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Suppliment tal-Gazzetta tal-Gvern ta’ Malta, Nru. 18,337, 7 ta’ Novembru, 2008
Tagsima B

L.N. 273 of 2008

PRODUCT SAFETY ACT
(CAP. 427)

The Cosmetic Products (Amendment) (No. 2) Regulations, 2008

IN exercise of the powers conferred by article 39 of the Product
Safety Act, the Minister of Finance, the Economy and Investment has,
on the advice of the Malta Standards Authority, made the following
regulations:-

1. The title of these regulations is the Cosmetic Products Citaton.
(Amendment) (No. 2) Regulations, 2008, and they shall be read and
construed as one with the Cosmetic Products Regulations, 2004, L.N. 424 of 2004.
hereinafter referred to as “the principal regulations™.

2. (1) Reference item 102 in regulation 4(c) shall come into Commencement and

force on 16" November, 2008, provided that cosmetic products which seope:

fail to comply with this regulation are not sold or disposed of to the

final consumer after 16" February 2009. This regulation implements

the provisions of Commission Directive 2008/14/EC of 15 February

2008 amending Council Directive 76/768/EEC, concerning cosmetic

products, for the purpose of adapting Annex Il thereto to technical

progress (OJ L 42, 16.2.2008, p. 43—44).

(2) Regulations 3, 4(a), 4(b), and reference items 103 to
[84 in regulation 4(c) shall come into force on 4™ April, 2009, provided
that cosmetic products which fail to comply with these regulations are
not sold or disposed of to the final consumer after 4" October 2009.
These regulations implement the provisions of Commission Directive
2008/42/EC of 3 April 2008 amending Council Directive 76/768/EEC,
concerning cosmetic products, for the purpose of adapting Annexes II
and III thereto to technical progress (OJ L 93, 4.4.2008. p. [3-23).

3. In the Second Schedule, for reference item 1136 there shall Amends the Second
be substituted the foll i Schedule to the
be substituted the following: srincipal
regulatinns.
1136, Exudation ot Myroxvlon pereirae (Royle) Klotzch
(IPeru bajsam. crude):

CAS No 8007-00-9) when used as fragrance mgredient™.
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Amends the Third 4. Part 1 of the Third Schedule to the principal regulations, shall

Schedule to the

principal

be amended as follows:

regulations.
(a) the item under reference number 68 is deleted;
(b) for items under reference numbers 45, 72, 73, 88 and
89 there shall be substituted the following, respectively:
Restrictions . )
Condhitions
Masimun ol use amd
Relerence Sabs authoresed “;“"'j”gx
Substance Seld ol ONCEn L whirch must
unber 3][‘;}'[‘1‘;‘”(”] ;‘12“9““*”‘*”] "] Other timitations and be printed
and or use Bnished fequirements on
cosmetic the labed
product
4 b S d & {
®)
The presence of the substance
{a) Solvent must be mdiecated i the list of
(by fragrance imgredients referred to in Article
45 Benzvl aleohol £ / aromatic G Y)Y when its concentrition
) CAN No 100-31-0 composition exeeeds:
s/ therr raw — 0,001 % m leave-on
malerials products
— 0,01 %10 rinsc-olt
produets™
Hudrosvetronelal (] Ol (by [.0% GO ()
CAS No 107-73-3 products J e presence ol the substance
(I Other st be dieated mthe hist of
oroducts ingredients referred w in Article
7 Oy when sts conceniration
N eneeeds:
9,001 % iy lea c-on
products
GO Y m rinse-of
products’™:

T

Iacteitog

CAS No 972340+

vib

orescnee of the substanee

mest beomdicated mothe Lisi of

edionts reterted to m Arhiche

Prgvwhon s coneaniraion

Poimoan foin eeon
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products™

<88 d-Timonene
CAS No 39R0.27-5

T presence ol the substance
mulst be indicated in the list o
mgredients referred to n Artiele

12w l-\cn 11\‘ concentration
exceeds: - 0,001 % leave-on
products —- (J.Oi Y% 1 risc-ofl
products Peroxide value less
than 20 mmoles/1. 3

89 Methy | 2-octenoate
CANNo F1E-12-6 Mcethvl
beptine carbonalte

() Oral
products
(b Other

P roducts

0

\\hm \cd
alone When
present 19
combi-naton
with methyl
OCline
carbonate, the
combined
level g the
imushed
product should
not exceed
(101
which methyd
ochme
carbonate
should not be
more than

1 ) ( J( Il_ /1\ l

[ .
Yo (of

() ()

The presence ol the substance
mist be mdicated my the hst of
cdicis 1‘C.L‘HM o 11 /\r‘lldc

As g preservidive, see the Vit

b Schedule.

Part .

No 34,

s Tt applies to the substunce and nol to the Gmshed

cosmelic product.”

(c)

immediately afteritem 101 thercof, there shall be added
the following new items:

Reference | Substance Restnenons Condthions
number Lreld ol Maxnnum Other hmitations and ol use and
application | authorsed regiirements Bngs
and or usce concentration which must
in the e printed
finished o
cosmelic the lubel
product
a b ¢ d C §
(lf‘ oNul
102 Glvonal (INCT 00 "
- CAS No 167-22.2 me/ke
FINTCS No 20637429
1O Abtes alba cone ait and Perovide value Tess than 140
oNir mnoles/. ¥
CUAS No QHO2R.70-3
101 Ables utba needle ot and Perovtde valae Jess than 10
extriet nuvofesid %
AN No QU2 )
f\.hlc.\' peetin: eulie o Peronide vaine fess thun 10
and extraet nnoles/i.
CAN NG Q21380
) Porontde vatie loss than To
mnolest (F
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107 Abies balsamea needle oil Peroxide value less than 10
and extract mmoles/L (*)
CAS No 83085-34-3

108 Pius mugo pumiho leal Peroxide value less than 10
and twig otl and extract mmoles/L (*)
CAS No 90082-73-8

109 Pinus mugo leal and twig Peroxide value less than 10
ol and extract mmoles/L (%)
CAS No9)082-72-7

1o Pinus svivestris feaf and Peroxide valuce less than 10
Lwig ol and extract mmoles/l, (%)
CAS No R402-33-1 N

I Pinus nigra leal and twig Peroxide value less than 10
oil and extract noles/L )
CAS No 90082-74-9

b2 Pinus pabastris Jeal and Peronide value less than 10
twig ol and extract nunoles/1. (%)
CAS No 97435-14-8

113 Pinus pmaster leal and Peroxide value less than 10
twig otl and extract mmoles/[, (*3
CAS No YU082-75-0

114 Pinus pumila leat and Peroxide value less than 10
twig oil and extract mmoles/L (%)
CAS No 97676-03-6

(B Pinus speeies leaf and Peroxide value less than 10
twig o1l and extract CAS mmoles/1. (%)
No 94266-48-3

L6 Pinus cembra leal and Peroxide value less than 10
twig o1l and extract mmoles/I, (%)
CAS No 92202-04-5

L7 Pinus cembra leat and Peroxide value less than 10
twig extract acetvlated nmoles/l, (%)
CAS No 94334-26-6

118 Picca Martana Leal Onl Peroxide value less than 10
and I'xtiract nneles/d, (%)
CAS No 91722-19-9

119 Thuwa Ocardentalis Leaf Peroxide vatue fess than 10
Ot and Fxtract mmoles/l, (%) ‘
CAS No 90131-3%8-1

120 Thuja Ocetdentalis Stem Peroxide value Jess than 10
Oil mmoles/l, (%)
CAS No 9013 1-38-]

121 3-Carene Peroxide value less than 10
CAS No 1346627829 mmoles/T. (%)
37 7-Toimethyl-
brevelold 1 Ofhept-3-ene
(1sodiprene)

122 Cedrus aldantica wood ol Peroxide value fess than 10
and extract mmoles/[L (%)
CAS No 9220 (-35-3

23 Cupressus sempenirens Peroxide value less than 10

Jeat ot and extract mmoles/, (4
CAS No R4600-07 -1

[24 Furpentine pum (P2hns Perovide value Tess thun 10
spp.) mmoles/h (%)
CAS No 9nns.00.7

123 Peroxade velue Tess than 10

Turpentine ofland
rechticd ol
CAS No RUinaddg -2

mmoles/ (%)
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126 Turpentine, steam Peroxide value less than 10
distilled (Pinus spp.) mmoles/1. (*)
CAS No 8006-64-2
127 Terpene alcohols acetates Peroxide vatue less than 10
CAS No 69103-01-1 mmoles/], (%)
128 Temene hvdrocarbons Peroxide value Jess than 10
CAS No 68936-36-9 numoles/I. (%)
129 Terpenes and penouds Peroxide value less than 10
with the exeeption of mmoles/. (%)
hmonene (d-, I-, and dl-
isomers) histed under
reference numbers 167,
168 and 88 of this Annex
I, part ]
CAS No 63996-98-7
130 Lerpenc tepenoids Peroxide value less than 10
smpine minoles/d, (%)
CAS No 6R917-63-5
131 a-l'erpinenc Peroxide value less than 10O
CAS No 99-86-5 mmoles/1, (%)
p-Mentha-1,3-diene
132 v-Terpene Peroxide value tess then [0
CAS No 99-835.4 mmoles/1, (%)
p-Mentha-1.-4-diene
[ 33 Terpinoienc Peroxade vaiue less than 10
CAS No 38G-62-9 mmolcs/l, (%)
p-Mentha-1 4(8)-diene
134 Acctv] hexamethy! mdan (a)y Leave- | ()2 %
CAS No 15323-35-0 on
11.2.3.356- products
Hexamethy indan-3-11 (b) Rinsc-
muthy] ketone off
products
135 Allv] butyvrate Fevel of free atlvtaleohol i the ester
CAS No 2051-78-7 should be less than 0.1 %
2-Propenvi Bulanoate
136 Allvl cimnamate Level of iree allvl aleohol in the ester
CAS No IR6G-21-3 should be less than 0.1 %
2-Propenyl 3-Phenyi-2-
propenoate
137 AllvTevelohesviacetate Fevelbol free atlvt aleohol i the ester
CAS No 4728-82.¢ should be tess than 0.1 %
2-Propeny
Crelohexunea-
3R Ajlvi Level of Tree allvtaleohol i the ester
ey clohexyviproptonute should be less than 0] %
CASNo 2703-87-3 2
Propenv] 3-Cyelobesate-
propanoute
34 Adlv i heptanoate Level of free alivi aleohol iy the estey
CAS No 142-19-8 2- should be less than 0.1 9%
Propeins Fheplunoate
L AlivT eaproute Fevel ol free ullvl aleohoel i the ester

CAS No E23-68-2
Adhvihenanouate

should be tess than 0.1 90

AV sovalerute
CANNO IR33-30- 2-
Propeut 3-Nethvl-

e

FEARest

fevet of tree alivl afcohol e et

shottid be less than 601 @4
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142 Allvl octanoute L.evel of free allvl aleohol mn the ester
CAS No 4230-97-1 2- should be less than 0.1 %
Allv] caprylate
143 Allv] phenoxvacelate Level of free allvl alecohol m the ester
CAS No 7493-74-5 2- should be less than 0.1 %
Propenyl Phenoxvacetate
L4 Allv] phenylacctate Level of free allyl aleohol i the ester
CAS No 1797-74-6 2- should be less than 0.1 %
Propenvi Benzencacelate
1435 Allvl 3.55- fevel of free allvl aleohol in the ester
trimethyihexanoate should be less thun 0.1 04
CAS No 71300-37-3
146 Al Level of free allv] aleohol mthe ester
evelohexyloxvacetate should be Tess than 0.1 9%
CAS No 68901-135-5
147 AllvTisoumvlosyacetate Level ol free allvl aleohol in the ester
CAS No 67634-00-8 should be less than 0.1 %
148 AUy 2- I.evel ol free allvl aleohol inthe ester
methyibulonvacetate should be less than 0.1 %
CAS No 67634-01-9
149 Allv] nonanoate Level of free allvl aleohol in the ester
CAS No 7493-72-3 should be less than 0.1 %
130 AllV] propionate [L.evel of free allvtaleohol i the ester
CAS No 2408-20-0 should be less than 0.1 9%
151 Allv] tromethyihexanoate Level ot frec allvl aleohol in the ester
CAS No 68132-80-9 should be fess than 0.1 9%
152 AHyY hepune carbonate 0.002 % This material should not be used n
CAS No 7315743+ combmation with anv other 2-
(allvi oct-2-vnoate) atkvnolc acid ester (e.g methy]
heptine carbonale)
153 Anmvievelopentenone 0.1 %
CAS No 23504-22-1 2-
Pentvlevelopent-2-en-1-
one
134 Myroxyvion balsannin var G4 9%
pereirae. extracts and
distitiuses
CAS No R007-00-9
Bulsam Peru o1, absolute
and anhydro) (Batsam ()
Perud
153 At - 0.6 %
Butvldihvdrocinnamal-
dehyde
CAS No [8127-01-0
S-(d-tert-
ButviphenyBipropion-
aldehsde
156 CHmMmum eyminum §ruit () Jeive- | ) 0496 of
ol and extracy on Cunun ol
CAS No R4775-31-9 products
() Ranse-
oft
products
157 civ-Rose hetone-1 9% () Orul (hYH 200
CAS No 26-0403 (/- pro<ducts
P2 sthel-2- by Other

coelohesen-i- 2haiens

[ fois-r-Dmnasesne)

t ot
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158 trans-Rose Retone-2 (5%) (a) Oral (b)0.02 %
CAS No 23726-91-2 products
(1,)-1-(2.6,6-Trimcthvl-1- | (b) Other
cvelohexen-I-yvT-2-buten- | products
t-one (lrans-B3-

Damascone)

(39 frans-Rose Ketone-3 (%% 0.02 %
CAS No 39872-57-6
(1-1- 2.4 4-Trimethy1-2-
evclohexen- [-vH-2-buten-

-one (Isodamascone)

166 Rose ketone= (¥7) () Oral (M 0029
CAS No 230696-85-7 products
1-(2.6.6- (b)Y Other
Irimethyvleyvelohesa-1,3- products
dicn-1-vh-2-buten- f-one
{Damascenone)

161 Roxe ketone-3 (#%) {a) Oral (D) Q.02 %
CAS No 37378-68-+4 products
I-(2.6.6-Trimethy ]-3- (1) Other
cvelohexen- [-v-2-buten- | products

l-one (Delta-Dumasconce

162 cis-Rose ketone-2 (3%) (a) Oral (M 0.02 9%
CAS No 23726-02-3 1- products
(2.6.0- Trmethy]-1- b1 Other
cvelohexen- t-v-2-buten- | products
l-one (eis-B-Damascone)

163 rans-Rose ketone-1 (%43 (a) Oral (Y 0.02 %
CAS No 24720-09-00 1- products
(2.6,6-Trimethvi-2- (b) Other
cevelohexen~1-vh-2-buien- | produets
I-one (rans-o-

Damascone)

Gl Rose ketone-3 (%%) (b 002 %

CAS No 33673-71-1 |-
(A Trmethel-2-
cvelohexen--vi-2-buten-

I-one

10> frans-Rose Ketone-3 (%%) tay Oral (b 0.02 %
CAS No 71048-82-3 1- products
(2.6,0-Trimrethvi-3- () Otha
evelopexen-1-vh-2-buten- | produets
F-one (trans-delta-

[Damascong

166 Hretns-2-hexenal (u) Oral (hy 0 0u2 %
CAS No 6728-26-3 produets

by Other
prodicts

167 J-Iamoncne Peroxide value Tess than 20
CANNO DURI-24-8 (8540- mmotes/1, (%)

o Mentha- [ .8-dicre 3 -

168 1P nnonene racenug s Perovide value tess than 20
CAS N {38R6-3 v/, o)
ENE-p-Menthadiene. p-

NMoentha- 1 Sadiene
CDipentene’
o dus Orad ihrod

p-menibin- [LS~den-7-a)
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products

170

Isobergamale

CAS No 6R0683-20-5
Menthadiene-7-methyl
formate

0.1 %

171

Methoxy
dievelopentadiene
carboxaldehvde

CAS No R0R03-90-9
Octahydro-3-methoxy-
4.7-Methano-] H-mdene-

2-carboxaldehvde
3

172 methvnon-2-cnenjtrile 0.2 %
CAS No 35133-66-3
173 Methvi octine carbonate () Oral (B 0.002 4%
CAS No 111-80-8 Mcthyt | products when used
non-2-\noute by Otha alone When
products present
combination
with methy!
heptine
carbonale.
the
combimed
levelin the
hnshied
prodict
shouid net
exceed
0.0 % (ol
which
methvl
octinge
carbonate
should not
be more
than
(.002 %)
174 AmyTvinyiearbinyd (@) Oral th\ 0.3 %
acetlate produets
CAS No 2442-10-6 b Other
V-Octen-3-1 L acetate products
73 Propyhdenephthalide (Y Oral (Yool va
CAS No F7369-34-4 products
3-Propyhidencphthalide (b Other
products
176 [xocyelogeraniol (3.3 %%
CAS No 68327
26 rimethivi- 3.
cvelohexene- L-methunot
77 2-tlenvbdene v Oral (hij 0,00 %
cvelopentanone produets
CAS No 173738006 (b Other
products
175 NMuothvl hepradienone {0 Oral (0002 S
CASN N 1602840 ¢ products
Metho -3 3 heplsdicn-2- sy Other
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aldebyvde

CAS No 3406-12-2
Cresvipropionalde-hyde
P
Methvldibvdrocinnamal-
dehvde

1RO Liqudambar orientalis 0.6 %
Balsam oil and extract
CAS No 94891-27-7
(shvrax)
181 Laquidambar stvraciiua 0.6 %
halsam ot and extract
CAS No R046-19-3
(stvran)
182 Acetv] hexamethyvl All (i) leave-on
tetrahin cosmelic produets:
CAS No 21143-77-7 products, 019%
CAS No 1506-02-1 }- with the eneepls
(3.6.7 & Tetrahydro- exception | hvdro
33,36 8.8-hexanicthyl-2- | of eral alcoholic
naphthyvDethan-1-one products produets:
(ATTTND % bne
tragrance:
2.3Y%
fragrance
Creant
0.5 9% (b)
rnse-off’
products:
0.2 %
183 Conuniphora ervilirea 0.6 %
engler var. glabrescens
engler etun extract and oil
CAS No 93686-00-1
184 Opopanax chironium 0.6 %

resiy CAS Na 93384-32-§

This thnit applies to the substance and not to the Hinished cosmetic product.
) The siun of those substances used in combination should not exeeed the Ihmits given m column d
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