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ANNEX I

Substances

1. F1_.. List of authorised monomers, other starting substances, macromolecules obtained
from microbial fermentation, additives and polymer production aids

Table 1 contains the following information:

Column 1 (FCM substance No): the unique identification number of the substance
Column 2 (Ref. No): the EEC packaging material reference number

Column 3 (CAS No): the Chemical Abstracts Service (CAS) registry number
Column 4 (Substance Name): the chemical name

Column 5 (Use as additive or polymer production aid (PPA) (yes/no)): an indication if the
substance is authorised to be used as additive or polymer production aid (yes) or if the substance
is not authorised to be used as additive or polymer production aid (no). If the substance is only
authorised as PPA it is indicated (yes) and in the specifications the use is restricted to PPA.

Column 6 (Use as monomer or other starting substance or macromolecule obtained from
microbial fermentation (yes/no)): an indication if the substance is authorised to be used as
monomer or other starting substance or macromolecule obtained from microbial fermentation
(yes) or if the substance is not authorised to be used as monomer or other starting substance
or macromolecule obtained from microbial fermentation (no). If the substance is authorised
as macromolecule obtained from microbial fermentation it is indicated (yes) and in the
specifications it is indicated that the substance is a macromolecule obtained from microbial
fermentation.

Column 7 (FRF applicable (yes/no)): an indication if for the substance the migration results
can be corrected by the Fat Consumption Reduction Factor (FRF) (yes) or if they cannot be
corrected by the FRF (no).

["*Column 8 (SML [mg/kg]): the specific migration limit applicable for the substance. It is
expressed in mg substance per kg food. It is marked as ND ( * not-detectable * ) if the substance
is one in respect of which no migration is permitted, to be determined in accordance with Article

11(4).]

Textual Amendments
F2  Substituted by Commission Regulation (EU) 2016/1416 of 24 August 2016 amending and correcting
Regulation (EU) No 10/2011 on plastic materials and articles intended to come into contact with food
(Text with EEA relevance).

Column 9 (SML(T) [mg/kg] (group restriction No)): contains the identification number of the
group of substances for which the group restriction in Column 1 in Table 2 of this Annex applies.

Column 10 (Restrictions and specifications): contains other restrictions than the specific
migration limit specifically mentioned and it contains specifications related to the substance. In
case detailed specifications are set out a reference to Table 4 is included.

Column 11 (Notes on verification of compliance): contains the Notes number which refers to the
detailed rules applicable for verification of compliance for this substance included in Column
1 in Table 3 of this Annex.


http://www.legislation.gov.uk/id/eur/2016/1416
http://www.legislation.gov.uk/id/eur/2016/1416
http://www.legislation.gov.uk/id/eur/2016/1416
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If a substance appearing on the list as an individual compound is also covered by a generic term,
the restrictions applying to this substance shall be those indicated for the individual compound.

F3

Textual Amendments
F3  Deleted by Commission Regulation (EU) 2016/1416 of 24 August 2016 amending and correcting
Regulation (EU) No 10/2011 on plastic materials and articles intended to come into contact with food
(Text with EEA relevance).

TABLE 1
@) 2) 3) “ ) (6) (7 ®) © (10) (D)
FCM | Ref. | CAS | Substantése Use FRF | SML[m&ML(T)Restrictnses
substand¥o No name | as as applicabiglyes/ [mg/ | and on
No additivemonomaro) kg] specificatésification
or or (Group of
polymerother restriction compliance
produc¢tisarting No)
aid(yes/ substance
no) or
macromolecule
obtained
from

microbial
fermentation(yes/
no)

1 12310 | 0266309adBuihin no yes no

2 12340 |— albumin,no yes no
coagulated
by
formaldehyde

3 12375 | — alcoholsno yes no
aliphatic,
monohydric,
saturated,
linear,
primary
(Cs-
Cy»)

4 22332 |— mixture| no yes no (17) 1 mg/ |(10)
of kg in

(40 % final

W/W) product
2,2,4- expressed
trimethylhexaner1,6- as
diisocyanate isocyanate
and moiety.



http://www.legislation.gov.uk/id/eur/2016/1416
http://www.legislation.gov.uk/id/eur/2016/1416
http://www.legislation.gov.uk/id/eur/2016/1416
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6 25380
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with
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Mo
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vegetab
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oils
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linear,
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Ca)

no

no

14
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yes

no

no
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atoms
(Cio-
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and
diglycer

rides

23

43515

— chloride

of
choline
esters
of
coconut
oil

fatty
acids

yes

no

no

0,9

&)

24

45280

— cotton

fibers

yes

no

no

25

45440

— cresols,

butylate

yes
d,

styrenated

no

no

12

26

46700

— 5,7-di-

tert-
butyl-34
(3,4-
and
2,3-
dimethy
benzofu
one
containj
a)5,7-
di-tert-
butyl-34
(3,4-
dimethy
benzofu
one
(80 to
100 %
W/W)
and b)
5,7-di-
tert-
butyl-34
(2,3-
dimethy
benzofu
one
(0 to
20 %
W/W)

yes

Iphenyl
ran-2-

ng:

Iphenyl
ran-2-

Iphenyl
ran-2-

no

_3H-

_3H-

_3H-

no

27
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— 9,10-
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yes
Xy
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acid
and its
oligomgrs

28 50160 |— di-n- |yes no no (10)
octyltin
bis(n-

alkyl(Cjo-
Cis)
mercaptoacetate

29 50360 |— di-n- |yes no no (10)
octyltin
bis(ethy
maleate

—_

30 50560 |— di-n- |yes no no (10)
octyltin
1,4-

butanediol
bis(mergaptoacetate)

31 50800 |— di-n- |yes no no (10)
octyltin
dimaleate,
esterified

32 50880 |— di-n- |yes no no (10)
octyltin
dimaleate,
polymers
(n=
2-4)

33 51120 |— di-n- |yes no no (10)
octyltin
thiobenzoate
2-
ethylhexyl

mercaptoacetate

34 54270 |— ethylhydyexymethplcellulnse

35 54280 |— ethylhydyexypropydcellulose

36 54450 |— fats yes no no
and
oils,
from
animal
or
vegetable
food
sources

37 54480 | — fats yes no no
and
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with
butyric
acid

43 56490 | — glycerol,yes no no
esters
with
erucic
acid

44 56495 | — glycerol,yes no no
esters
with
12-
hydroxystearic
acid

45 56500 | — glycerol,yes no no
esters
with
lauric
acid

46 56510 |— glycerol,yes no no
esters
with
linoleic
acid

47 56520 |— glycerol,yes no no
esters
with
myristig
acid

48 56535 |— glycerol,yes no no
esters
with

nonanojc
acid

49 56540 |— glycerol,yes no no
esters
with
oleic
acid

50 56550 |— glycerol,yes no no
esters
with
palmitig
acid

51 56570 |— glycerol,yes no no
esters
with
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— glycero

esters
with
ricinole
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cate,

no

no

55
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monool
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citric
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yes
cate,

no

no

56

57200
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monop4
ester
with
ascorbigq
acid

yes
Imitate,

no

no

57

57280

— glycero

monop4
ester
with
citric
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yes
Imitate,

no

no

58
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monostg
ester
with
ascorbigq
acid

yes
carate,

no

no

59
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— glycero

monostg
ester
with
citric
acid

yes
carate,

no

no
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60 58300 |— glycine yes no no
salts
62 64500 |— lysine, |yes no no
salts
63 65440 |— mangangeges no no
pyrophosphite
64 66695 | — methylhydsoxymathylcellntose
65 67155 |— mixture| yes no no Not
of 4- more
(2- than
benzoxazolyl)-4{- 0,05 %
(5- (w/w)
methyl-2- (quantity
benzoxdzolyl)stilbene, of
4.4'- substance
bis(2- used/
benzoxazolyl) quantity
stilbene of the
and formulation).
4.4'- Mixture
bis(5- obtained
methyl-2- from
benzoxazolyl)stilbene the
manufacturing
process
in the
typical
ratio
of
(58-62 %):
(23-27 %):
(13-17 %).
66 67600 | — mono- |yes no no (11)
n_
octyltin
tris(alkyl(Co-
Cie)
mercaptoacetate
67 67840 | — montanjges no no
acids
and/or
their
esters
with
ethyleneglycol
and/or
with
1,3-
butanediol
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and/or
with
glycero

68 73160 |— phosphosies no yes 0,05
acid,
mono-
and di-
n-alkyl
(Cie
and
Cig)
esters

69 74400 |— phosphosass | no yes 30
acid,
tris(nonyl-
and/or
dinonylphenyl)
ester

70 76463 | — polyacrylies no no (22)
acid,
salts

71 76730 |— polydimgtisylsiloxane, |no 6
’Y_
hydroxypropylated

72 76815 |— polyesteryes no no (32) The

of fraction
adipic with
acid molecular
with weight
glycero below
or 1 000
pentaerythritol, Da
esters [*shall]
with not
even exceed
numbered, 59,
unbranched (W/w)
Cio-
Ca
fatty
acids

73 76866 | — polyesterges no yes (31)
of 1,2- (32)
propanddiol
and/

or1,3-
and/

or 1,4-
butanediol
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or n-
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or n-
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yyasegly
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42

75
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Cn)
and
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ammon
and
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sulphate

yyasegly

monocarb.

um

conb

no

76

77732

— polyeth
glycol
(EO=
1-30,
typicall
5)
ether
of
butyl
2-
cyano
3-(4-

yiese

hydroxy

no

r-3-

no

0,05

Only
for use
in PET
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Only
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(linear
and
branche
Cs-
Ca0)

sulphate

salts

yiesegly

kylether

d,

no

79

80640

polyoxy
(Co-
Cq)
dimethy

alkyl

Ipolysilg

no

Xane

no

80

81760

powder
flakes
and
fibres
of
brass,
bronze,
copper,
stainles
steel,
tin,
iron
and
alloys
of
copper,
tin and
iron

syes

5

no

no

81

83320

propylh

ydroxyet

hxdcellu

(1)1 37

82

83325
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yoxyn]

1ethylcel

wose
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83 83330 | — propylhyyh‘s)xypmpylcellkﬂose
84 85601 |— silicates,yes no no
natural
(with
the
exception
of
asbestos)
85 85610 |— silicates,yes no no
natural,
silanated
(with
the
exception
of
asbestos)
86 86000 | — silicic | yes no no
acid,
silylated
[*87 |86285 Silicon | yes no no For
dioxide synthetic
silanated amorphous
silicon
dioxide
silanated:
primary
particles
of 1-
100 nm
which
are
aggregated
toa
size of
0,1-
I um
and
may
form
agglomerates
within
the
size
distribution
of 0,3
pum
to the
mm

size. |
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88 86880 | — sodium| yes no no 9
monoalkyl
dialkylphenoxybenzenedisulphonate

89 89440 | — stearic |yes no no 2)
acid,
esters
with
ethyleneglycol

90 92195 |— taurine,| yes no no
salts

91 92320 |— tetradedyles no yes 15
polyethyleneglycol(EO
=3-8)
ether
of
glycolig
acid

92 93970 |— tricyclodgeanedimethanolno 0,05
bis(hexahydrophthalate)

93 95858 | — waxes, | yes no no 0,05 Not
paraffinic, to be
refined, used
derived for
from articles
petroleym in
based contact
or with
synthetic fatty
hydrocdarbon foods
feedstocks, for
low which
viscosity [*simulant

D1

and/

or D2]

is laid
down.
Average
molecular
weight
not

less

than

350

Da.
Viscosity
at

100 °C
not

less
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than
2,5 ¢St
(2,5 %
10
mz/s).
Content
of
hydrocarbons
with
Carbon
number
less
than
25, not
more
than

40 %
(w/w).

94 95859 | — waxes, | yes no no Average
refined, molecular
derived weight
from not
petroleym less
based than
or 500
synthetic Da.
hydrocdarbon Viscosity
feedstocks, at

high 100 °C
viscosity not
less
than
11 ¢St
(11 x
10°
mz/s).
Content
of
mineral
hydrocarbons
with
Carbon
number
less
than
25, not
more
than
5%
(w/w).
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95

95883

white
mineral
oils,

yes

paraffinic,

derived
from

petroley
based
hydrocq
feedstogq

m

rbon
ks

no

no

Average
molecular
weight
not
less
than
480
Da.
Viscosity
at

100 °C
not
less
than
8,5 ¢St
(8,5 %
10
m?/s).
Content
of
mineral
hydrocarbons
with
Carbon
number|
less
than
25, not
more
than
5%
(wW/w).

96

95920

wood
flour
and
fibers,
untreateg

yes

d

no

no

97

72081/1

0—

petroley
hydrocq
resins

(hydrog

1yes
rbon

enated)

no

no

Petroleum
hydrocarbon
resins,
hydrogenated
are
produced
by the
catalyti¢
or
thermalpolymerisation
of
dienes
and
olefins
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of the

aliphatic,

alicyclic

and/or

monobenzenoidarylalkene

types

from

distillates

of

cracked

petroleum

stocks

with a

boiling

range

not

greater

than

220 °C,

as well

as the

pure

monomers

found

in

these

distillation

streams

subsequently

followed

by

distillation,

hydrogenation

and

additional

processing.

Properties:

— Viscosity
at
120 °C:
>
3
Pa.s,

— Softening
point:
>
95 °C
as
determined
by
ASTM
Method
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E
28-67,
Bromine
number:
<
40
(ASTM
D1159),
The
colour
of
a
50 %
solution
n
toluene
<
11
on
the
Gardner
scale,
Residual
aromatic
monomer
<
50 ppm,
98 17260 | 0000050f0fiHaldejosde | yes no (15)
54880
99 19460 | 0000050k 6 | yes yes no
62960 acid
100 24490 | 0000050s@th#ol| yes yes no
88320
101 36000 | 0000050a8deibicyes no no
acid
102 17530 | 0000050g99@se| no yes no
103 18100 | 0000056g8steérol yes yes no
55920
104 58960 | 000005 7hedecylesimethybammommm
bromide
105 22780 | 0000057phliiitic yes yes no
70400 acid
106 24550 | 000005stehddc | yes yes no
acid

89040
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107 25960 | 000005761826 |no yes no
108 24880 | 0000057stibrdse| no yes no
109 23740 | 0000057153-6 |yes yes no
21840 propangdiol
110 93520 | 0000059e92-9 |yes no no
001019[1tddepherol
111 53600 | 0000060etyenedemmingtatraacetiao
acid
112 64015 | 0000060HIBI®ic| yes no no
acid
113 16780 | 0000064ethanol | yes yes no
52800
114 55040 | 0000064fdfitc | yes no no
acid
115 10090 | 0000064atetic |yes yes no
30000 acid
116 13090 | 0000065bshAbIC| yes yes no
37600 acid
117 21550 | 000006 réthianoho yes no
118 23830 |0000067263-0 |yes yes no
31882 propanal
119 30295 | 000006}/a6dtdne| yes no no
120 49540 | 0000067diiRthylyes no no
sulphoxiide
121 24270 | 0000069s3ReYlicyes yes no
84640 acid
122 23800 |[0000071423-8 |no yes no
propanal
123 13840 [0000071436-3 |no yes no
butanol
124 22870 |00000711#41-0 |no yes no
pentanal
125 16950 | 0000074e8fyleneno yes no
126 10210 | 0000074a86t2len@mo yes no
127 26050 | 0000075vidy# | no yes no ND 1 mg/
chloridg kg in
final
product
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128 10060 |0000075a08tfldelmpde | yes no ()
129 17020 | 000007 peiyBeneno yes no ND 1 mg/ |(10)
oxide kg in
final
product
130 26110 |0000075v3idydidems yes no ND €))
chloridg
131 48460 | 00000754316 |yes no no
difluorgethane
132 26140 |0000075v38yTidemo yes no 5
fluoride
133 14380 | 0000075eddb6nyno yes no ND 1 mg/ |(10)
23155 chloridg lf<“g in
inal
product
134 43680 | 000007pehdotodiffaprometibane | no 6 Content
of
chlorofluoromethane
less
than
1 mg/
kg of
the
substance
135 24010 | 0000075pF6pYleneo yes no ND 1 mg/
oxide kg in
final
product
136 41680 | 000007pe2@@horyes no no 3)
137 66580 | 0000077262-3 |yes no yes 5)
methylenebis(4-
methyl-6-
(-
methylgyclohexyl)phenol)
138 93760 | 0000077t8R7 | yes no no (32)
butyl
acetyl
citrate
139 14680 | 0000077e92t® | yes yes no
44160 acid
140 44640 |0000077e31© | yes no no (32)
acid,
triethyl
ester




Commission Regulation (EU) No 10/2011 of 14 January 2011 on plastic materials and... 23
ANNEX I
Document Generated: 2023-11-20
Changes to legislation: There are currently no known outstanding effects for the
Commission Regulation (EU) No 10/2011, Division 1.. (See end of Document for details)
141 13380 | 000007719D46 |yes yes no 6
25600 trimethylolpropane
94960
142 26305 | 000007 8vidyltrictimxysilanes no 0,05 Only |[®1)]
to be
used
asa
surface
treatment
agent
143 62450 | 000007 Bstipentayes no no
144 19243 | 0000078279-5 |no yes no ND 1 mg/
methyl-1,3- kg in
21640 butadiene final
product
145 10630 | 0000079abfylamide yes no ND
146 23890 | 0000079pp¥pdoniyes yes no
82000 acid
147 10690 | 0000079atbylic | no yes no (22)
acid
148 14650 | 0000079ehgefotriflmoroetipdene | no ND )
149 19990 | 00000793 hcrylamide| yes no ND
150 20020 | 0000079dtihcryloc yes no (23)
acid
[F151 | 13480 {0000080205-7 |no yes no 0,05 Not
bis(4- to be
13607] hydroxyphenyl)propane used
for the
manufacture
of
polycarbonate
infant
feeding
bottles
g .
Not
to be
used
for the
manufacture
of
polycarbonate
drinking
cups
or
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bottles
which,
due to
their
spill
proof
characteristics,
are
intended
for
infants
"and
young
children
! .
152 15610 | 00000804049 |no yes no 0,05
dichlorodiphenyj
sulphone
153 15267 | 0000080408-0 |no yes no 5
diaminadipheny
sulphone
154 13617 | 0000080409-1 |no yes no 0,05
16090 dihydroxydiphenyl
sulphone
155 23470 | 0000080e56-8 | no yes no
pinene
156 21130 | 0000080n6&tactyloc yes no (23)
acid,
methyl
ester
157 74880 | 0000084philic yes no no 0,3 (32) Only |[(7)
acid, to be
dibutyl used
ester as:
(a) plasticiser
n
repeated
use
materials
and
articles
contacting
non-
fatty
foods;
(b) technical
support
agent

in
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polyolefins

n
concentrations
up

to

0,05 %

n

the

final

product.

158

23380

76320

000008

Sphdhalic
anhydri

yes
de

yes

no

159

74560

000008

Sph®hdlic
acid,
benzyl
butyl
ester

yes

no

no

30

(32)

Only
to be
used
as:

(a)

(b)

(7

plasticiser
n
repeated
use
materials
and
articles;
plasticiser
n

single-
use
materials
and
articles
contacting
non-

fatty
foods
except

for

infant
formulae
and
follow-
on
formulae
as

defined
by
Directive
2006/141/
EC

or
processed
cereal-
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based
foods
and
baby
foods
for
infants
and
young
children
as
defined
by
Directive
2006/125/
EC;

(©) technical
support
agent
in
concentrations
up
to
0,1%
in
the
final
product.

160 84800 | 0000087sdBeYli¢yes no yes 12
acid,
4-tert-
butylphgenyl
ester
16192160 | 00008716%¢4)- |yes no no |
tartaric
acid
162 65520 | 000008 rYdfitolyes no no
163 66400 | 000008822244 | yes no yes (13)
methylene
bis(4-
ethyl-6
tert-
butylphgnol)
164 34895 | 0000088268-6 |yes no no 0,05 Only
aminobenzamid for use

in PET

for

water

and

beverag
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165

23200

74480

000008

R699-3
phthalig
acid

yes

yes

no

166

24057

000008

Dp32ene
anhydri

Ihtic
de

yes

no

0,05

167

25240

000009

1208-7
toluene
diisocyz

no

inate

yes

no

(17)

1 mg/
kg in
final
product
express
as
isocyan
moiety

(10)

ate

168

13075

15310

000009

12746-9
diaming
phenyl-
triazine

no
-6-
1,3,5-

yes

no

(D]

169

16240

000009

139374
dimethy
diisocys

no
1-4,4'-

yes

inatobiphenyl

no

(17)

1 mg/
kg in
final
product
express
as
isocyan
moiety

(10)

ate

170

16000

000009

PAYE-6
dihydro

no

yes

xybiphenyl

no

171

38080

000009

Bb8RZdIC
acid,
methyl
ester

yes

no

no

172

37840

000009

Bb8AAdiC
acid,
ethyl
ester

yes

no

no

173

60240

000009

1413-3
hydroxy
acid,
propyl
ester

yes
'benzoic

no

no

174

14740

000009

bed 8-7
cresol

no

yes

no

175

20050

000009

ObRiéHhCT
acid,
allyl
ester

yic

yes

no

0,05
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176 11710 |0000096ad8yHc | no yes no (22)
acid,
methyl
ester
177 16955 | 0000096eddyleneno yes no 30 SML
carbonate expressed
as
ethylengglycol.
Residual
content
of
Smg
ethyleng
carbonate
per
kg of
hydrogel
with
max
10 g of
hydrogel
in
contact
with
1 kg of
food.
178 92800 | 0000096469-5 |yes no yes 0,48
thiobis(p-
tert-
butyl-34
methylphenol)
179 48800 | 00000972234 |yes no yes 12
dihydroxy-—
5,5'-
dichlorediphenylmethane
[F'180 | 17160 | 0000097efigemol no yes no (33)]
181 20890 | 000009 neStActylac yes no (23)
acid,
ethyl
ester
182 19270 | 0000097H#agehic no yes no
acid
183 21010 | 000009 /n8¢tithcrylac yes no (23)
acid,
isobutyl
ester
184 20110 | 000009 n8&Hactyloc yes no (23)
acid,
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butyl
ester

185

20440

000009

79 act
acid,
diester
with
ethyleng

ylic

cglycol

yes

no

0,05

186

14020

000009

R45tbt-
butylph

no
enol

yes

no

0,05

187

22210

000009

Be83-9
methyls

no
tyrene

yes

no

0,05

188

19180

000009

Dk Bths
acid
dichlori

aho

de

yes

no

27)

189

60200

000009

0476-3
hydroxy
acid,
methyl
ester

yes
'benzoic

no

no

190

18880

000009

Dp96-7
hydroxy
acid

no
'benzoic

yes

no

191

24940

000010

Dt&@shth
acid
dichlori

alec

de

yes

no

(28)

192

23187

phthalic
acid

no

yes

no

(28)

193

24610

000010

Dsthrene

no

yes

no

194

13150

000010

Db hAyl
alcohol

no

yes

no

195

37360

000010

DbsRZAld

ehole

no

no

3)

196

18670

59280

000010

Dh@Xdine

thebenetq

rtyesnine

no

(15)

197

20260

000010

I d&tither
acid,
cyclohe
ester

nylec
xyl

yes

no

0,05

198

16630

000010

1dé3h8ny

diisocy

Ineethan
inate

no

(17)

1 mg/
kg in
final
product
express
as

(10)




30 Commission Regulation (EU) No 10/2011 of 14 January 2011 on plastic materials and...
ANNEX I
Document Generated: 2023-11-20
Changes to legislation: There are currently no known outstanding effects for the
Commission Regulation (EU) No 10/2011, Division 1.. (See end of Document for details)
isocyanate
moiety
199 24073 | 000010 &b Leinalo yes no ND Not ®)
diglycidyl to be
ether used
for
articles
in
contact
with
fatty
foods
for
which
[*simulant
D1
and/
or D2]
is laid
down.
For
indirect
food
contact
only,
behind
aPET
layer.
200 51680 | 0000102MING | yes no yes 3
diphenylthiourea
201 16540 | 0000102ddok6nylno yes no 0,05
carbonate
202 23070 | 0000102¢33-6 |no yes no 0,05 ()]
phenylenedioxy)diacetic
acid
203 13323 |0000102149-9 |no yes no 0,05
bis(2-
hydroxyethoxy)benzene
204 25180 | 0000102MyINN | yes yes no
!,N!_
92640 tetrakis(2-
hydroxypropyl)ethylenediamine
205 25385 | 0000102t16Hylamme | yes no 40 mg/
kg
hydroggl
ata
ratio
of 1 kg
food
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toa
maximum
of
1,5 grams
of
hydrogel.
Only
to be
used
in
hydrogels
intended
for
non-
direct
food
contact
use.
206 11500 |000010BatiyTic | no yes no 0,05
acid,
2-
ethylhexyl
ester
207 31920 |000010Bad3pic |yes no yes 18 (32) 2)
acid,
bis(2-
ethylhexyl)
ester
208 18898 | 0000108M442 | no yes no 0,05
hydroxyphenyl)
acetamide
209 17050 | 0000104276-7 |no yes no 30
ethyl-1+
hexanol
210 13390 |0000105108-8 |no yes no
14380 bis(hydroxymethyl)cyclghexane
211 23920 |0000105p38pdonino yes no (D
acid,
vinyl
ester
212 14200 | 0000105eaprdlactan yes no 4)
41840
213 82400 |00001053¢2-4 |yes no no
propyleneglycol

dioleate
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214 61840 | 0000106124-9 |yes no no
hydroxystearic
acid
215 14170 | 0000106bMitybic | no yes no
anhydride
216 14770 | 0000106p44-5 |no yes no
cresol
217 15565 [ 00001006446-7 |no yes no 12
dichlorobenzene
218 11590 | 0000106a68yHc | no yes no (22)
acid,
isobutyl
ester
219 14570 | 0000106epPeBloraloydrin| yes no ND 1 mg/ |(10)
kg in
16750 final
product
220 20590 | 0000106r9dtihctylic yes no 0,02 (10)
acid,
2,3-
epoxypropyl
ester
221 40570 |0000106b9A7a8e | yes no no
222 13870 | 0000106198-9 |no yes no
butene
223 13630 | 0000106b9%afienao yes no ND 1 mg/
kg in
final
product
224 13900 |000010201-7 |no yes no
butene
225 12100 | 000010fatBylonitmde yes no ND
226 15272 | 0000107eilpyBenedmming yes no 12
16960
227 16990 | 0000107eMylencgbscol |yes no 2)
53650
228 13690 | 00001074&8-0 |no yes no
butanediol
229 14140 | 000010]/b92yéic | no yes no
acid
230 16150 | 0000108dxhdthylaminoetlyasol |no 18
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231 10120 |0000108a06t# | no yes no 12
acid,
vinyl
ester
232 10150 | 0000108agédtic |yes yes no
30280 anhydride
233 24850 | 0000108s86ehic no yes no
anhydride
234 19960 | 0000108r3dleac |no yes no 3)
anhydride
235 14710 | 0000108439-4 |no yes no
cresol
[F12236 [ 23050 {0000108#43-2 |no yes no ND (28)]
phenylenediamine
237 15910 [ 000010814%-3 |no yes no 2,4
24072 dihydroxybenzene
238 18070 | 0000108ghstatic| no yes no
anhydride
[F*239 | 19975 | 0000108278:6- | yes yes no 2,5
25420 triamin -1,3,5-
triazine
93720]
240 45760 |0000108e9¢tt8hexgdamingno no
[241 | 22960 | 0000108pH8#dI | no yes no 3]
242 85360 | 0000109sdBadic | yes no no (32)
acid,
dibutyl
ester
243 19060 | 00001096ty no yes no 0,05 (10)
vinyl
ether
244 71720 | 0000109peathne yes no no
245 22900 |0000109167-1 |no yes no 5
pentene
246 25150 | 0000109t&9aBydmoduran | yes no 0,6
247 24820 | 0000110stibefnic yes yes no
90960 acid
248 19540 | 0000110ri@€ic | yes yes no 3)
64800 acid
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249 17290 | 000011 0fwik8ric| yes yes no
55120 acid
250 53520 |0000110MIN5 | yes no no
ethylen¢bisstearamide
251 53360 |0000110MN6 | yes no no
ethyleng¢bisoleamide
252 87200 |0000110sddbic |yes no no
acid
253 15250 | 0000110168-1 |no yes no
diamingbutane
254 13720 |0000110468-4 |yes yes no (30)
40580 butanediol
255 25900 | 0000110td8x3ng no yes no 5
256 18010 | 0000110dtdric| yes yes no
55680 acid
[F1'257 | 13550 | 0000110986pylsmsglycoyes no
16660 |0025265-71-8
51760
]
258 70480 | 000011 ] pbasitic yes no no
acid,
butyl
ester
259 58720 | 000011]1hbpt8noiges no no
acid
260 24280 | 0000111s2Bagic| no yes no
acid
261 15790 | 000011] 4Odblylenstriamijmees no 5
262 35284 |0000111M42+ | yes no no 0,05 Not
aminoethyl)ethanolamine to be
used
for
articles
in
contact
with
fatty
foods
for
which
[*simulant
D1
and/
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or D2]
is laid
down.
For
indirect
food
contact
only,
behind
a PET
layer.
263 13326 | 000011] détoyleneslycol yes no 2)
15760
47680
264 22660 |000011]466-0 |no yes no 15
octene
265 22600 |0000111487-5 |no yes no
octanol
266 25510 |0000112¢A@thyleyeglycol yes no
94320
267 15100 [0000112430-1 |no yes no
decanol
268 16704 |0000112441-4 |no yes no 0,05
dodecene
269 25090 | 0000112téwathyimseglycpts no
92350
270 22763 | 0000112686k | yes yes no
69040 acid
271 52720 | 0000112eBdeamidees no no
272 37040 | 0000112b&hemic| yes no no
acid
273 52730 |0000112e86eic | yes no no
acid
274 22570 | 0000112eR6alecyho yes no (17) 1 mg/ |(10)
isocyanate kg in
final
product
expressed
as
isocyanate
moiety
275 23980 | 0000115padplleneo yes no
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276 19000 |0000115iddbitenao yes no
277 18280 | 0000115k2Xechlaroendomethylenatotrahydiiphthallic
anhydride
278 18250 |0000115k2&achlaroendomyethylenatotrahydidphthallic
acid
279 22840 | 0000115péntaerystastol |yes no
71600
280 73720 | 0000115phesphosies no no ND
acid,
trichlorpethyl
ester
281 25120 | 000011e6tdtaluormethylgnes no 0,05
282 18430 | 0000116hexaedlupnopropyleas no ND
283 74640 | 000011Yphthdlig yes no no 1,5 (32) Only |(7)
acid, to be
bis(2- used
ethylhexyl) as:
ester (a) plasticiser
in
repeated
use
materials
and
articles
contacting
non-
fatty
foods;
(b) technical
support
agent
in
concentrations
up
to
0,1 %
in
the
final
product.
284 84880 | 0000119s3heFlicyes no no 30
acid,
methyl
ester
285 66480 |000011947-1 |yes no yes (13)
methylene
bis(4-
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methyl-H-
tert-
butylphgnol)

286

38240

000011

behZAdphyrene

no

yes

0,6

287

60160

000012

447-8 |yes

hydroxybenzoic
acid,
ethyl
ester

no

no

288

24970

000012

Dtérbyththaloc
acid,
dimethy
ester

—_

yes

no

289

15880

24051

000012

D1&D-9 | no
dihydroxybenze

yes
ne

no

290

55360

000012

lgafli® |yes
acid,
propyl
ester

no

no

(20)

291

19150

000012

ligolphthalio
acid

yes

no

27)

292

94560

000012

DA Gpropenolamime

no

293

23175

000012

Pphdsphomus
acid,
triethyl
ester

yes

no

ND

1 mg/
kg in
final
product

(M

294

93120

000012

StRiddipriopaenic
acid,
didodecyl
ester

no

yes

(14)

295

15940

18867

48620

000012

314-9 |yes
dihydroxybenze

yes
ne

no

0,6

296

23860

000012

3p38pbonatdehydg

yes

no

297

23950

000012

3pbdphonino
anhydride

yes

no

298

14110

000012

BbT2yBaldeloyde

yes

no

299

63840

000012

BlGalinicyes
acid

no

no

300

30045

000012

BaB6tt | yes
acid,
butyl

no

ester

no
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301 89120 | 0000123sfmic |yes no no
acid,
butyl
ester
302 12820 | 000012Ba26k8kc | no yes no
acid
303 12130 | 0000124addpf | yes yes no
31730 acid
304 14320 | 0000124e8pr2lig yes yes no
41960 acid
305 15274 | 0000124h@%adnethplenedigesne |no 2.4
18460
306 88960 | 0000124sEaudmiges no no
307 42160 |0000124€3866n | yes no no
dioxide
308 91200 | 0000126stdr6se| yes no no
acetate
isobutyrate
309 91360 | 0000126stdedse| yes no no
octaacetate
310 16390 |000012623D-7 |no yes no 0,05
22437 dimethy 1-'1,3-
propangdiol
311 16480 | 0000126dhBeftacmehrito] yes no
51200
312 21490 | 0000126s9&}AcTylonitrileyes no ND
313 16650 | 0000127d63R8nylyes yes no 3
51570 sulphone
314 23500 |000012fB91-3 |no yes no
pinene
315 46640 | 0000128236-@i- | yes no no 3
tert-
butyl-
p_
cresol
316 23230 | 000013 phtkélic no yes no ND
acid,
diallyl
ester
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317 48880 |0000131253-3 |yes no yes ®)
dihydroxy-4-
methoxybenzophenone
318 48640 |0000131256-6 |yes no no (®)
dihydroxybenzophenone
319 61360 |000013[1257-7 |yes no yes ®)
hydroxy-4-
methoxybenzophenone
320 37680 | 000013pbelZ0ic yes no no
acid,
butyl
ester
321 36080 | 000013 }aé6ebbylyes no no
palmitate
322 63040 |0000138la2i@ |yes no no
acid,
butyl
ester
323 11470 |0000140a88y¢hc | no yes no (22)
acid,
ethyl
ester
324 83700 | 000014 122n0leiyes no yes 42
acid
325 10780 | 000014 ]a82ylc | no yes no (22)
acid,
n_
butyl
ester
326 12763 |000014]1243-5 |yes yes no 0,05 Not
35170 aminoethanol to be
used
for
articles
in
contact
with
fatty
foods
for
which
[*simulant
D1
and/
or D2]
is laid

down.
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For
indirect
food
contact
only,
behind
aPET
layer.
327 30140 | 000014 [ae8te |yes no no
acid,
ethyl
ester
328 65040 | 000014 ||n82lehiq yes no no
acid
329 59360 | 000014Pk62ahoicyes no no
acid
330 19470 |000014Bl0iH¢ | yes yes no
63280 acid
331 22480 | 0000148108-8 |no yes no
nonanol
332 69760 | 000014Be28yD | yes no no
alcohol
333 22775 | 00001440621k | yes yes no 6
69920 acid
334 17005 | 000015 leflfykenemmine | yes no ND
335 68960 | 000030[elathideyres no no
336 15095 | 0000334148-5 |yes yes no
45940 :;c;‘n‘“c
337 15820 [00003454%-6 |no yes no 0,05
difluorgbenzophenone
338 71020 | 0000373p4hatitolsies no no
acid
339 86160 |0000409siedn |yes no no
carbide
[340 | 47440 | 000046 [d58yanodieside| no no 60 ]
341 13180 | 0000498b6¢y8lo| 3.1 [hepteR- no 0,05
22550 ene
342 14260 | 0000502ed4prdlactome | yes no (29)
343 23770 | 0000504163-2 | no yes no 0,05
propanediol
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[°344 | 13810 | 00005054¢5-7 |no yes no 0,05 15 (21)
21821 llzutanedlol 30
ormal
345 35840 | 0000500a84:Ridigyes no no
acid
346 10030 | 0000514abfefic | no yes no
acid
347 13050 | 000052 8td#8llitino yes no (21)
25540 acid
348 22350 | 0000544n63eidtic yes yes no
67891 acid
349 25550 | 0000552tAhéllitino yes no (21)
anhydride
350 63920 | 0000557dceriges no no
acid
351 21730 |0000568345-1 |no yes no ND Only [(1)
methyl-[1- to be
butene used
in
polypropylene
352 16360 | 0000576226-1 |no yes no 0,05
dimethylphenol
353 42480 | 0000584eafb8nicyes no no 12
acid,
rubidium
salt
354 25210 | 00005842849 |no yes no (17) 1 mg/ |(10)
toluene kg in
diisocyanate final
product
expressed
as
isocyanate
moiety
355 20170 | 000058 prtiétithcrylac yes no (23)
acid,
tert-
butyl
ester
356 18820 |0000592141-6 |no yes no 3
hexene
357 13932 | 0000598332-3 [no yes no ND Only (1)
buten-2¢ to be
ol used
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asa
co-
monomer
for the
preparation
of
polymeric
additive
358 14841 | 0000599464-4 |no yes no 0,05
cumylphenol
359 15970 | 00006114994 |yes yes no ®)
48720 dihydroxybenzophenone
360 57920 | 0000620ghiedrol yes no no
triheptanoate
361 18700 |00006291]6-8 |no yes no 0,05
hexanediol
362 14350 | 0000630e886n | no yes no
monoxide
363 16450 | 000064610%-0 |no yes no 5
dioxolane
[F1°364 | 15404 | 0000652164:-36- no yes no 5 Only
dianhydrosorbitol to be
used
as:
(a) a
co-
monomer
in
poly(ethylene-
co-
isosorbide
terephthalate);
(b) a
co-
monomer
at
levels
of
up
to
40
mole
%
of
the
diol
component

m
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combination

with

ethylene

glycol

and/

or

1,4-
bis(hydroxymethyl)cyclohe
for

the
production
of
polyesters.
Polyesters
made
using
dianhydrosorbitol
together
with
1,4-
bis(hydroxymethyl)cyclohexane
shall
not be
used
in
contact
with
foods
containing
more
than
15 %
alcohol
|
365 11680 | 0000689atRyhc | no yes no (22)
acid,
isopropyl
ester
366 22150 {0000691437-2 |no yes no 0,05
methyl-[1-
pentene
367 16697 | 0000693423-2 |no yes no
dodecanedioic
acid
368 93280 | 000069Bthiedipropsnic | no yes (14)
acid,
dioctadecyl

ester
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369 12761 |0000693127-2 |no yes no 0,05
aminododecanoic
acid
370 21460 | 00007609t hcrylac yes no (23)
anhydride
371 11510 |[0000818a6itylic | no yes no (22)
11830 acid,
monoester
with
ethyleneglycol
372 18640 | 000082Phe&einethplene |yes no (17) 1 mg/ |(10)
diisocyanate kg in
final
product
expressed
as
isocyanate
moiety
373 22390 | 0000840266-3 |no yes no 0,05
naphthalenedicarboxylic
acid,
dimethyl
ester
374 21190 | 000086 8aT&tthctylic yes no (23)
acid,
monoester
with
ethylengglycol
375 15130 | 0000872105-9 |no yes no 0,05
decene
[1*376 | 66905 | 0000872M60-4 | yes no no 60 ]
methylpyrrolidone
377 12786 |0000919330-2 |no yes no 0,05 Residual
aminopropyltriethoxysilgne extractable
content
of 3-
aminopropyltriethoxysilane
to be
less
than
3 mg/
kg
filler
when
used
for the
reactive
surface
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treatment
of
inorganic
fillers.
SML
0,05 mg/
kg
when
used
for the
surface
treatment
of
materials
and
articles.
378 21970 | 0000923M12-4 |no yes no 0,05
methylolmethacrylamide
379 21940 | 0000924NI2-5 |no yes no ND
methylolacrylamide
380 11980 | 000092pa6klic | no yes no (22)
acid,
propyl
ester
381 15030 | 000093 [le§8ldoctanc yes no 0,05 Only
to be
used
n
polymers
contacting
foods
for
which
simulant
Ais
laid
down
382 19490 | 00009474l actam yes no 5
383 72160 | 0000948265-2 |yes no yes 15
phenylindole
384 40000 |[0000991284-4 |yes no yes 30
bis(octylmercapto)-6-
(4-
hydroxy-3,5-
di-tert-
butylanijlino)-1,3,5-
triazine
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385 11530 |0000999a6itylic | no yes no 0,05 SML | (1)
acid, expressed
2- as the
hydroxypropyl sum of
ester acrylic
acid,
2-
hydroxypropyl
ester
and
acrylic
acid,
2-
hydroxyisopropyl
ester.
It may
contain
up to
25 %
(m/
m) of
acrylic
acid,
2-
hydroxyisopropyl
ester
(CAS
No
0002918-23-2).
386 55280 |0001034gallic | yes no no (20)
acid,
octyl
ester
387 26155 [0001072163-5 |no yes no 0,05 ()]
vinylimidazole
388 25080 [0001120436-1 |no yes no 0,05
tetradecene
389 22360 |0001141236-4 |no yes no 5
naphthalenedicarboxylic
acid
390 55200 |0001166ga2HE | yes no no (20)
acid,
dodecyl
ester
[F*391 |22932 |000118}pR3fluoramethyl| yes no 0,05 Only
perfluorovinyl to be
ether used
n:
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— anti-
stick
coatings;

— fluoro-
and
perfluoropolymers
intended
for
repeated
use
applications
where
the
contact
ratio
1S
1
dm
2
surface
n
contact
with
at
least
150 kg
food.

]
392 72800 | 000124 | pdsphosies no yes 2,4
acid,
diphenyl
2-
ethylhexyl
ester
393 37280 | 0001302b2RtOniteyes no no
394 41280 |000130pebR:m yes no no
hydroxide
395 41520 |000130pedR48im yes no no
oxide
396 64640 | 0001309m2eBesiyas no no
hydroxide
397 64720 | 0001309mdedesiyas no no
oxide
[F2398 | 35760 | 000130Da6di#onyes no no (0)]
trioxide
399 81600 |0001310phRasSsiuyes no no
hydroxide
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400 86720 |0001310s@d+@m | yes no no
hydroxide
401 24475 |000131Bs8d#@m| no yes no
sulphid¢
402 96240 |0001314ziBe2 | yes no no
oxide
403 96320 | 00013142883 |yes no no
sulphide
404 67200 |000131}s38Kbdeyesn | no no
disulphide
405 16690 | 000132[ld<utlylbenzene | yes no ND SML | (1)
expressed
as the
sum of
divinylbenzene
and
ethylvinylbenzene.
It may
contain
up to
45 %
(m/
m) of
ethylvinylbenzene.
406 83300 |000132B13®»-3 |yes no no
propyleneglycol
monostearate
407 87040 |0001330sddidm | yes no no (16)
tetraborate
408 82960 |0001330igD-9 |yes no no
propyleneglycol
monoolgate
409 62240 |000133PuBh2  |yes no no
oxide
[°410 | 62720 | 0001332ka8lih | yes no no Particles
can be
thinner
than
100 nm
only if
incorporated
ata
quantity
of less
than
12 %
W/W




Commission Regulation (EU) No 10/2011 of 14 January 2011 on plastic materials and...
ANNEX I

Document Generated: 2023-11-20

49

Changes to legislation: There are currently no known outstanding effects for the

Commission Regulation (EU) No 10/2011, Division 1.. (See end of Document for details)

in an

ethylene

vinyl
alcohol

copolymer

(EVOH
inner
layer
ofa
multi-
layer

structure,

n
which
the
layer
n
direct
contact
with
the
food

provides

a

functional

barrier
prevent
migrati
of

particles

nto
the
food. ]

ng
n

D

411

42080

000133

BeBfbdn
black

yes

no

no

Primary
particle
of 10 —
300 nm
which
are

5

aggregated

toa
size

of 100
-1

200 nm
which
may
form
agglom
within
the

crates

size
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distribu
of

300 nm
— mm.
Toluene
extracta
maximy
0,1 %,
determi
accordiz
to ISO
method
6209.
uv
absorpti
of
cyclohe
extract
at

386 nm
<0,02
AU

for a

1 cm
cell or
<0,1
AU

for a
5cm
cell,
determi
accordiz
toa
generall
recogni
method
of

Benzo(z
content
max
0,25 mg
kg
carbon
black.

use
level
of
carbon
black
in the

analysis.

tion

bles:
m

ned
g

on

xXane

ned
g

sed

1)pyrene

Maximum

polymer:
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2,5%
W/W.
412 45200 |000133pedpifer | yes no no (6)
iodide
413 35600 | 000133 patintoniyes no no
hydroxide
414 87600 | 000133BsdbRan yes no no
monolaprate
415 87840 | 000133 8sdibitan yes no no
monost¢arate
416 87680 |0001338sdBbRan yes no no
monoolgate
417 85680 | 0001343stgeiz |yes no no
acid
418 34720 | 0001344aR8xliniuyas no no
oxide
419 92150 | 000140ttt |yes no no According
acids to the
JECFA
specifications
420 19210 | 000145%99pHthalio yes no 0,05
acid,
dimethyl
ester
[F*421 | 13000 | 00014774530 |no yes no (34)]
benzenedimethanamine
422 38515 |000153B448-5 |yes no yes 0,05 2)
bis(2-
benzoxazolyl)stilbene
423 22937 | 000162BpastRiotapropylpgeuoroviayl | 0,05
ether
424 15070 | 00016471191 |no yes no 0,05
decadiene
425 10840 | 000166Badpylic | no yes no (22)
acid,
tert-
butyl
ester
426 13510 [0001675252-3 |no yes no In
13610 bis(4- complignce
hydroxyphenyl)propane with
bis(2,3- Commission
epoxypropyl) Regulation
ether (EC)
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No
1895/2()

05*

427

18896

000167

D451-2
(hydrox
cyclohe

no
ymethyl
xene

yes
-1-

no

0,05

428

95200

000170

01793
trimethy
tris(3,5-
di-tert-
butyl-4+
hydroxy

yes
v1-2,4,6-

benzyl)t

no

penzene

no

429

13210

000176

16748
aminoc)

no
yclohexy

yes
)methar

no

0,05

430

95600

000184

310B3+
tris(2-
methyl-
hydroxy
tert-
butylph
butane

yes

9.
r-5-

enyl)

no

yes

431

61600

000184

3205-6
hydroxy
n_
octylox

yes
r-4-

ybenzopl

no

nenone

yes

(®)

432

12280

000203

badiph
anhydri

no
de

yes

no

433

68320

000208

Pettadec
3-(3,5-
di-tert-
butyl-4-
hydroxy

yves

/phenyl)

no

propional

yes

te

434

20410

000208

Drgdthiact
acid,
diester
with
1,4-
butaned

ylic

1ol

yes

no

0,05

435

14230

000212

Bedprala
sodium
salt

Ctam,

yes

no

(4)

436

19480

000214

Olaiir6
acid,
vinyl
ester

no

yes

no

437

11245

000215

paBiiylic
acid,

no

yes

no

0,05

2
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dodecyl
ester
[F2438 | 13303 | 000216267(236- no yes no 0,05 Expressed
diisoprapylphenyl) as the
carbodijmide sum of
bis(2,6-
diisoprapylphenyl)carbodiimide
and its
hydrolysis
product
2,6-
diisoprapylaniline
|
439 21280 | 000217 7:0éheryloc yes no (23)
acid,
phenyl
ester
440 21340 |0002210x2& hcrylec yes no (23)
acid,
propyl
ester
441 38160 | 0002315bedz0ic| yes no no
acid,
propyl
ester
442 13780 |0002425178-8 |no yes no ND Residual(10)
butanediol content
bis(2,3- =
epoxypropyl)ether 1 mg/
kg in
final
product
expressed
as
epoxygroup.
Molecular
weight
is 43
Da.
443 12788 |0002432199-7 |no yes no 5
aminoundecanoic
acid
444 61440 | 00024402224 | yes no no (12)
hydroxy-5'-
methylphenyl)benzotriazole
445 83440 | 0002466p89ephogmsoric | no no
acid
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446

10750

000249

badbylic
acid,
benzyl
ester

no

yes

no

(22)

447

20080

000249

acid,
benzyl
ester

SEddtacryloc

yes

no

(23)

448

11890

000249

DabBylic
acid,
n-octyl
ester

no

yes

no

(22)

[F"'449

49840

000250

disulphi

DdESetade

vk
de

no

yes

0,05 |

450

24430

000256

1s8BaBic

anhydride

no

yes

no

451

66755

000268

P220-4

one

methyl-¢-
isothiazolin-3-

yes

no

no

0,5

Only
to be
used
n

aqueous

polymer

dispersions

and
emulsio

2452

38885

000272

5222-6
bis(2,4-
dimethy
(2-
hydroxy
n_
octylox
triazine

yes
Iphenyl
r-4-

yphenyl)

no

2

-1,3,5-

no

51

453

26320

000276

vy Ttril

methoxy

JIGIS

no

0,05

(10)

454

12670

000285

5113-2
amino-3
aminom
trimethy

no

yes

ethyl-3,5,5-

vlcyclohg

pxXane

no

455

20530

000286

Tdétact
acid,
2
(dimeth
ethyl
ester

ylic

ylamino

yes

no

ND

456

10810

000299

Ra0Byhic
acid,

no

S€C-

yes

no

(22)
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butyl
ester

457

20140

000299

Ral&hAact
acid,
sec-
butyl
ester

ylic

yes

no

(23)

458

36960

000306

Ibéhehany

yds

no

no

459

46870

000313

53]138-di-
tert-
butyl-4-
hydroxy
acid,

ester

dioctad¢

yes

benzylp

cyl

no

hosphon

no

460

14950

000317

Be§8ldhe
isocyan

ayd

ate

yes

no

(17)

1 mg/
kg in
final
product
express
as
isocyan
moiety

(10)

ate

461

22420

000317

3172-6
naphtha
diisocyz

no
lene
inate

yes

no

(17)

1 mg/
kg in
final
product
express
as
isocyan,
moiety

(10)

ate

462

26170

000319

SN8-6
vinyl-
N-
methylg

no

cetamid

yes

no

0,02

(D)

463

25840

000329

DI9DH
trimethy
trimeths

no
vlolpropa
icrylate

yes
ne

no

0,05

464

61280

000329

3297-8
hydroxy
n-
hexylox

yes
-4 -

ybenzop

no

henone

yes

(®)

465

68040

000333

376 2H -
naphthg
(1,2-
D)triazgq
yl]-3-
phenylo

yes

1-2-

oumarin

no

no
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466 50640 | 0003648di88 | yes no no (10)
octyltin
dilauratg

[F*467 | 14800 | 3724-634djotonig yes yes no (35)

45600] acid

468 71960 | 000382 pp26Hlhioromstanoimo no Only
acid, to be
ammonjum used
salt in

repeated

use

articles,
sintered

at high
temperatures

469 60480 | 000386429RT | yes no yes (12)
hydroxy-3,5'-
di-tert-
butylphenyl)-5-
chlorobgnzotriazole

470 60400 | 000389621125 |yes no yes (12)
hydroxy-3'-
tert-
butyl-5'+
methylphenyl)-5-
chlorobgnzotriazole

471 24888 |0003965555-7 |no yes no 0,05
sulphoisophthalic
acid,
monosodium
salt,
dimethyl
ester

472 66560 | 0004066202-8 | yes no yes 5)
methylegnebis(4-
methyl-H-
cyclohexylphenol)

473 12265 |0004074adip | no yes no ND Smg/ [(1)
acid, kg in
divinyl final
ester product

Only

to be
used

as co-
MONomer.

474 43600 | 00040801333 |yes no no 0,3
chloroallyl)-3,5,[7-
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triaza-1t
azoniaadamantane
chloridg
475 19110 |0004098171-9 |no yes no (17) I mg/ |(10)
isocyanato-3- kg in
isocyanatomethyl-3,5,5- final
trimethylcycloh¢xane product
expressed
as
isocyanate
moiety
476 16570 | 0004128d73h8nylather-4 des no (17) I mg/ [(10)
diisocyanate kg in
final
product
expressed
as
isocyanate
moiety
477 46720 | 000413024@-di- | yes no yes 4,8 €]
tert-
butyl-4-
ethylphenol
478 60180 |000419[1473-5 |yes no no
hydroxybenzoic
acid,
isopropyl
ester
479 12970 | 0004196a926kfic | no yes no
anhydride
480 46790 | 000422[1388di- | yes no no
tert-
butyl-4
hydroxybenzoic
acid,
2,4-di-
tert-
butylphgnyl
ester
481 13060 | 00044221935+ | no yes no 0,05 SML | [®(1)]
benzenetricarboxylic expressed
acid as
trichloride 1,3,5-
benzenetricarboxylic
acid
482 21100 | 000465553t therylac yes no (23)
acid,
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isopropyl
ester
483 68860 | 0004724m48-5 |yes no no 0,05
octylphosphonig
acid
484 13395 |000476(203-7 |no yes no 0,05 )
bis(hydroxymethyl)propionic
acid
485 13560 | 0005124€d30y¢lohnrylmethyase-4,4"n0 (17) I mg/ [(10)
15700 diisocydnate kg in
final
product
expressed
as
isocyanate
moiety
486 54005 | 000513 etldylencyes no no
N-
palmitamide-
N'-
stearamiide
487 45640 |0005232299-5 |yes no no 0,05
cyano-3,3-
diphenylacrylic
acid,
ethyl
ester
488 53440 | 0005518N,N3 | yes no no
ethylenebispalmitamide
489 41040 |000574Bedteilim yes no no
butyratg
490 16600 |0005873dighényneethaney2gt’- | no (17) 1 mg/ |(10)
diisocydnate kg in
final
product
expressed
as
isocyanate
moiety
491 82720 |00061821]2-2 |yes no no
propyleneglycol
distearate
492 45650 |0006197230-4 |yes no no 0,05
cyano-3,3-
diphenylacrylic
acid,

2-
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ethylhexyl
ester

493 39200 | 000620064024 |yes no no 1,8
hydroxyethyl)-2t
hydroxypropyl-3-

(dodecyloxy)methylammonium
chloridg

494 62140 | 0006308k pephoygphorousio no
acid

495 35160 |0006642631-5 |yes no no 5
amino-1,3-
dimethyluracil

496 71680 | 000668Bptht8erytlestol | no no
tetrakis|3-

(3,5-

di-tert-

butyl-4+
hydroxyphenyl)
propionate]

497 95020 |000684625D4) | yes no no 5 Only
trimethyl-1,3- to be
pentanediol used
diisobutyrate in

single-
use
gloves

498 16210 [000686433¥-5 |no yes no 0,05 Only [(5)
dimethyl-4,4'- to be
diaminadicyclohexylmethane used

in
polyamides

499 19965 |0006915nidiE@ |yes yes no In case

65020 acid of use
asa
monomer
only
to be
used
as a
co-
monomer
in
aliphatic
polyesters
up to
maximum
level
of 1 %

ona
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molar
basis
500 38560 | 00071282685 |yes no yes 0,6
bis(5-
tert-
butyl-2-
benzoxazolyl)thiophene
501 34480 |— aluminipyes no no
fibers,
flakes
and
powders
502 22778 [0007456468-0 |no yes no 0,05 ()
oxybis(benzenegulphonyl|
azide)
503 46080 |0007585B39-9 |yes no no
dextrin
504 86240 | 000763 1sBéedn |yes no no For
dioxide synthetic
amorphous
silicon
dioxide
primary
particles
of 1 —
100 nm
which
are
aggregated
toa
size of
0,1 -
1 um
which
may
form
agglomerates
within
the
size
distribution
of 0,3
um
to the
mm
size.
505 86480 | 000763 1s80+6m | yes no no (19)
bisulphite
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506 86920 | 0007632s60+0m | yes no no 0,6
nitrite
507 59990 | 000764 hgthochlpesc | no no
acid
508 86560 | 0007647sddiém |yes no no
bromide
509 23170 | 0007664ph®sphosies yes no
72640 acid
510 12789 | 0007664asinibniaes yes no
35320
511 91920 | 0007664sABRuriges no no
acid
512 81680 | 000768l pbtabsivmes no no (6)
iodide
513 86800 | 000768]1s8d+6m |yes no no (6)
iodide
514 91840 | 0007704sd¥pRur| yes no no
515 26360 | 0007732wl8er |yes yes no In
compliance
95855 with
Directive
98/83/
EC’
516 86960 | 0007757s8d+im | yes no no (19)
sulphite
517 81520 | 0007758pd2assivmes no no
bromide
518 35845 | 000777 addehidomes no no
acid
519 87120 | 0007772s88+0m | yes no no (19)
thiosulphate
520 65120 | 000777Bxdrganecges no no
chloridg
521 58320 | 000778Pgd2phite yes no no
522 14530 | 0007782ehlsfing no yes no
523 45195 | 000778edpper | yes no no
bromide
524 24520 | 000800[s@¥béan no yes no
oil
525 62640 | 000800856 |yes no no

wax
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526

43440

000800

le@fedin

yes

no

no

527

14411

42880

000800

ledStah
oil

yes

yes

no

528

63760

000800

Plédthin

yes

no

no

529

67850

000800

Pad3afan
wax

yes

no

no

530

41760

000800

pedhdelil
wax

lges

no

no

531

36880

000801

Pb&Bsva;

Xyes

no

no

532

88640

000801

3s0yban
oil,
epoxidi

yes
sed

no

no

60
30(*)

(32)

*)

In

the

case

of

PVC
gaskets
used

to

seal
glass
jars
containing
infant
formulae
and
follow-
on
formulae
as
defined
by
Directive
2006/141/
EC

or
processed
cereal-
based
foods
and

baby
foods

for
infants
and
young
children
as
defined
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by
Directive
2006/125/
EC,
the
SML
is
lowered
to
mg/30
kg.
Oxirane
<8 %,
1odine
number
<6.
533 42720 |000801pe8fnubayes no no
wax
534 80720 | 000801 pbbyphaspdsoric | no no
acids
535 24100 | 00080500817 |yes yes no
24130
24190
83840
536 84320 | 0008050ed$ufy |yes no no
hydroggnated,
ester
with
methanol
537 84080 | 00080503618 |yes no no
ester
with
pentaerythritol
538 84000 | 0008050k3disfy | yes no no
ester
with
glycero
539 24160 |0008052kd6is6 | no yes no
tall oil
540 63940 | 0008062kpndsulpkesnic | no no 0,24 Only
acid to be
used
as
dispersant
for
plastics
dispersions
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541 58480 | 0009000gin5 | yes no no
arabic
542 42640 | 0009000eaibdxymeshylcetlalose | no
543 45920 |0009000dhéathar yes no no
544 58400 | 0009000g8a+0 | yes no no
gum
545 93680 | 000900 uGEdcantes no no
gum
546 71440 | 0009000p6gtn | yes no no
547 55440 | 0009000géfn | yes no no
548 42800 |0009000eddeth |yes no no
549 80000 | 0009002pd8yéthyese | no no
wax
550 81060 | 0009008p0Typropgdene |no no
wax
551 79920 | 000900Bpbly6ethykse |no no
0106392ptdpylenc)
glycol
552 81500 | 0009003pdPy§iny¥pyrrolidome | no The
substance
shall
meet
the
purity
criteria
as laid
down
in
Commission
Directive
2008/84/
EC*
553 14500 | 0009004e8Hxoseyes yes no
43280
554 43300 |00090048HBoseyes no no
acetate
butyratg
555 53280 | 0009004eftiyBeellybsse | no no
556 54260 | 0009004efi8ythydyexyethyloelluloseo
557 66640 | 000900438ty lethgdcellulose no
558 60560 | 0009004h§10xystbsylcellnlmse | no
559 61680 | 0009004h§4idxypespylceHalose | no
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560 66700 | 00090048683y hyesoxypropylcel lmlose
561 66240 | 0009004r6&tylcetbslose | no no
562 22450 | 0009004nT0eellulwse | yes no
563 78320 | 0009004pDTytthyymseglycnb yes 42
monori¢inoleate
564 24540 | 0009005s2treh, | yes yes no
28300 edible
565 61120 | 000900Ph¥dOxystdsyl | no no
starch
566 33350 | 000900pakgisiic | yes no no
acid
567 82080 | 0009005137-2 |yes no no
propyleneglycol
alginate
568 79040 | 0009005podysthyjeseglycnd no
sorbitan
monolaprate
569 79120 | 0009005podyéthyiemseglycob no
sorbitan
monoolgate
570 79200 | 0009005poby@thyieseglycob no
sorbitan
monopalmitate
571 79280 | 0009005poTy8thyieseglycob no
sorbitan
monost¢arate
572 79360 | 0009005pdlydthylraseglycob no
sorbitan
trioleatg
573 79440 | 0009005p0lydthyleseglycob no
sorbitan
tristeardte
574 24250 | 0009006=04ber, | yes yes no
24560 natural
575 76721 | 0063148po2yHimstisylsiloxane | no Viscosit
Mw > at
6 800 25°C
Da) not
less
than
100
cSt

(100 x
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10°
m%/ s)
576 60880 | 0009032y xystkeylmethyplcellulnse
577 62280 | 0009044idobuty leres- no no
butene
copolymer
578 79600 | 0009040polyBthyiseglycnb no 5 For
tridecyl materials
ether and
phosphate articles
intended
for
contact
with
aqueous
foods
only.
Polyethyleneglycol
(EO
<11)
tridecyl
ether
phosphate
(mono-
and
dialkyl
ester)
with a
maximuym
10 %
content
of
polyethyleneglycol
(EO
<11)
tridecylgther.
579 61800 | 000904Phyesdxymespyl |no no
starch
580 46070 |0010016620-3 |yes no no
dextrin
581 36800 | 001002Pbathdn | yes no no
nitrate
582 50240 |0010039d35 | yes no no (10)
octyltin
bis(2-
ethylhexyl
maleate
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583 40400 |0010048bbtel |yes no no (16)
nitride
584 13620 |0010048b85i3 |yes yes no (16)
40320 acid
585 41120 |001004Beal#im| yes no no
chloride
586 65280 | 001004 Bad4ngancges no no
hypophosphite
587 68400 | 0010094eéfa8ecyesicamide yes 5
588 64320 | 001037}kLfli#2m | yes no no (6)
iodide
589 52645 |0010430e843- | yes no no
eicosenamide
590 21370 | 001059pn8édthcrylic yes no ND €]
acid,
2-
sulphoethyl
ester
591 36160 | 0010605a60stbylyes no no
stearate
592 34690 | 001109Yab®asiniuyas no no
magnesjum
carbonate
hydroxide
593 44960 | 0011104eobalt |yes no no
oxide
594 65360 | 0011129sHfnganeges no no
oxide
595 19510 |[0011132}iEhScellnbose | yes no
596 95935 | 001113 8xabrhan yes no no
gum
597 67120 | 00120011262 |yes no no
598 41600 |0012004edkiim| yes no no
003729BsBpHoaluminate
599 36840 | 001200]basubm |yes no no (16)
tetraborate
600 60030 | 0012072hgdrbmageresite | no no
601 35440 | 0012124a¥toniyes no no
bromide¢
602 70240 | 0012198e28Keritges no no
603 83460 |0012269py8ephyNite no no
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no
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butyl-3-
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ethyl
ester
633 53200 |002394D266-8 |yes no yes 30
ethoxy-P'-
ethyloxanilide
634 25910 |0024800tdps0pyleneglydoles no
635 40720 |0025018tdi6-5 |yes no no 30
butyl-4-
hydroxyanisole
636 31500 |0025134adityHic | yes no no 0,05 |(22) SML
acid, expressed
acrylic as
acid, acrylic
2- acid,
ethylhexyl 2-
ester, ethylhexyl
copolymer ester
637 71635 | 002515[pRatéerytlestol | no no 0,05 Not
dioleate to be
used
for
articles
in
contact
with
fatty
foods
for
which
[simulant
Dl
and/
or D2]
is laid
down
638 23590 | 0025322p6dydthyieseglycpts no
76960
639 23651 | 0025322podypropydsneglyywed no
80800
640 54930 | 0025359t8drtaldepasde-11no no 0,05
naphthal,
copolymer
[?641 |22331 | 002551 3r6étRire no yes no 0,05]
of
(35-45 %
W/W)

1,6-
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diaming-2,2,4-
trimethylhexane
and
(55-65%
w/
w)1,6-
diaming-2.,4,4-
trimethylhexane
642 64990 | 002573 0ndl€dc | yes no no The
anhydride- fraction
styrene, with
copolymer, molecular
sodium weight
salt below
1 000
Da
[*shall]
not
exceed
0,05 %
(w/w)
643 87760 | 00262606s6bftan yes no no
monopalmitate
644 88080 | 00262606s68blan yes no no
trioleatg
645 67760 | 002640[188600- | yes no no (1)
n_
octyltin
tris(isoqctyl
mercaptoacetate
646 50480 |0026401d9n8 |yes no no (10)
octyltin
bis(isogctyl
mercaptoacetate
647 56720 | 0026402gk3edrol yes no no
monohgxanoate
648 56880 | 0026402gkyebrol yes no no
monoodtanoate
649 47210 | 0026427ddbubylthyestannpno no Molecular
acid unit =
polymer (CgH§S5Sny)n
(n=
1,5-2)
650 49600 | 002663 bdirhethylyis no no 9
bis(isooctyl
mercaptoacetate
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n
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layer
materia
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direct
contact
with
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Same
purity
requirements
as for
Vegetable
Carbon
(E
153)
set
out by
Commission
Regulation
(EU)
No
231/2012
¢ with
exception
of ash
content
which
can be
up to
10 %
(wW/iw).
714 84400 | 006436prddif) | yes no no
hydroggnated,
ester
with
pentaerythritol
715 46880 | 0065140393-@- |yes no no 6
tert-
butyl-44
hydroxybenzylphosphonic
acid,
monoethyl
ester,
calcium|
salt
716 60800 | 00654471720 |yes no no 30
hydroxyethyl)-4-
hydroxy-2,2,6,61
tetramethyl
piperidine-
succinig
acid,
dimethyl
ester,
copolymer
717 84210 | 0065997¢06i) |yes no no

hydroge

nated
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syrup
E
965(ii)
as laid
down
in
Commission
Directive
2008/60/
EC®
F16
726 83599 | 006844 2rdaetion yes no yes )
products
of
oleic
acid,
2.
mercaptoethyl
ester,
with
dichloredimethyltin,
sodium
sulphide
and
trichlorpmethyltin
727 43360 | 0068442e8Hrdoseyes no no
regenerated
728 75100 | 006851 pphghalic yes no no (26) Only |(7)
0028553att0 (32) to be
diesters used
with as:
primary, (a) plasticiser
saturated n
Cs-Cyp repeated
branched use
alcohols, materials
more and
than articles;
60 % (b) plasticiser
Co n
single-
use
materials
and
articles
contacting
non-
fatty
foods
except
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for

infant
formulae
and
follow-
on
formulae
as
defined
by
Directive
2006/141/
EC

or
processed
cereal-
based
foods
and

baby
foods

for
infants
and
young
children
as
defined
by
Directive
2006/125/
EC;

(©) technical
support
agent

n
concentrations
up

to

0,1 %

n

the

final
product.

729 75105 | 006851 pphdhilic yes no no (26) Only |(7)
002676[1 a0 (32) to be
diesters used
with as:
primary, (a) plasticiser
saturated in

Cy-Cyy repeated
alcohols use
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young
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bis(1,1-
dimethylbenzyl)phenyl]henzotriazole

739 70000 |007033]1292%-1 |yes no no
oxamidobis[ethyl-3-
(3,5-
di-tert-
butyl-4-
hydroxyphenyl)
propiongate]

740 81200 | 0071878pbdyv86-|yes no yes 3
[(1,1,3,3-
tetramethylbutyl)amino]41,3,5-
triazinet2,4-
diyl]-
[(2,2,6,6-
tetramethyl-4-
piperidyl)-
imino]hexamethylene[(2]2,6,6-
tetramethyl-4-
piperidyl)
imino]
741 24070 |007313Be8dis0 | yes yes no
83610 acids
and
rosin
acids

742 92700 | 007830124344- yes no yes 5
tetramethyl-20-
(2,3-
epoxypropyl)-7-
oxa-3,20-
diazadigpiro-
[5.1.11.2]-
heneicosan-21-
one,
polymer

743 38950 | 0079072b%(4E | yes no no
ethylbenzylideng)sorbitol

[F5744 | 18888 |0801813%-3  |no yes no (35) |The
hydroxybutanoig substance
acid-3- is used
hydroxypentanojc as
acid, product
copolymer obtained

by

bacterial
fermentation.
In
compliance

with
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the
specifications
mentioned

in the

Table

4 of

Annex

I.]

745 68145 |008041023359'- | yes no yes 5 SML
nitrilo(triethyl expressed
tris(3,3}5,5'- as sum
tetra- of
tert- phosphite
butyl-1,1'- and
bi- phosphate
phenyl-2.2'-
diyl)phosphite)

746 38810 | 0080693b1KI2,6-| yes no yes 5 SML
di-tert- expressed
butyl-4+ as sum
methylphenyl)pentaerythritol of
diphosphite phosphite

and
phosphate

747 47600 | 0084030645 |yes no yes (25)
dodecyltin
bis(isooctyl
mercaptoacetate

748 12765 | 0084434N4228 | no yes no 0,05
aminoethyl)-

B-
alanine,
sodium
salt

749 66360 | 00852092922 | yes no yes 5
methylene
bis(4,6-
di-tert-
butylphenyl)
sodium
phosphate

750 66350 | 00852092984 | yes no no 5
methylenebis(4,6-
di-tert-
butylphenyl)
lithium
phosphate

751 81515 | 008718Ppddy(zinyes no no
glycerolate)
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— 4.4'-

biphenylene-0,0-
bis(2,4-

di-

tert-
butylphenyl)phosphonate-0
bis(2,4-

di-

tert-
butylphenyl)phosphonite
(CAS

No

0112949-97-0)

(<

5%

w/

w

*)

*) Quantity

of

substance

used/

quantity

of

formulation

Other
specifications:
— Phosphor
content
of
min.
5,4 %
to

max.
5,9 %,
— Acid
value
of
max.
10 mg
KOH
per
gram,
— Melt
range
of

85—
110 °C,

761 92930 |012021BBibdicthpenlbis(Hho no 6
methoxycarbonyl-2,6-
dimethyl-1,4-
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trichloro-1,3,5-
triazine
768 34850 | 014392paddisiks, yes no no Not (D)
bis(hydrogenated to be
tallow used
alkyl) for
oxidised articles
n
contact
with
fatty
foods
for
which
[*simulant
D1
and/
or D2]
is laid
down.
Only
to be
used
in:
(a) polyolefins
at
0,1%
(w/
W)
concentration
and
n
(b) PET
at
0,25 %
(w/
W)
concentration.
769 74010 | 0145650phdsphosmss | no yes 5 SML
acid, expressed
bis(2,4- as sum
di-tert- of
butyl-6 phosphite
methylphenyl) and
ethyl phosphate
ester
770 51700 | 0147315250+Db- | yes no no 0,05
diphenyl-1,3,5-
triazin-2-
yl)-5-
(hexyloxy)phenol
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771 34650 | 015184 labfafiniuyes no no 5
hydroxybis
[2,2'-
methylenebis
(4,6-
di-tert-
butylphenyl)
phosphate]
772 47500 |0153250MN3 | yes no no 5
dicyclohexyl-2,6-
naphthalene
dicarboxamide
773 38840 | 01548604 R4-| yes no yes 5 SML
dicumylphenyl)pentaerythritol- expressed
diphosphite as sum
of the
substance
itself,
its
oxidised
form
bis(2,4-
dicumylphenyl)pentaerythritol-
phosphate
and its
hydrolysis
product
(2,4-
dicumylphenol)
774 95270 | 01617172326+ |yes no yes 2 SML
tris(tert expressed
butyl)phenyl-2- as sum
butyl-24 of
ethyl-1,3- phosphite,
propanediol phosphate
phosphite and
the
hydrolysis
product
TTBP
775 45705 |0166412178-8 |yes no no (32)
cyclohexanedicarboxylic
acid,
diisononyl
ester
776 76723 | 016788Bpbbydimstisylsiloxane, |no The
3- fraction
aminoptopyl with
terminated, molecular
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786 14627 |0000117321-5 |no yes no 0,05 SML
chlorophthalic expressed
anhydride as 3-
chlorophthalic
acid
787 14628 | 0000118445-6 |no yes no 0,05 SML
chlorophthalic expressed
anhydride as 4-
chlorophthalic
acid
788 21498 | 0002530F85-0 |no yes no 0,05 Only |[(1)
(methadryloxy)propyl]trimethoxysilane tobe |(11)
used
asa
surface
treatment
agent
of
inorganijc
fillers
789 60027 | — hydrogenated |no no Average (2)
homopalymers molecular
and/or weight
copolymers not
made less
of 1- than
hexene 440
and/ Da.
or 1- Viscosity
octene at
and/ 100 °C
or 1- not
decene less
and/ than
or 1- 3,8 ¢St
dodecene (3,8
and/ 100
or 1- 2
tetradecene m°s).
(Mw:
440—
12
000)
790 80480 | 009075 poTy86-| yes no no 5 Average (16)
008245 [lMGephollino-1,3,5- molecular
triazinet2,4- weight
diyl)- not
[(2,2,6,6- less
tetramethyl-4- than
piperidyl)imino)]
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hexa- 2 400
methylene- Da.
[(2,2,6,6- Residual
tetramethyl-4- content
piperidyl)imino)] of
morpholine
<
30 mg/
kg, of
N,N'-
bis(2,2,6,6-
tetramethylpiperidin-4-
yl)hexane-1,6-
diamine
<15
000 mg
kg,
and of
2,4-
dichloro-6-
morpholino-1,3,5-
triazine
<
20 mg/
kg.
791 92470 | 0106990NING | yes no no 0,05
'N
N,NH_
tetrakis(4,6-
bis(N-
butyl-
(N-
methyl-2,2,6,6-
tetramethylpipetidin-4-
yl)aminp)triazint2-
y)-4,7-
diazadecane-1,10-
diamine
792 92475 |0203255383’56,5-yes no yes 5 SML
tetrakis(tert- expressed
butyl)-2,2'- as the
dihydroxybiphenyl, sum of
cyclic phosphite
ester and
with phosphate
[3-(3- form
tert- of the
butyl-4+ substance
hydroxy-5- and
methylphenyl)propyl]oxyphosphonous the
acid
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hydrolysis
products

793

94000

000010

Ptiidtioan

oYamine

no

no

0,05

SML
expressed
as the

sum of
triethanolamine
and
the
hydrochloride
adduct
expressed
as
triethanolamine

794

18117

000007

Delyledlid
acid

no

yes

no

Only
to be
used
for
manufacture
of
polyglycolic
acid
(PGA)
for (i)
indirect
food
contact
behind
polyesters
such
as
polyethylene
terephthalate
(PET)
or
polylactic
acid
(PLA);
and

(i1)
direct
food
contact
ofa
blend
of
PGA
up to
3% w/
W in

PET
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or
PLA. ]

795 40155 |0124172NN8 | yes no no 0,05 2)
bis(2,2,6,6- (12)
tetramethyl-4-
piperidyl)-

N,N'-
diformylhexamethylenediamine

796 72141 [ 00186002594 |yes no yes 0,05 SML
(1,4- including
phenylene)bis[4H-3,1- the
benzoxgzin-4- sum
one] of its

hydrolysis
products

[1*797 | 76807 | 0073018pdbyssteryes no yes 31
of (32)]
adipic
acid
with
1,3-
butanediol,

1,2-
propangdiol
and 2-
ethyl-1+
hexanol

798 92200 | 000642Pt&Gihthales no no 60 (32)
acid,
bis(2-
ethylhexyl)ester

[F1°799 | 77708 polyethyleseglycob no 1,8 In
(EO= complignce
1-50) with
ethers the
of maximum
linear ethyleng
and oxide
branched content
primary as laid
(Cyg - down
C o) in the
alcohols purity

criteria

for

food
additives

in
Commission
Regulation
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(EU)
No
231/2012.
]
800 94425 | 000086718yl | yes no no Only
phosphonoacetate for use
in PET
801 30607 |— acids, |yes no no
C,-
Cos,
aliphatic,
linear,
monocarboxylic
from
natural
oils
and
fats,
lithium
salt
802 33105 | 0146340aldeholsyes no no 5 (12)
Cia-
Cis
secondary,
p-(2-
hydroxyethoxy)
ethoxylated
803 33535 |015226[1e33-1 |yes no no Not (13)
alkenes(Cyo- to be
Cay) used
copolymer for
with articles
maleic in
anhydride, contact
reaction with
product fatty
with foods
4- for
amino-2,2,6,6- which
tetramethylpipetidine [F*simulant
D1
and/
or D2]
is laid
down.
Not
to be
used
in
contact
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with
alcoholic
foods.

804 80510 | 101012 1pd%%73-|yes no no Only
nonyl-1}1- to be
dioxo-1t used
thiopropane-1,3- as
diyl)- polymer
block- production
poly(x- aid in
oleyl-7- polyethylene
hydroxy-1,5- (PE),
diiminooctane-1|,8- polypropylene
diyl), (PP)
process and
mixture polystyrene
with (PS)
x=1
and/
or5,
neutralised
with
dodecylbenzenesulfonic
acid

805 93450 |— titaniumyes no no The
dioxide content
coated of the
with a surface
copolymer treatment
of n- copolymer
octyltri¢chlorosilane of the
and coated
[aminotris(methylenephgsphonic titanium
acid), dioxide
penta is less
sodium than
salt] 1 % w/

A4

806 14876 |0001076194-7 |no yes no Only
cyclohexanedicarboxylic to be
acid used

for
manufacture
of
polyesters

[F1'807 | 93485 | — titaniumyes no no No
nitride, migration
nanoparticles of

titanium
nitride
nanoparticles.
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Only

to be
used

n
polyeth
terephth
(PET)
up to
20 mg/
kg.

In the
PET,
the
agglom
have a
diamete
of
100-50
consisti
of
primary
titanium
nitride
nanopat
primary
particle
have a
diamete
of
approxi
20 nm.

]

ylene
alate

crates
T
nm
ng
1
ticles;
J
T

mately

808

38550

088207

3D
propylb

yes
enzylide

no
ne)propy

no
Isorbito]

SML
includin
the

sum

of its
hydroly
product

Sis

809

49080

085228

PNS9-4
(2,6-
diisopra
[4-
(1,1,3,3
tetrame
benzo[d
dione

yes

pylphen

hylbutyl
elisoqui

no

y1)-6-

)phenox
nolin-1,3

yes

y]-1H-
(2H)-

0,05

Only
for use
in PET

(6)
(14)
(15)

810

68119

neopent
glycol,
diesters

yles

and

no

no

(32)

Not
to be
used

for
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monoesters articles
with in
benzoic contact
acid with
and 2- fatty
ethylhexanoic foods
acid for
which
[*simulant
Dl
and/
or D2]
is laid
down.
811 80077 | 006844 [pbTy8thy}mse | no no 60
waxes,
oxidised
[F*812 | 80350 | 0124578pb2y{12ryes no no Only
hydroxystearic to be
acid)- used
polyethyleneimine in
copolymer plastics
up to
0,1 %
W/W.
Prepared
by the
reaction
of
poly(12-
hydroxystearic
acid)
with
polyethyleneimine.
]
813 91530 |— sulphosigesnic | no no 5
acid
alkyl
(Cs-
Cy) or
cyclohexyl
diesters
salts
814 91815 |— sulphospgesnic | no no 2
acid
monoalkyl
(Cio-
Cie)
polyethyleneglycol
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esters,
salts
815 94985 | — trimethykdpropame no 5 (32) | Not
mixed to be
triesters used
and for
diesters articles
with n
benzoic contact
acid with
and 2- fatty
ethylhexanoic foods
acid for
which
[*simulant
D1
and/
or D2]
is laid
down
816 45704 | — cis-1,2-| yes no no 5
cyclohexanedicdrboxylic
acid,
salts
817 38507 |— cis- yes no no 5 Not
endo- to be
bicyclo[2.2.1]heptane-2,3- used
dicarboxkylic with
acid, polyethylene
salts in
contact
with
acidic
foods.
Purity
>
96 %.
818 21530 |— methallybenlphonyes no 5
acid,
salts
819 68110 |— neodecdnyex no no 0,05 Not
acid, to be
salts used
in
polymers
contacting
fatty
foods.
Not
to be
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used
for
articles
in
contact
with
fatty
foods
for
which
[*simulant
D1
and/
or D2]
is laid
down.
SML
expressed
as
neodecanoic
acid.
820 76420 | — pimelic| yes no no
acid,
salts
821 90810 |— stearoyl-Pes no no
lactylic
acid,
salts
[F7822 | 71938 Perchlorices no no 0,002 4)]
acid,
salts
823 24889 | — 5- no yes no 5
Sulphoisophthaljc
acid,
salts
854 71943 | 032923 Bpdtltorg/es no no Only
acetic to be
acid, used
a- n
substituted concentrations
with up to
the 0,5 %
copolymer W/W
of in the
perfluoro-1,2- polymerisation
propylene of
glycol fluoropolymers
and that
perfluoro-1,1- are
ethylene processed
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glycol, at
terminated temperatures
with at or
chlorohgexafluorppropyloxy above
groups 340 °C
and
are
intended
for
use in
repeated
use
articles
[F8855 | 40560 (butadigryes no no Only
styrene, to be
methyl used
methacrylate) in
copolymer rigid
Cross- poly(vinyl
linked chloride)
with (PVO)
1,3- ata
butanediol maximum
dimethgcrylate level
of
12 %
at
room
temperature
or
below.
[1°856 | 40563 |25101-28bitadieryes no no Only
styrene, to be
methyl used
methacrylate, in:
butyl — rigid
acrylate) poly(vinyl
copolymer chloride)
Cross- (PVO)
linked at
with a
divinylbenzene maximum
or 1,3- level
butanediol of
dimethgcrylate 12 %
at
room
temperature
or
below;
or




Commission Regulation (EU) No 10/2011 of 14 January 2011 on plastic materials and... 105
ANNEX I
Document Generated: 2023-11-20
Changes to legislation: There are currently no known outstanding effects for the
Commission Regulation (EU) No 10/2011, Division 1.. (See end of Document for details)

— at

up

to

40 % w/
w

n

blends

of
styrene
acrylonitrile
copolymer
(SAN)/
poly(methyl methacrylate)
(PMMA)
repeat-
use
articles

at

room
temperature
or

below,
and

when
either

n

contact
only

with
aqueous,
acidic
and/

or

low
alcoholic
(<20 %)
foodstuffs
for

less

than

1 day,

or

when

n

contact
only

with

dry
foodstuffs
for

any
duration
of
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time.

857

66765

003795

B¢thbthyl
methact
butyl

acrylate
styrene,
glycidy
methact
copolyn

yes
rylate,

rylate)
her

no

no

Only
to be
used
n

rigid

poly(vinyl

chloride
(PVO)
ata
maximy
level
of
2% at
room
tempera
or
below.

]

)

m

ture

[F7 [X185

838565

009049

8399-1
bis[2-
(3-(3-
tert-
butyl-4+
hydroxy
methylp
dimethy
tetraoxad

yes

r-5-
henyl)pi
lethyl]-2
spiro[5,3

no

opionyl
,4,8,10-
» Jundecal

yes

xy)-1,14

0,05

SML
express
as the
sum

of the
substan
and its
oxidatig
product
3-[(3-
(3-tert-
butyl-4-
hydroxy
methylp
enoylox
dimethy
[(3-3-
tert-
butyl-4-
hydroxy
methylp
dimethy
tetraoxa
undecar
in
equilibr
with
its
para

@)
ed

CC

n

7-5-
henyl)prop-2-
Y)_ 1 s 1-
lethyl]-9-

7-5-
henyl)propionyloxy)-1,1-
lethyl]-2,4,8,10-
spiro[5,5]-

1e

Tum

quinone
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methid
tautomer.

859 (butadigryes no no Only
ethyl to be
acrylate, used
methyl as
methacrylate, particles
styrene in
copolymer non-
crosslinked plasticised
with PVC
divinylbenzene, up to
in 10 %
nanoform w/W in
contact
with
all
food
types
at
room
temperature
or
below
including
long-
term
storage.
When
used
together
with
the
substance
with
FCM
No
998
and/
or the
substance
with
FCM
No
1043,
the
restriction
of

10 %
W/W
applies
to the
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sum of
those
substan
The
diamete
of

shall
be >
20 nm,
and
for at
least
95 %
by
number
it shall
be >
40 nm.

]

particles

CCS.

D

860

71980

005179

RpeBfdor
(poly(n;
Propoxy
acid]

ol

no

/))propanoic

no

Only
to be
used

in the
polyme
of
fluorop
that
are
process
at
tempera
at or
above
265 °C
and

are
intende
for

use in
repeated
use
articles

risation

blymers

ed

tures

861

71990

001325

PptBfdior
(n-
propoxy
acid]

ol&s

/)propan

no

D1C

no

Only
to be
used

in the
polyme
of
fluorop
that

are

risation

blymers
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process
at
tempera
at or
above
265 °C
and

are
intende
for

use in
repeateq
use
articles

tures

[F13862

15180

001808

5302-4
diacetox
butene

no
Ky-1-

yes

no

0,05

SML
includin
the
hydroly
product
3,4-
dihydro
butene
Only

to be
used
asa

co-
monom
for
ethylvin
(EVOH|
and
polyvin
(PVOH
copolyn

(7
£19)]

Sis

xy-1-

cr

ylalcohol

ylalcohol

NCr1S.

[F18863

15260

000064

(12003
decaned

no
iamine

yes

no

0,05

Only

to be
used
asa

co-
monom
for
manufa
polyam
articles
for
repeateq
use in
contact
with
aqueous
acidic

cT

cturing
de




110 Commission Regulation (EU) No 10/2011 of 14 January 2011 on plastic materials and...
ANNEX I
Document Generated: 2023-11-20
Changes to legislation: There are currently no known outstanding effects for the
Commission Regulation (EU) No 10/2011, Division 1.. (See end of Document for details)
and
dairy
foodstuffs
at
room
temperature
or for
short
term
contact
up to
150 °C.
]

864 46330 |0000056206-4 |yes no no Only
diaming-6- to be
hydroxypyrimidine used

in

rigid
poly(vinyl
chloride)
(PVO)

in
contact
with
non-
acidic
and

non-
alcoholic
aqueous
food

[F1'865 | 40619 | 0025322¢BatAl | yes no no Only
acrylate, to be
methyl used
methacrylate, in:
butyl (a) rigid
methacrylate) poly(vinyl
copolymer chloride)

(PVO)

at

a
maximum
level

of

1%

w/

w;

(b) polylactic
acid
(PLA)
at
a
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maximum
level
of
5%
w/
w.
|
866 40620 |— (butyl |yes no no Only
acrylate, to be
methyl used
methacrylate) in
copolymer, rigid
Cross- poly(vinyl
linked chloride)
with (PVC)
allyl ata
methacrylate maximum
level
of 7%
867 40815 | 0040471¢b3e2l | yes no no Only
methacrylate, to be
ethyl used
acrylate, in
methyl rigid
methacrylate) poly(vinyl
copolymer chloride)
(PVC)
ata
maximum
level
of 2 %
[F1'868 | 53245 | 0009010¢8@sA | yes no no Only
acrylate, to be
methyl used
methacrylate) in:
copolymer (a) rigid
poly(vinyl
chloride)
(PVC)
at
a
maximum
level
of
2%
w/
w;
(b) polylactic
acid
(PLA)
at
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a
maximum
level
of
5%
w/
w;
(©) polyethylene
terephthalate
(PET)
at
a
maximum
level
of
5%
w/
w.
]
869 66763 | 00271306chotRl | yes no no Only
acrylate, to be
methyl used
methacrylate, in
styrene rigid
copolymer poly(vinyl
chloride)
(PVO)
ata
maximuym
level
of 3%
870 95500 | 016053PNLNG | yes no no
',N "_
tris(2-
methylgyclohexyl)-1,2,3;
propang-
tricarboxamide
2871 0287916dddeanyies no no Only |(23)]
acid, to be
12- used
amino-, in
polymer polyolefins
with at
ethene, levels
2,5- of up
furandione, to 20
o- weight
hydro- %.
®- These
hydroxypoly polyolefins
(oxy-1,2- shall
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ethanediyl)
and 1-
propene

only
be
used
n
contact
with
foods
for
which
Table
2 of
Annex
111
assigns
food
simulan
E, at
ambient
tempera
or
below,
and
when
migrati
of the
total
oligome
fraction
of less
than

1 000
Da
does
not
exceed
50 pg/
kg
food.

t

ture

n

ric

[F21872

000660

7241-6 | no
phenyl-B,3-
bis(4-
hydroxyphenyl)

yes

phthalim

no

idine

0,05

To be
used
only
asa

co-
monom
in
polycar
copolyn

(20)]

cr

bonate
ners

[F18873

93460

titaniumyes
dioxide
reacted
with

no

no

octyltrigthoxysilane

Reactio
product
of

titanium
dioxide

n

1
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with
up to
2%
wW/w
surface
treatment
substance
octyltriethoxysilane,
processed
at high
temperatures.
]
[F'874 16265 |0156065680-8 |no yes no 0,05 |(33) Only
dimethyl-3- to be
4’- used
hydroxy-3’- as
methoxyphenyl)propylsilyloxy, comongmer
®-3- in
dimethyl-3- siloxane
4’- modified
hydroxy-3’- polycarbonate.
methoxyphenyl)propylsilyl The
polydimethylsilgxane oligomeric
mixture
shall
be
characterised
by the
formula
Cx
H 33
Si,
(O
(Si0C
2 He
)n (50
>n>
26). |
875 80345 | 0058128p22y612ryes no yes 5
hydroxystearic
acid)
Stearate
878 31335 | — acids, |yes no no
fatty
(Cs-
C2)
from
animal
or
vegetable
fats
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and
oils,
esters
with
branche
alcohols
aliphati
monohy
saturate
primary|
(Cs-
Cn)

879

31336

acids,

animal
or
vegetab
fats

and
oils,
esters
with
alcohols
linear,
aliphati
monohy
saturate
primary
(G-
Cn)

yes

le

Dy

no

no

[F10880

31348

acids,

esters
with
pentaery

yes

ythritol'

no

no

881

25187

000301

295,44-
tetrame
diol

no
hylcycla

yes
butane-|

no
,3_

Only
for:

(a)

repeated
use
articles
for

long
term
storage
at

room
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(b)

temperature
or

below
and
hotfill;
single
use
materials
and
articles
as

a

co-
monomer
at

a
maximum
use

level

of

35

mole

%

of

the

diol
component
of
polyesters,
and

if

such
materials
and
articles
are

for

long

term
storage

at

room
temperature
or

below

of

food
types
which
have

an
alcohol
content
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of
up
to
10 %
and
for
which
Table
2
of
Annex
111
does
not
assign
simulant
D2.
Hot
fill
conditions
are
allowed
for
such
single
use
materials
and
articles.
]
882 25872 1000241629366 |no yes no 0,05
trimethylphenol
883 22074 | 000445)7371-0 |no yes no 0,05 Only
methyl-1,5- to be
pentanediol used
n
materia
n
contact
with
food
ata
surface
to
mass
ratio
up to
0,5
dm?*/

kg
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884

34240 | 009108Ralli{C)gres no no 0,05 Not
C,1)sulphonic to be
acid, used
esters for
with articles
phenol in
contact
with
fatty
foods
for
which
[*simulant
D1
and/
or D2]
is laid
down.

885

45676 |0263244e§4iR | yes no no Only
oligomgrs to be
of used
(butylene in
terephthalate) poly(ethylene
terephthalate)
(PET),
poly(butylene
terephthalate)
(PBT),
polycarbonate
(PC),
polystyrene
(PS)
and
rigid
poly(vinyl
chloride)
(PVO)
plastics
in
concentrations
up to

1 % w/
w, In
contact
with
aqueous,
acidic
and
alcoholic
foods,
for
long
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term

storage

at

room

temperature.

[F8894 | 93360 | 001654 5t5bdipromenic | no no (14)
acid,
ditetradecyl
ester

895 47060 |017109039@3- | yes no no 0,05 Only
di-tert- to be
butyl-4+ used
hydroxyphenyl)propanoigc in
acid, polyolefins
esters in
with contact
C13- with
Cl15 foods
branched other
and than
linear fatty/
alcohols high-

alcoholic

and

dairy

products.

896 71958 | 0958445348 | yes no no Only
perfluoro-3- to be
[(3- used
methoxy- in the
propoxy)propanpic polymerisation
acid], of
ammonjum fluoropolymers
salt when:

— processed
at
temperatures
higher
than
280 °C
for
at
least
10
minutes,

— processed
at
temperatures
higher
than

190 °C
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up
to
30 %
w/
w
for
use
in
blends
with
polyoxymethylene
polymers
and
intended
for
repeated
use
articles.
[7902 0000128142-9 |yes no no The
benzisothiazol-3(2H)- substance
one shall
1,1- comply
dioxide with
sodium the
salt specific
purity
criteria
as set
out in
Commission
Regulation
(EU)
No
231/2012
h
-
4903 37486-62H4- yes no no Only
perfluoro- to be
[(5,8,11},14- used
tetramethyl)- asa
tetraethyleneglycol polymer
ethyl production
propyl aid
ether] in the
polymerisation
of
fluoropolymers
intended
for:
(a) repeated
and
single

use
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(b)

materials
and
articles
when
sintered
or
processed
(non-
sintered)
at
temperatures
at

or

above
360 °C
for

at

least

10
minutes
or

at

higher
temperatures
for
equivalent
shorter
times;
repeated
use
materials
and
articles
when
processed
(non-
sintered)
at
temperatures
from

300 °C
and

up

to

360 °C
for

at

least

10
minutes.

]




122

Commission Regulation (EU) No 10/2011 of 14 January 2011 on plastic materials and...

Document Generated:

ANNEX I
2023-11-20

Changes to legislation: There are currently no known outstanding effects for the
Commission Regulation (EU) No 10/2011, Division 1.. (See end of Document for details)

923

39150

000012

DINLOV
bis(2-

hydroxyethyl)dqg

yes

no

decanam

no

ide

The

amount
of
diethan
in
plastics
as an

and

product
of the
substan

not
result
ina
migrati
of
diethan
higher
than
0,3 mg/
kg
food.

residual

impurity

[*shall]

(18)

blamine

decomposition

n

blamine

924

94987

mixed
triesters
and
diesters
with

n_

and n-
decanoi
acids

trimethykaprope

octanoi¢

L

no

0,05

Only
for

use in
PET in
contact
with
all
types
of
foods
other
than

fatty,
high-

and
dairy
product

alcoholic

926

71955

090802

Dp&2Hior
ethylox
ethoxy)
acid],
ammon
salt

of¢2-
>]_
acetic

um

no

no

Only
to be
used

in the
polyme
of
fluorop

risation

blymers
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that
are
processed
at
temperatures
higher
than
300 °C
for at
least
10
minutes.

4969 24937-T8tRylengyes no no Only
vinyl to be
acetate used
copolymer asa
wax polymeric
additive
up to

2 % w/
w in
polyolefins.
The
migration
of low
molecular
weight
oligomeric
fraction
below

1 000
Da
shall
not
exceed
5 mg/
kg
food. ]

971 25885 |000245%4ihdthyho yes no Only [(17)
trimellitate to be
used
asa
co-
monomer
up to
0,35 %
w/Ww to
produce
modifie
polyeste
intended
to be

= &
w2
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used

n
contact
with
aqueous
and
dry
foodstuffs
containing
no free
fat at
the
surface.

972 45197 | 0012158edpper | yes no no
hydroxide
phosphate

973 22931 |0019430epérAugnobutyl)esteglene| no Only
to be
used
asa
co-
monomer
up to
0,1 %
w/w
in the
polymerisation
of
fluoropolymers,
sintered
at high
temperadtures.

[17974 | 74050 | 939402:@hdsphosmss | no yes 10 SML
acid, expressed
mixed as the
2.4- sum
bis(1,1- of the
dimethylpropyl)phenyl phosphite
and 4- and
(1,1- phosphate
dimethylpropyl)phenyl forms
triesters of the
substance,
4-tert-
amylphenol
and
2,4-di-
tert-
amylphenol.
The
migration
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of 2,4-
di-tert-
amylphenol
shall
not
exceed
1 mg/
kg
food.
11

[F7979 | 79987 | — (polyethykeme |no no Only
terephthalate, to be
hydroxylated used
polybutadiene, in
pyromellitic polyethylene
anhydride) terephthalate
copolymer (PET)
ata
maximum
level
of 5%
w/w. |

[*'988 3634-831,3- no yes no (34) SML(T
bis(isocyanatomethyl)benzene applies
to the
migration
of'its
hydrolysis
product
1,3-
benzenedimethanamine
To be
used
only
as co-
monomer
in the
manufacture
ofa
middle
layer
coating
ona
poly(ethylene
terephthalate)
polymer
film
ina
multilayer
film |




126

Commission Regulation (EU) No 10/2011 of 14 January 2011 on plastic materials and...

Document Generated:

ANNEX I
2023-11-20

Changes to legislation: There are currently no known outstanding effects for the
Commission Regulation (EU) No 10/2011, Division 1.. (See end of Document for details)

["998

(butadicg
ethyl
acrylate
methyl

styrene

not
Cross-
linked,
in

S

methacrylate,

copolymer

nanoform

no

no

Only
to be
used
as

in
non-
plasticis
PVC
up to
10 %
w/w in
contact
with

all

food
types
at

room
tempera
or
below
includin
long-
term
storage.
When
used

with
the
substan
with
FCM
No

859
and/

or the
substan
with
FCM
No
1043,
the
restricti
of

10 %
W/wW
applies
to the
sum of
those
substan

particles

together

ture

CC

CC

on

CCS.
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The
diameter
of
particles
shall
be >
20 nm,
and
for at
least
95 %
by
number
it shall
be >
40 nm.
[F**1007 976-56-Hiethyl[[B¢- yes no Only
bis(1,1- to be
dimethylethyl)-4- used
hydroxyphenyl]methyl]phosphonate up to
0,2 %
wW/wW
based
on the
final
polymer
weight
in the
polymerisation
process
to
manufacture
poly(ethylene
terephthalate)
(PET).
1016 (methacrydic no no Only
acid, to be
ethyl used
acrylate, up to:
n- (a) 10 %
butyl w/
acrylate, A4
methyl in
methacrylate non-
and plasticised
butadiene) PVC;
copolymer (b) 15 %
in w/
nanoform W
in
non-
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The
final
materia
shall
be
used at
room
tempera
or
below.

]

plasticised
PLA.

ture

1017

25618-3

polygly

cpesl

no

no

To be
process
under
conditig
prevent
the
decomp
of the
substan
and up
toa
maximy
tempera
of

275 °C.

ed

ns
ng

osition

CC

m
ture

[F2103(

montmg
clay
modifie]
by
dimethy
C18)am
chloride

wmonite
d

Idialkyl

imonium

no

Cl6-

no

Only
to be
used
up to
12 %
(w/

W) in
polyole
n
contact
with
dry
foods
to
which

Eis
assigne
n
table

2 of
Annex
III at

simulant

fins

d

room
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temperature
or
below.
The
sum

of the
specific
migration
of 1-
chlorohexadecane
and 1-
chlorooctadecane
shall
not
exceed
0,05 mg/
kg
food.
Can
contain
platelets
in the
nanoform
that
are
only
in one
dimension
thinner
than
100 nm
Such
platelets
shall

be
oriented
parallel
to the
polymer
surface
and
shall
be
fully
embedded
in the
polymer.
]

1031 3238-4(4ran-2)50 yes no 5 Only |(22)
dicarboxkylic tobe |(23)
acid used
asa
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monom
in the
product
of
polyeth
furanoa
The
migrati
of the
oligome
fraction
of less
than

1 000
Da
shall
not
exceed
50 pg/
kg

food
(express
as
furan-2,
dicarbo
acid).

1on

ylene
te.

n

ric

sed

5-
xylic

1034

3710-3

B7- no
octadiene

yes

no

0,05

Only
to be
used
asa

co-
monom
in the
manufa
of
polyole
for
contact
with
any
type of
foods
for
long
term
storage
at
room

crosslinking

cr

cture

fins

temperature,
including

when
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packaged
under

hot-fill
conditions.

]

1043 (butadigryes no no Only
ethyl to be
acrylate, used
methyl as
methacrylate, particles
styrene in
copolymer non-
crosslinked plasticised
with PVC
1,3- up to
butanediol 10 %
dimethgcrylate, w/W in
in contact
nanoform with
all
food
types
at
room
temperature
or
below
including
long-
term
storage.
When
used
together
with
the
substance
with
FCM
No
859
and/
or the
substance
with
FCM
No
998,
the
restriction
of

10 %
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w/wW
applies
to the
sum of
those
substan
The

of

shall
be >
20 nm,
and
for at
least
95 %
by
number
it shall
be >
40 nm.

]

diameter

particles

CCS.

D

1043

119093

acid,
2-[(5-
methox
dioxola
yhoxy]
ammon
salt

| p27flhorofacetic

Y- 1 53_
n-4-

um

no

no

Only
to be
used
asa

product
aid
during
the
manufa
of
fluorop
under
high

of at
least
370 °C.

polymer

1on

cture

blymers

temperature
conditions

1046

zinc
oxide,

coated
with

[3-
(methac
trimeth
(FCM

yes

nanoparticles,

ryloxy)p
xysilang

no

ropyl]

no

Only
to be
used
n

polyme
The
restricti
and
specific

unplasticised

[S.

ons

ations
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No specified
788) for
FCM
substance
No
788
shall
be
respected.

1048 624-03-%thyleng¢yes no no 2) Only
glycol to be
dipalmitate used

when
produced
from

a fatty
acid
precursor
that is
obtained
from
edible
fats or
oils.

1050 zinc | yes no no Only
oxide, to be
nanoparticles, used
uncoated in

unplasticised
polymers.

1051 42774-1NN'- | yes no no 5
bis(2,2,6,6-
tetramethyl-4-
piperidinyl)
isophthalamide

1052 1455-42214,8,10-n0 yes no 5 Only |(22)
tetraoxdspiro[ 5,5 Jundecane-3,9- tobe [(23)
diethanol,3,B3,9,p9- used
tetramethyl- asa
(° monomer
SPG in the
) production

of
polyesters.
The
migration
of
oligomers
of less
than

1 000
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Da
shall
not
exceed
50 pg/
kg
food
(expressed
as
SPG).

1053 fatty |yes no no Only
acids, to be
Cle- used
18 when
saturated, produced
esters from
with a fatty
dipentagrythritol acid
precursor
that is
obtained
from
edible
fats or
oils |

[21055 7695-91 yes no no Only |(24)
58-95-7 tocopherol to be
acetate used
as

antioxidant
in
polyolefins.

[F21059 1473981+ Pbl§((R)rd- yes no (35) Only |(23)]
hydroxybutyrate to be
co- used
(R)-3- either
hydroxyhexanodte) alone

or
blended
with
other
polymer
in
contact
with

all
foods
under
contact
conditigns
of

wn
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up to
6 month
and/or
6 month
and
more,
at
room
tempera
or
below,
includin
hot fill
ora
short
heating
up
phase.
The
migrati
of all
oligome
with a
molecul
weight
below

1 000
Da
shall
not
exceed
5,0 mg/
kg
food.

1S

1S

ture

1060

ground
sunflow
seed
hulls

yes

no

no

Only
to be
used at
room
tempera
or
below
n
contact
with
foods
for
which
Table 2
of
Annex 1

ture

assigns
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food n‘
simula
The
seed
hulls
shall

be
obtaine
from
sunflow
seeds
that

are

fit for
human
consum
The
process
tempera
of the
plastic
containi
the
additive
shall
not
exceed
240 °C.

tE.

ption.

ng
ture

ng

[F**1061

80512-4

12.3.4'-
trifluorg

no
benzoph

yes
lenone

no

Only

to be
used
asa

co-
monom
in the
manufa
of
polyeth
ether
ketone
plastics
up to
0,3 % w
w of
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final

]

material.

cr

cture

CT

i/

1062

mixture
compos
of

no
ed

97 %

yes

no

Only
to be
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for the
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tetraethyl
orthosiljcate
(TEOS
with

CAS

No 78-10-4
and
3%
hexamethyldisils
(HMDS)
with
CAS
No 999197-3

1zanc

product
of

recycled

PET
and at
up to
0,12 %
(w/w).
|

1on

[F*1063

1547-24

%3 :3 545 41;1535'
heptaflyoro-1-
pentene

yes

no

Only
to be

used together with

tetraflu
or

ethylene

co-
monom
to
manufa
fluoroc
for

roethylene and/

CTS

cture
polymers

application

as

polymer

process
aid at
up to

0,2 % w/

w of
the
food
contact
materia
and
when
the
low-

ng

molecular

mass
fraction
below
1500
Da
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fluoroc
does
not
exceed

polymer
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30 mg/
kg.

1064

39318-18uBgstenyes no

oxide

no

0,05

WO

no»

Stoichiof2&tyy:

n=2,72-2,90

1065

85711-28nfiture| yes no

of
methyl-
branched
and
linear
C -
C 8
alkanamides,
derived
from
fatty
acids

no

Only
to be
used
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manufa
of
articles
made
of
polyole
and
which
do not
come
nto
contact
with
foods
for
which
food

1S

n
Table 2
of

Annex 1

assigned

(20)]

cture

fins,

simulant D2

71064

23985-1

/953,3,4-| no yes

tetrahydronaphthalene-2,
dicarboxylic
acid,
dimethyl
ester

no
6-

0,05

Only

to be
used
asa
co-
monom
in the
manufa
ofa

non-
food
contact
layer
ina
plastic
multilay

polyeste

cr

cture

—

yC1
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material,
which
is to
be
used
only in
contact
with
foods
for
which
food
simulants
A, B,
C and/
or D1
are
assigned
n
Table

2 of
Annex
I11.

The
specific
migration
limit

n
column
8
refers
to the
sum

of the
substance
and

of its
dimers
(cyclic
and
open
chain).

]

71067 616-38-@imethyo yes no Only |(27)]
carbonate to be
used:
a) with

1,6-
hexanediol
n

the
manufacture
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of
polycarbonate
pre-
polymers
that

are

used

at

up

to

30 %

to
manufacture
thermoplastic
polyurethanes
with

4,4'-
methylenediphenyldiisocya
and

diols,

such

as
polypropylene
glycol

and

1,4-
butanediol.
The
resulting
material
shall

only

be

applied

in

repeated

use

articles
intended

to

come

into

short—

term

contact
(<30 min

at

room
temperature)
with

food

for

which
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b)

simulants
A

and/

or

B

are
assigned
n

Table

2

of

Annex
III;

or

for

the
production
of

other
polycarbonates
and/

or

under
other
conditions
provided
that

the
migration
of
dimethyl
carbonate
does

not
exceed
0,05 mg/
kg

food

and

that

the
migration
of

all
polycarbonate
oligomers
with

a
molecular
weight
below

1

000
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Da
together
does
not
exceed
0,05 mg/
kg
food.
71068 2530-83{8- no yes no Only
(2,3- to be
epoxypropoxy)propyl]trimethoxyj used
silane asa
component
ofa
sizing
agent
to treat
glass
fibres
to be
embedded
in
glass-
fibre-
reinforced
low
diffusivity
plastics
(polyethylene
terephthalate
(PET),
polycarbonate
(PC),
polybutylene
terephthalate
(PBT),
thermoset
polyesters
and
epoxy
bisphenol
vinylester)
in
contact
with
all
foodstuffs.
In
treated
glass
fibres,
residues
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of the
substan
must
not be
detectal
at

0,01 mg
kg for
the
substan
and
0,06 mg
kg for
each

of the
reaction
product
(hydrol
monom
and
epoxy-
containi
cyclic
dimer,
trimer
and

tetramer

]

CC

CC

-

ysed
ers

ng

[721069

75-28-5

isobutanges

no

no

Only
to be
used
asa

blowing
agent.

]
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clay
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with
hexadec

bromide

byidbonite
d

yltrimet

no

hylammg

no
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Only
to be
used
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additive
atup
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W in
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plastics
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for
long-
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storage
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a  OJL302,19.11.2005, p. 28.

b  OJL330,5.12.1998, p. 32.

¢ OJ L 253,20.9.2008, p. 1.

d  [MCommission Regulation (EU) No 231/2012 of 9 March 2012 laying down specifications of food additives listed in
Annexes II and III to Regulation (EC) No 1333/2008 of the European Parliament and of the Council ( OJ L 83, 22.3.2012,

p- 1)1

e OJ L 158, 18.6.2008, p. 17.

f [**[Infant as defined in Article 2(2)(a) of Regulation (EU) No 609/2013 of the European Parliament and of the
Council of 12 June 2013 on food intended for infants and young children, food for special medical purposes, and total
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diet replacement for weight control and repealing Council Directive 92/52/EEC, Commission Directives 96/8/EC,
1999/21/EC, 2006/125/EC and 2006/141/EC, Directive 2009/39/EC of the European Parliament and of the Council and
Commission Regulations (EC) No 41/2009 and (EC) No 953/2009 ( OJ L 181, 29.6.2013, p. 35 ).]

g This restriction is applicable from 1 May 2011 as regards the manufacture and from 1 June 2011 as regards the placing on
the market and importation into the Union.]

h  [FOJ L 83,22.3.2012,p. 1]

i [®Infant as defined in Article 2(2)(a) of Regulation (EU) No 609/2013.

j Young children as defined in Article 2(2)(b) of Regulation (EU) No 609/2013.]

Editorial Information
X1  Substituted by Corrigendum to Commission Regulation (EU) No 1183/2012 of 30 November 2012
amending and correcting Regulation (EU) No 10/2011 on plastic materials and articles intended to come
into contact with food (Official Journal of the European Union L 338 of 12 December 2012).

Textual Amendments

F4  Inserted by Commission Regulation (EU) 2015/174 of 5 February 2015 amending and correcting
Regulation (EU) No 10/2011 on plastic materials and articles intended to come into contact with food
(Text with EEA relevance).

F5 Inserted by Commission Implementing Regulation (EU) No 321/2011 of 1 April 2011 amending
Regulation (EU) No 10/2011 as regards the restriction of use of Bisphenol A in plastic infant feeding
bottles (Text with EEA relevance).

F6  Substituted by Commission Regulation (EU) 2018/213 of 12 February 2018 on the use of bisphenol A
in varnishes and coatings intended to come into contact with food and amending Regulation (EU) No
10/2011 as regards the use of that substance in plastic food contact materials (Text with EEA relevance).

F7  Inserted by Commission Regulation (EU) No 1183/2012 of 30 November 2012 amending and correcting
Regulation (EU) No 10/2011 on plastic materials and articles intended to come into contact with food
(Text with EEA relevance).

F8 Inserted by Commission Regulation (EU) 2018/213 of 12 February 2018 on the use of bisphenol A
in varnishes and coatings intended to come into contact with food and amending Regulation (EU) No
10/2011 as regards the use of that substance in plastic food contact materials (Text with EEA relevance).

F9  Deleted by Commission Regulation (EU) 2017/752 of 28 April 2017 amending and correcting Regulation
(EU) No 10/2011 on plastic materials and articles intended to come into contact with food (Text with
EEA relevance).

F10 Substituted by Commission Regulation (EU) 2015/174 of 5 February 2015 amending and correcting
Regulation (EU) No 10/2011 on plastic materials and articles intended to come into contact with food
(Text with EEA relevance).

F11 Substituted by Commission Regulation (EU) No 1183/2012 of 30 November 2012 amending and
correcting Regulation (EU) No 10/2011 on plastic materials and articles intended to come into contact
with food (Text with EEA relevance).

F12 Substituted by Commission Regulation (EU) 2020/1245 of 2 September 2020 amending and correcting
Regulation (EU) No 10/2011 on plastic materials and articles intended to come into contact with food
(Text with EEA relevance).

F13 Substituted by Commission Regulation (EU) No 1282/2011 of 28 November 2011 amending and
correcting Commission Regulation (EU) No 10/2011 on plastic materials and articles intended to come
into contact with food (Text with EEA relevance).

F14 Substituted by Commission Regulation (EU) No 202/2014 of 3 March 2014 amending Regulation (EU)
No 10/2011 on plastic materials and articles intended to come into contact with food (Text with EEA
relevance).
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F15
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F20

F21

F22

F23

F24

F25

F26

Substituted by Commission Regulation (EU) 2019/37 of 10 January 2019 amending and correcting
Regulation (EU) No 10/2011 on plastic materials and articles intended to come into contact with food
(Text with EEA relevance).

Deleted by Commission Regulation (EU) 2015/174 of 5 February 2015 amending and correcting
Regulation (EU) No 10/2011 on plastic materials and articles intended to come into contact with food
(Text with EEA relevance).

Substituted by Commission Regulation (EU) 2018/831 of 5 June 2018 amending Regulation (EU) No
10/2011 on plastic materials and articles intended to come into contact with food (Text with EEA
relevance).

Inserted by Commission Regulation (EU) No 1282/2011 of 28 November 2011 amending and correcting
Commission Regulation (EU) No 10/2011 on plastic materials and articles intended to come into contact
with food (Text with EEA relevance).

Substituted by Commission Regulation (EU) 2018/79 of 18 January 2018 amending Regulation (EU)
No 10/2011 on plastic materials and articles intended to come into contact with food (Text with EEA
relevance).

Inserted by Commission Regulation (EU) 2016/1416 of 24 August 2016 amending and correcting
Regulation (EU) No 10/2011 on plastic materials and articles intended to come into contact with food
(Text with EEA relevance).

Inserted by Commission Regulation (EU) No 202/2014 of 3 March 2014 amending Regulation (EU)
No 10/2011 on plastic materials and articles intended to come into contact with food (Text with EEA
relevance).

Inserted by Commission Regulation (EU) 2017/752 of 28 April 2017 amending and correcting
Regulation (EU) No 10/2011 on plastic materials and articles intended to come into contact with food
(Text with EEA relevance).

Substituted by Commission Regulation (EU) 2019/1338 of 8 August 2019 amending Regulation (EU)
No 10/2011 on plastic materials and articles intended to come into contact with food (Text with EEA
relevance).

Inserted by Commission Regulation (EU) 2018/79 of 18 January 2018 amending Regulation (EU) No
10/2011 on plastic materials and articles intended to come into contact with food (Text with EEA
relevance).

Inserted by Commission Regulation (EU) 2019/37 of 10 January 2019 amending and correcting
Regulation (EU) No 10/2011 on plastic materials and articles intended to come into contact with food
(Text with EEA relevance).

Inserted by Commission Regulation (EU) 2020/1245 of 2 September 2020 amending and correcting
Regulation (EU) No 10/2011 on plastic materials and articles intended to come into contact with food
(Text with EEA relevance).

Textual Amendments

F1

Word in Annex 1 point 1 omitted (31.12.2020) by virtue of The Materials and Articles in Contact with
Food (Amendment) (EU Exit) Regulations 2019 (S.I. 2019/704), regs. 1, 76; 2020 c. 1, Sch. 5 para. 1(1)
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