manufacture or the reference for
identifying the goods, provided that where this is impossible for
practical reasons because the cosmetic products are too small, such
information need appear only on the packaging;

(f) the function of the product, unless it is clear from the

- presentation of the product;

(g) alistof ingredients in descending order of weight at the
time they are added. That list shall be preceded by the word
“ingredients”. Where that is impossible for practical reasons, an
enclosed leaflet, label, tape or card must contain the ingredients to
which the consumer is referred either by abbreviated information
or the symbol given in the Eight Schedule, which must appear on
the container and the packaging.

62 The particulars provided for in paragraphs 6.1 (d) and (f), if

required, must at least be expressed in Maltese or English.

6.3 The following shall not be regarded as ingredients for the

purposes of these Regulations:



— impurities in the raw materials used,

— subsidiary technical materials used in the preparation but
not present in the final product,

— materjals used in strictly necessary quantities as solvents
or as carriers for perfume and aromatic compositions.

6.4 Perfume and aromatic compositions and their raw materials
shall be referred to by the word *‘parfum” or “aroma”.

6.5 Ingredients in concentrations of less than 1% may be listed
in any order after those in concentrations of more than 1%. Colouring
agents may be listed in any order after the other ingredients, in
accordance with the colour index number or denomination adopted in
the Fourth Schedule.

6.6 Fordecorative cosmetic products marketed in several colour
shades, all colouring agents used in the range may be listed, provided
that the list of such ingredients is given in square brackets and preceded
by the sign “+/-”.

6.7 Aningredient must be identified by the common name given
in the International Nomenclature of Cosmetic Ingredients (INCI) and
pursuant to Commission Decision 96/335/EC, as amended, or, where
such common name does not exist, by one of the following names:

(i) its chemical name, or
(i1) its CTFA name, or

(iii) its European Pharmacopeia name, or

(iv) its international non-proprietary name recommended
by the World Health Organisation, or

(v) its Einecs number, or

(vi) its Tupac number, or
(vii) its CAS number, or
(viii) its colour index number.

6.8 A manufacturer may, for reasons of trade secrecy, not include
one or more ingredients on the list mentioned in paragraph 6.1 provided
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that the competent authority has granted such an authorisation or is
satisfied that an authorisation for such omission has been granted. In all
cases, the authorization must be given in accordance with the procedure
laid down in Commission Directive 95/17/EC.

6.9 Where it is impracticable, for reasons of size or shape, for
the particulars referred to in paragraphs 6.1(d) and 6.1(g) to appear in
an enclosed leaflet, those particulars shall appear on a label, tape or
card which is enclosed or attached to the cosmetic product.

6.10 In the case of soap, bath balls and other small products where
it is impracticable, for reasons of size or shape, for the particulars referred
to in paragraph 6.1 (g) to appear on a label, tag, tape or card or in an
enclosed leaflet, those particulars shall appear on a notice in immediate
proximity to the container in which the cosmetic product is exposed for
sale.

6.11 For cosmetic products which are not pre-packaged, are
packaged at the point of sale at the purchaseris request, or are pre-
packaged for immediate sale, the seller shall make available to the
purchaser, on request, a leaflet or similar document, containing the
particulars referred to in paragraph 6.1.

6.12 No text, names, trade marks, pictures and figurative or other
signs may be used in the labelling, putting up for sale and advertising
of cosmetic products so as to imply that these products have
characteristics which they do not have. Furthermore, any reference to
testing on animals must state clearly whether the tests carried out
involved the finished product and/or its ingredients.

7.1 The manufacturer or his agent or the person to whose order a
cosmetic product is manufactured or the person responsible for placing
an imported cosmetic product on the market shall for control purposes
keep the following information readily accessible to the competent
authority at a specified address:

(a) the qualitative and quantitative composition of the
product; in the case of perfume compositions and perfume, the
name and code number of the composition and the 1dentity of the
supplier;

(b) the physico-chemical and microbiological specifications
of the raw materials and the finished product and the purity and
microbiological control criteria of the cosmetic product;



(¢) the method of manufacture complying with the good
manufacturing practice laid down by Community law or, failing
that, laid down by Maltese law; the person responsible for
manufacture or importation must hold a first degree or equivalent
qualification in the field of pharmacy, chemistry, toxicology,
dermatology, medicine or a similar discipline;

(d) assessment of the safety for human health of the finished
product. To that end the manufacturer shall take into consideration
the general toxicological profile of the ingredient, its chemical
structure and its level of exposure;

(e) the name and address of the qualified person or persons
responsible for the assessment referred to in (d), which person
must hold a first degree or equivalent qualification in the field of
pharmacy, toxicology, dermatology, medicine or a similar
discipline;

(f) existing data on undesirable effects on human health
resulting from use of the cosmetic product;

(g) proof of the effect claimed for the cosmetic product,
where justified by the nature of the effect or product.

provided that,

7.1.1 if the cosmetic product is imported into Malta from within
the European Community or if the cosmetic product has already been
placed on the market within the European Community, then the importer
may, instead of the information required by paragraph 7.1, provide the
competent authority with a declaration, signed by the manufacturer or
first importer into the Community, to the effect that the cosmetic product
complies with all the requirements of the Directive as well as an
indication of the place of initial importation or manufacture within the
Community, and that

7.12 the qualification requirements for the person responsible
for importation laid down by paragraph 7.1(c)shall not apply in the
case of cosmetic products imported into Malta from within the European
Community or which have already been placed on the market within
the European Community.

7.2 The assessment of the safety for human health referred to in
paragraph 7.1(d) shall be carried out in accordance with the principle
of good laboratory practice laid down in Council Directive 87/18/EEC
of 18 December 1986 on the harmonization of laws, regulations and
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administrative provisions relating to the application of the principles of
good laboratory practice and the verification .of their application for
tests on chemical substances.

73 Theinformation referred to in paragraph 7.1 must be avajlable
in Maltese or English or Italian.

7.4 The manufacturer or his agent, or the person to whose order
acosmetic product is manufactured, or the person responsible for placing
imported cosmetic products on the market, shall notify the competent
authority of the address of the place of manufacture or of importation
of the cosmetic products before the latter are placed on the market,

-provided that such notification shall not be necessary in the case of

products imported from within the European Community or which have
already been placed on the market within the European Community.

7.5 The person placing a cosmetic product on the market shall
ensure that he is in possession, or has access to, appropriate and adequate
information on substances used in that product. Such information shall
be made available on request to the competent authority or to any other
person or body indicated by the competent authority for the purposes of
prompt and appropriate medical treatment in the event of difficuities.

7.6 The competent authority or any person or body indicated
under paragraph 7.5 shall ensure that any information received is used
only for the purposes of such treatment.

8.1 The competent authority may, on the basis of a substantiated
justification and on the advice of the Directorate responsible for cosmetic
products within the Malta Standards Authority, provisionally prohibit
or subject to special conditions the marketing of a cosmetic product
which, although complying with the requirements of these Regulations,
represents a hazard to health.

8.2 When placing any restriction or ban on the marketing of
cosmetic products pursuant to paragraph 8.1, the competent authority
shall state precise reasons for any individual measures. Such reasons
shall be notified to the party concerned together with particulars of the
remedies available to him under Maltese law and of the time limits
allowed for the exercise of such remedies.

9.1 Where an official test method is given in the Ninth Schedule,
then that method shall be used for the official testing of cosmetic products
in accordance with the methods described in the Ninth Schedule.

10.1 The Cosmetic Products Order is hereby repealed.



FIRST SCHEDULE

Illustrative list by category of cosmetic products

Creams, emulsions, lotions, gels and oils for the skin (hands, face, feet, etc).

Face masks (with the exception of peeling products).
Tinted bases (liquids, pastes, powders).
Make-up powders, after-bath powders, hygienic powders, etc.
Toilet soaps, deodorant soaps, elc.
Perfumes, toilet waters and eau de Cologne.
Bath and shower preparations (salts, foams, oils, gels, etc).
Depilatones.
Deodorants and anti-perspirants.
Hair care products:
hair tints and bleaches,
products for waving, straightening and fixing,
setting products,
cleaning products (lotions, powders, shampoos),
- conditioning products (lotions, creams, oils),
- hairdressing products (lotions, Jacquers, brilliantines).
Shaving products (creams, foams, lotions, etc).
Products for making up and removing make-up from the face and eyes.
Products intended for application to the lips.
Products for the care of the teeth and the mouth.
Products for nail care and make-up.
Products for external intimate hygiene.
Sunbathing products.
Products for tanning without sun.
Skin-whitening products.
Anti-wrinkle products.
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SECOND SCHEDULE

List of substances which must not form part of the composition of cosmetic products

(*) In this Schedule, names followed by an asterisk are those published in “Computer prin(-oul 1875, intemational Non-proprietary Names
(INN) for pharmaceutical products, Lists 1-33 of proposed INN”. WHO, Geneva, August 1975.

1. N-S5-Chlorobenzoxazol-2-ylacetamidc

2. 2-Acetoxyethy] irimethyl ammonium hydroxide (acetylcholine and its salts)
3. Deanol aceglumate®

4, Spironolactone®

5. [4-(4-hydroxy-3-iodophenoxy)-3,5-diiodophenyl]acetic acid and its salls
6. Methotrexale®

7. Aminocaproic acid* and its salts

8. Cinchophen*,its salts, derivatives and salis of these derivatives

9. Thyropropic acid* and its salis

10. Tnchloroacetic acid

11. Aconitum napellus L. (leaves, roots and galenical preparations)

12. Aconitine (principal alkaloid of Aconitum napellus L.) and its salts

13. Adonis vernalis L. and its preparations

14, Epinephrine*

15. Rauwolfia serpentina alkaloids and their salts

16. Alkyne alcohols, their esters, ethers and salts

17. Isoprenaline™

18. Allyl isothiocyanalte

19. Alloclamidc* and its salts

20. Nalorphine™, its salts and ethers

21. Sympathicomimetic amines acting on the central nervous system: any substance contained in the first list of

medicaments which are subject 1o medical prescription and are referred to in resolution AP (69) 2 of the
Council of Europe

22. Aniling, its salts and its halogenated and sulphonated derivatives

23. Betoxycaine® and its salts

24. Zoxazolamine”

25. Procainamide®, its salts and derivatives

26. Benzidine

27. Tuaminoheptane®, its isomers ang salts

28. Octodrine* and its salts

29. 2-Amino-1,2-bis(4-methoxyphenyl)ethanol and its salts

30. 1,3-dimethylpentylamine and its salts

31. 4-Aminosalicylic acid and its salts

32. Toluidines, their isomers, salts and halogenated and sulphonated derivatives

33. Xylidines, their isomers, salts and halogenated and sulphonated derivatives

34. Imperatorin (9-(3-methoxylbut-2-enyloxy) furo [3,2-g] chromen-7-one)

35. Ammi majus and its galenical preparations

36. 2,3-Dichloro-2-methylbutane

37. Substances with androgenic effect

38. Anthracene oil

39. Antibiotics

40. Antimony and its compounds

41. Apocynuwm cannabinum L. and its preparations

42. Apomorphine (RS5,6.62 7-tetrahydro-6-methyl)-4H-dibenzo [de,g)-guinoline-10,11-diol) and its salts

43. Arsenic and its compounds

44. Atropa belladonna L. and its preparations

45. Atropine, its salts and derivatives

46. Barium salts, with the exceplion of barjum sulphate, barium sulphide under the conditions Jaid down in Part
1 of the Third Schedule and lakes and pigmenis prepared from the colouring agents listed with
reference (8) in the Fourth Schedule.

47. Benzene

48. 4,5-Dihydrobenzimidazol-4-one



49.
50.
51.
S2.
53.
34.
Ss.
56.
57.
58.
59.
60.
61.
62.
63,
64.
65.
66.
67.
68.
69.
70.
71.
72.
73.
74.
75.
76.
77.
78.
79.
80.
81.
82.
83.
84.
8S.
86.
87.
88.
89.
90.
91.
92.
93.
94.
9s.
96.
87.
8.

99.

Benzazepines and benzadiazepines
1-Dimethylaminomethyl- 1-methylpropyl benzoate and its salts (amylocame)
2,2,6-Trimethyl4-pipendy] benzoate and its salts (benzamine)
[socarboxazid *

Bendroflumethiazide® and its derivatives
Beryllium and its compounds

Bromine, elemental

Bretylium tositate”

Carbromal®

Bromisoval*®

Brompheniramine® and its salts
Benzilonium bromide”

Tetsylammonium bromide *

Brucine

Tetracaine* and its salts

Mofebulazone®

Tolbutamide*

Carbutamide*

Phenylbuiazone*

Cadmium and its compounds
Canthandes, Cantharis vesicaloria
(1R,2S)-Hexahydro-1,2-dimethyl-3 6-epoxyphthalic anhydride (canthandin)
Phenprobamate”

Nitroderivatives of carbazol

Carbon disulphide

Catalase

Cephaceline and its salts

Chenopodium ambrosioides (essential oil)
2.2,2-Tnchloroethane-1,1-dio)

Chlorine

Chlorpropamide®

Diphenoxylate* (hydrochloride)
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4-Phenylazophenylene-1,3-diamine citrate hydrochloride (chrysoidine citrate hydrochlorde)

Chlorzoxazone ®

2-Chloro-6-methylpyrimdin-4-yldimethylamine (crimidine-1SO)
Chlorprothixene* and ils salts

Clofenamide*®

N,N-bis (2-chloroethy]) methylamine N-oxidc and its salts
Chlormethine® and its salts

Cyclophosphamide® and i(s salis

Mannomustne* and its salts

Butanilicaine* and its salts

Chloromezanone®

Triparanol®
2-(2(4-Chiorophenyt)-2-phenylacety))indane-1,3-dione (chlorophacinone-150)
Chlorphenoxamine

Phenaglycodol®

Chloroethane

Chromium, chromic acid and its salts

Claviceps purpurea Tul., its alkaloids and gelanical preparations
Conium maculatum L. (frun powder, gelanical preparations)

100.Glycyclamide®

101.Cobalt benzenesulphonale

102.Colchicine, its salts and denvatives

103.Colchicoside and its derivatives

104.Colchicum autumnale L. and i1s galenical preparations
10S.Convallotoxin

106 Anamirta coccudus L. (fruit)

107.Croton tiglium (o1))



B 2142

108.1-Butyl-3-(N-crotonoylsutphanilyl)urea

109.Curare and curarine

110.Synthetic curarizants

111.Hydrogen cyanide and its salis

112.2-a-Cyclohexylbenzyl (N N N’ N'-tetraethyDtrimethylenediamine (phenetamine)
113.Cyclomenot* and its salts

114.Sodium hexacyclonate*®

115 Hexapropymale®

116 .Dextropropoxyphene*

117.0 O-Diacetyl)-N-ailyl-N-normorphine

118.Pipazetate”® and its salts

119.5-(a,B-dibromo-phenethyl)-5-methythydantoin

120.N N-Pentamethylenebis (timethylammonium salts) c¢.g. Pentarmethonium bromide™
121.N N’-{Methylimino diethylene] bis (ethyldimcthylammonium salts), e.g. azamethonium bromide®
122.Cyclarbamate*

123.Clofenotane*; DDT (ISO)

124 Hexamethylenebis (trimelhylammonium salts), e.g. hexamethonivm bromide®

125 Dichloroethanes (ethylene chlorides)

126 Dichloroethylenes (acetylene chlorides)

127 Lysergide™ and its salts

128 .2-Dicthylaminoethyl-3-hydroxy-4-phenylbenzoate and its salts

129.Cinchocaine® and its salts

130.3-Diethylaminopropyl cinnamate :

131.0 O-Diethyl O-4-nitrophenyl phosphorothioate (parathion-1SO)
132.(Oxalylbis(iminoelhylene)] bis [(0-chlorobenzyl)diethylarnmonium szlts), e.g. ambenomium chloride®
133.Methyprylon™ and its salis

134.Digitaline and all heterosides of Digitalis purpurea L.
135.7-[2-Hydroxy-3-(2-hydroxyethyl-N-methylamino)propyl] theophylline (xanthinol)
136.Dioxcthedrin™ and its salts

137.Piprocuranum®

138 .Propyphenazone®

139 Tetrabenazine® and its salts

140.Captodiame™

141 Mefeclorazine® and its salts

142 .Dimethylamine

143.1,1-Bis(dimethylaminomethyl)propyl benzoale and its salts (amydricaine, alypine)
144 Methapynlene™ and its salts

145 .Mclamfepramone” and ils salls

146 Amunptylene® and its salts

147 Medormin® and its salts

148 Isosorbide dinitrate®

149 Malononitrile

150.Succinonitrle

151 .Dinitrophenol isomers

152.Inproquone*

153 .Dimevamide® and its salts

154 Diphenylpyraline* and its salts

155 Sulfinpyrazone*

156 .N-(3-Carbamoyl-3 3-diphenylpropyl)-N N-diisopropylmethylammonium salts, ¢.g. isopropamide iodide*
157 Benaclyzine®

158 Benzatropine® and its salts

159.Cyclizine* and its salts

160 5 5-Diphenyl-4-imidazolidone

161 .Probenecid*

162 .Disulfiram~, thiram (I1SO)

163 .Emeline, its salts and derivatves

164 Ephedrine and its salts

165 .Oxanamide* and its derivaiives

166 .Eserine ar physostigmine and ifs salts
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167 .Esters of 4-aminobenzoic acid, with the free amino group, with the exception of that given in Schedule VI,
Pan 2.

168.Choline salis and their esters, e.g. choline chioride

169.Caramiphen® and its salts

170 .Diethyl 4-nitrophenyl phosphalte

171 .Metethoheplazine® and ils salls

172.0xphenendine™ and ils salls

173 Ethoheptazine ® and its salls

174 Metheplazine* and its salts

175 Methylphenidate* ang its salts

176.Doxylamine™ and ifs salls

177.Tolpboxane*

178 .4-Benzyloxyphenol, 4-methoxyphenol and 4-ethoxypheno)

179 Parethoxycaine* and its salts

180.Fenozolone™

181.Glutethimide® and its salts

182 .Ethylene oxide

183 .Bemegride” and its salts

184 .Valnoctamide*®

185.Haloperidol*

186.Paramethasone*

187.Fluanisone*

188.Trifluperidol*

189.Fluoresone*®

190.Fluorouracii*

191 .Hydrofluoric acid, its normal salls, its complexes angd hydrofleonides with the exce ption of those given in the
Third Schedule.

192 Furfuryltrimethylammonium salts, ¢.g. furtrethonium iodide*

193.Galantamine™

194 Progesiogens

195.1,2 3,4,5,6-Hexachlorocyclohexane (BHC-1SO)

196.(1R,4S5,5R,88)-1,2,3,4,10,10-Hexachloro-6,7-epoxy-1,4 4a,5,6,7 .8 8a-octahydro-1,4:5 8-
dimethanonaphthalene {endrin-ISO)

197.Hexachloroethane

198.(1R,45,5R,85)-1,2,3,4,10,10-Hexachloro-1,4 4a,5,8,8a-hexahydro-1,4:5,8-dimethanonapthalenc (isodrin-
1SO)

199 .Hydrastine, hydrasiinine and (heir salts

200.Hydrazides and their salts

201 .Hydrazine, its defivatives and Lheir salts

202.0ctamoxin® and its salis

203.Warfann® and jts salts

204 Ethyl bis(4-hydroxy-2-oxo0-1-benzopyran-3-yl) acetate and salts of the acid

205 .Methocarbamol*

206.Propatylnitrate™

207.4,4’-Dihydroxy-3,3’-(3-methylthiopropylidene) dicoumarin

208.Fenadiazole*

209.Nitroxoline® and its salts

210.Hyoscyamine, its salls and derivatives

211 Hyoscyamus niger L. (leaves, seeds, powdcer and galenical preparations)

212 .Pemolne*® and its salts

213.1odine

214.Decamcthylenebis (trimethylammonium salts), ¢.g. decamethonium bromide™

215 Ipecacuanha (Cephaelis ipecacuanha Brot. and reated species) (roots, powder and galenical preparations)

216.(2-1sopropy!pent-4-enoyljurea (apronalide}

217.a-Santonin(3S, 52R, 9bS)-3,3a,4,5,52,9b-hexahydro-3,5a,9-timethylnaphtho( 1 ,2b}furan-2,8-dionc

218 Lobelia inflata L. and its galenical preparations

219.Lobeline* and its salts

220 Barbiturates

221 Mercury and its compounds, except those special cases included in the Sixth Schedule
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222.3,4,5-Trmethoxyphenethylamine and its salts
223 .Metaldehyde

224 .2-(4-Ally)-2-methoxyphenoxy)-N N-diethylacetamide and its salts
225 .Coumctarol®

226.Dextromethorphan® and its salts
227.2-Methylheptylamine and its salts
228.Jsomethepiene® and its saits

229 .Mecamylamjne *

230.Guaifenesin*

231 .Dicoumarol*®

232 .Phenmelrazine®, its derivatives and salts

233 Thiamazole*

234 3 ,4-Dihydro-2-methoxy-2-methyl-4-phenyl-2H,SH-pyrano[3 2-c]-[ 1] benzopyran-S-onc (cyclocoumaral)
235.Carnisoprodol”

236.Meprobamalte*®

237.Tefazoline* and its salts

238.Arecolinc

239.Poldine metilsulfate®

240.Hydroxyzine”

241.2-Naphtho)

242.1- and 2-Naphthylamines and their salts
243.3-(1-naphthyl)-4-hydroxycouvmarin

244 Naphazoline® and its salts .
245 .Neostigmune and its salis (e.g. neostigmine bromide *)
246 .Nicoune and its salts

247 .Amyl nitrites

248 Inorganic nitrites, with the exception of sodium nitrite
249.Nitrobenzene

250 .Nitrocresols and their alkali metal salts
251.Nitrofurantoin®

252 .Furzazolidone*

253 .Propane-1,2 3-riyl trinitrate

254 . Acenocoumarol®

255 Alkali pentacyanonitrosylferraie (2-)

256 .Nitrostilbenes, their homologues and their derivatives
257 .Noradrenaline and its salts

258.Noscapine*® and its salts

259.Guanethidine” and its salts

260.0estrogens

261.0leandrin

262.Chlonalidonc*®

263 Pelletierine and its salts

264 Pentachloroethane

265 .Pentaerithrity] tetranitrate®

266.Pelrichloral*

267.0Octamylamine* and its salts

268.Picnc acid

269 Phenacemide”

270.Difencloxazine™
271.2-Phenylindane-1,3-dione (phenindione)

272 Ethylphenacemide®

273 Phenprocoumon*

274 Fenyramidol®

275.Tnamterene® and its salts
276.Tetraethylpyrophosphate; TEPP (1SO)

277 .Trilolyl phosphate

278.Psilocybine®

279.Phosphorus and metal phosphides
280.Thalidomide * and i(s salts
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281 Physosugma venenosum Balf.

282.Picroioxin

283.Pilocarpine and its salls

284 .a-Piperidin-2-yl benzy) acetate laevorotatory threoform (Levophacetoperane) and its salts

285.Pipradro)* and its salts

286.Azacyclonol” and ils salts

287 Bietarmvernne®

288.Bulopipnine® and its salts

289 .1 ead and its compounds, with the exception of that mentioned in the Third Schedule, No 55 under the
conditions stated

290.Coniine

29) Prunus laurocerasus L. (‘cherry Jaure] water")

292 Metyrapone*®

293 .Radyoactive substances, as defined by Directive 96/29/Euratom (') laying down basic safety standards for
the protection of (he health of workers and the general public against (he dangers ansing from jonizing
radialion.

294 Juniperus sabina L. (leaves, essential oil and galenical preparations)

295.Hyoscine, its salts and derivatives

296.Gold salts

297 Selenium ang its compounds with the exception of selenium disulphide under the conditions sel out under
refercnce No 49 in the Third Schedule

298 Solanum nigrum L. and i1s galenical preparalions

299 .Sparteine and its salts

300.Glucocosticoids

301 Datura stramonium L. and its galemcal preparations

302.Strophantines, their aglucones and their respective derivatives

303 Sirophantus species and 1heir galenical preparations

304 .Strychnine ang its sal(s

305 Strychnos species and their galenical preparations

306 .Narcotics, natural and synthetic: all subsiances listed in Tables I and ]I of the single Convention on narcotic
drugs signed in New York on 30 March 1961

307 Sulphonamides (sulphanylamide and its derivatives obiained by substitution of one or more H-atoms of the
—NH; groups) and their salis

308.Suliame*

309 .Neodymium and its salts

310.Thiotepa®

311 .Pilocarpus jaborandi Holmes and its galenical preparations

312 Telurium and its compounds

313.Xylomelazoline and its salts

314, Tetrachloroethylcne

315.Carbon tetrachlonide

316.Hexaethy] tetraphosphate

317.Thallium and its compounds

318.Thevetia neriifolia Juss ., glycoside extract

319.Ethjonamide*®

320.Phenothiazine® and its compounds

321.Thiourea and jts derivatives, with the exception of the one listed in the Third Schedule

322 .Mephenesin* and its esters

323.Vaccines, (oxins or serurs listed in the Schedule to the Second Council Directive of 20 May 1975 an the
approximation of provisions laid down by law, regulation or administrative action relating to
proprnetary medicinal products (O) No L. 147, 9.6.1975. p.13)

324 Trancylcypromine® and ils salts

325.Trichlovonitromethane (chloropicrine)

3262,2,2-Tribromoethanol (tribromoethyl alcohol)

327.Tnchlormethine* and its salts

328.Tretamine*

329.Gallamine tricthiodide”

"0J L159.29.6.1996,p.1.
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330.Urginea scilla Stern. and its galenical preparations

331.Veratrine, its salts and galenical preparations

332 Sckoenocaulon officinale Lind. (seeds and galenica) preparations)

333 .Veratrum Spp. and their preparations

334.Vinyl chloride monomer

335.Ergocalciferol® and cholecalciferol (vitamins Dy and Dy)

336.Sals of O-alkyldithiocarbonic acids

337.Yohimbine and its salts

338.Dimethyl sulfoxide*®

339 Diphenhydramine* and its salts

340 4-1er-Butylpheno!

341 .4-1en-Butylpyrocatecho)

342.Dihydrolachysterol*

343.Dioxanc

344 Morpholine and ils salts

345 Pyrethrum album L. and i(s galenical preparaiions

346.2-[4-Methoxybenzyl-N-(2-pyridyl)amino]eth yldimethylamine

347 Tripelennamine*®

348.Tetrachliorosalicylanilides

349 .Dichlorosalicylanilides

350.Tetrabromosalicylanilides

351.Dibromosalicylanilides

352 Bithiono)*

353.Thiuram monosulphides

354.Thiuram disutphides

355.Dimethy)formamide

356.4-Phenylbut-3-en-2-0ne

357.Benzoales of 4-hydroxy-3-methoxycinnamyl alcohol except for normal content in natural essences used

358.Furocoumarines {¢.g. tnoxysalan®, 8-methoxypsoraten, 5-methoxypsoralen) except for normal content in
natural essences used.
In sun protection and in bronzing producits, furocoumarines shall be below 1 mg/kg.

359.0il from the seeds of Laurus nobilis L.

360.Safrole except for normal content in the natural essences used and provided the concentration does not
exceed:
100 ppm in the finished product,
50 ppm in products for dental and oral hygicne, and provided that Safrole is not present in (aothpastes
inlended specifically for children

3615,5'-Di-isopropyl-2,2’-dimethylbiphenyl-4,4"-diyl dihypoiodite

362.3'-Ethyl-5°,6°,7",8’-letrahydro-5’ 5° 8" 8’-tetramethyl-2"-acetonaphthone or 7-acetyl-6-ethyl-1,1 4 4-
ietramethyl-1,2 3 4-tetrahydronapthalen

363.  O-phenylenediamine and its salts

364. 4-methyl-m-phenylenediamine and its salts

365.  Arstolochic acid and its salts; Aristolochia spp. and their preparations.

366.  Chloroform

367.  2.3.7.8-Tetrachlorodibenzo-p-dioxin

368. 2,6-Dimethyl-1,3-dioxan-4-yl acetate (Dimethoxane)

369.  Pyrilhione sodium (INNM)

370.  N-(Trichlororethylthio)-4-cyclohexene-1,2-dicarboximide {captan)

371. 2,2'-Dihydroxy-3,3’,5,5',6,6'-hexachlorodiphenyimethane (hexachlorophene)

372.  6-(Piperidinyl)-2,4-pyrimidinediamine-3-oxide (minoxidil) and its salts.

373. 34’ 5-Tnbromosalicylanide

374.  Phytolacca spp. and Lheir preparations

375.  Tretinoin* (retinoic acid and its salts)

376. 1-Methoxy-2,4-diaminobenzence (2,4-diaminoanisole — CI 76050) and their salts

377. 1-Methoxy-2,5-diaminobenzene (2.5-diaminoanisole) and their salts

378.  Colouring agent CI 12140

379.  Colouring agent CI 26105

380.  Colouring agent CI 42555
Colounng agent Cl 42555-1
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Colounng agent C) 42555-2

381. Amyl] 4-dimethylaminobenzoate, mixed isomers (Padimate A (INN))

382.  Benzoyl peroxide

383. 2-Armino-4-nitrophenci

384. 2-Amino-5-nitrophenol

38s. 11a-Hydroxypregn-4-ene-3.20-dione and its esters

386.  Colouring agent CI 42640

387. Colouring agen1 CI 13065

388.  Colouring agent CI 42535

389.  Colounng agent CI 61554

390.  Antiandrogens of sieroidal structure

391. Zirconium and its compounds, with the exception of the subslances under reference number 50 in the
Third Schedule and the zirconjum lakes, salts and pigments of the colouring agents listed wilh reference
number 3 in the Founth Schedule

392. Thyrothncine

393,  Acetonitrile

394, Tetrahydrozoline and its salts

395.  Hydroxy-8-quinoline and its sulphate, except for the uses provided for in No 51 in the Third Schedule

396.  Dithio-2,2’-bispyndine-dioxide 1,1 (additive with trihydrated magnesiura sulphate) — (pyrithione
disulphide + magnesium sulphate)

397.  Colouring agent CI 12075 and its lakes, pigmenls and salts

398. Colounng agent CI 45170 and Cl 45170:1

399. Lidocaine

100. 1,2-Epoxybutane

401. Colouring agent CI 15585

402, Strontium lactate

403. Strontium nilrate

404.  Strontium polycarboxylaic
405. Pramocaine

406. 4-Ethoxy-m-phenylenediamine and its salts
407. 2,4-diaminophenylethano] and its salts

408. Catechol

409. Pyrogaliol

410. Nitrosamines

411. Secondary dialkanolamines

412.  4-Amno-2-nitrophenol
413. 2-Methyl-m-phenylenediamine
414. 4-tert-Butyl-3-methoxy-2 6-dinitrotoluene (Musk Ambretie)
415. [deleted]
416.  Cells, tissues or products of human origin
417. 3,3-Bis(4-hydroxyphenyl)phthalide (Phenolphthalein*)
418. 3-Imidazol-4-ylacrylic acid and its ethyl ester (urocanic acid)
419, (a) the skull, including the brain and eyes, tonsils and spinal cord of:
- bovine animals aged 12 months;
- ovine and caprine animals which are aged over 12 months or have a permanent incisor 1oth erupted through
the gum;
and ingredients derived therefrom;

) the splecns of ovine and caprine animals ang ingredients derived therefrom.

However, 1allow denvatives may be used provided that the following methods have been used and
strictly certified by the producer:
- Lransesterification or hydrolysis al at least 200 °C and at an appropriate corresponding pressure, for 20

minutes (glycerol fatty acids and fatly acid esters),

- Saponification with NaOH 12M (glycerol and soap):

- Batch process at 95 °C for three hours

or

- Continuous process: at 140 °C, two bars (2000 hPa) for eight minutes or equivalent condinons

420.  Crude and refined coal tars.



B 2148

421
422

423,
424,
425.
426,
427,
428.
429,

430,
431.
432,
433.
434.
435,
436.
437.
438.
439.
440,
441,
442,
443.
444,
445,
446,
447,
448.
449,
450.
451.

1,1 3.3,5-Pentamethyl-4 6-dinitroindane (moskene)

S-tert-Butyl-1,2 3-trimethyl-4,6-dinitrobenzene (musk tibetene)

Alanroot oil (Jnula helenium) (CAS No 97676-35-2), when used as a fragrance ingredient.

Benzy) cyanide (CAS No 140-29-4), when used as a fragrance ingredient.

Cyclamen alcohol (CAS No 4756-19-8), when used as a fragrance ingredient.

Diethyl maleate (CAS No 141-05-9), when used as a fragrance ingredient.

Dihydrocoumarine (CAS No 119-84-6), when used as a fragrance ingredient.
2,4-Dihydroxy-3-methyibenzaldehyde (CAS No 6248-20-0), when used as a fragrance ingredient.
3,7-Dimethyl-2-octen-1-0l (6,7-Dihydrogeraniol) (CAS No 40607-48-5), when used as a {ragrance
ingredient.

4,6-Dimethyl-8-tert-butylcoumarin (CAS No 17874-34-9), when used as a fragrance ingredient.
Dimelhyl citraconate (CAS No 617-54-9), when used as a fragrance ingredient.

7,11-Dimethyl-4 6,10-dodecatrien-3-one (CAS No 26651-96-7), when used 2s a fragrance yngredient.
6,10-Dimethyl-3,5 9-undecairien-2-one (CAS No 141-10-6), when used as a fragrance ingredient.
Diphenylamine (CAS No 122-39-4), when used as a fragrance ingredient.

Ethyl acrylate (CAS No 140-88-5), when used as a fragrance ingredient.

Fig lcaf absolute (Ficus carica) (CAS No 68916-52-9), when used as a fragrance ingredicnt.
trans-2-Heptenal (CAS No 18829-55-5), when used as a fragrance ingredient.

rrans-2-Hexenal diethyl acetal (CAS No 67746-30-9), when used as a fragrance ingredient.
trans-2-Hexenal dimethy] acetal (CAS No 18318-83-7), when used as a fragrance ingredient.
Hydroabjety] alcohol (CAS No 13393-93-6), when used as a {ragrance ingredient.
6-Isopropyl-2-decahydronaphthalenol (CAS No 34131-99-2), when used as a fragrance ingredient.
7-Methoxycoumarin (CAS No 531-59-9), when used as a fragrance ingredient.
4-(4-Methoxyphenyl)-3-butene-2-one (CAS No 943-88-4), when used as a fragrance ingredient.
1-(4-Methoxyphenyl)-1-penten-3-one (CAS No 104-27-8), when used as a fragrance ingredient.
Methyl trans-2-butenoate (CAS No 623-43-8), when used as a fragrance tngredient.
7-Methylcoumarin (CAS No 2445-83-2), when vsed as a fragrance ingredient.
5-Methyl-2,3-hexanedione (CAS No 13706-86-0), when used as a fragrance ingredient.
2-Pentylidenecyciohexanone (CAS No 25677-40-1), when used as a fragrance ingredient.
3,6,10-Trimethyl-3,5,9-undecatrien-2-one (CAS No 1117-41-5), when used as a fragrance ingredient.
Verbena oil (Lippia citriodora Kunth.) (CAS No 8024-12-2), when used as a fragrance ingredient.
Methyleugenol (CAS No 93-15-2) except for normal content in the natural essences used and provided
that the concentration does not exceed:

(a) 0,01 % in fine fragrance

(b) 0,004 % in eau de toilette

(c) 0,002 % in fragrance cream

(d) 0,001 % in rinse-off products

(e) 0,0002 % in other leave-on products and oral hygiene products.
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2186
FIFTH SCHEDULE

List of Substances Excluded from the Scope of the Regulations

{deleted)

[deleted)

[deleted)

[deleted]

Strontium and its compounds, with the exception of strontium lactate, strontium nitrate
and strontium polycarboxylate listed in the Second Schedule, strontium sulphide,
strontium chloride, strontium acetate, strontium hydroxide, strontium peroxide, under the
conditions laid down in the Third Schedule, and of strontium salts, Jakes and pigments of
the colourirg agents listed with reference (%) in the Fourth Schedule.

[deleted)

[deleted]

[deleted].

[deleted]
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SIXTH SCHEDULE

List of Preservatives which Cosmetic Products may contain

PREAMBLE

1.

Preservatives are substances which may be added to cosmetic products for the primary
purpose of inhibiting the development of micro-organisms in such products.

The substances marked with the symbol (*) may also be added to cosmetic products in
concentrations other than those laid down in this Schedule for other specific purposes
apparent from the presentation of the products, e.g. as deodorants in soaps or as anti-
dandruff agents in shampoos.

Other substances used in the formulation of cosmetic products may also have anti-
microbial properties and thus help in the preservation of the products, as, for instance,
many essential oils and some alcohols. These substances are not inciuded in this
Schedule.

For the purposes of this list:

- “Salts” is taken to mean: salts of the cations sodium, potassium, calcium, magnesium,
ammonium and ethanolamines; salts of the anions chloride, bromide, sulphate,
acetate,

- “Esters” is taken to mean: esters of methyl, ethyl, propyl, isopropyl, butyl, isobutyl,
phenyl.

All finished products containing formaldehyde or substances in this Schedule and which
release formaldehyde must be labelled with the warning “contains formaldehyde” where
the concentration of formaldehyde in the finished product exceeds 0.05%.
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EIGHTH SCHEDULE

Symbol to be Used




| Area of Analysis
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NINTH SCHEDULE

Methods of Analysis necessary for checking the composition of cosmetic products

Method to be used

Sampling

Comumission Directive 80/1335/EEC, Method 1

Laboratory preparation of lest samples

Commission Directive 80/1335/EEC, Method H

Identification and delermination of free sodium
and potassivm hydroxides

Commission Directive 80/13'55/F'E(f Method IT Il

Identification and determination of oxalic acid
_and alkaline salts tn hair carc products

Commission Directive 80/1335/EEC, Method IV i

Detemunatlon of chloroform in toothpastes

| Commission Directive 8B0/1335/EEC, Method V

Detcmunauon of zinc

Commission Directive 80/1335/EEC, Method VI,
as amended by Commission Dircctive
87/143/EEC

Identification and delermination of | Commission Directive 80/1335/EEC, Method VII
phenolsulphonic acid
Identification of  oxidizing agents and | Commissijon Directive 82/434/EEC, Method [
delermination of hydrogen peroxide in hair care |

products N B
Identification and semi- quantitativc * Commission Directive 82/434/EEC, Method U

determination of cenain oxidation colorants in ;
hair dyes

Identification and determination of nitrite

ComﬂllSSlOn Directive 82/434{'EEC Method IMT

Identification and  delermnination  of free|
formaldehvde

| 90/207/13150

Commission Directive 82/434/EEC. Method TV,
amended by Commission Directive

- . - . e
Determination of resorcinol in shampoos and hair |
lotion

Commission Directive 82/434/EEC, Method V

Determination of methanol in relalion to ethanol |
or propan-2-ol

Commlssxorl Dircctive 82/434/EEC, Method VI

Determination of dichloromethane and 1,1,1-
tnchloroethane

Commission Directive 83/514/EEC, Method 1

Identification and determination of quinolin-§-ol
and bis(8-hydroxyquinolinium) sulphate

Commission Directive 83/514/EEC, Method I |

Determination of ammonia

Commission Directive 83/514/EEC, Method 1

Identification and determination of nitromethane

Commission Directive 83/514/EEC, Method TV

Identification and determinalion of | Commission Directive 83/S14/EEC, Method V
mercaptoacetic  acid  in hair-waving, hair-

straightening and depilatory products i N

Identification and determination of | Commnission Directive 83/514/EEC, Method VI

hexachlorophene (INN)

Determination of tosylchloramide, sodium (INN)

Commussion Directive 83/514/EEC, Method VII

Determination of total fluorine in dental creams

Comuussion Directive 83/514/EEC, Method VIII

organomercury compounds

Identification and determination of

Commission Directive 83/514/EEC, Method IX

Determination of alkali and alkaline eanh

suiphides

Commission Directive 83/514/EEC, Method X

Identification and determination of glycerol 1-(4-
aminobenzoate)

Determination of chlorobutanol

Commussion Directive 85/490/EEC, Method 1

|
Commission Directive 85/400/EEC, Method T |

Identification and determination of quininé |

Commission Directive 85/490/EEC, Method I T
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Identificaion and determination of morga.mc | Commission Directive 85/490/EEC, Method IV

sulphites and hydrogen sulphites

Identification and determination of chlorates of Comunission Directive 85/490/EEC, Method V

the alkali metals

Identification and determination of sodium iodate | Commission Directive 85/490/EEC, Method VI

Identification and determination of silver nitrate

Commission Directive 93/73/EEC, Method |

Identification and detiermmunation of selenium
disulphide in anti-dandruff shampoos

Commission Directive 93/73/EEC, Method 11

Determination of soluble barium and soluble
strontium in pigments in the form of salts or
lakes

Comumnission Directive 93/73/EEC, Method LI

Identification and determination of benzyl
alcohol

- Commission Directive 93/73/EEC, Method IV

Identification of zirconium, and determination of
zirconium, aluminium and chlorine in non-
aerosol antiperspirants

~ Commussion Directive 93/73/EEC, Method V

Identification and determination of hexamidine,
dibromohexamidine, dibromopropamidine and
chlorhexidine

Commission Directive 93,73/EEC, Method VI

Identification and determination of benzoic acid,
4-hydroxybenzoic acid, sorbic acid, salicylic acid
and propionic acid

Commussion Directive 95/32/1:C, Mcthod [

Identification and determination of
hydroquinone, hydroquinone monomethylether,
hydroguinone monoethylether and hydroquinonc
monobenzylether

Commission Directive 95/32/EC, Method 11

Identfication  and  determination of  2-
phenoxyethanot,  1-phenoxypropan-2-0l  and
methyl, ethyl, propyl, butyl and benzyl 4-
hydroxybenzoate

Commuission Directive 96/45/EC
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