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First report of the Scientific Committee for Food on
certain additives used in the manufacture of plastic
materials intended to come into contact with foodstuffs

(Opinions expressed unti! 3 May 1992)

Terms of reference

To adwvise on the toxicological assessment of certain additives which could migrate into
food lrom plastic matenials and articles intended o come into contact with foodstuffs.

Background

The Scientific Committeg Tor Food ("the Commiuee"} has already published various
reports on toxicological assessment of certain monomers and other starting subsiances
hercinafter reflerred to as "monomers” used in the manufacture of plastic materials and
articles intgnded to come inta contacl with foodstofts 1234 which comply with the
delininion of plastic matenals and anicles reported in the Directive 9/128/EEC 5,

Subseguently the Commission of the European Communilies has requesied the
Commitlee to evaluate additives in order o establish a list of substances, the use of
which 15 authorized 1o the exclusion of all others (positive list), The list in¢luded in the
present report 1s o 1irst bst of additives submitted to the Commitiee by the Commission, I
is only resiricied o the substances classified into SCF fists (-5, Other additives will be
the subject of further reviews,

The Annex Il hsts in alphabetrcal and/or PM/REF ("EEC packaging material reference
number™) order all the substances examined in this report.

Current Review

1. The Committee was Informed by the Commisston that it 15 intended to regulate
plastic malerials and articles coming inte contact with food by directives based on
the principle of positive lists.
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In elahorating its advice the Commitlee has taken into consideration 118
toxicologicul guidelines established in 1976 & and revised in 1990 7 Each substance
cxamined in this report was evaluated on the basis of information on its properies,
on ils use in plastic materials and arucles and of wxicity data submined to the
Commitee. Unpublished daia available o the Committee are listed among the
references. Only the main sources of anformation on which it has based s
assessment have been indicated.

In some cases the evaluation of the Comminge differs from that of the Council af
Europe §, hecause new toxicological data have become available for some of the
listed substances subseguent o the publication of the Council of Europe report and
hecause new scientific developments n toxcology, .2, concerning genotoxicity,
have been luken 1nto consideration.

For the purposes of this weport the Committee has endorsed acceplable daily
intakes (ADI} already established by this Commitee or by JECFA., When JECFA
ADIs were wsed the Commites did not necessarily review the data base for the
JECFA decision. Intake Itom packuping materials should be included within the
quantity ingested Irom (ood additive use. The Committee stresses that the
acceptance of an AD] figure, in the context of this evaluation of addstives used in the
manufacture of plustic materials docs not necessarily mean the endorsement of the
figure for food additive use,

The Committce also endorsed provisional maximuom tolerable daily intakes
{(PMTDID) or provisional tolerable weekly intakes {PTWI} set by JECFA for
conlaminants. In former times JECFA uscd the terminology "not limited”. At the
18th JECFA meeting this classification was chunged 10 "not specified” as this was
found muore appropriate. In line with the background for the latter decision SCE has
for reasons of consistency used the classification “not specified” throughout. Some
substances which have not been found acceptable for direct food uses may sull be
considered acceptable for inclusion in plastic materials since concentrations in food
from migration would be so low as to be toxicologically accemable.

The Committee estahlished wlerable daily intakes (TDI) where the data sufficed for
this purpose and temporary TDIs (t-TD where additional data are reguired. In
selecting this approach the Committee was aware that the available wxicelogical
data were less extensive than in the case of food additives {eg. reproduction,
cralogenictty ar mulagenivity daa somctimes were incomplete or lacking.)
Thereiore, in establishing these TDs a particularly cautious approach was chosen
involving the choice of a larger safety factor than usual. The Commitiee considered
that many of the additives which could migrate potentially Irom plastic muenals and
articles might also migrate from other materials. when present therein, inte the
sarme or ather foods or mipht be ingested from other sources. The TDIs need not e
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restricted in their applicability to substances used in plastic materials and articles,
The TDIs are valid equally it these substances are used as components in the
manulaciure of any other group of materals and anicles for (ond packaging.

The Committer emphasises that, cven when a addilive 1s toxicologically acceptable,
for reasons of food gquality, migration of such a substance inwo foods from plastic
materials and articles should be as low as possible and therefore recommended that
the finished plastic mawrials and articles contain the lowest possible level of
additves 1o achieve the technological cffect. This may also avoid a sitwation in
which most of a TDI is taken up hy a substance approved for use in plastic
materials and articles and thus blocking its use in other packaging materials and
arlicles. where it might also be technelopically required.

Conclusions on the oxicolopical assessment — with selecled references -~ were
prepared for these subsiances for which the Commitiee was able (0 express an
opinion. The Committee considered that the assessmoent of substances in lists 6-9
posed 4 number of difficulties due to incompleteness or absence of data ar hecause
the data indicated that the subswance might have wixic properties,

List 4 contains some substances Tor which sensitive methods ol analysis have been
developed and for which very low migraiion limits have been set. For other
substances on List 4 similar sensitive methods should be developed so that
appropriate low migration limits could be defined. The Committes recommends that
appropriate sensitive methods of analysis should be developed within three years of
publication of this repoil.

The Commiutee considered that substances in List & for which data are lacking or
are insuflicient were suspected of having toxic properties, Those in List bA arc
sgspecled of having curcinogenic properties, those in List 6B are suspected of
having other toxic praperties. Each substance listed in List 6A should in principle
not he detectable in foods or in food simulanis by an appropriate sensitive method
for that substance. The Committee recommends that the information be sypplied or
that the appropriate loxicological tests be carried out as soon as passible.

Lists 7 and ¥ also contain substances of concern due respectively to the
incomplelencss or absence of data.

The Commiltee recommends that for the substances in Lisis 6-9 the requested data
shauid be supplied in accordunce with the timetwhle set out in the Appendix of this
report,

When additional studies are needed for the final evaluation this is indicated beside
the substunce by the word "Needed” together with a brief note of the studies
required as [ollows:
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9.1 Hydrolysis data

In some cases results of hydrolysis studies may Justily a reduction in loxicolegical
testing. This may arise when the chemical structure of monoesters suggests ready
hydrolysis intn subsiances which are wxicologically scceprable and already in Lists
0. 1. 2, or 3. Demonstration of hydrolysis may be carnied out in foods or food
simulanis, representing the range of foods with which the substance may come into
contact, Alwrnatively, or in cases where hydeolysis in food does not occur,
hydrolysis can be evaluated in simulated saliva and/or pastrointestinal Huids.

9.2 Mutagenicity studies

In principic, the {ollowing three tests should be provided.

i) a test for gene-mutations in hactera;
11} a test for chromosomad aberrations in cultured mammalian cells;
i} a test for gene-mutalions in cultured mammalian cells; under special

circumstances another validated cukuryosic lest delecting gene-mulations
may be acceptable,

For detection of chromosomal aberrations the Commitiee has chosen an fv vifro
test with culwred mammaiian cells only, despite the fact that for many chemicals
the jn vive micronucleus test will already have been performed. The reason is that
the micronucleus test may he relatively insensitive In comparison with the i vivre
test with cultured mammaliin cells,

9.3 Peroxiseme profiferation study

A number of esters possess the poiential of inducing proliferation of hepatic
peroxisomes and increused cnzyme activity when administered at high dietary
levels 1o rodents. The rodents have also reacled with an increase in hepatic
adenomas andfor hepatic carcinomas.

It is not known whether tumour development is casually relaed 1o peroxisome
proliferation. However, peroxisome profiferation is onc of the sensitive Loxic
responses 10 these compounds and is a marker for their hepatotoxicity.

94  Neurotoxicity studies

Neurotoxicity has been induced by numerous toxins of natural origin. solvents and
arganosphosphorus compounds. When compaunds from the later group have 10 be
assessed, a study on newrowoxicity is essential. Tn ihis instance the hen is the
animal model of choice, Other methads are more appropriate for other groups of
subslanges.
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10.

11,

12,

13,

Whenever acids, phenols or alcohols have been evaluated, the assessment also includes
aluminium, ammonium, caleiun, ron, magnesium, potassium, sodium and zinc salts,

Substances for which the Commitiee was able 10 express an opinion are reported 1n
Annex I, Substonces for which there was insufficient toxicological data to enable the
Committee to express an opinicn are reperted in Annex IL Where CAS numbers are
available these are specified to the left of the chemical name.

Where the required data are not specified in the lists and for new substances the
informatcon needed in general for assessment has been set out elsewhere in puidelines by
this Commitiee 7. The extent to which substances migrate into foods or in food simulants
will determine the amount and type of toxicity data which may be required.

Annex I: Snbstances for which the Committee was able to
express an opinion

Annex I consists of the following 6 lists:

{See abhbreviations in paragraph 14)

List 0

Substances which may be used in the production of plastic materials and articles, eg.
food ingredients and certain substances known from the intermediate metabolism in man
and for which an ADI need not be established for this purpose.

List 1
Substances for which an ADI, a iemporary ADI (1-ADI}, a MTDI, a PMTDI, a PTWl or
the classilicalion "acceptable™ has been established by this Commintee or by JECFA.

List 2
Substances for which a TDI or a 1-TDI has been established by this Commiltee.

List 3
Substances for which an ADI or 2 TDI could not be established, bul where the present
use could be accepted.
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List 3

Suhstances for which an ADT or a TDI could not be ustablished, bat where the
present use could be accepted.

Some of these subsiances are self-iimiting because ol their erganoleplic properties
or are volatile and therefore unlikely o be present in the finished product. For other
substances with very low migration, a TDI has not been set but the maximum level
(0 be used in any packaging material or a specific limit of migration is stated. This 1s
hecause the available exicological data wouold give a TDI which allows that a
specific limit of migration or a composition limit could be fixed at levels very much
higher than the maximum likely imakes avising from present uses al the additive.

List 4

Section dA: Substances for which an ADI or a TDI could aot be established,
but which could be used if the substance migrating isto toods or in food
simulants is not detectable by an agreed sensitive mothod (sec alsa
paragraph Th.

Section 4B: Substances for which an ADI or a TDI could not be established,
bul which could be used if the levels of monomer residucs in materials and
artickes intended to come o contact with foodstufts are reduced as much as
possible.

List 5

Substances which shoutd not be used.
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14. Abbreviations

First part:
ADI
MTDH
NS
PMTDI]
PTWI
K

THI
1-ADI
1-TDI

Second part
BIBRA
CAS No

CIVO-TN{ =

EM
FAQ
HRC
IARC
JECFA

NTP

RI1VM

S5CC
SCF
WHO

I

I

-
-—

Accepltable Daily Intake

Maximum Tolerable Daily Intake

MNot Specilicd

Provisional Maximum Taoleruble Daily Intake

Provisional Tolerahle Weekly Intake

Restriction indicated. If not otherwise indicated R: x mpfkp
means medkg of food or Toed stimulant

Tolerable Daily Intake

Temporary ADI

Temporary TDI

British Industrial Biciogical Research Associauon (UK)
Chemical Abstract Service Registry Number (USA)
Cenatral Institute Tor Nutrition and Food Rescarch {NL)
eleclron microscopy

Food and Agriculiure Organization (LIN)

Huntingdon Resgarch Centre (UK

International Agency for Research on Cancer (F)

Joint FAQ/MNWHO Expert Committee on Food Additives
{UN)

National Toxicology Program {LUSA}

MNational Institste for Public Health and Evironmental
Protection (NL)

Scientific Commiiee for Cosmetnlogy (EEC)

Scientific Commitiee for Food (EEC)

World Health Organisation (UN]
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ANNEX I

SUBSTANCES FOR WHICH THE COMMITTEE WaAS ABLE TO EXFRESS AN OPINION.
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PM/REF

03T

10380

35340

35845

IGTEG

ITMn

41040

41960

42800

45940

46070

46080

55190

55440

55630

55680

360440

551460

36140

55640

SETI0

SGRE0

513E0

57440

LIST 0

Substances which may be used in the production of plastic materials
and articles, e.g. food ingredients and certain subsiances known from
the intermediatc metablism in man and for which an ADI need oot be

CAS

ORAI-58-5
Q00506-30-4
DOTTT 440
002012-£%9-1
0001 12-R5-6
QO5743-16-2
Q001 24-07-2
DOIO0D-71 4
Q00334483
01001 6=3240-3
O 75R3-20-0
025204-02-2
DOR000-70-8
OO0050-99-7
DO0110-94-1
7
026402-29-9
D27902-24-5
G2E909-06-4
D26402-22-2
026402-26-6
026894-50-8

031323382

established for this purpese.

NAME

Acetylacetic scid, salts
Acciylacetic acid, sodium skl
Arachidic aed
Avachidonic acid
Beeswax

Behenic acid

Calcium butyrate
Caprylic acid

Casein

r-Decancic acid
alpha-Drextrin
beta-Dextrin

Gadoleic scid

Celatin

Glucose

Glutaric arid

Glycerol dibutyrate
Glycero] dipropiooate
Glycerol dincinoleats
Glyceral mopobutyTate
Glycerol monchexanoate
Glyecrol monooctanoale
Glycerol monopropionats

Glyeerol monoricincleate
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i3

LIST 0

Substances which may be used in the preduction of plastic materials
and articles, &.g. food ingredients end certain subslances knowa from
the intermediate meabolism in man and for which an ADT nesd pot be

established for this purpose.

PM/REF  CAS MNAME
5TE40 OOOE0-03 -5 Glyesrol tnbwbyrate

100 O0E20-67-T  Giyeera] miheptanoste
58080 000130-45.7  Glyceral tripropionats
583160 QRO139-44-6  Glyceral mis(] 2-hydroxystearate)
38240 0Q00535-33-1  Glycerol tristearate

59260 000142-62-1  n-Hexanoic acid

§1840  DOQ1Q6-14-9  12-Hydroxystearic acid
62043  00013%-44-6  12-Hydroxystearic acid, miester with glyeerol
63280 QO0143-07-7  Launc acid

63340 000123-76-2  Lewvulinic acid

§3920 HM557-59-5  Lignocenc acid

G415 OOO0G0-213-3  Linclete acid

£4130 - Linoleic acid, salts

Galig 0ZBZ90-79-1 Linclcnic acid

64500 . Lysine, salts

71020 GO3T1=-49-0  Palmutoleic aced

38800 G03005-25-8  Starch, sdible

B8R0 063412-29-1  Starch, hydrolysed

F11E5 000057-50-1  Sucrose

PI1007  O61TRE-ST-T  Tallaw

0

G195 - Taurine, sajts

SIRIC - Whesl pritein

959%0 0090106650 Zein
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LIST 1

Substances for which an ADIL a -AD, & MTDI, a PMTDI, a PTWT or the
classification "accepiablc™ bas been established by this Commutiee

or by JECFA,

PM/REF CAS NAME

0000 QDDO64-19-T  Acefic acid

33045 D00173-96-4  Acetc acid, n-butyl esler
AC0ED Ha1B0-12-5  Acets acid, copper salt

G40 OO0 141-7B-6  Agetic acid, ethy] ester

30130 00638180 Acetic acid, manganese{11} salt
A04GD - Acetylated glycerides

0eE0 - Acids, aliphatic, menocarboxylic (Ca-C22}),

esters with poly plycerol

31730 000124049 Adipic acid

33070 OODQG2-18-0 Agar-agar

33350 009005-32-7  Algnic acid

33364 - Alginic acid, salts

5310 MO7E54-41-7  Ammonia

35440 012124-97-%  Asmmonium brownds

15520 012125.02-9  Ammonium chlonde

SCF OPINION

Group ADI : not specified.
{8CF, I5th Series, 19%1)

t-ADI : 5 mp'kg bow.
(5CF, 23th Series, 1991)

EMTDI - 0.5 mgfkg bow. {expressed as Cuj.
{JECFA, 26th mesting, [982)

AL not specified.
(3CF, [1th Scres, 1981)

L1 for acetic acid,

Group ADI ¢ not spesified.

{SCF, 25th Series, 1991

L2 for Mn.

Group TDV : 0.01 mg/kg b.w. (expressed as Ma).
Recommended dmly allowance : 2-3 mgiday.
Average daily intake - 10 mE.

(Manganese. Envirenmental Hezlth Criteria 17,
WHO, Geneva, 1981

AN not specified.
(SCF, Tth Series, 1978)

Group ADL : 25 mgikg bow.
{SCF, Tih Series, 197E)

ADL : 5 mep'kg baw.
(SCF, 25th Serics, 1991)

ADT : nat specified,
(SCF, Zlst Series, 1989}

AR not speeified,
fIECFA, 1992)

ADI 1 50 mp/kg bow,
(JECFA, 17th meeting, 1973)

AL : not speeified.
fRCE, 25th Series, [99])

Group ADI : 1 mg/kg b.w. (expressed as Br) as
pestcide testdue.

{IMPE "Pestcide residues in food”, [98E, paper
93/1)

ADY - pot specified,
(SCF, Rx}
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LIST 1

Substances for which an AD. a t-ADL, 2 MTD1, a FMTDIL, a FTWT or the
classification "acceptable”™ has been established by this Committce

EM/REF  CAS
13600 KM 336-21-6
6009 QOO0 50.81-7
IG0ED H0137-66-6
16169 Q060509
17260 R 1 0D 527
37609 QeO065 -850
35400 0C0100-31-6
40720 Q25013-16-5
d| 120 aroga3-s2-4
41280 Lo1305-62-40
i 52 001305-78-3
42160 (KM 24-38-%
42320 007492584
42500 -

44160 Cooa7y-92-9
44640 QOO T7-91-0

or by JECFA.
NAME SCF QFINION
Ammoenum hydroaude ALY ¢ not spesified.
{SCF, Rx)
A scorbic acid Acceplable,
(5CF, 2Ind S=riez, 198%
Ascorby] palmitate Acpeplabla.
(5CF, 32nd Senes, 1989)
Agcorpy] swarate Accepuble.
Covered by the assessment for ascorby! palmitate,
Benzaldehyde Group ADT @ 5 mgfkg bow. expressed as henzoig
acid.
(FECFA, 11th meeting, 19467)
Benzoic acid Graup ADI : 5 mpfks bow,
(JECFA, 27th meetng, 1923)
Benzyl alcohol Group ADI @ 5 me'kg bow._ expressad as benfoe
acid.
{SCF, t1th Series, 1981)
ten-Butyl-4-hydrotyamsole { = BHA) -AD[ ;0.5 mpfp bow,
{5CTF, 22nd Senes, 193%)
Cajciom chlorde ADT : not specified.
(SCF, Rx)
Calcjum hydroxide ADL : not specified,
{5CF, Rx)
Calecium oxide ADI : not specidied,
{SCF, Rx)
Carbon dicxade ADI : not specihed.
{JECFA, 13rd meetng, 1980)
Carbomic acid, copper salt PMTDI : 0.5 mg'kg bow. {sxpressed as Cu).
{JECFA, 26th meeting, 982)
Carbonic acid, sals AL ; not specified for carbonate.
(SCF, Rx})
Ciic acid Group ADI : not specified for citric acid and its
salrs.
(SCF, 35th Series, 1991)
Citric azid, trethyl ester Al - 20 mpke bow.

fIECFA, 2Bth meeting, 1984)
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LIST 1

Substances for which an ADI, a t-AD1, 3 MTTH, a FMTDI, a PTWI or the
slassification "acceptable™ has been established by this Committes

PM/REF  CAS
45195 QOYTET-70-4
45200  0076B1-65-4
46640 (00128370
40525 -

52800 QO00G4-17-3
54420 000121-31-4
55040  0Q0064-13-6
55120 OOG110-17-8
55200  OO1166-52-5
55280 ODHN034.01-]
55360  0O0L21-79-9
5390 DOODSER1-G
56000 (25395317

or by JECFA.

NAaME

Copper(l) bronude

Coppen(l) iodide

2, 6-Dn-tert-butyl-prresol (= BHT)

Drimethylpalysloxans

Edhanel

Ethylvamilin

Formic avid

Fumare acid

Gallic acid, dodecy] ester

Gallic acid, octyl ester

Gellic acid, propyl ester

Glyeeral

Glycerol dincetate

SCF_OPINION

PMTDI - 0% mg/kg bow. {expressed as Cu),
(JECFA, 24th mecting, 19825,

ADT : 1 mefkg bow. fcapressed as Br), It occurs
also 2% o pesticide residue.

{IMPR, “Pesticide residues in food”, 1388, paper
93]

PMTDI : 0.5 mg'kg bow. {cxpressed as Cu).
(JECFA, 24nth meeting, 1982)
PMTDI - 0.017 mp'kg bow. (expressed 23 1.
(JECFA, 13rd meeting, 1988)

ADT : 0,05 mpfkg bow.
(SCF, 22nd Senies, 1989)

ADH = L5 mg'kg bow.
(JECFA, 1Bth report, 1871}

Acceplable,
{SCF, 11th Series, 1931}

ADI : 5 mgiky baw,
{IECFA, 35th moesing, 1990}

Group ADI @ 3 mpfkg bow. for formic actd and
cthyl formate,
{(JECFA, 17th mesang, 1973}

Al : 6 mg'kg bow.
(SCF, 25th Series, 1991}

Group ADI : 0.5 mg/kg bow. for dodecyl, octyl
and propyl esters.
(SCF, 22nd Serics, 1989)

Griup ADI : 0.5 mpikg bow, for dedecyl, actyl
and propyl esters.
(SCF, 22nd Series, 1989)

Growp ADI : 0.5 mp/kg b.w. for dodecyl, oetyl
and propy! esters.
SCF, 2¢nd Series, 1989)

Group ADI1 : not specified for glycerol, glycerol
disceiate, glycerol iacetste and  glycerol
monaacatabe,

(5CF, 11th Senes, 1981)

Growp ADI : aot specified for glyceral, giveerol
diacetate, plycerol triacetate and  glycerol
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LIST 1

Substances for which an ADI, a -ADI, a MTDI, a PMTUDI, 2 PTWI cr the
classification "zcecptable® has been established by this Committes

PM/REFE CAS
56080 025637-84-7
36230 DN EI-BI-Y
Fa600 026446-35-5
56860 025495724
37120 ?

57280 7
57520 03566311
37680 ?
57160 OOOL02-T76-]
38300 -
38360 COPO-25-T
58400 CR000-10-0
ER4ED GORO-01-5
59990  {(H¥7647-0]-0

or by JECFA,

Glycernl diglzate

Glyceral distearate

Glycerol monoacetate

Glycerol monooleals

Glyceral monoaoleale, cster with citric actd

Glycernl monopalmitate, ester with citric
acid

Glycerol monosicarate

Glycercl monpstearate, ester with citfc acid

Glycernl tnacetate

Glycine, salls

Guaiac gum

Guar gum

Gumn arabic

Hydrochlons acid

SCE GFINION

moneacetaks,
{SCF, 1lth Senies, 1981}

ADL @ not specified,
(JECFA, 17th meetng, 1973)

Al . not specrfied.
ECFA, 1Tth meeong, 1973)

Group ALY @ ot specibed for glycerol, glycerol
discetate, glycerpl macelale  apd  glycerol
monoacetate.

(SCF, U1th Series, 1981}

ADL : not specified.
{JECFA, 1Tth meeting, 1973;

AD] : not specified for cittie acid and fatty acid
esters of glycorol.
{SCF, 7th Series, 1978)

A - not specified for citric acid and ety acid
esters of glyoerol.
(SCF, Tth Series, 1978)

ADM : oot speeified.
(JECFA, I Tth meeting, 1973)

ADL : not specifed fur citne acnd and faky acid
esters of glyeerol,
{SCF, Tth Series, 1974}

Group AD] : noL specified for glyeerol, glyceral
diacetats, glycerol triacetate and  plycecol
MOTICEtate.

{SCF, 1tth Series, 1951)

ADI : acceptable,
{5CF, 25th Seres, 19%1)

ADIL ;2.5 mg/kg bow,
(JECFA, [7th meeting, 1973;

Al : not speeified.
(SCF, Th Series, 1972)

AD] oot specified.
(JECFA, 35th meeting. 1989

AN ¢ not specihed.
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LIST 1

Substances for which ao ADD, a t-ADI, a MTDI, a FMTLI, a PTWI or the
elassification "acceptable” has been established by this Committes
ar by JTRCFA.

PM/REF  CAS

SCF OFIMION

{SCF, Ra)

SOT60 O00:20-a7-3  4-Hydroxybenzoic acid, ethyl ester Group ADE @ 10 mgkg bow. for ethyl, methyl
and propy! esters,
{SCF, st Senes, 1974)

G020 Qo0099-76-3  d-Hydroxvbenzoic acid, methyl ester Group AD] - 10 mp'kg bow. for cthyl, methyl
and propy] esters.
(SCF, 1st Series, 1975)

g0240  0O0094-13-3  4-Hydraxybenroic acid, propy! ester Group ADI : 10 mg'kg bow. for ethyl, methyl
apd propy! esters,
(SCF, 1st Series, 1975

61800 0OPS-16-T  Hydeowypropy! starch ADT - pal specified,
{(SCF, 13th Series, (982}

62720 001332-38-7 Kaolin ADI : not speeilied.
(SCE, 25t Series, 1991)

fH2830 O0-36-6  Karaye gum ADI 2 12,5 mp'hg bow.
{SCF, 2151 Series, 1989)

2060 O00050-21-5  Lactic acid ADY : not specifisd.
(SCF, 25th Series, 1991}

63200 051877-53-3  Lachc acid, mangapcse salt 1.1 for lachc acid.
Al - pot speciticd,
(SCF, 25th Szries, 1971)
L2 for Mn.
See references For acetic acid, mangancse(ll] salt
in L2,

61760  00B002-43-5 Lecithin ADI : not specificd.
(FECFA, ! Tth mecting, 1973}

64560  0D7786-30-3  Magnesium chlonide ADI[ : not specified,
(SCF, Rx)

£4640 001209-42-3  Magnesium hydroxide ADI : not specihed.
(SCF, Ex}

64720 001309-48-4  Magnesium oxide ADI : not spectfied.
{8CF, Rx)

65020 0O06915-15-7  Malic acid AD] - not specified.
(SCF, 25th Series, 1991}

65520  OO008T-78-3  Mannitol ADI : acceplable.
(SCF, 16ch Scrics, 1985)
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LIST 1

Substances for which an ADL, 2 ¢ADI, a MTDI, a FMTDI, a FTWI or the
classification "acceptable™ has been cstablished by this Committes

PM/BEF  CAS
67809 D05 44-63-58
69040 000 12-80-]
60455 Q07 38a-22-7
E9455 019153-79-8
T04 00 QOo05T-10-3
TOE20 020466-33-5
TR0 03 I67E-G3-4
T440 009000-55-5
Tiedd (I 7664-35-2
73040 0]13763-32-1

120

19040

Q101 24-34-6

00900 5-64-5

ar by JECFA.

hvnsoe acid

Ceic acid

Ol acid, lithium sale

Deir acid, manganess salt

Palmobc acid

Palmitic acid, lithium selt

Palmitc acid, manzansse salt

Peckin

Fhosphoric aad

Phosphonc acid, Lithium salt

Phasphoric acid, manganese salt

Polyethylenegiycol sorbitan monolaurate

SCF OFINION

ADI : not specified,
(SCF, 25th Senes, 1991)

AD] : not specified.
{5CF, 25th Seres, 1991)

L1 {= not specified) foe oleic acid.

L2 for Li.

Group TDI : 0.0] mg'kg b.w. (eapressed as Li).
See references for 32000 in L2 in this report.

L1 (= not speaified) for cleic acid.

L2? for Ma.

Group TDI : 0.8]1 mgfkg bw. (expressed as Mnj.
See references for 30180 in L2 in this report.

AD ¢ not specified.
{SCF, 25th Series, 1991}

L1 (= not specified) for pelmitc acid.

L2 for Li.

Group TDT : §.01 mgfkg bow, {erpressed as Li)
See referances for 33000 in L2 in this Tepurt.

LI (= not specified) for palmitic acid.

L2 fer Mn.

Group TD! : 001 mpfkg b.ow. {expressed as Mnj).
Ser refereaces for 30180 in L2 in Hhis report,

ADI ¢ a0t specified,
{SCF, 7th Serics, 19%78)

MTDI : 70 mipfkg bow. {expressed as Pl
(SCF, 25ih Series, 19%1)

L1 for phosphornic acid,

MTDI : 70 mg/kg b.ow., {expressed as P).

{8CF, 25th Senes, 19%1)

12 for Li, _

Group TR : 0.01 mgfkg bow. (expressed as L1).
See references for benzoic acid, Litdiem salt,

L1 for phosphoric aeid.

MTDE : 70 mglkg bow. (cxpressed as Pl

{SCF, 25th Series, 1991}

L2 for Mn.

Group TDL : (0L me/kg bw. {expressed as Ma).
See references fur acetic acid, manganesc(Il) salt,
ABlL 10 b.ow. for

Croup melkg
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FM/REF

TR0

FR2E0

o440

20160

80240

Q320

aorad

B1520

&]a00

LIST 1

Substances for which an ADE, a t-AD!, a MTDIL, a PMTDI, a PTW] or the
classification "acceptable” has been established by this Commitlce

or by JECFA.

009005-56-7  Polyethyleneglycol sorbitan monopalmitale

ROeD0S-67-4  Polysthylencglycol sorbifan monostearats

D09005-71-4  Polyethyleneglycol sorbitan mmistearate

037349-34-1  Polyglycerol monostearate

020804.35-7  Polyplycerol ncinoleate

O0RD02-32-0  Polyglycerol sicarate

B08t, 7-1&1  Polyphosphonic acids

O7752.02-3  Potazsium bromide

001210-58-3  Potassium hydrozide

SCF QFINION

polyethylensglyeol  sorbitan monolaurate,
polyethyleneglycol  sorbitan  monooleate,
polyethyleneplycol  sorbitan  monopalmitate,
polyethyleneglycul sorbitan monostoarate  and
pulyethyleneglycol sarbitan rstearale.

(SCF, 15th Series, 1985)

Group ADI : 10 mgikg bow. for
polyethyleneglycol  sorbitan  monolaurate,
poiycthyleneglycal sorbitan  monooleate,
polyethylencglycol  sorhitan  monopalmitate,
polyethylencglycal sorbitan menostearate and
palyethyleneglycol sorbitan tnstcarate.

t&CF, |5th Senics, 1985)

Group ARl 10 mg/kg b.w  for
polycthyleneglycol  sorbitan  menpolaurate,
polyethyleneglycol  sorbitan  monooleate,
polyethylencglycal  sorbitan  monopakmitate,
polyethyleneglycol sorbitan monosicarate and
polyethylenegly col sorbitan tristearate.

(§CF, L5th Sepes, 1983)

Group AR! @ 10 mgikg bow. for
polyethyleneglycol  sorbilan monalaurate,
polyethylencglyenl sorbitan  monooleate,
polysthyleneplycol  sorbitan  monopalmitate,
polvethyleneglycol sorbitin  monostearate and
polyethylencglycol sorhitan tristearate.

{S8CF, 15th Senes, 1983

ADIL ;25 mgflkg bow.
(SCF, Tth Serics, 1976)

ADT - 7.5 mpfig bow.
(SCF, Th Senies, 1973)

ADI : 25 mp'kg hw.
(JECFA, 2th mesting, 1981)

MTDI : 70 mgikg bow. (expressed as Pl
(JECFA, 26th mesting, 1982}

Group ADI : ] mg/kg bow. (expressed as Bry as
pesticide residue,
Ses references for ammonium bromide.

ADI : ol specified.
(SCF, Rx)
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LIST 1

Substances for which an ADI, a 1-AD], a MTDL, a PMTD!, a PTW] or the
¢lassification "acceptable” has been established by this Committes
or by JECFA,

PM/REF  CAS NAME SCF OPINION

21680 007631-11¢  Potassium iodide PMTD : 0.017 mgikg b.w. {expressed as 1,
JECFA, 33rd meeting, 1988)

B840 QOO05T-35-6  1,2-Propanediol ADIL 25 mgfig bow,
: {JECFA, 17th mesting, 1973}

21352 DHAOGT-63-0  2-Prapann) CAD] ;1.5 mgkp bow
(SCF, 11th Beries, 1981)

BlNH)  GO{O79-0%4  Propiomic acid Group ADE @ not specified.
(SCF, Ist Senies, 1975

82080  00%005-37-2  {,2-Propyleneglycol alginats Group ADT @ 25 mpfkg bow.
(TECFA, 17¢h meeting, 1973)

82240  022738-19-8 I,2-Propyleneglycol dilzurate Group ADI : 25 mgikg bow, [expressed as
propyleneglycal)for 1,2-propyleneglycol egters of
fatty acids.

(JECFA, | 7Tth mecting, 1973)

82400  000i05-02-4  1,2-Propylensglycol dicleate Group ADL : 27 mg'kg bow. (expressed as
propylencglycol) for 1,2-propyleneglycolesters of
fatty acids.

{JECFA, 17th meeting, 1973}

B2540 033387-20-1 1, 2-Propyleneglycol dipalmitate Group ADI : 2% mgfkgp bow. (sxpressed as
Propylensglycolfor 1,2-propyleneglvcolesters of
fntty woide.
fJECFA, 17th meeting, 1973)

B2720 DO6182-11-2  1,2-Propylensglycol distearate Group ADIl : 25 me'kp bow. (cxpressed as
propyleneplyealyfor 1, 2-propylensglycol esters of
famy acids,

(1ECFA, 17th meetng, 1973)

$I800  027194-T4-7  1,2-Propylencglycol monolaurate Group ADD @ 25 mgfkp bow. f{expressed as
propylensglyeol)for 1, 2-propylencglycol esters of
fatty acids,
UECFA, 17th meeting, 1973)

EI960  00Q1330-30-9 1, 2-Propyleacgiyes] monooleate Group AD] @ 25 mp'hg bow. {expressed as
propylenegiycol) for 1,2-propylencglycol ssters of
futty acids.

ECFA, 1Tth meesting, 1573)

£3120  029043-2B-1  1,2-Propylencglycol monopalmitate Group ADI @ 25 mpfhg bow. [eapressed as
prapylencglyeol) for |, 2-proprlencglyeal esters of
fatty acids.
(JECFA, 17t mectng, 1973)
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LIST 1

Substances for which an ADI, a t-AD!, a MTDI, a PMTD!, a PTWI or the
classification "acceptable” has been established by this Committes

or by JECFA,
PM/REEF CAS NAME SCF OFINIGN

3300 O01323-39-3  1,2-Propyleneglycul monostearat: Growp ADI @ 23 mglkg b.w. {=xpressed as
propylensglycoljfor 1,2-propyleneglycolesters of
farty acids,
{JECFA, 1Tth meetng, 1973)

3340 002466093 Pyrophosphonic acid MTLH : 70 mg/kg bow, (expressed as P).
(JECFA, 26th mesting, 19582)

34000  D0EO5-31-5  Rosin, ester with glycerol ADN = 12.5 mgfkp b.w.
[(SCF in press, sse CS/PM/1623}

gage0 0001 {9-36-8  Salicybc acid, methyl ester ADI : 0.5 mgfkg bow.
{JECFA, 11th meeking, 1967)

E5550  00F000-59-3  Shellac AT ; accepiable.
(SCE, 26 Series, 1992)

g6240  GO7631-B69  Silicon dioxide ADT : not zpecified.
(SCF, Rx}

B64E0  007631-90-5 Sadium bisulphite Group ADI : 0.7 mz/kg bw.
(ECFA, 27th mecting, 1983)

§6560  (0T647-15-6  Sodium bromode Group ADY : | mg/kg bow. {expressed as Br) as
pesticide residue.
See references for ammenium brotide.

6720 oLI10-T3-2  Sodium hydroxide ADI : not specified.
(SCF, Rx)

BHE00 007651-82-5  Sodiom iodide PMTDL : 0.017 mg'kg bow, {crpressed &3 1)
{JECFA, 33rd meatng, 1988)

36960  0O07757-233-7  Sodium sulphite Group ADM - 0.7 mg'ke bow.
(JECFA, 27th meeting, 1983)

E7120  0O7772-98-7 Sodium thiosulphae Group ADI - 0.7 mgfkg b.w. (capressed as 502y,
Included in the group ADI for sulphites.
tJECEA, 27th meeting, 1983}

g7z00  O00L10-44-1  Sarbic acid ADI : 25 mpfkg bow.
{SCF, tth Series, 1978}

B7600  QOI173E-15-2  Sorbitan monolaurate Group ADI : 5 mgfkg bw. for sorbitan
monolaurate and sorbitan moaooltale.
(507, Tih Seriss, 1978)

FTEE0  O01338-43-%5  Sorbitan moncoleats Group ADI : 5 mgikg bw. for sorbitan

monnlaurate and sorbitan monooteate,
{SCF, Ty Senes, 1978)
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LIST 1

Substances for which ap ADE, a t-ADI, a MTD], a PMTDI, a PTW] ar the
classification "acceptable” has been established by this Commiliee

PM/REF  CAS
27760 026266-57-%
37840 001338416
B340  026658-19-3
53320  00O050-70-4
89040  OOOO5T-11-4
89200 OUOGE0HG0-&
0260 GDA4A5-12-5
90290  (10476-84-3
0600 ODE994-5%-3
90800  CGO5793-94-2
Doos0  QDOLL0-15-6

or by JECFA.

NAME

Sorbitan monopalmitate

Sorbilen monostearats

Sorbitan tristcarale

Sorhitol

Stearic acd

Stearic acid, copper(ll) salt

Stearic woid, lithium saf

Stearic acid, manganese salt

Stearic zoid, tnfll) salt

Stearoyl-2-lactylic azid, calcium salt

Succinc acid

SCE GFINICN

Group ADI : 25 mgfy bow. for sorbitan
munostearate, sorbitan  monopalmitate  and
sorbitan tustesrabe.

(5CF, Tth Serigs, 197TE)}

Group ADI : 23 mgfkg bow. for sorbitan
monastearats,  sorbitan  moncpalnutate  and
sorbitan tistcarate,

JACF, Ttk Series, 1978)

Group ADI : 25 mgkg b.w. for sorbitan
menosbearite, sorbitan  monopabmitate  and
sorbitan BistEarate.

{SCF, Tth Series, 1978)

Apeeptable,
(5CF, 1oth Senes, 1085}

ADI : not specified.
{SCF, 25th Series, 1991)

PMTDI : 0.5 mg/kg b.w. (eapressed as Cul,
fJECEA, 26th meeang, 1981)

L1 for atearic acid.

ADL : not specibied.

Ses references for steane xeid.

L2 For L.

Group TDI : 0.01 mp/kg b.w. (expressed 25 Li).
See refarences for 38000 in L2 in ts repart.

L1 for stearic acid.

ADI : not specified,

Ses referonces for steanc acid.

12 for Mn.

Group TD! : 081 mgfky b.w. {expressadas Mn),
Ses references for 30180 in L2 in this report,

L1 for steanc acid.

ADI : not specified.

Sea refersnces for stearic acid.

L1 for En.

FTW] : 14 mg/kg b.ow. (expressed as Sn).
{IECFA, 33rd meeting, 1989)

ADT - 20 mg'kg b.ow.
(SCF, Th Sertes, 1978)

ADI ; not specibed.
{8CF, 25th Senes, 1991)
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Substapees for which an ADI, a t+-ADI, § MTDI, a PMTDI, a PTW] ar the
classification "acceptable” has heen established by this Committee

EM/REF CAS
91200 MMI126-13-6
01929 Q07664-93-9
Q2060 (KFr488-55-3
S20E0 0] 4807-90-
G160 QMR 7-60-4
%2350 OO 12-60-7
82413 00T TTL.G0-8
43420 COTE4E-TE-2
83440 O13463-67-T
93524 OCHRS 9-(02-4

QI01%]1-41-0
SIGED P O0-65- 1
G5GED QOO121-33-5
95935 11133-56-2
S6180
95190 020427-58-1

NAME

Sucrose acelste isobubyrate

Sulphuric acid

Sulphurc acid, dnfTl) sait

Talc

Tartanic acid

Tetrasthylensglycol

Tin(ll} chloride

Tir{lV) chlotide

Titamum digide

alpha-Tocopherol

Tragacanth gum

Vamllin

Xanthan gum

FLinc dust

Zinc hydroxide

or by JECFA.

SCF OPINION

AD] 10 mpkz bow,
(5CF in press, ses CS/PMI1561Y

Al not specified.
(5CF, Rx}

L1 for sulphunc acid.

AD] : not specificd.

See references {for sulphunc acid,

L1 for &n.

FTWT : 14 mg/kg b.w, {crpressed as Sn).
(JECFA, 33vd meeting, 1989)

AD] - not gpecified.
(SCF, Bx)

ADT - 30 mgikp bow.
(SCF, Rx)

Al 10 mgike bow,
(SCF, L7th Series, 1986)

PTW1 : 14 mgfkg bow.
{JECEA, 1969

PTWT ; 14 mgfkg bow.
HECFA, 33cd report, 1539)

Accepable,
fSCF, 15t Series, 1975)

Accrptable.
{(5CF, 22nd Series, 1989)

ADM - pot specified,
(SCF, 215t Serics, 1939)

ADI 10 mekg bow.
{IECFA, 11th me==tng, 1967)

MDH ; pot zpecified.
{JECFA, 30th mectng, 19845}

ADI : 1 mpfkg bow,
{JECFA, 16th mecting, 1982)

ADI - 1 mgfkg bow.
{IECFA, 26th mctting, 1982)
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LIST 2

Substances for which a TD! or a +-TDI has been established by this Committes.

PM/REF  CAS NAME SCF OPINTION

Jgian

30280

31520

31540

31920

34230

34240

34560

3a660

347210

QD0635-38-0  Acetic acid, manganese(11} salt L1 for scetic woid.
Gronp ADT ; not specificd.
(SCF, 25th Series, 1991).
L2 for Mn.
Group TDT @ 0.00 mpkg bow. (expressed ag Mn).
Recommended duly allowanees : 2-3 mgiday,
Average dadly infake ; 10 mg.
(Manganese, Envirenmental Health Criteriz 17,
WHQ, Geneva, 1931}

000108-24-7  Acetic anhydride Group TR : included in the AD] not specified
for acatic scid.
(SCF, I5th Series, 1991)

DET1ET-A8-6 Acrylic acid, 2-ert-butyl-6-(3-tert-butyl- I-Month oral o study. Mutagerocity studics.
2-hydroxy-3-methylbenzyl}-4-methylphenyl Migration data,
ester Mo higmceumulation in fish.
RIVM IWETRSOBANT; CEIPMIGE)

0OD096-33-3  Acrylic acid, methy] ester See references for same substance in monomer
Teport.
000103-23-1  Adipic wcid, bis{?-ethylhexyl) ester TD : 0.3 mg/kg b.w.

Severa) gral short-torm studies in roce, rats and
dogs, oral carcinogenicity yudies in mce and
rats, gral terafogenicify and fertiliny studics in ruts
and several mutage=mcity shudics,

~ MIVM  report 1990-05-02, ICI reports CT
A4P2119, July 1983 and CTL/RI19, Aogust
1228}

- Ally {C3-C2zulphonic aeid TV : 0.1 mg'kg b.w,
1- and 2-Year oral rat studiss,
(Bayer report, 19603)

- Allcy (C10-C20sulphonic acid, esters »ath +-TDI: 0.1 mgfkg b.ow,
phenols Available : 90-day oral rat study apd Ames est.
Meaded @ wdditicnal mutapemicity  studies
azvording to guidelines.
{RIVM doc. 1900-05-08)

021645-51-2  Aluminium hydroxide TIH : I mgfkg b.w. {expressed as AlY, based on

PTWI : 7 mgfkp b.w. [expressed a3 Al).
(SCF, 25th Series, 1991)

0012327-41-9  Aluminium hydroxychloride TD &t mgfkg b.ow. (expressed as Al}, based on
PTWI : 7 me/kg b.w. (expressed as Al).
(SCF, 25th Series, 1991)

(01344-28-1  Aluminium ocide TDI : ! mgfkg bow. (expressad as A1), based on
PTWT : 7T mpgkg b.w. (expressed as Al}.

(SCF, 25th Series, 19913
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PM/REF

35120

35630

IGEL

36240

7520

ITeE0

7840

IBO0D

38080

Jgla0

LIST 2

Substances for which a TDI or a t-TDM has been established by this Commuttee.

CAS NAME

0135680-35-1  Y-Amipocratome  aeid,  diealer  with
thiohis{2-hydroxyethyl) ether

DI0t96-04-0  Armenorum sulphite

010022-31-%  Barjum rutrate

? Banoum wetraborats

2634-33-5  1,2-Benzizothiazolin-3-on

136607  Benzote acid, butyl ester

COOO93-R9-0 . Benroic acid, ethyl sster

O00553-54-8  Benzoic acid, lithiur: salt

O00093-53-3  Benzoic acid, methyl ester

002315-63-6 Benzoic acid, propyl esier

SCF OPINION

TDL ;% mpky bow. pending results af
mutagenicity studies.

Avidlable : 28-day and FO-day oral rat studies,
metabolism, very low migration.

Group TR @ 0.7 mg'ky b.w.
Bazed on ADI[ for 502,
(JECFA, 30th mectng, |1984)

TDI : 3 mgfkg bow. (expressed as mifrale), based
an Al §= 5 mg/kg b.w.} fic sodum nitrate.
{SCF, 2&th Seres, 1997)

L3 for Bs.

R - % mg'kg (sxpressed as Ba).

(RIVM doc., May 1992 (CS/PM/1584))

L3 for Ba.

R : 1 mg'kg (expressed as Ba).

(RIVM doc., May 1992 (C5/PM/1584)).

L2 for borate.

TDI : 0.2 mg/kg bw. (sxpressed a5 B).

Sce references for boric acid (L2) in this report,

t+-TOI : 202 me'ke bow.

Available : several oral dog studies and a 90-day
oral rat study.

(RIVM, June I940)

Neaded | mulagenizity smdies,

Group TDI - 5 mgkg bow. (expressed as henzoic
acid) for butyl, ethyl, methyl and propyl benzoats
on the basis of the group ADI for benzoic acid.
(TECFA, 27th meerng, 1533)

Group TDI : 5 mg/kg b.w. (expressed as benzoc
acid) for buty], ethyl, methyl and propyl benzoate
an the basmis of the group AR for benreic acid.
{JECFA, 27th meeting, 1983)

Group TD : 0.01 mgfkg b-w. fexpressed as Lak
Available : 90-day oral raf stdies, mutagenicicy
data, theraprutic use of Li salls.

(RIVM summary, Sepl. 19%1)

Croup TP & § mg/kg b.w. (expressed as benzoic
acidy for butyl, ethyl, methyl and propyl benzoate
on the basis of the group ADI for benzaic acid.
{JECFA, 27th meeting, 1983)

Group TDI : § mgkg bow, (expressed as benzoic
acid) for butyl. ethyl, methyl and propyl benzoate
on the basis of the group ADL for benzoic scid.
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LIST 2

Substances for which 2 TD1 or a t-TDI has besn established by this Committes.

PM/REF  CAS
18240 0019610
IBSE0 DO712E-64-5
IETMG 063297-00-4
IRBOG O326E7-7E-3
Ag820 0246741-53-7
Ag4s0 O0T90TI-96-1
39090 -

19120 -
0200 US200-40-4

NAME

Benzophenons

2, 5-Bis{5-1er-butyl-2-benzoxazolydhin-
phene

Bis{2-carbobutoxyethy!tin
merciptoacealel

bisfisooctyl

t, W -Bis[3-(3,5-di=tert-buby]-4-hydroxy-
phenylpropionyllhydrazide

Bis(?, 4-di-tert-buty ipheny | jpentaerythritol
diphosphite

Ris(4-ethylbenzylideneisorbilol

N,N-Bis{2-hydraxyethyllalkyl{C8-C1%)-
amiing

M, M -Bis{2-bydroxyethyDalkyNCB-C | Blarmine
hydrochlonde

Bis(2-hydroeyethyl}-2-hydroayprapyl-3-
{dodecyloxy)methylammpnium chloride

SCF OFPIMION

{JECFA, 27th meeung, 1983}

Group TDI : 0.01 mg'ke b.ow,
90-Day oral rat study and metabolism study.
{CIVO report R 3301, 1970)

T : 000 mefkg bow,

90-Day oral dog and rat studies, 1-year {+
0.5-year recovery) study in mice  showed
nccuetlation in Bissues by fluorescence,

RIVM doc. tox. 300/277, fune 198§}

-TDN @ 0. mptkg bow. pending additonal
mutagenicify shldiss,

Avallable : 28-day (young rats) and 90-day oral
rat studics, apd Ames st

(RIVM report 8%/678G0R/003, 1989.04-04)

T : 0.25 mg'kg b.w.

Adonth oral rat swdy, mutagemcity stdicy,
migranon data,

(RIWVM, Seprember 1990)

TDM : 0.01 mgfkg b.ow.

2%-Day oral rat and 4-moath cral dog studies and
AMes 15t

fRIVM doc. toa. HHHIIT, June 1982)

Group TDH - 1 mgrkg bow. [bis{4-othylbeanzyli-
denelaortatol bia(methylbencylidensjgsorbitel and
dibenzylidenesorhitel].

Several 90-day oral mouse and rat studies, several
mutagenicicy sudics pegative.

(RIVM doc., BEFGTRGOB/00E, 1.11.1988; RIVM
doc.  tox.  J00/825,  May 1983; RIVM,
15.11.198%)

Group +-TDT : 0.02 mpkz bw. (expressed as
free amune), with W W-bis(2-hydroxyethyl}
alky{C8-C 18)amine hydrochloride.
Scc  refersnces  for N, N-bis{2-hydroxyethyl)-
aliy I{C 3-C 1 $laming hydrochloride,

Growp +-TDI : 0.02 mg'kg b.w. {expressed as
free amine) with N, N-bis{Z-hydroxyethy i}
alleyl{C3-C18)amine.

Available : 90-day oral rat and dog sbudics.
RIVM report, Movember 15713

Needed : adequate 28-day oral study.

TDI : .03 mefkg bow.
S0-Dray aral rab snrdy.
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EM/REF

39600

39580

L

LR LY

a0020

4ULeD

40240

41320

40BH)

LIST 2

Substances for which a TDI or a t-TDI has besn cslablished by this Committes,

CAS

QOB T7-62-13

ORCQE0-05-7

03T826-41.3
eG54 4

COe01-34-4

110552-27-0

DE1iav-9]-2

010043-35-3

013003-11-E

NAME

Bis[2-hydroxy-3-{1-methylcyclohexyl)-5-
methylpheny]l]methene

2, 2-Bis{d-hydroxyphenylpropans

HBis(methylbenzylidens)sorbitol

2. 4-Bisfoctyimercapto}-t-(4-hydroxy-3 ,5-
di-tert-butylaniling}- 1,3, §-Inarine

2.4-Bis{octylthiomethylk-é-methylphencl

™ N Bis{2, 2,0, 5-tetramethy |- -papendy [
hexamethylenediamine- 1, 2-dbromosthane,
copolymer

Bis{triethylencglycoll hydroxymethyl-

phosphonate

Bone acid

4,4"-Butylidenchis{b-tart-buty |-1-methy]-

SC¥ OPINION

{CIVO report R 2491, September 1967, and
2628, February 1968)

TDI : 0.1 me'kg b.ow,

Several oral eat xnd dog short term studies, a
Q0-day oral dog and 2-year oral rat and dog
skudies,

(Report rom H.C. Hodge, 20 March 1961}

T : 0.05 me'kg bow.
(SCF, 17th Series, 1986)

Srowp TDI @ 1 mpfkg bow. [bis{d-ethylbenzyli-
dencisarbite!, bisfmethylbenzylidencisorhital and
dibenzylidencsorbitol].

28 And 90-day eral rat studies, one n-vitro
mutagenicity swudy,

Sea refarances for bis{d4-cthylbenrylidene)sorbitol,

TDI : 0.5 mg'kg bw.
00-Cray oral rat and dog fudics.
RI¥M monograph 3007111, December 1980)

TDI : 0.1 mpg'kg bow,

Available © |- and 3-month oral mt studits and
teraiogericity studies in rats. Bioacoumulation xnd
mutagenicity studics and migraton dals,

(RIVM 90/GTEGDE 008 )

ETDH @ 0048 mpkyg bow. ponding results of
mutagenicity sudy in =ukaryotic cells.

Avadsble @ 90-day oral rmt study, rat
teratogenicity study and mulsgenicity study.
(HRC reparts MT1 135/BS733/8T, 24 Scptember
1985 and MTI] 133/85540, 14 August 1985 plus
Farmiwlia report, & March 1985)

1+-TD1 - 001 gk buw.

Available ; 90-duy oral rat study sod migration <
0.0 mgkg.

(RIVM doe., October 1970),

Needed : mutagenicity shucics.

Group TDL : 0.2 mgfkg b.w. (sxpreszed a5 B}
Several short-term, $-day and 2-year oral rat
studies, 38-week and 2-year oral dog swdies and
8 J-geooration oral rat study. A Z-year oral
mouse CArcinopenicity dedy.

fTozicol. Appl. Pharmecol. 1972, 23, 351-364,
NTP report TR 324, 26 Warch 1986)

TD1 : 0.1 mgfkg buw.
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LIST 2

Substances for which a TDI or a t-TD] has been established by this Committee,

FM/REF  CAS NAME S ON

40880

40980

41600

41840

420010

42400

42480

42640

43360

4360K)

4360

phenyl-ditridecyl phosphite) 90-Dray oral rat stwdy.
(CTYO report 3254, February 18977

Q15686-29-2  Butylthipstannsic acid t-TD1 : 25 mpfkg bow.
Available © 70 apd 90-day apd Z-ycar oral rat
studies, observabons in man and migratan data.
Mesded : mutagenicity studies.

¥ Butync acid, manganese salt L9 lor butyrc ecid.
L2 for Mn.
TDI : 0.1 mgfkg bow, fexpressed 2z Ma).
See references for 30150 in L2 1o this report.

012004-14.7 Crleium sulphoaluminate TDT - 1 mpke bow. {sapressed as Al based on
37291-12-4 PTW1 : 7 mekp b.ow. {sxpressed as Adh
' (SCF, 25th Series, 1991)

M105-60-2  Caprolactam Group TDI : 0.25 mg'kg b.ow.
(SCF, 1 Tth Senes, 1986}

063438802 (2-Carbobutexyethylitin  wris{isoocty] TDI @ 0.5 mpkg bw. pending additional
mercapisacetats) mutagenicity swdies,
Available : 35-day (voung rats} and 30-day cral
rat stuchies, and Arnes test,
RIYM report 839/67T8608/002, 1959-04-04)

QL0374 Cabopic agid, lithivm salt Graoup TDI : 0.01 mgfkg bow. (expressed as Li}
See references for benzoic acud, lthium salt.

HUSa4-0-2  Carbunic avid, rubidiem salt TOI : .2 mgfkg bow.,
90-Day oral rat smdy on dist low in K +. NMormal
food may contain up to 140 me'ke. Average daily
intake for man : 1-4 mg,
{RIVM GLTS010602, 1951)

OG- 1.7 Carbexymethylc ellulose Group TDI : pot specified hased on group ADI
{= not specified} for cenain modified ccllulose.
{JECFA, 35th meetng, 1989)

U68342-85-3  Cellulase, regenerated Group TDI ;. not specified based op group AL
{= not specified) for cenain moedified eellulose.
{JECFA, 35th mesting, 1980)

QD4080-11-3  1-{3-Chloreallyl)-3,5,7-triaza-1-2zoria- TDI : 0.00%F ma'kg b.w.
adamantanes chlonde Twn 90-day oral ral and a dog studies and
weratogenicity smudics in rats and rabhits, apd
pegative milttagenicity studies,
(RIVM doc., December 1933)

DOD0TS-45-6  Chiorodiflucramethane TDI ¢ 0.1 mgfkg bow, (based on teratogenicity
study ],
Specifications @ free  from carcimopenic
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LIST 2

Substances for which & TD! or a t+-TDI has bean established by this Committee.

PM/REF LAS

45520

45760

459770

45950

45480

45800

4GEED

47200

OKH OB-91-8

020336952

010139-57-8

032647T-67.9

(67B45-93-6

065 140-91-2

00422 -20-]

NAME

p-Cresol, styrenated

Cyelohexylaming

n-Decanic acid, lithium salt

n-Decanoic acid, manganese salt

Chbeneylidens sorbitol

3,5-Di-tert-hutyl-4-hydroaybenzoic  scid,

hexadecyl oster

3, 5-Di-terebutyl4-hy droxybenzylphosphonie
acid, monoethy] ester, caloium salt

2 4-Di-tert-butylpheayl 3, 5-di-tert-butyl-
4-hydroxybentoat:

SCF OPINION

substances,

Cine-year oral rat study . Several inhalaton stadies
tn severa] animal spacies, including teratogenicity
i rabbits. Mutagenicity tests in vitro and in vivo.
N.B. The Commitee has not considered the
environmente] implicatens of the use of the
solvent in food technology, but recognises that
environmental  considerations  should ke
precedence over i aown eviluabon om this
OCCASION.,

t-TDI : 0.2 mg'kg bow.

Available : 3-month ofal rat and 2-year oral rat
and dog swdics, Tat reprodoction study.

{Food Drug Resczrch Lab., 1964).

Needed : specifications and mutagenicity studies,

THL : 1 mgfkg bow. caleulated with reference to
the ADI for cyclamic a<id (11 mgfkg bow)
{JECFA, 26th mecting, 19823

L% for p-decanoic acid.

L2 for Li.

Group TE © 0.01 mg'kg b.w. {expressed as Liy.
See references for 33000 in L2 in this report

L& for n-decannic acid.

L2 for Mn_

Graup T : 0.0 mg/kg b.ow. {expressed as bin).
Sea references for 30180 in L2 in this report.

Growp TD! : 1 mgikg b.ow. [bis{é-cthylhenzyli-
dene)sarhitol, bis{methy Ibenzylidenc)sarbitul and
dibenzylidenssarbitol].

Several 90-day oral mouse and rat studies, several
mutagenicity sudizs negative,

See references for bis(4-ethylbenzylidene)sorbitol

TDI : 2.5 mgfkg bow.

Q0-Dray oral rat and dog swdies, reproduv:tsian
study in rals, mutagenicity studics.

{(RIVM doc. B8/578603/001, | MNovember 1738)

TDI : 0.1 mgfkg bow.

A 4+ d-week, a 13 +4-week and 2 2-ysar oral rat
study.

(Ciba-Geigy reports CBG 174178110 (10.7.1978),
CBG 192/781233 (22.3.1979), CBG 261/82]143
(4.4,19347}

TDI : 2 mg'kg bow.
90-Day oral rat shedy.
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LIST 2

Substances for which a TD or a -TDI has been established by this Commirttee,

PM/RE A5

47440 Qo044 -58-5

47600 OBAOI0-61-5

47650 000] ] ] 466

48030 000 | 12-34-3

48050 Q0111-90-0

4E&l0  (HH23-31-9

dfeal  DO0]3)-5R-4

d8T20 H00611-9%-4

4E Tar} RM92-88-5

42BN OO097-213.4

Dicvanodiamide

Di-n-dodecylan  bis{isooctyl  mercapto-
acetate}

Cheth plensglyood

Duethyleneglycol monobuty] ether

Digthyleneglyven] monoethyt ather

1,4-Dihydroxybenzens

2,4-Dihydroxybenzophenone

4 ,4'-Dikydroaybenzophencns

4, 4" -Dihydraxybiphenyl

2,2-Dihydroay-5,5"-dichlorcdipheny lme-
thane

SCF QPIMIC

RI¥M report, May 19733

TR : 1 mgfkg bow,
2=Year oral rat and dog studies and Ames tosts.
{American Cyanamide report, 1965)

TDD : 0.2 mgikg b.w.

10 and 90-day oral rat swdies, mutagemicity
Lests.

(RIVM report 2.4 1950}

Group TBI : 05 mgkp bw. (with
tthy lereglysol),
{SCF, |Tth Series, 1986)

Croup TDI ; 005 mgfkg bow.
Seae references for 1G9985,

TN : 005 mefkg bow,
See referepces for same substance in mendmer

Ieport.

T 0.01 mefkg bow,
[SCF, 17th Series, 1985}

Group TOL @ 0.1 mg'kg bow. {with 4,4 -dihy-
droxybenzophenons; 2,2'-dihydrosy-4-methoxy-
benzophenone 2-hydraxy-4-n-hexyloxybenzophe-
none; 2-hydroxy-$-noctyloxybentophenons),
90-Day oral rat studies (2,2'-dibydroxy-4-me-
thoxybenzaphenone, 2-hydroxy-4-methozybenzo-
phenone; 2-hydroxy-3-n-oetyloxybenzophenone),
1 1B-week oral dog study {2-hydroxy-4-n-octyl-
axybenzophenone) and Z-year rat and dog studies
{2-hydroxy-d-n-octyloxybenzophenone}, & repro-
duction study (2-hydroxy-3-n-octylorybenzaphe-
none) plus metabalism.

(J. Gecup, Med, 1962, 11, 703, Food Cosm.
Tox. 1972, 1%, 41-50, RIVM report, Octoher
1972}

Group TDI @ 0.1 mgfkg bow,
See references for 2, 4-dihydroxybenzophenone.

T - 0.1 mgikg bow.
Sce references for same substence in mooomer

report,

TDI : 0.2 mg/hkg bow.

2-Week and {3-weck oral rat swdizs  and
wbservations i man from its therapeutic use,

(). Am. Leather. Chemists Assoc., 1944, 39,
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LIST 2

Substances for which 2 TDI or a t-TTH bas been established by this Committes,

PM/REE CAS
48880 GO0 3t-53-3
49115 Q00108-01-0
40425 Q0127-30-4
43600 026636-01-1
4G THD 003135-15-0
49849 QD2500-88-1
SHE0 -

G4 010039-33-5
50320 015571-58-1
50360 .

50400 (3568929
50480 026400 -07-8

%

2, 2"-Dihydrosy-4-methoaybenzophenane

Dimethylamumostharo]

Dimethyldithiocarbamic acid, zinc salt

Dimethyltn bis{isooctyl mercaptoacetate)

Di-n-ocwadecyl  3,5~di-tert-butyl-4-hydro-
aybenzylphasphonate

Diocladecyl disulphide

Di-n-gctyltin  bis|n-alkyl(C10-C16)
meTy aptoaceiale]

Di-n-oetylin bis{Z2-ethylhexyl maleate)

Di-n-oetyleinn bis(Z-sthythexyl

mercaplnac ctale )

Di-n-octylun bis{ethyl malczie)

Di-n-octylun bisfisooctyl maleate)

Di-p-octyltin bis{isoucty! mercaploacetats)

SCF OPINION

203-209; I. Pharmacol. Exper. Therap., 1949,
96, 238-249)

Group TDI @ 0.1 mgfkg bow,
See references for 2, 4-dihydroxybenzophenone,

See references for same suhstance 1N rORGEE
repori.

ADI : 0.02 ma'kg b.w.
{JECFA, 24th mecting. 1980}

Group TDI - 0.003 mg/kg b.w. {expressed as 5n)
with monomsthyltin tris(isocctyl
mercaptoacetate).

Available : 28-day and two -month orel rat
studies,

Mutsgenicity tests to be re-evaluated.

(RIVM doc., 2.2.198% and April 1991}

TDL . 1 mg'kg baow.
A 90-day oral rat swdy.
{Ciba-Geaigy report, 14.2.1970)

TDI : 0.05 mgfkg b.w.
A D0day oral rat study,
fHoechst report, 1967)

Group «-TD1 . 0.0003 mglkg b.w. [expressed as
Sn) for al! di-n-cetylan derivatives,
Soc references for 50480,

Group -TDI : 0.0003 mz'kg b.w. [expressed as
8n) for ) di-n-octylon derivatives,
Ses references for 504380,

Group t-TDI : 0.0003 mgfkg bow. {expressed as
Sn) for all di-n-octyltin derivatives.
Ses references for S0480.

Growp +TOI : 0.0003 mgrkg b.w. (expressed as
5n} for all di-n-octyliin derivatives.
See references for 50430,

Group =TI : 0.0003 mg/kg b.w. (expressed as
Snd for all di-noctyltin derivatves.
See references for 50480,

Group -TDI : 0.0003 mg/kg b.ow, (expressed as
an),

Available :  several oral  shor-term and
semichronic stadies in rats and dogs and 2-ycar
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PM/REF  CAS

LIST 2

Sabstances for which a TDI or a t-TDI has been establishad by this Comrittes.

:

SCF DPUNTOMN

0560

30640

$0TH0

S0EQ0

308EC

S00ac

51040

3120

51200

51680

51760

52000

rat sbadies, several mutagenicity studies in viro
and in wiva, insufficient reproduction  apd
teratopenicity stodies.

(RIVM report, May 1989)

Weeded : reproduction and weratogenicity studies,

? Du-n-cotyitin 1,4-butanediol bis{mercapto-  Group t-TD! - 00007 mg/kg b.w. {expressed as
acetate} En) for al] di-p-petyltin dernvabves.
Sex references for 50480,

(0364E-18-E  Di=n-cchylin difaurale Growp t+-TDI - 00003 mgfkg bow. {expressed as
Enj far all di-n-octylun denvatives,
See references for SO380.

QLE5T71-60-5  Di-n-cetylun dimaleass Group +-TDT : 00003 meke bow, (expressed as
Snd for all di-n-ootylin derivatives,
See references for S0480.

- D-nectylan dimaleale, esterified Group =TI GO mekp bow. (eapressed as
En) for alt di-p-cctylon demvatives.,
Ser references far 50480

- Dri-n-outyltin dimaleate, polymers {n = 2-4)  Group TR 00003 me'ke bow. (expressed as
Sm) for all di-n-octylin derivatives.,
See references for 50480,

069226-44-4 Din-octylin ethytenaglyeol bis(mercapte- Growp FTDI @ 000009 mglkg bow. (expressed as
acebae) En) for all di-m-oobylon derivanives.
See referepces for 50430,

01553%-79-2  Di-noclylan mercaploacetate Group ¢ TDT : 0.0002 me/kz b.w. (expressed as
Sn) for &ll di-ncctyion dervatives.
See references for 50480,

? De-p-ectylin Guobenroate  (2-sthylhexy]l Group t-TDT - 0002 mgks bow, (exprezsed as
mercapiacttats) &n) for afl di-noctylon denvaoves.
Ses references for 50480,

0001 26-58-%  Dipentaerythritol Group TDI @ 1 mg/kg bow. (with pentaeryihowel).
{SCF, L7th Series, 1986)

00102-08-9  W.N'Diphenylthiourea TOI : 8.05 mgkz bow.
28-Day, 1-year and 2-year ora) rat studies,
(RIVM, January 1967 and May 1971)

G001 10-98-5  Pupropylensglycol Group TDI @ [.5 mgfkpg bow,
(SCE, 17th Series, 1986)

- N TEET)  Dodecylbenzengsulphame noid TDT : 0% mp/kg bow.
Twn 2-year oral rat sludies, mutagenicity studies.

{(RIVM Summary repart, March 1965)
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LIST 2

Substanees For which a TDH ar a t-TDI has baan established by this Committes.

PM/REF  CAS
52320 0SI47-59-3
52880 023676-09-7
53100 02394%-05-B
531170 03TH05-949-5
53280 (O9B04-57-3
53540  0OD107-15-3
53600 000BG0-00-4
5160 054453-03-)
§3550  DDOLO7-21-1
53670 032509-66-3
§1765  0OCNI1-76-2
S3820  OOO0110-80-5

MAME

24D osdecy (phenyliindole

4-Ethoxybenzoic acid, ethyl sster

2-Ethory-2"-ethylosanilide

Ethylearbaxymathvlcellulose

Ethyleellulose

Ethylenediamine

Ethylenediaminetetraasetic acid

Ethylenediaminetetrancetic acid, copper salt

Ethyleneglycel

Ethylensglyeo!  bis[3,3-bis{3-tert-butyl-4-
hydruzypheayljbutyrate]

Ethyleneglycol monckutyl ether

Ethylencglyen] monoethy] ether

SCF OFINTON

TDI : 0.6 mefkp bow,
A Si-day oral mat stdy.
{(inst. f. Biol. Forsch. Kiln, report 1976)

t-TDI : 0.06 mpfkg bow,

Avalable : 28day om] mt study and 3
mutagerucity Lesks,

{(RIVM, 17 March 1987,

Needed @ 9ieday oral sudy.

TD1 : 0.5 meg'kg bw.
90-Ctay and 2-yesr oral rat studies.
(Sando: reports 1973 and 1975)

Growp TDT : not specified based on group AD)
{= not specificd) for certain modified cellulose.
(JECFA, 35th meedng, 178%)

Group TIN : aot specified based on group ADI
(= not specificd) lor cortain modified cellulase.
(JECEA, 35th mesting, 1989)

T : 0.2 mgfhg how.
Twa -day oral rat studies,
{ICI report, April 197%)

TOl - 2.5 mefkg bow. capressed as calcium
disadium sali on the basis of JECFA ADI for
caleiurm disodiom EDTA.

(TECFA, 17th meeting, 1973; 5CF. 4th Senes,
1977}

Group TDI : 0.5 mgkg bow. {zxpresscd as Cu)
on the basis of JECFA ADI for calcium disodium
EDTA (2.5} and PMTDI for Cu (0.5).

{IECFA, 26th meeting, 1982 lor Cu, SCF, 4th
Series, 1977, for calcium disodium EDTA)

Group TDI : 0.5 makg b, {with
dicthyleneglyeal).
(SCF, Tth Series, 1986}

TDI : 0.005 mgikg b.w.

p3-Day oral dog apd 16-week oral rat (after in
ulero cxposure} and a 2-year oral dog shudy.
(RIVM report 3007197, December 1950)

Group +TDI ¢ Q.05 mgfkg b.w.
Sex references for 8998,

Group t-TDH : 0.05F mpfkg bow.
Ser references for 16996,
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PM/REF

LIST 2

Substances for which a TDH or a -TD] has been established by this Commities,

CAS

54180

54260

34270

34280

54304

54630/
1

54685/
1

J4735!

547404
i

57040

5720

015590-52-2

ooo0n04-58-4

GOEGA0-70-4

7

2

NAME

1-Ethylhexanoic acid, lithiom sal

Edvlhydroxyethyicellulose

Ethylhydronymethyleellubose

Ethylhydroeypropylesliulose

2,.2"-Eihylidenchis{4, o-di-tert-butylphenyl)
fuarephasphanite

Fatty acids, soya, Lithium salts

Fatty acids, soya, manganesa salls

Fatty acids, tal]l oil, Lithium salis

Famy acids, tall oil, manganese salts

Glyceral muoncoleats, ester with aseorhis
Beid

Glycerol menapalmitate, ester with ascorbic
acid

SCF GPINION

Postponed for 2-ethylhexanoic acid.
Group TDI ¢ 0.0] mgfkg bow, {expressed as Li).
For Li, see references tor 38000 m L2 10 this

report,

Group TDI @ not specificd based on grouwp ADI
{= not specified) for certain modifred celluloses,
(1ECEA, 35th mesting, [939}

Group TD! = not specified based on group AD[
(= not specificd) for conain modifed celluloses,
(JECFA, 35th mecung, |949)

Graup TDI @ aot specibied hased vn group ADI
(= not specifed) for certain modified celluluses.
JECFA, 35th meeting, [989)

TDI : 0.1 mekg bow.

Jponth orzl dog and 3-month comirned oral
fertility stody in rats. Mulagenicity tests negative,
(Doc. CSIPM/G41)

LY For faty acids, soya.

Consdwents of nabural fats,

L2 for Li.

Group TDT - £.01 mgfkg bow, {ax Li}.

See references for 33000 0 L2 in this report.

L3 for fatty acuds, seva,

Consttuents of natural fals.

L2 for Mo

Group TDI : 0.0] mg'kg b.w. {as Mn}.

See references for 30180 in L2 in tus report.

L3 for fary acidds, talt ol

Cuanstirvents of nawral fats.

L2 for Li.

Group TDT - §.01 mg/kg bow. {as Li}

Bes references for 38000 in L2 in this report.

L2 for faty acids, tall oil,

Constiments of namral fats.

L2 for Mn.

Group T ; 00 mgfhkg bow. (as kin).

See references for 30180 in L2 in this report.

Group TDI : not specified. Similanty with the
citne arid #5ters,
{(JECFA, ITth mesang, 1973)

Group TDM : not specified, Similarity with the
citnc acid esters,



a6
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LIST 2

Substances for which a TDI or a t-TD) bas been established by this Committea.

PM/REF - CAS

F1600 T

8740 016761-13-0
3160 ?

FE5&0 QOO0 57T -0-0
59110 Q123128-74-7
7200 035074-77-2
59240 Q00| 74-09-4
Goa 20 070321-85-7
G0 Q03596-11-5
GO480 O3 B64-59-1
0360 (9004620

NAME

Glycernl monostearate, ester with ascarbic
acid

Heptanoie acid, Lithium sakt

Heprenois acid, mangansgse sal

Heradeevlmmethvlammonivm hromde

t6-Heramethylenebis{3-(1 S-di-te i-batyl -
4-hydeoxyphenyllpropionarmide]

1 &-Hexamethylenebis]3-[3,5-di-te rt-buty b

A-hydogyphenylipropionate|

Hexamethylemsdiamine

2-[2-Hydroxy-1 5-bis{] 1 -dimethvibenzy |ty
phenyl]benzotriazols

2-(2-Hydroxy-J-teet-butyl-3-methylphenyl)-
S—chlorohenromazole

2-(2-Hydrozy-3, 5-di-tert-butylphenyly-5-
chinrobenzotriazole

Hydroxyethyleelulose

SCF OPINION

(JECEA, 17th meeting, 15973)

Group TD! © oo specified. Similarity with the
citric acid esters.
(FECFA, 1Tth meerng, 1973)

L3 for heptanoic acid,

L2 for L.

T : 001 mg'kg bow. (expreszed as Li),
Ses references for 33000 in L2 in this report.

L3 for heptanoic acid,

L2 for Mn.

T : 301 mefkg bow. (expressed &s Mn).
Zee references for 30133 in L2 in thas reporn.

TR : 0.t mgfkg bow,
40-Day oral ral study,
(RIVM repont. September 1973)

TOI: 075 mp'kg bow,

2-Year and 90-day oral rat studies, leratogemeny
studies in mice, rats, rabbits.

(RIVK repor 88:678608/010, 1935-0]-24}

TDI: 0.1 mg'kz bow,

90-Day oral ral and dopg {4+ d-week recovery
penod} studies and a 2-year oral study.

(RIVM, July 1975, report CBG 13/ECI28, 5
April 1982)

See references for same substagce o monomer
report.

TDI : 0.5 mg'kg how.
Di-Day oral et stedy, 3 mulagenicity studies,
(RIVM doc., 2T October i98T)

Group TOI = 0.5 me/kg bow. for 2-{2-hydrexy .-
terd-burgyt-5-methylphenyl-5-chlorobenzothiazole,
2-£2-hydroxy -3, 5-d)-tert-butylph enyl )-5-chlora-
beogotriazole and 2-{2-hydroxy-5-methy lpheny[)-
benzomazole.

Group TDI : 0.5 mgfkp bow. for 2-(2-hydroxy-3-
tert-buty -5-methylphenyTk 5 chlorobenzotmazele,
2-(2-hydraxy-3, 5-di-tert- butylphenyl)-5 -chloro-
benzotwiazole and 2-{2-hydroxy-5-methylphenylF
benzptnarale.

Group TDI : not specified based on group ADI
{= not specified) for certain modified estluloses.
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LIST 2

Substances for which a TDI or 4 t-TD! has been established by this Committes.

PFM/REF  CAS NAME

G0FCHD

GORED

£1120

G1280

51360

&G1390

G440

61600

61480

617660

62140

63040

5344 7-77-0  1-{2-Hydroxyethyl}-d4-hydroxy-2,2 .6, 6-te-
gamethylpiperidine - succinic acid, dime-
thy] ester, copalymer (MW, [S00-5000}

(09032.432.2  Hydrogyethylmethyleslulose

Q0F005-27-0  Hydroxyethyl starch

003293-97-3  I-Hydroay-d-n-hexyloxybenzophenone

QG0131-57-7  2-Hydroxy-d-methaxybenzophenone

037353-39-6  Hydroxymethyloellulosse

DO2440-22-4  2-{2-Hydroxy-5-methylphenylbenzotna-
zale

001343-05-6  2-Hydresy-d-noctyloxybenzophencne

009004-64-2  Hydroxypropyleellutose

009004-65-3  Hydroxypropylmethyleelulose

O01332-37-2  Fronm axide

00O LAR-22-7  Lactic acid, bukyl ester

SCF OPIMION

JECFA, 35th meeting, 1989)

TDI : 0.5 mgkg bow,

B0-Day vral rat and dog swudies, I-year oral at
sty

(HRC report CBG 23792271, 10 May 1983)

Group TN ¢ ol specified based on group AT
{= not specified} for certain modified cellulozes.
{JECFA, 15th meeting, 1939

Group TDI : not specified.
{JECFA, 26th mesting, 1982)

Group TDI : 0.1 mgkg bow.
See references for 2. 4-dihydraxybenzophenons.

Group TDT : 0.1 mg/kg b.w,
See references for 2,4-dihydroxybenzophenone,

Growp TDI 5 not specified based on group AD]
(= not specified) for certain modified celluloses.
(JECEA, 35th meeting, 1939)

Group TD1 : 0.5 mgfhg bow, for 2-(2-hydroxy-3-
tert-butyl-5-methylpheny [ »5<chlorobenzotriazole,
2-{2-hydroxy-3,5-di-tert-butylphenyl -5 -chlora-
benzotriazole and 2-(2-hydroxy-5-methylpheny])-
benzomazcie,

Several 90-day oral rat and dog sudies and &
2-year ural rak study and 3-4 month oral dosing of
mAR.

(HRC r=port CBG 161)78184)

Group TDIL : 0.1 mgikg bow,
See references for 2, 4-dihydroaybenzophenone,

Group TOI : not specificd based on group AD]
{= not specified) for certain modifisd celluloses.
{JECFA, 15th mesting, 1989}

Group TDI : nol specified based on group ADI
(= not spacified) for certain modified celluboses.
UECFA, 15th mesting, 198%)

ADI = not specified.
(SCF. 15t Senes, 1975)

Growp TD! : not specified,

Similarity with lactic acid, athyl ester for which
an ADT not specificd was establiched by JECFA,
26th mecting, 1982,
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LIST 2

Substances for which a TDI or a t-TDI has been established by this Committec.

PM/REF CAS
63200  051377-33-3
64100 DTA48E-09-E
64115 QO06904-78-5
64270 QO4T-41-E
64300 001310-65-2
64320  $10277-51-2
64250 012057-24-E
G480t OD0LIO-16-T
65120 00VTI3-01-5
B520H  C2526-88-%
65380 DIO(43-B4-2
65360 D11125-60-3

NAME

Lache acid, manganess zall

Linoleic acid, lithium salt

Lincleic acid, manganese salt

Lithinm chloride

Lithium hydroxide

Lithium iodide

Lithivm cxide

Maleic acid

Manganess (11} chloride

Manganese hydroside

Manganese(ll) hypophosphute

Manganese oxide

SCF OPINION

L1 for lacte acid,

ADI @ not specified.

{SCF, 25th Series, 1991)

L2 for Mn.

Ses references for acetic acid, manganese(1[) salt
w LI,

1.0 for Linoleic acid.

L2 for Li.

Group TDL : 0.01 mgfkg b.w. {expressed as Li)-
See references for 38000 in L2 i Bus report,

L0 far linoleic azid.

L2 for Mn.

Group TDI - 0.01 mgfkg b.w. {eapressed as Mn).
See references for 30130 in L2 in thas report.

Growp TDI : 0.01 mgfkg bow. {(expressed as Liy.
See referenccs for 38000 in L2 in this report,

Gronp FDI : 0.01 mg/kg bw. (expressed as Lij.
See references for 38000 in L2 in this report.

Griup TOI based on PMTD : 0017 mgflg bow.
(expressed as Iy,

{(JECFEA, 33rd mestng, 1288).

9-Day oral rpt' studies and metabolism and
therapeutic uss of Li calts,

(RIVM wx. 105476, July 1976, tox. 204078,
Movember 1978, tox, 126/79, October 1%79],
For Li, sec references for benzoic acid, lithium
salt,

Group TDI - 0.01 mp/kg b.w, {expressed 35 Li)-
See references for 38000 in L2 in this report.
Group TDI : 0.5 mg/kg bow. (expressed as
maleic mcid).

(SCF, 17th Series, 1934}

Growp T = 0.0 mp/kg b.w. [expressed a5 Mn).
Ser Envirommental Health Crieriz 17, WHO,
1981,

Group TEH @ ¢.01 mgikg bow, (expressed a5 Mnj.
See references far acetic zoid, manganess{ll} salt.

Group TD : 0.01 mafkg b.w. {expressed as Mn),
See refarences for sectic acid, manganese() salt.

Group TDI : 0.01 mg/kg b.w. {expressed as Mn).
Ser references for acetic acid, manganese(ll) sal.
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LIST 2

Substances for which a TDE or a t-TDI has been established by this Commattes,

PM/REF  CAS

G440 ?

E3EO0 DOOOR0-62-6
65920 D65822-60-4
&6120 QL0E05-21-7
G5200 a37206-01-2
G240 QOB 00467-5
6400 OOO0EE-2d-4
66480 Q001 19-47-1
G550 QO4065-02-8
GE540 OOLTRM-59-5
G5 ?

NAME

Manganese{l[) pyrophosphits

Methacryiic acd, methyl ester

N-Methacryloylethyl-N,N-dimethylamma-
miumealpha-N-mathylcarboxylate - octade-
eyl methacrybate - ethyl methagrylate -
cyclohexyl  methacrylate - M-vinyl-2-
prymrelidone, copolymers

Methy! benmimidazalecgrbamate

Methylcarbox yeethyleelulose

Methyloell ulose

1.2 -Methylenebis(d-ethyl-6-tert-bucyl-
phenoi]

2.27-Methylenebis(d-methyl-6-tert-butyl-
phenal)

2.2 -Methylenebiz{4-methyl-G-cyclohexyl-
phenal)

Methylethyleeluluse

hMethylhydroxymethylzellulose

SCF OPINION

Group TDI : 0.01 mgfkg bow, (expressed a3 Mn).
See refereaces for acetre acid, manganese(Tl) salt,

Group &TDI - 0.1 mgfkg b.w.
See relerences for same substance w monomer
report.

T @ 1 mgike bow,

S0-Day oral rat stcdy. Mutagenicity data mot
resded for this polymer.

{RIVM doc. tox. 3004482, March 1984)

TOT : 001 mg'kg bow,

Bazsed on Al (= 001 mgkg bBw) for
carbendarim,

(IMPR, 5-t4 December 1983)

Group TOI @ nat specified based on group ADI
(= not specified) for certain medified cellujoses.
(}ECFA, 35th mecting, 1939}

Growp TR oot specified bazed on group ADI
(= not specified) for certain medified celluloses.
(JECFA, 35th mesting, 1985)

Group TDI 0.025 mpkg b.w. with
2,2"-methyleachis{4-methyl-6-1ert-bueylphenal).
Avadlable ; bwo 90-day oral rat studies, 4-month
oral dog stady,

(RIYM Doe/Tox 3004418, April 1983).

Meeded : mutagenicity shadie:.

Group 1t-TDI 0025 mgkz bow. with
2.2"-methylenshis [4-ethyl-b-tent-Butylphencl).
Available @ twa 90-day oral rat snudies, 4-month
oral dog study,

(RIVM Doc/Tox 300/418, Apnl 19573).

Necded & mutagenicity studies.

TDI : 008 mpfkg bow.
2-Year aral rat and dog studies,
fRIVM, Octoher 1963

Group TDI : not specified besed on group ADIT
{= pot specified) for cenain modified cellufases.
(JECFA, 35th mecting, 1989)

Group TDI™! n specthed based on group ADI
{= mot specificd) for certain modified celluloses.
tTECF A, 35th meeting, 1989)



4{) Raports of the Scivotilc Cammiiee for Food, 33 secies

LIST 2

Substances for which a TDI ar a T bas been established by this Comunittes.

FRI/REF  CAS NAME

6700 O09004-63-3  Methylhydrexyprepyleelulose

&7ZE0 DO0105-90-7  Monechlorcbenzene

67360 0&TE49-65-4  Mono-p-dodecyitin tris(iscocty] mercapio-
acciate)

67520 054849-3%-6  Monomethylin tns(isooutyl mercaploace-
Late ]

R A - Mono-n-oclyltin  tris|elkyl{C10-C16)-
mercaphoacetate]

&T68¢  Q27107-89-7 Mono-n-octyitin  Iris{2-ethylhexyl
mercaptoacetite)

&TI50 026401-86-5 Mono-roctylin  wmis{isoootyl  mercapto-
acetate)

68040  00X333-62-8  T-j2-H-Naphtho-(i ,2-Diinazol-2-y]}-3-phe-
ryloournann

68340  007697-37-2  Nitric acid

SCF OPINION

Growp TDI : not specified based on prowp ADT
(= not specifed) for cortain modified celluloses.
{ECFA, 15th meeting, 1989)

TDI : 0.6 me'kg b.w.

O0-Day oral rat smudy, X-year oral mouse and rat
stuches, Ames test negative, in vito mutagenicity
test pasihve.

fAppendix to REVYM repont TSETOL004, March
1550}

-TDI : 0.4 me'kg b.ow, ponding results of i vive
test for unschaduled DHNA synthezis.

Available : 10~ mpd 9D-day oral rat stadies,
mutagenicity Desls peogabive eXxcept  huran
lymphocytes.

{EIVM repart 02-04-5920)

Group TD] : 0.003 mg/kg bow. {expresscd as
Sn}, with dimecthyitin bis{isooctyl
mercapioacetate).

S 49600,

Group t-TDI : 0.02 mg/kg b.ow. (expressed as
Sn).

Sec references for mono-n-octyltin ris(isooctyl
mercaptoacctats ).

Group +TDI © 0.02 mgfig bow. {(sxpressed as Sn)
with mone-p-octyitin  trsfiscoctyl  mércaplo-
acetale),

Group t-TDI : 0.02 mg/kg b.w. (expressed us
Sn}.

Meeded : mutagenicity smdies for chIiomosome
aberrzions in human lymphocytes, reproduction
and ratogenicity stadies, and migration data on
the non-tin past of the moleculs.

Several oral shor-term and semichronic studies in
rats and dogs, oral chropic study in raly with
mixhire of mono- and digeryltin chlonde, Several
mutagenicity studies in viro and in vive.
(RI¥M doc., May 193%)}

TDI : | mg/kg b

G0-Day orsl rat and dog studies, 2 mutagenicity
bests

(RIVM 3000234 Tox/75, July 1981)

TOI : 3 mp/kg bow, {cxpressed as nitrate), based
on ADI {= % mg/kg b.w.) for sodium nitrate.
(5CF, in press)
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LIST 2

Substances for which a TDI or a 1-TD has been established by this Committes.

FM/REF  CAS MAME SCF OPINION

33320 QOZ0ER-79-3  Dctadesyl  3«(3, S«ch-tent-butyl~dhydroay- TDI ; 0.0F mgkg b.w.
phenylipropicanate Several oral ral stucies [J weeks to 3 months),
Z-year oral studies in mice and rats, I-gencraton
and Icratogonicity studies, mutagenicity tests,
(REVM doc., 31.03.92)

GBGRD OLESTT-532-0  p-Octanoic acid, hthium salt L& for n-octanois acid.
L2 far Li.
Group TDI : .0 mg'kg b.w, (expressed as Li)-
See referepces for 35000 in L2 in this report.

HESD0 006335-19-9  n-Octanoic acid, manganese zalt L for n-octangie aod.
L2 for Mn.
Grouvp TDI : 0.01 mglkg bow, (expressedas Mn).
See references for 301 R0 m LI wn-fus zepaort.

694355 {K17384-22-7  Oleic acid, Lthium salt L1 i= not speeibed) for oleie acid.
L2 for Li. '
Group TDI = 0.01 mgfkg b.w. (exprassed as Li).
Ses references for 33000 in L2 in this report,

49465 Q19153-73-8  Oleic acid, mangancse salt L1 {= not specified) for aleie acid.
L2 for Mn.
Group TDI = 001 mgfkg b.w. (expressed as
M.
Sec references for 30180 in L2 in dus report.

68920 0001 44-62-7  Oxalie acid TD : 0.1 me'kp b.w,
2-Year oral rat study, observations W man.
. Armn. Pharmy, Ass. |, 1947, 16, 217219, Patty)

70000 0H331-84-1  2,2"-Ozamudobis|ethyl-3-13,5-di-tert-butyl- TD1 : 10 mg/kg bw,
4-hydroxypheny Dpropionate | 90-Cray oral rat and dog sudics, 2-gencration rat
study, 2 mutagemicity testy.
{RIVM 85/627915/128, November 1923)

TOE2G0 0r0466-33-F  Palmibe acid, lithium salt L1 {= m specified) for palmibic acid.
L2 {or Li.
Group TDI = 0.01 mp/kg b.w. (eapressed as Li).
See references for 33000 1n L2 in this report.

J08ad 03167E-53-4 Palmitic acid, manganese salt L1 {= not specified) for palmike acid.
L2 for Mn.
Group TDY = 0.01 mplkg bw. (eaxpressed as
Mn)
See references for 30180 in L2 in this repont.

11600 030115-71-3  Pentaerythrtn] Growp TDI @ 1 mghg b, (with
dipentacrythntol),
{SCF, 17th Serjes, 1986)

71680  006683-19-8 Pentaerythritel  tetrakis[3-(, 5-ditert-bu- Tl : 3 mgfkg bow.
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LIST 2

Substances for which a TDI ot a t-TD{ bas been established by this Committee.

PM/REF CAS NAME SCF OPINTON

tyl-4-hydroxyphenylpropionata] Oral studies for 3 months and 2 years in rats, 3
and 4 months In dogs, lifetme in ouce,
reproduction and teratogenicity swudies bn nuee
and rats, and mutagenicity seudies,

(BIVM report 39/8T3608/013, 13 51989}

72160  000948-65-2 2-Phenylindole TDI : 0.25 mgfkg b.w.
t- and 2-Year oral rat stwdies, migraton dala.
(Arch. Tuxicol., 1964, 20, 220-225)

73040  013743-32-1  Phosphoric acid, lithivm szl L1 for phosphoric acid.
MTIN : 70 mgfkg bow. (expressed as P,
(5CF, 25th Series, 1991}
L2 for Li.
Group TDI : 0.91 mgfkg bow. fexpressed as Lijk.
See references for Benzoic acid, litvum salt,

THZ0 010124-54-6 Phosphoric acid, mangancse salt L1 for phosphoric acid.
MTDI : 70 mglkg bow. {expressad as P
{SCF, 25th Serizs, 1991)
L2 for Mn,
Group TDI : 0.01 mg'kg b.w. (expressed as Mn).
See references for acetic acid, manganese(ll) salt,

742400 03)570-04-4 Phosphorous acid, mis(2,4-diseri-butyl- TR @ 1 mg'ke bow.
phenyl) ester 90-Day and 2-year oral rat studies, 2-generation
study in rets and mutagenicity studies,
(MRC reparl CBG 167776219, 1B August 1978,
LSE S$O/ClA  015/111, 21 Qclober 1980,
Ciba-Geigy 82 0371, February 1983)

T4 026523-78-4  Phosphorous  acid,  wis{nonyl-  andfor TDE : 0.5 mgfkg bow.
0013313-21-7  dinooylphenyl) ester 0-Day oral mmt and 2-year oral mat end dog
studies, 3-generation oral rat reproduction study,
3 pegative mutagenicity studies,
(RIVM, 8-1-1990}

74480  (OOO0BE-09-3  o-Phihalic acid Group TD! : 1 mp/kg bw.

Included in the group TDI for phthalic anhydride.
T4560 BOO0RS5-63-7  Phihalic acid, benryl butyl ester t-TDI : 0.7 mefkg b.w.

Avatlable :  A-menth  oral  rat study,

carcinggenicity and peroxisome proliferation
gudies in vitro.

(RIWVM, September 1987

Needed :  reproduction, teratogemcity and
peroxisome proliferadon sudies in rats (EM).

T4640  000117-81-7  Phthalic acid, bis{Z-ethylhexyl) ester TD : 0.02% mg'kg bow,
Oral carrinogenicity studiss in mice and rats,
S.month oral rai swdy, oral fertility and
teratogenicity sudies in mice, special swdiss on
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LIST 2

Substances for which a TDH or a 1-TDI has been established by this Committes,

FM/REF  CAS
74480 OO0084-Td-2
74980 ODOOR4-61-T
75040
15120 ODDOB4-A5.2
15360 ?

75440 ?

NAME

Phthalic acid, dibutyl ester

Phthalic acid, dicychohexy? ester

Puthalic acid, diesters with hexadecanol
andior octadecanal

Phthalic acid, disthy] ester

Phthaiic acid, diisodecyl ester

Phthalic aeid, drisononyl ester

SCF OFINION

testcular effscts, mutkgenicity tests and tests for
preroxizome proliferation.
RIVM, June 1986}

-TDI : 0,05 me'kg bow.

Avadlable : lmied $0-day and l-yesar oml rat
studies, oral reproduchon and terstogenicity
studies, Lenited mubsgenicity studies,

(RIVM repont, bay 198E)

MWeeded : 28-day orzl study, peroxisome=
preliferation swudy, tests for gepe mutshon apd
chromosome aberradon in mammalizn cells in
VitTe,

-TDI - 0.1 mgikg bow.

Available : three 90-day oral eat studies, lamited
in vioo' mutagenicity studies.

(RIVM, 1938}

Necded : reproduction and teratogenicity swudies,
tests  for pene  muttion and chromosome
aberration in mammalian cells in vitra.

ETDI - 0015 mefkg bow,

Available @ I-month orsl rat study . teratagenicity
shudy and Ames test pegative,

(RI¥M doc. 1990-09-11, CS/FM/529)

Wecded - reproduttion study, gene mutation and
chromosome abcirafion in marmabisn cells in
vitro,

=TDI : 0.2 mgfkg bow.

Available : » }-month orel @t sudy, w vige
mutagenicity studies, i.p. leTalogenicily s
and peroxisome proliferadeon studics.

(Fd. Cosm. Toxicol., 1978, 16, 415422, RIVM,
June 1936}

t-TDI : (.05 mg/kg b.w, pending establishment of
NOEL for peroxiseme proliferation in rais by EA
and adeqquate reproduction and teradogemaoity
studies,

Availahle : 90-day oral rat snd dop studies,
mutagenicity studies.

(RIVM report, 1 September 1987).

TO BE RE-EXAMINED, DOUBT IN THE
IDENTITY OF THE SUBSTANCE (CS/PM/568)

ETDi : 0.03 mg/kg bow.

Available | & D-year oral rat sudy, weratogemity,
mutagemeity and peroxiseme proliferaton shedies,
(Exxon praject n. 326075, January 13, 1986).
Meeded @ veproduction and teratogenicity studies.
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LIST 2

Substances for which a TDI or a -TD] has been established by this Committee,

PM/REF CAS
THI20 OOHAS-44-0
76720 00901 6-00-6

G63 148-62-7
T&730 -
THYEO 025322-68-3
FI2EQ Q0e005-02-1
T3 ?
Ti360 QOS005-07-6
1440 ?
TTS0 051791-12-6
77530 -
T4l -
TI660 -

NAME

Phthalic anhydride

Polydimeghylsiloxans (M. W, 13500-9000)

Polydimethylsiloxans, gemma-hydroxypro-
prlacd

Polyethylensglycol

Fotyethyleneglycol dilawrate

Polyethyleneglyc ol dimyristate

Polycthyleneglyco! dioleats

Polycthyleneglycol dincinoleas

Polycthyleneglycol ester of castor ail

Polyethyleneplycaol ester of coconut oil fatty
ncids

Folyethyleneglycol esters of acids, Lnear,
with an cven oumber of carbon atoms
{CE-C20)

Folycthyleneglycol esters of namural faty
acids

SCE OPINTON

TO BE RE-EXAMINEDR, DOUBT IN THE
IDEMTITY OF THE SUBSTANCE,

THI : 1 mg'kg bow,
{8CF, 17th Senes, 1986)

TDY : 1.5 mgkg bow., based on ADY — 1.5

mg'kg bow,
fJBECFA, 34th meeting, M. W_ 13500-30000)

TR - 0.1 mgfkg b,

93 Dray oral rat study, mutlgenicity kests in vigo
and in vivo.

(RIVM report, 1900-04.26)

Group TDI
leneglyveolt
Ler references for eiethyleneplveol.
{SCF, 6th Serics, 1978)

: 5 mep'kg bow. {with Eiethy-

Growp TDI 1t mgkg baw. for all
polyethyleneglycol esters of food fatty acids.
(CSIPM/1656)

Group T 16 makg bw. for =zl
polyethyleneplyeo! esters of food fatly acids.
(CS/IPMIL6SE)

Group  TDI 10 mgkg bw, for al

polycthylencglysa] ssters of food fatty acids,
(CS/PMI656)

TDI : 0.7 mg/kg b.w. based on TDI for castor
ail.
{S5CF, Tth Senes, [978) (C3/PMr1656)

Tl : 0.7 mz'kg bow. hased on T for castor
il
(3CF, Tth Series, 1974} (05PN L B5E)

Group  TDI 10 mpfkg bow. for oal
polyathyleneglycal ssters of food faty acids.
(CSIPM/L656)

Group  TDi 0 mgkeg bow. for al
palyethylencglyco] estars of food famy acids.
(CEPMI1656)

Group TDI 10 mgkg bow, for al

palvethyleneglycol esters af food faky acids.
(CS/PM/1656)
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LIST 2

Substances for which a TDI er a - TD1 has been estab)ished by this Commitlee.

FM/REF CAS
a2 -
TAOED Qa0 -21-3
JB120 ?
TR0 QOGN0E-96-0
T8240 (3004 - F4-8
TEILE 19004971
20 009 5-55-f
T340 O0F0A5-T0-3
Te50 ?
TG0 -
20480 QE2451-a8-7

NAME

Folyethyleneglyeol  esters of  aliphatic
monccarboxylic acids (C6-C12), and their
amznurium and sodium sulphates

Palyethylencglycol monolatrate

Polyethyleneglycnl monomy nistate

Falyethyleneglyeo! monocleate

Pulycthyleneglycol monopalmilake

Pulyethvieneglycol manonicinaleete

Palyethyleneglycal sathitan mononkeare

Folvethrieneglyrol sorbitan mioleacs

Pulyethylenegiven] stearare

Palvethyleneiming, butylated

Poly{6-morphaling-{ 3, $-triazine-2,4-divly
(2,266 teramethyl-3-piperidyjimino] -
herameth ylens=[(2,2,6,tetrameth yl-4-pipe-
ndyijimina]

SCF OPINION

Graup TR 10 mg'kg bow. for
prolyethylenaglycol esters of food faty acids.
(CEPMI1A5A)

all

Group TOI 0 mep'kg B.ow. for
polyethylensglycol esters of food fady acids.
{CS/PMFI636)

Growp  TDH I mekeg bow. for all
polyethylencglycol esters of food falty acids.
{CS/PMIT635)

Growp  TDI 10 mgky bw. for all
polycthylensglyco] esters of food faby acids.
(CSFM/1656)

Group TDI 1t mghkg bow, for al

polyethyleneglveol esbers of food faty acids,
(CEPM/1656)

TD! 0.7 mgkg bow. based on TDI for castar
oil.
(S8CF, 7th Sedes, 1973) (CS/PMS1656)

Group  TDI 10 mg’kg bow. for
polyethyleacglyes!  sorbitan  monolaurare,
polyethyleneglycol  sorbitan  moncoisate,
polyethyleneglvesd  sorbitin monastearate,

poivethyleneglycol sorbitan tiskearale.
{5CF, 15th Senes, 1985}

Group TDL @ [0 mefkg bow, based on the group
ADL (10 mgfkp bw.) for polyetiyleneglycol
gorbithn monalaurate and other polyethyleneglycol
sorbitan esters.

{SCF, 15th Series, 1983)

Group  TDI 10 mgflhe bw. For all
polyethyleneplyen] esters of food faiy acids.
(CS/PMILESH)

TOH : D] mgky bow.

Specificaions for ethvleneimine (R = 0.0]
mg/kg).
00-Day oral rat swdy, mulagenicity sindics
negabve.

{(BRIVM report 2006 T3608/0G2, February §990)

=TDL 0.0 mefkg bow.

Available : 3-month oral rat and dog studics.
{Reports Ciha-Geigy provided, Apnl 19899,
MNeeded : mutagenicity studies, chemical and
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PM/REF

FOEH

gL200

B1720

g3320

E3323%

43320

23394

B3595

81610

33640

83450

XA

LIST 2

Substances for which a TDL or a t-TDI has been established by this Committes.

CAS NAME

25322-69-4  Palypropyleneylyecl  {1,3-propylencglycal
conlent not o exceed 1%)

071878-1%-8  Paly|&-{1, 1,3, - teramethyibotyamine)] -
t,3,5-razine-2 4-divl]-[(2, 2,5, 6-tema-
methyl-4-piperidytjimemod-haxamethylene-
[12,2.5, 6 Leiramethy |-3-pipesdy ] imine)

0100117-38-1  Porassivm sulphite

? Propylhydroxyethylcellulose
? Propylhydroxymethyloellulose
7 Propylhydroxypropyleeliulose

016210.51-8  Pyroantmome acid, potassium salt

119345-01-6 Rescton product of di-tert-butyl phosphonite
with biphenyl, obtained by condensation of
2 4-di-tert-burylphenol with Frigdel Crak
reaction product af phosphorus michlonde
and biphenyl

073135-226  Hesin acids end rosin acids

7 Resin acids and rosin acids, ithium salts

OFI9008-14-%  Resin acids and rosin acids, manganese salts

O00141-22-3  Ricinoblatc acid

S5CF OPINION

physical data, and migration data,

Group TOI @ 1.5 mgfhkp bow.  fwith
dipropylensglycol).
See references for diproprlencglycal.

TDI : 0,05 me'ke bow,

3-Month oral dog and 3- and &-month ore] rat
studies, mutagerocity studies,

(RIVM rep. S9/6TRE0B1006, 1989-04-11)

Group TIM : 0.7 mg/kg b.w.
Based on ADI far 502.
(JECF A, 30th meeting, 1935

Group TD] : not specified based op growp ADI
{= not specified) fur certain modified celluloses.
[IECFA, 15th meeting, 198%)

Group T : oot specified hased on group ADI
f= not specified) for certain modified celluloses.
{JECFA, 35th mesting, 158%)

Group TDI @ not specified based on group ADL
{= not specifed) for certain modified celluloses.
{JECFA, 35th mecting, 1989)

R 0.0 mpikg.

TD1 : 03 mglke b.w.
90-Dray oral rat swdy and mutagenicity studics.
(Sandoz report, 1979}

Group TDT - 1 mg'kg bow,
(SCF, 17Tth Serics, 1936)

L2 (= 1 mg'kg b.w.) for resin acids.

L2 for Li.

Group TBI : 0.01 mgfkg bow. (eapressed as Li).
See references for 38000 in L2 in thus report,

L1 (= 1 mpkg bw.} for resin acids.

L2 for Mn.

Group TDI : 0.01 mgfkg b.w. {sxpressed as Mn).
See referenzes For 30180 in L2 in this repart.

TDI : 0.7 mgkg b.ow. based on TD for castor
otl.
(SCF, 7ih Senies, 1973)
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LIST 2

Substances for which a TDT or 2 t-TDI has been established by this Committee,

FM/REF CAS NAME SCF OPIMIGN
37150 0i5467-00-3 Ricimoleic acid, Lithium salt L2 {= 0.7 mgEg b.ow.} for Acinpleic acid.
L3 for La,

Growp TDI : (3] mg'kg bow, {expressed az Li),
See references for 323000 in L2 in this report,

22805 2 Ricinoleis acid, mangansse sall LI{=0.T mg'kg b.w.) for ncincleic acid,
L2 for Mn.
Group TDI : 0.0 mgke bow, (expressed azs Mn).
See referepces for J01E0 in L2 in thas teport.

83340  (OR0I0-09-T  Rosin Group TDI 0 1 mg'kg bow.
{5CF, 17th Series, 1986}

g4040 O08050-26-8B  Rosin, citer with pentacrythritol Group TDI @ 1 mefkg bow,
Included in the proup TDI (1 mgfkg bow.) for
colophony.

(SCF, 6th Seres, 1978) also including mgj.mla
(SCF, 17th Series, 1986)

84240  063997-13-9  Rosin, hydrogenated, ester with glycersl Group TDI : | mp'ke b.w.
Included in the growp TDM {1 mg'kg bow.} for
colophony.
(8CF, oth Deries, 1978} also ncluding rosins
{SCF, 1'Tth Series, 1946)

84320  002050-15-5 Rosin, hydrogenated, ester with methanol  Group TDI : | mgikg bow.
Included in the groop TDT {1 mgfkg h.ow.) for
colophony.
{8CF, &th Series, 1973) alse including rosins
{5CF, 17th Seraes, 1966)

a0 E4365-17-2 Rostn, hydrogepated, ester  with Growp TDH ;| mefkg bow,
penlaerylhnteal included in the group TDI {1 mg'kp bow.} for
colophony,
(8CF, &th Seres, 1978) alsc including rosins
(SCF, 1 Tth Senies, 1954)

24800 000087-18-3  Salicyle acid, 4-tert-butylphenyl ester T @ 0.2 mglkg bow.
2-Year oral rat study,
(RIVM, March 1%972)

B5760 Q1 2068-40-5  Silivic aeid, lithivm aluminivm salt L2? far Li.
Group TR - 0.01 mgfkg b.ow. {expressed as Li).
See references for 35000 in L2 in thus repart,
L2 for Al
TOT : | mglke b.ow, {sxpressed az Al), based on
PTWT : 7 myfkg bow. (eapressed as Al
(SCF, 23th Series, 19%1)

B3840 O53220-86-2  Silicic aeid, lithium megnesivm sodivm salt Group TDH @ 0.01 mgfkg bow. (expressed as Li).
Sew references for benzoic &cid, lithium salt,
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PM/REF

LIST 2

Substances for which a TDI or a t-TD! bas been established by this Comumittee,

CAS

85020

BG40

BEGAE0

27040

g7280

§I510

BT920

L20E0

BE1 60

BEAM)

88640

guadl

G12627-14-4

001330-43-4

0Z29116-98-]

062568-11-0

G&1T52-68-9

G262655-53-0

054140-20-4

126836-47-5

GOBG1I-07-8

§

Silicie &cd, lidium sal

Sodium aluminate

Sodiwm monoalkyl diallylphenoybenzene-
disulphanate

Sodiur letraborate

Sorbilan dinleate

Sorbitan monabehenate

Sorbilan tettastearats

Sorbitan triclears

Sorbitan tripalmitate

Sorbitol monostearate

Soybean oil, spoxidized (oxirane < B%,
icdine pumber < 4)

Stearic acid, esters with ethylensplycal

SCF OPINTON

Group TDH : 007 mekg bow, (expressed as Li)
See references for benzowe acid, Lthium salt,

TOI: 1 mpke bow. {expressed as AN, based on
PTW] : 7 ma/kg b.w. (cxpressed as Al).
(SCF, 15th Senes, 1991)

-TDE - 0.5 mgikg bow, pending reproduciton
and erawgenicity studies,
Avallable ¢ 2-year oral ral and dog studies.

Group TDI : 0.2 mg'kg b.w. {expressed as B
See references far boric acid.

Group TDI : 5 mgfkg bow. based on the group
ADT {3 mg'kg bow.) for sorbitan esters of Ladee
and oleic acids,

{SCF, Tth Series, 1978}

Group TDT - 5 mg'kg bow. based on the group
ADE {5 mgfkg bow.) for sorbitan esters of laune
and oleic acids.

(5CF, Tth Series, 1974)

Group TDM @ 5§ mg/kg bow. based on the group
AD {5 mg'kg bow.) for sorbitan esters of lauric
apd oleie acids.

(SCF, Tik Senes, |97E)

Group TDI : 3 mg/kg b.w, based on the group
ARl {5 mefkg bow.) for sorbitan esters of tauric
and oleic acids.

fSCF, Tdh Series, 1978)

Group TDJ : 5 mg/kg bow. bazed on the group
ADE (5 me'ke bw.] for serbitsn esters of laumc

and oleic acids.
{SCF, 7th Scries, 1976}

TOI : not specified, based on ADT for sorbitot.
(SCF, ITth Series, 1986)

+-TO! : 1 mp'kg bw.

Availahle : 15-week and 2-year orl rat studies
and l-year aral dog study.

{BIBRA report n. 515/84; summary report
prepared by UK, January 1985)

Mesded ; reproduction and teratopenicity studies.

TCH : 0.5 mzg/kg bow.
(SCF, §th Series, 1978)
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4%

r

0290

2720

91170

e20%

52330

92430

Q2560

92gan

9283040

92ER0

92930

LIST 2

Suhstances for which a TDI or a t-TD] bas been established by this Commitlee.

"
4

04435253

210476-54-3

O58446-52-9

oo0108-30-5

OF7569-440-1

OO0 109-99-0

038612773

20 1D 2~60-1

OOOR06-69-5

{d j d84-35-9

120218-34-0

NAME

Steanc acid, lithium sait

Stearic acid, manganese =alt

Swzaroylbenzoyimelhane

Succinic anhydrde

Terephthalic acid, diester with 2.2'-me-
thylenebis(d-methyi-G-tert-bugdphanol)

Tetwradecyl-palycthylene axide(d1-3) ether of
glveolic acid

Tetrahydrofuran

Tetrakis(2, 4-di-tert-butylphenyl)-4,4"-hi-
phenylene diphosphonile

MM, M M -Tetrakis{2-hydroxypropyliethy-
lenediamine

4 4" -Thiobis{E-tert-butyl-3-methylphenal)

Thicdicthanal  bis]3-(3,5-di-tert-butyl-4-
hydroxyphenylpropionate]

Thaodieth ylenebis{3-methoxycarbonyl-2,46-

SCF QPINION

E1 {= not specified) for stearic acid,

LI for Li.

Group TDI = 0.01 mgfkg b w. (expressad as L),
See references for 38000 0 L2 in thas roport.

L1 {= not specified) for stearic acid.

L2 for Mn.

Group TDD = Q.01 mgfkg Bbow. (expressed as
Mnd.

Ses references for 30180 in L2 in this report.

TDI - 1.5 mgfkg b.w.

30-Day oral rat, ¥0-day oral dog, I-genersacn
oral rat studies, matagenicity and migraton data.
(RIVM report, June 197%)

TD! : not specibicd, based on ADT [= not
gpecified) for succinas scid.

TDI - | mgfkg b,
A 90-day oral rat study.
{CTY D report 5569, December 1977)

t-TD @ 025 mpkg bow.

Available 1 28- and H-day oral rat studies.
FCIVOI TG 3108, Dotober 1970, 1287, October
1570).

MNesded mutagenicity swdies and  specify
MONImMEr Content.

See refercnces for same substance in monomer
report.

TOI : 03 mgfkg bow.
H3-Day oral rar study and mutagenicity studics.
(Sandoz report, 19799

TDI - | mgfkg bow.
(SCE, 17th Series, 1986)

=TDI : 0008 megfkg bow. pending results of
ongoing 1-year and reproduction studies.
Available : 28 and 90-day oral rat studies, onc
in vitre routigenic test,

(BIVM doc, 38/6785081007, T November 1988)

TDI : 0.0d4 mgfkg bow,

S0-Day oral i study, mutagenicity shudies.
Needed @ mugration data.

(RIVM report 33/6T3508/004, 1989-01-24)

TDI - 0.1 mgfkg b.ow,
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PM/BREE

37D

24320

4400

4960

95200

25280

26200

LIST 2

Substances for which a T or a t-TDH has been astablished by this Committes,

CAS NAME

dimethyl- T, 4dihvdropyndine-3-carbony-
late

000108-78-1 2,46 Trnamine-1,3.5-triazine

D014 2-27-6  Triethyleneglycol

036443-68-2 Tristhyleneglycol  bis|3-(3-wert-butyl-4-hy-
droxy-5-methylphenyljprepionatz]

000077996 1,1,1-Trimethyloipropane

GOLT09-70-2 1.3 5-Trimethyl-2, 4, 6-tr5(3, 5-di-tert-buryl-
4-hydronybenzylibenzene

040601-76-1  1,3,5-Tris(d-tert-bubyl-3-hydroxy-2,6-dime-
thylbenzyly-1,3,5-triazine-2,4,6{1H,3H,5H}

tHone

055799-16-F  Zinc hydroxyphosphite

SCF OPTNION

90-Day oral rat study, mutagenicity tests
negabive, absence of bioaccumulation.
(CS5/PMI305, 336, 358, 460).

TDI : Q.5 mg'kg b.ow,
(SCF, 1Tth Serics, 1986)

Group TR @ 5 mgkg bow.  ({wih
plyethylensglyvenl).
{SCF, 17th Series, 1986)

TR : 9.05 mg'kg h.w,

20-Dsay and 2-year oral rat and 5d-day oml dog
studies, teratogenicity and muiagenicity studies,
(RIVM report 39/6TE608/001, 1989-00-01)

T : Q1 mygfkg bow.
(SCF, 1Tth Scries, 19B4)

T - § mpkp bow. pending chack of the
TEpOMS.

Z-Year ora] studies in rats and dogs and oral
carcinpgenicity studies in muee and rats,

{Shell reports a. TLGR 002368, March 1969,
TLGR 0024 68, September 1968, TLGR 001969,
March 1955)

TDI : 0 mg'kg baow,

Available ; 90-day oral rat and dog studies,
{RIVM document, June (929}

Needed @ mulagericily and migraton data,
impunties to be specificd,

TOI : 1 wmgfkg bow. (expressed as Zn).
{TECFA, 26th meeting, 1982).

T : 0 ma'kg b.ow. based on ADI (= T mgls
b.w.} for phosphate,

{JECFA, 26th mecting, 1982)
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PM/REF  CAS
3029F  OOGT-54-]
13120 -

36640 GO0123-77-3
720 HT194-00-2
36a00  010022-31-B
36840 ?

36960 DD3I061-75-4
IS0 QO1301-7R-%

C3EIZ0 DO5I42-45-9
V060 (5958.10-5
4400 D10043-11-5
40570 0106973
40590 0000T]-36-]
40594  ODOOTS-65-0

LIST 3

Substances for which anp AT or a TDI could net be zsizblished
but where the present use ¢ould be accepted,

NAME SCF GPINION

Acelone Residue in food less than § mp/kg.
[SCF, 1ith Series, 1981)

Aloohols, aliphatie, manohydnie, saturated, 90-Day  oral  studies, mersholic  and/or
linear, primary (C4-C22) mutagercity stdics with some substances out of
the group.
{S3CF, 17th Series, 1984)

Azndicarbonanuds Evaluated tn the conieat of its use as blowing
agent which on heating will break down, Decision
postpaned  wntil UK presents  resulis  of
technological improvements fend 199403,

Barium hydroxide R : 1 mgfkg of food or food simulant.
(RIVM doc., May 1992 (CS/PM/1584))

Barium nigate TLH = 3 mgikp bow, (expressed as nitrale) based
on ADI (= 5 mg'kg b.w.} for aodium nitrace.
{3CF, 26th Series, 1991}
L3 for Ba.
R : 1 mp'kg (expressed as Ba).
(RIVM doc., May 1992 (CS/PMA584})

Barium wiraborate L3 for Ba.
R : | mg'kr (expressed as Be).
(RIVM doc_, May 1992 {CS/PM/1584)).
L} for borate,
TOI - 0.2 mgikp bow. (expressed as B).
Rea referances for dorc &eid (IL2) in this report.

Behenamude Metabolized Lo armmonia and behenic acid.
Bentomte Inert material.

4-(I-Benzoxazelyl)-4'-(5-methyl-2-benzo-  Maximum amoont to be used @ 0.05 % (wiw)
xazalylstlbens

1. 1-Bis(2-hydroxy-1 5-di-tent-butylpheoyls B : ¥ mglkg of food or food simulant,

ethipe Avallable ; 3-month oral it and dog studies,
reproducton siudy and tests for mulagenicity
negative.

(RIVM doc., February 1992}

Boron netride Inert, nseluble materal,

Butane Volanle compound.

1-Butanc! Ser references for same substance in monomer
report.

tzrt-Butanal Remdue in food [2ss than 10 mpfkg.
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PM/REF  CAS
41680 QOOOTE-22-2
4] 760 (KRG~ 4-8
42720 Qa1 5-846-9
413040 0O 00d-35-8
43440 DOB0AL-T5-0
45280 -
4592t OHeD0-16-2
46050 G001 12-30.)
46375 ?

49225 001 24-40-3
475440 KM T-HE-5
51975 GOU112-53-8
J2640 016330-88-1
52710 001 12-56-7
51360 C0110-31-6
53440 G55 18-18-3
23520 Q001 10-34-5
54005 0051 M-44-7

LIST 3

Substances for which an ADI or & TDT could oot be established

but where the present use could be zccepted.

MNAME

Camphor

Candelilla wax

Carnauba wax

Cellulose acctate butyrats

Cerecin, refined

Coson Ohers
Dammar

1-Becanal

Diatomaceaus sarth

Diimethylamine

Bimetiyl sulphoxide

1-Bodecanol

Dral omote
Eruciz acid

M . N'-Ethylenshisdaleamide

MN.N '-Eﬂ’i}'len&biq:uhﬁlarrﬁdc

N, N'-Ethylensbisstearamide

Ethytens-M-palmitamide- W - stéaramide

SCF QPFINION

(SCF, 11th Series, 1981; EHC 6%Y
Natural compoond with strong flavour,
MNawral wax, Punty br be specified,
Matural wax. Purity tn be specified.

Inert marerial, modifisd satural cellulose,

Refined, natural, erystalline wax. Punty to be
specificd.

Inert, insaluble material.
Matural wax. Purity to be specified.

See references for  "Alechols,  aliphabc,
ruonohydeie, saturated, linear, primary (C4-C22)"
in Mmanomer report.

inert material.

Ocewrs maturally i foods up o 45 mpfkg o
herming and vp 10 10 mgfkg in other foods.
(Health-based recommendsd  occupational
exposure limits for dimethylamine. Dutch Expert
Commuttee  fur Oocupationa] Standazds, RA
10090, Ogrobar 19940

D562 15 used as & carmier of drugs to facilitate
skin penetraton.

See references for same mubstance in monomer
repaort.

Inest material. Purity to be specified.
Coours i small ampunts in some vegehble oils,

Chemically similar to W, N'-tthylene-

hisstearamide.

90-Cray oral monkey study, Chemucally stroilar to
N, N'-thylenchisstearamide.

Two inadequale 2-year oral rat studies and Jow
Migraton.

{Heechat repart 13705, 1963)

M N -sthylens-

Chemically  similar b
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PM/REF

54580
i

ELESE
1

547355
1

s4740¢
1

54880

55520

55604

S6E00
R0
58720

38740

5E760

CAS

QOB030-70-4

COO0F0-00-0

010599-62-8
O07T82-42-5
CO0111-14-2

016761-13-0

LIST 3

Substances for which an ADI or a TDI couwld not be established

but where the present use could be aceepled.

NAME

Fatty acids, soys, Lithium salc

Faity acids, soyz, manganese salis

Fatty acids, tall oll, ithium salts

Faity acids, tall oil, mangan=se sals

Formaldehyde

Class fbers fd = 0.5-30 um}

Glass rusraballs (d = 0.5-500 um}, hollow
or golid

Glycerol monolavrate diacetats
Graphite
Heptanoie acid

Heptznoic acid, lithivm salt

Heptanaic acid, manganese salt

SCF QPINION

bisstearamids.

L3 for fatty acids, soya.

Constnlents of natural fats,

L2 for Li.

Croup TDI : 0.0 mgfkg bow, (as Li).

5cc references for 3800 in L2 in this repont.

L3 for fatly acids, soya.

Constituents of natural fats.

L2 for Mn.

Group TDI : 0.01 mefkg b.w. (a3 Mn},

See references for 20180 in L2 in this report,

1A for fagy scids, wall od.

Constitents of natural fats.

L2 for L1,

Group TOE @ 0L mgkg bow. (a3 Li).

See references for 33004 in L2 in this report,

L3 for fary acids, wall oil.

Constituents of namwral fars.

L2 for Mn.

Group TDH : 0.01 mglkg bow. (a3 Mn).

See réferences for 30139 in L2 in this report.

Sec references for zame substance tn moromer
report.
(SCF, 1Tth Series, 1986)

[n=rt matenal.

Lert matenal.

Chemically similar o nawral fas,
inert matenial.
Fatty acid from food.

L3 for heptancic scid.

L2 for Li.

TDI : 0.0) mgfkg b.w. (exprassed as Lik
See references for 33000 in L2 in this report,

L3 for heplanomn aaid.

L2 for Mn.

TDI : 0.01 mgfig b.w._ (expressed as M.
See references for 301800in L2 i thus repoct.
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FM/EEF CAS

54700  0I6653-82-4
50280 0OOIO0-97-0
55830 *
59760  019569-21-2
GLHREO 01 2304-65-3
&2I60  007631-510
62220 Ol00G45-89-3
62255 DOGOT5-28-5
#3450 0007E-TE-S
G640 GOB0T1-39-6
62 30K DEEA07-6E-4
6L3E0D e Ta-53-2
4400  0O01345-05-7
£5040 GOO141-82-2
65960  ODO06T-56-1
B30l 035200-91-2
&7120 012001262
67700  001317-13-5
&TESD -

LIST 3

Substances for which an ADI or 2 TD could not be eslablished

but where the present usc could be aceepted.

NAME

1-Hexadecanol

Hexamethylenstetremine

Hydromagnesite {ratural basic magnesiuvm
carboaate)}
Huntite calcium
carbonate)

{naruraj MAgZHesIum

Hydrotalcite (MefAl carbonate comples)
Hypaphosphorous acid, sodium salt

tronfll} diammopium bisulphats

lsobutane
Isopenlane
Tapan wax
Kaolin, calcined
Kizaelguhr

Lithopone (C.]1. Pigment White 5)

Malonic acid

kM zthanal

Z,2"-Methylensbis{d, 6-di-ter-bubylphenyl-
sodium phosphats

Mica
Molybdenum disulphids
Montanic acids {purified} and'or their esters

with ethyleneglveol andfor  with
L.3-butanediol and/or glyeerol

SCF QFIMID
See  references for "Aleshols, aliphate,

monchydric, raturated, linear, primary (C4-C22)7
in MONomer report.

S5cc references for same substance i monomer
Teport.

Inert materal. Purily Lo be specified,

inert, insoluble matcnial.

Imert, inscluble matenal.
Easily oxidized to phosphorous acid,

FMTDI (lrank - 0.8 mefkg bow.
(JECFA, 2Tth mocung, 1983

Volatle commpound.

Vuolatile compound.

Refined, natural wax. Purity to be spacified.
Inert material,

Inett mat=rial.

Free from water soluble barium. Insoluble, inert
malerial.

Cgeurs in plunts.

See refarences for same substance in monomer
report.

R : 5 mekg of food or food simulant.
Avzilable | 3-month oral rat swdy, mutagenicity
tesis negative, migration data,

(RIVH doc., 15 October 19%91)

Inert silicate.

Inert, insoluble matenial.

9 Products : Hoechst Wax E, Hoechst Wax OF,
Hopechst Wax, WE4.

J4-3onith oral dog, 3-month rat and 2-year rat
studics, plus negatve Amcs test.
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FM/REF  CAS
G50 DOE0A02-53-7
SBT25 0681 37-6d4=4
63225 000 12-02-5
GaTA0 OO1 S 1-87-5
L9760 GO0l 43-25-2
GOEA0 01 G2E0-05 -6
0240 ?

TIT20G G0 09-56-0
AL -

4560 DUG-04-6
F4&640 GOHHG0-T2-F
F3¢00 .

85680 o011 343-948-2
B5700 012650-28-1
B0 -

86160 G409 -2
913460 DO0126-14-7
N1840 007704-34-9
SN 007727-43-7

LIST 3

Substances for which an AD] or a TDI could not be established

but where the present use could be accepied.

NAME

Montan wax
Nepheline syenitz

1-Octadecanol

1-Octanol

Cley] alcohol

DleyipalmsLamide

Ozokerits

Penwane
Palyoxyalkyl{C2-C4pdimethylpoly siloxans
Rubber, naniral

Salicylic acid

Silicetes, natural

Silicic acid

Silicic acid, banum salt

Silicic acid, silylatsd
Sibeon carbads
Sucrose oclaacelatr

aulphur

Sulphuric acid, barium zalt {scluble Ba frec)

SCF OFINION

(RIVM report, 05-03-1990)
Inent compeund, specifications necded.
Inert material.

See refersnces for same substance in monomer
Teport.

See references for  "Adcohols,  sliphatic,
monohydric, seturated, lindar, pnmary (Ca-C 225
in marbmer report.

Precursor of oleic acid.

R : 5 mpiky of food ar food simulant.

Avallable : 3-month oral rat study, mutapenicity
studies nepative, migratdon data.

(RIYM doc., 17.03.]19592)

Mineral wax. Purity to be specified.

Volatle compound.

Migraton wnlikely.
tamrally oecured in food in low concentration,

Free from asbestos. Inert, insolubls matersal.
Some specific silicales have been allocated an
AD] not specified.

(SCF, t988, in press)

Inert, insqluble matenial.

L3 for silicic acid.

L3 for Ba.

E : 1 mefhg in food or food simulant.

(RIVM doc., May 1992 ([CS/PM/1584))

Inert malenal,
Incrt matenial,
Bitter taste.

Inert rmaterial.

L1 for Ba.
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Reporw of the Sciemific Camminee for Food: 33rd series

EM/REF  CAS
92300  000112-72-1
53980  DOD112-70-9
95360  027676-62-6
93005 013982-17-0
95920 -

96240  0D1314-13-2
96320 001314-98-3

LIST 3

Substances for which an A or a8 TDI could ol be established
but where the present wse could be accepled.

NAME SCF OPINMICN

E : 1 mg/kg {expressed as Ba} in food or food
simulant,

(RIVM doc., May 19592 (C3/PM/1584))

L2 for the compound.

Lnscluble material.

1-Tetradecanal Included in 33120
(3CF, R...)
1-Tridecanal Sec  teferences  for  “Adechols,  sdiphadc,

monohydrie, saturaled, linear, primary (C4-C27)"
in monomer rEpot.

1,3,5-Tris(3,5-di-tert-butyl-4-hydroxyben- R : 5 mgfkg of food or food simulant.
zylF1,3,5-triagine-2,4,6(1H,3H SHmtrione  Available : 3-month oral rat study, mutagenicity
studies nagative, migration datz.
{(RIVM doc., February 1992)

Wollastonite §= npatural calcium silicats, Free from asbestos, Inert, insoluble material
free from ashestos)

Wood Bour and fibers {nert material.
Finc axide Tnert ruterial,

Zinc sulphide Inert matenal.
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LIST 4

Substances for which an ADT or & TD} could not be established but
which could be nzed if the substance migrating into foods er in
food simulants is not detectable by an agreed sensitive method.

PM/REF CAS NAME SCF OFINION
43780 026172-55-4  5-Chloro-2-methyl-4-1zothiarolin-3-ane 90-Day oral rat and dog studies. Reproduction
and teratggenicity studies in rabbits, Three
mugenicity studics,
(RIVM doc. tox. 300/420, May 1979, September
1983, Junc 1384)
Very potont seambizer,
4000 001333.32.0 Chromium mioaxide Cri¥I) is & genoloaic carcinopen.
(IARC monograph 1980, vol. 23}
51540 000107 -68-8  Driphenylmethane 4,4 -didsocyanate Ser rofercnces for same substance in menomer
TEport.
33450 O001591-56-4  Ethylepcimune See references for same substancs in monomer
report.
6755 002682-20-4  I-Methyl-4-isothinzolin-J-one Sec references  for  S-chloro-2-methyl-$-1s0-
thiazolin-1-one.
Carcirdgen,
71500 ODDOET-§6-5  Pentachlorophenol Carcinogen.
T4B40 000131-17-¢  Phthalic acid, diallyl zster Genotoxic carcinogen {mouse and rat),

(RIVM doc. 91/679112/001)
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PM/BREF

35580
44080
26560
53T
H0920
EETRS
G7ETD

67374

6TEE

3210
T
T4

%1614

AR

o01332-21-4

000104-55-2

S00E06-92-4

02563 7-9%-4

R d2-40-2

GO0109-02-4

OO0 10-91-8

032526-52-0

a3449-39-8

032534-81-9

013732-62-2

LIST 5§

Substances which should not be used,

NAME

Asbestos

Cinnamaldehyds

1, 2-Dibromoethans
Hexebromocoycolodedecane
W+{2-Hydroxysthylimorpholine
N-Methylmorpholine
Muorpholine

Morpholine, its salts of acids, aliphatic,
ponccarboxylic, saturated, shave C7

Meorpholine, its salts of acids, aliphatc,
moRosarbekylic, unsaturated, above C7

Detabromodiphenyt ether
Paraffins, chlormated
Pentsbromodiphenyl ether

p-Toluepssulphonic acid, morpholine salt

SCF OPINJON
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LiST OF SUBSTANCES EYALUATED IN THIS REPORT AND THEIR CLASSIFICATION.

FM/REF CAS
30000 CQODE4-1%-7
Ic0as (0123864
JO0RG 004180-12-5
30140 148 -T8-5
30180 KHE38-28-0
H2ED 01 08-24-7
0295 OO T-64-
o3 -

30380 Q30523-58-5
0400 .
20960 -
21520 061 16T-58.6
31540 OO{HRE-33-3
317310 0001 24-0a-9
11820 OO 03-23-1
33070 OF002-18-0
3nmw -
A33H) QOe005-32.7
33360 -
34230 -
34740 -
14560 B21645-51-2
34560 GO1327-41-9
34720 G01344-28-1
5130 U13560-29-1
15320 HFeed-41-7

ANNEX IT

MNAME

Acehc peid

Acetic acid, n-huty] ester
Acette acid, copper salt

Acetre acid, ethyl estar

Acetc acid, manganssel} salt
Acetic anhydride

Acstone

Acetylacetio acid, salts
Acetylacetic acid, sodium sait
Acetylated glycerides

Acids, aliphatc, monocarboxylic (C6-C22), esters with polyglyecrs]

Acrylic  acid,  2-tert-butyl-6-(2-tert-butyl-2-hydrosy-5-methylbenzyl)-
4methylphenyl ester

Acrylic acid, methyl ester

Adipie acid

Adipic seid, bis{2-ethylhexy] ester)

Agar-sgar

Alcohals, aliphatc, monchydric, saurated, linear, prumary (C4-022)
Algimie acid

Alginic scid, salts

Alkyl(C8-C22)sulphonic acid

Alkyl{C10=C20)sulphonic acid, esters with phenols

Aluminium hydroxide

Aluminium hydroxychloride

Aluminiom axide

3-Amupocrolonic koid, diester with thiohis(2-hydroxysthyl) ether

Ammona

Cn
-
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ANNEX TI

LIST OF SUBSTANCES EVALUATED IN THIS REPORT AND THEIR CLASSIFICATION.

PM/REF CAS NAME
35440 012124-97-9  Ammomum bromide
A5 01125929 Ammonium chloride
25600 001236-2]6  Ammonium hydroxide
35630 QLG196-0440  Ammonum sulphite
A5Ea0 000506309 Arachidic acid
IFE45 00TV 440 Anchidonic ecid
AF960 0OLAAZ-21-4 Ashestos
IS000  0GOO50-81-T  Ascorbic acid
36080  DG013T7-56-6 Ascorby! palmitate
A61560 Q10605-08-1  Ascorby] stearate
36640  0D0123-77-3  Azodicarbonamude
36720 Qi7194-00-2 Banum hydroxide
36300 010022-31-3  Barium nitrats
36840 ? Banjum tetraborate
36280  DOA0N2-38-1  Beoswar
36960  00306]1-75-4  Behenamide
3704}  O000112-85-6 Behenjc acid
37280 00102739 Heptonite
3760 (00100-52-7  Benzaldehyde
37520 0Q2634-23-3  1,2-Benzisothiazotin-3-one
ITE00  ODOOES-E5-0  Benreic acid
37680  000136-60-7 Benzoie acid, butyl ester
A7E40  0000%3-39-90  Benzoic aoid, ethyl ester
33000 O00533-54-F  Penzoic acid, lithium salt
3BOR0  DOO093-58-3  Beroic acid, methy] ester
38160  DOIV15-5B-68 Benroic acid, propyl estar

LA
]

2-3

2-3
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LIST OF SUBSTANCES EVALUATEL IIN THIS REFORT AND THEIR CLASSIFICATION.

PM/REF CAS
8240 0K119-61-9
12320 005242.40-9
KECILY QOO 100-51-5
RS0 O07128-64-3
IZTO0 0633%7-60-4
JZEH) 032687-748-8
ARE20D O25741-53-7
13950 GI9071-96-1
30060 DIS95E-30-6
3%080 -

30120 -
F9H 00E200-40-4
600 0077623
IBeED  COGOR0-05.7
IVEI0 DATBIG-A)-3
eI 158-4]-4
40000 0L 3] -E4-4
40020 LI0353-20-9
20150 061269612
40240 -
40220 DL0043-35-3
40404 010043-11-5
40570 000106-97-8
40590 0D0O7]-36-3
40594 00007565
40720 OZ5013-16-3

Benzophenons

4~ (2-Benzoxazolyl-4"-{5-methyl-2-benzorazolvl)stilbens

Benzyl alcohol

2, 5-Bis(S-tert-butyl-2-benzoxazolylthiophene
Bis{2-carhohutoxysthyltin bisiisoocty] mercaptoacetats}

N, N -Bis]3-(3,5-di-tert-butyl-4-hy droxyphenylipropicay] Jhy drazide

Bis{2, 4-di-tert-butylphenylpe ntacnvthntol diphosphute

ANNEX 11

Biz{4-ethylbenzy idene)zorbitel

1, 1-Bist2-hydroxy-3,5-di-tent-butylphenylisthane

ML N -Bis(2-hydroxyethyDalkyl{C3-Ct aming

N N-Eis(2-hydrozyethyDally {C3-C 1 8)amine bydrechloride
Bis(2-hydroxvethyl)-2-by droxyprepyl-3-(dodec yloxy )meth ylammoniom chloride

Big[Z-hydroxy-3-{ I-methy leyelohexyl)-5-methylphenyl [reethane

2,2-Bis(d-hydroxypheny Jpropane

Bis{meathylbenzvlidenesorbical

2, 4-Bisioctylme rcaptat-&-(+hydroxy-3.5 -di-tect-buyrlaniline)-1, 3, 5-iriazine

2.4-Bis(octylthiomethy] Ho-methylphenot

N..N'-Bi5{1,2,5,ﬁ—t:tram:lh}'|-4=pip¢rld}'I}heximﬁlh}'ltﬂtdiﬂmiﬂﬁ -

1,2-dibromoethans, copely mer

Bis{triethy leneglyeol) hydroxymethylphosphunate

Bonc acid
Boron nibide
Butane
1-Bulara]

tleri-Butanol

tert-Butyl-4-hydroxyamsale [= BHA)

%]
-



G2 Reports of the Scientfic Committey far Food: 23] senes

LIST OF SUBSTANCES EVALUATED IN THIS REPORT AND THEIR CLASSIFICATION.

FM/REF

40800
40EE0
40980
41040
41120
41280
4152%

4 16050

41680
41760
41840
41960
42000
52160
42320
42400
42480
42500
42640
42720
42300
43300
43360
43440
43600

43630

CAS

——

013003- 128
013666-23-2
2
005743-36-2
0] 043-524
00105-62-0
001305-78-8

0120 -14-7
Q37393324

00LOT6-22-2
003006442
GO0105-60-2
(3124072
63438-30-2
0124385
007492-68-4
Q17374

QU5 84-09.8

QOAD0-11-T7
00801 5-B6-9
O0-T1-9
CL004-36-1
ME442-B5-3
COS001-T5-0
04020-31-3

O30T 5-45-6

ANNEX II

NAME

4,4"-Butylidenebis{&-tert-butyl-3-methyiphenyl-ditridecy! phosphite)

Butylthiostannaic acid
Butyric acid, manganese salt
Caleium hutyrate

Caleium ehloride

Calcivm hydroxide

Calcium pxide

Calcivum sulphoaluminats

Camphor

Candelilla wax

Caprolavtam

Caprylic acid

(2-Carbobutoxyethylitin tris(isooctyl mercaptoacctate)
Carbon dioxide

Carbonic acid, copper sall

Carbonic acid, lichium sait

Carbonic acid, rubidium salt

Carbonie acid, salts

Carboxymethyleelluloge

Carnauha wax

Casein

Cellulose acelate butyrace

Cellulose, regencrated

Ceresin, refined

1-{3-Chloroaliyl}-3,5, 7-r1aza-1-ezoniaadamentane chlonde

Chlerodifluoromethane
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LIST OF SUBSTANCES EVALUATED IN THIS REFORT AND THEIR CLASSIFICATION.

PM/REF  CAS
43760 026]72-55-4
440030 021333320
44380 0001 04-55-2
44160 GO 7 =029
44640 ODOOTI93-0
45195 007IEI-70-4
45200 OO76RL-65-4
45280 -
45520 -

45760 oo0I08-91-%
43020 (ORI |l
45940 OO0334-58-5
35970 O20336-95-2
45980 Ol0139.57-8
46050 000 12-30-1
46070 010016203
46080  0O7555-39.0
46375 7

46430 03264 7-67-%
45560 GO0 05-93-4
a66a0 000128370
46800  067345-93-6
46880 065140.91:2
47200 004221-80-]
47440  DODAG1-538-5
47600 084030-61-5

ANNEX II

NAME

S-Chloro-2-methyl-4-izothiazolin-3-one

Chromium trioxide
Cinnarmaldehyde

Citric acid

Citric avid, miethyl ester
Copper{l} bromide
Copper{l} iodide

Cottan fibers

p-Cresel, styrenated
Cyelohexylamine

Damumar

o Drecenoic acid

n-Decanme acid, Lthium salt
t-Drecanoic acid, manganese salt
I-Decanot

alpha-Dextrin

beta-Dextrin

Diatomacecus carth
Dibenrylidens sorbtol

1,2-Dhbromocsthans

2,6-Di-tert-butyl-pcresel (= BHT}
3,5-Di-ten-butyl-4-hydroxybenroic acid, hexadecyl ester
3.5-Di-tert-butyl-4-hydroxybenzy lphosphomic zcid, mancethy] ester, caleium salt

2.4-Diter-butylpheny ! 3,5-di-tert-butyl-d4-hydroxybenzoats

Bicyanodiamide

Pi-p-dodecyltin bis(isooctyl mercaptoacetals:)



o Reparts of the Scienlifie Cemminee Ror Food: 330 serigs

LIST OF SUBSTANCES EVALUATED IN THIS REFORT AND THEIR CLASSIFICATION.

PM/REF

47680
48020
48051

48620
ake40
48720
45760
4EEOO
A4REE0
AP025
40235
49425
49525
45540
4PGH)
49760
40840
20160
50240
50320
0360
50400
J0440
30360
50640

50720

CAS

QL0111 1-d6-6
G001 §2-34-5
OG0 1 1-90-0
Q0123-31-3
0o0131-56-6
CO0611-9%-4
OO T-BE-6
QOO0 7-23-4
Q0U131-33-3
000124-440-2
0108-01-0

000137-30-4

QUHGT-98-5
026616-01-1
003L35-180

002500-88-)

Qi003%-33-5

015571-58-]

DIZI6E-29.9

G2ed01.0°7-8
?

00364%-18-8

0155T1-60-5

ANNEX Il

NAME

Dicthyleneglycol

Disthyleneglycol manobutyl cther
Dhethyleneglyeo! monowthy ether

1, 4-Dikydroeaybengene
2,4-Dihydrexybenzophenons
d,4°-[hbydroxybenzophanone

4, 4" -Dikydroxyhiphenyt

2,2°-Dihydroxy-5, 5 -dichlorodiphenylmethane
2,2 -Dihydroxy-4-methoxybenzophenone
Dimethylamine

Dimethyiaminoethanol

Dimetiyldithiocarbamic acid, zine salt
Drirnethylpelysiloxane

Primethy] suipheiide

Dimethylin bis{iscoctyl mercaptoacetate}

Do tadecyl 3, 5-di-tert-butyl-d-hydroxyhenzylphosphonate
Chioctadesy] disulphide

[Ch-noctyltn bis[n-alkyl{C 10-C 1 &} mercaptoacetaie]
Di-n-petylnn bis{2-ethylhexyl maleate)
Di-neoetylting bis{2-ethylhexyl mercaptoacetats)
DH-n-cetyltin bis{ethyl malzate)

Di-n-otyltin bis{isoocty] maleate}

Chirp-otylin bisfisoocty] mercaptoacctats)
Di-n-octylon 1,4-botanediol bis(mercaptogcetats)
Cri-n-octyltn didaurate

Di-n-octylan dimaleate

"N
i 3|



Adldatives wsed im the manupecture ol plastic makenals mended w eome e comael with feodstuls: 3.5.1992
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LIST OF SUBSTANCES EVALUATED TN THIS REPORT AND THEIR CLASSIFICATION.

PM/BEF  CAS

0800

30BE0 -

RTHSLE 697 26.34-4
21040 0] 5535.759.2
51120 ?

512040 OO0 26-58-2
51540 000 01-56-8
51680 QK 02-05-2
31760 000] 10-48-53
1975 H{H112-53-3
52000 02TIT6-ET-0
32320 N52047T-50.3
52640 Ol&389-85-1
B2TI0 (L §2-86-7
F2R00 DG4 -1 75
52880 023676-09-1
53200 023949 -66-5
53270 O3 T205-99-5
53280 OeA004-57.3
53260 (0l 1 0-31-6
53440 (05518-18-1
23520 QO0110-30-5
53540 DO0107-15-3
53600 CCUE0-004
536110 054453.03-1
33650 0107211

ANNEX I1

NAME

Di-n-actylon dimaleate, esterified

Di-p-octyion dimaleate, polymers (n = 2-8)

Di-m-octyltin ethylensglycol bis(mercaptoacetate)

Ch=n=vctyltin meccaploacetate

Di-n-octylan thiobenzoate (2-cthylhexyl mercaptoaceiate)

Dipentaerythrital

Diphenylmethane 4,4 -diisncyanate
N, N'Diphenylthigurea
Pipropyiensglycol

1-Dredecancl
Bodecylbenzenesulphoniv arid
2-{4-Dedecylphenyl)indole
Diolomite

Erucic acid

Ethanol

4-Ethoxybenzaic acid, ethy] sster
2-Ethoxy-2 -ethyloxamlide
Ethylearboxymethyleellulose
Ethylcellulose

M M"-Ethylenebizolzamide

N, N'-Ethylenehispalmitamide

N, K -Ethylenebizstearamide
Ethylenediamine
Ethylenediamincteraacetc acid
Ethylenediaminetetraacetc acid, copper sall

Ethylensglyoil

177]
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66 Reports of the Scientific Commimee for Food: 33rd series

LIST OF SUBSTANCES EVALUATED [N THIS REPCRT AND THEIR CLASSIFICATION.

FM/REF CAS
5367¢  Q31FH-L6SE-D
53765 Q00Q111-16-2
33820 DOOL10-BO-5
33950 000151-56-4
54003 005136447
L4180 01 5590-62-2
54260 DOOOR-58-4
54270 ?

34280 ?

54200 ?

54420 OOO0T21-324
SagE! ¥

1

£4585/ ?

1

54735/ ?

1

54740/  008D30-T0-4
1

HARED OO00 50-00-0
55040 00064-18-6
53120 000110173
55190 029204-02-7
35200 001 166-52-5
55280 O01034-01-1
55350 Qon121-Te-0
55440 QCH000-TO-8
35520 -

NAME

Ethyleneglycol bis[¥, 3-bis(3-tert-butyl-3-hydroxyphenyl)buty rats |

Ethyleneglycol moncbuty!
Ethyleneglycol monoethy?

Ethyleneiminc

ANNEX IT

ether

ether

Ethylene-M-palmitamide-M -stearamides

2-Ethythexanoic acid, lthium salt

Ethylydraxyethyleellulose

Ethylydroxymethyleellulose

Ethylydroxypropyleellnlose

2,2"-Ethylidenebis{4,6~di-tert-butylpheny!) (uorophosphonice

Ethyivanillin

Fatty acids, soya, lithivm

salts

Faty acids, soya, manganese salis

Falty aceds, tall oil, Lithium salls

Fatty acids, tall o, manganese salts

Formaldehyde

Formic acid

Fumaric acid

Gadoleic acid

Gallic acid, dodecy] ester
Geilic zcid, octyl ester
Gallic acid, propy] eseer

Cielaan

Glass fbers (d = 0.5-30 um}

]
=i

2-1

-3

2.3

21



Adduives used in the manutuciure of plastic materials mended o eome inle contact with foadsouffs 351992
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EM/REE  CAS
35600 -
35630 QO0050-99-7
55630 O] 10-94-1
55920 HM0F6-E]-5
56000 025395-3).7
S540 ?
56080 025637-84-7
56160 0254622949
36240 O27902-24-5
56120 DO1323-83-7
00 02644 6-05-5
56540 26999 -06-4
56720 L26402-22-2
S5B00 130899628
SGEA0 026402-26-6
55960 O15496-T2-4
57040 ?
37120 ?
37200 ?
57280 ¥
TG0 026394508
37440 001323242
57520 031566-71-1
100 ?
STHR0 7
57740 OO0 102- 761

ANNEX I

LIST OF SUBSTANCES EVALUATED IN THIS REPORT AND THEIR. CLASSIFICATION.

NAME

Glass microballs (d = .5-500 um}, hollow or solid

Glucose

Clutarie acid

Glyeersol

Glycerol diacetate

Glycerel dibutyrate

Glycerel dioleats

Glycerel dipropionats

Glyeerol dincinolears

Glyeerol distcarate

lycerol monoacetale

Glyeerol moncbutyrate

Glycers] monohexanoate

Glycerol monclavrate diacetats

Glycerol moncoctancale

Glycerol monooleats

Glycerol monooleate, ester with ascorbic aczid
Glycerol monooleate, ester with citric acid
Glyeerol mepopalmitate, ciler with ascorkbic acid
Glycerol mondpalmytats, ester with citnie weid
Glycerol monopropionats

Glycerol monanicinoleate

Glycers] monostearats

Glycercl monostearate, ester with ascorbic acid
Giycerol monostearate, s3ter with citme acid

Glycerol tnacectate

SCE



B8 Reporw of the Sciemilic Comomatee fur Foud: 33nd series

LIST OF SUBSTANCES EVALUATED IN THIS REPORT AND THEIR CLASSIFICATION.

FM/REF CAS
57840 OOODSR-01-3
579200 QO0D620-67-T
SEOBO QO0139-45-7
58160 B0 13%-44-6
58240 QO0555-43-]
583%4) -

58320 007 732-42-5
583¢0 O0o000-25-7
B4 CO9000-30-0
58480 O0G000-01-5
58T OOBLLN-14-B
58740 016Te1-13-0
3a7a0 ?

58770 025627-99-4
58790 Q366353-82-4
58960 DS 7040
F9120  023128-T4-7
59080 035074-77-2
%240 Q01240484
59230 QOOI0-9T-0
20380 Q00142-62-1
59580 ?

59750 GIo569-21-2
59990 O07edT01-0
G030 OI2304-45-]
L 000120-47-8

ANNEX I

MAME

Glyceral mbucy rate

Glycero] tnheplanosts

Glyeeral tripropionate

Glycerol tis(12-hydroxy stearate)

Slycerol mstearaic

Glycine, salts

Graphitz

Guazac gum

Giuar gum

Gum arabic

Heptanoie acid

Heplznoic acid, lithium salt

Heplenvic acid, manganese salt
Hexabromocyclododecane

1-Hexadecane

Hexadecylnmethylemmonivm bromide

{ ,E-Hexamethylenebis[3-(3, 5-di-tert-buty!-4-hydroxyphenylpropionamide|
1,6-Hexamethylenebis[3-01, Soditert-butyl-4-hydroxyphenylipropionate]
Hexamethylensdiamin:

Hexamethylenetetraming

n-Hexanois acid

Hydromagnesite (natural basc magnesium carbonate)
Huntits {natural calcium magnesium carbonate)
Hydrochlomc acid

Hydrotalcite (Mg/Al carbanate complex)

4-Hydroxybenroic acid, ethyl ester

R ]
e 4 ]



Additives used o the marufuctuce of plaslic maleials wdended W come inlo comtact willh foodswffs 9-5- 1997

3y

LIST OF SUBSTANCES EVALUATED IN THIS REPORT AND THEIR CLASSIFICATION.

PM/EEF

GO
G240
60320
G040
604ED
GO3E0

GOEDD

GOEE0
50920
61120
61230
&13460
61390
G440
H1600
H1680
61784
G1E00
41840
&2040
£2160
62220
2240
G2255
G2450

62640

CAS

ODO09%-T6-3
41341
O7G321-85-7
003396-11-5
ON3364-99-1
OOY004-52-0

54T 7T

008032-42-2
QOG22 2402
QUeO05-27-0
003293974
M 31577
03753-59-6
CO2440-22-4
01 %43-05-5
QOA00A-&a-2
O9004-65-3
1049167
OO0 - 14-9
GO0 [29-44-6
QO7E51-33-0
£10045-85-1
201332-37-2
OOOT5-28-5
DOO0T8-78-4

DOA0H -19-6

ANNEX I

NAME

4-Hydeoxybenzaic acid, methyl ester

4-Hydranybenzoic acid, propyl ester

2-{2-Hydraxy-3, 5-his(1, 1 -dimethylbe nzyliphenyl] benzotmiazole
2-(2-Hydroxy-1-tert-butyl-5 -meth ylphenyl-5-chlorobe azotriazrete

2-(2-Hydroxy-3 5-di-tert-butylphe nyl-5-chlorebenzotriazole
Hydraxyethyleellulose

acid,

1-2-Hydrovyethyl-d-hydroxy-2, 2,6, tetramethyipipendipe - suceinic

disnethyl &ster, copalymer (MW, 15005000
Hydroxysthylmethyleellulyse
MN-{2-Hydroxyethylimorpholine

Hydroxyeshyl siarch
2-Hydroay-4-n-hexyloxnyberrephenone
2-Hydroay-4-methonybenzophenon:
Hydroxymethylcellulose
2-[i-Hydroxy-S-methylphenylfenzobiazole
2-Hydroxy-4-n-ootyioxybenzophenone
Hydroxypropyleellutose
Hydroxypropylmethyleelluloss
Hydroxypropyl starch

12-Hydrosysteanic acid

13-Hydroxystearic acid, triester with glycersl
Hypophesphornus acid, sodiuim salt

Lron{Il) diammonivm bisulphate

Lron oxide

Isobutane

Isopentans

Japan wax

%]
|
ﬂ

|



T3 Repors of the Scientific Commaites [or Food- 330 neries

ANNEX 1T

LIST OF SUBSTANCES EVALUATED IN THIS REPORT AND THEIR CLASSIFICATION.

FM/BEF CAS NAME

G270 1332-58-T Kaoln

G2E00 Qeo40Y-684  Kaoln, calcined

62830 O09DR0-35-6  Karaya pum

G2RED OA1TI0-533-7  Kieselguhr

62964 OMA0-21-5  Lactic acid

63040 DOGII8-22-7  Lactic wcid, butyl ester
63200 051877.53.3 Lacdc acid, mengenese salt
63250 000t43-37-T  Lawre acd

63760 Q0EGO2-43-5  [ecithin

63540 GO0y 23-76-2  Lewulinic zoid

63520 0O0557-59-5  Lignocenc acid

64015  OUOPE0-3)-3  Banoleic acid

4100 OT4488-00-%  Lingleic acid, lithivm sale
641135 004904-78-5  Linoleic acid, mangancse salt
64120 - Lipgleie &cid, salts

4150 028250-79-1  Linclenic acid

4270 QOT4dT41-8  Lithium chlonide

64300  DO1310-65-2 Lithium hydroxide

64320 019377-51-2  Lithium iodide

&4150  012057-24-F  Lithivm oxide

62400 (6]1345-05-7  Lithopene (C.1. Pigment White 5}
G 500 - Lysint, sals

&d560 0D7786-30-1  Magnesium ¢hlonde

846840  01309-42-8  Magnesium hydroxide
4720 DOLIC9-4B4  Magnesinm oxide

14 B0 O 110-18-7  Maleic acid

172
1
i



Addiirven used i the manofocture of plastic muleraass mtended b gogne o conlact with foodsaffs- 3.5.1992
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LIST OF SUBSTANCES EVALUATED IN THIS REPORT AND THEIR CLASSIFICATION.

PRL/REE

&5020
65040
65120
65200
£5280
&5340
G5440
&5520
S3E60

65%20

G596
56§20
&6.2 0
Ot240
G660
Gt (K
GhdED
Base0
G (i
abGeS
GHTO0
G573
&5735
&7120

67200

A5

——

Gos915-15-7

aD0L41-82-2

o077 TI-01-5

01 2625-E2-3

G10043-84-2

011129-60-3

?

00GoET-T8-5

QHHOED-62-6

Oatd 3 2-60-4

CRRHIT-56-1

010E05-21-7

Q37306-01-2

009004-57-3

085209-9]-2

(H0EE-24-4

(A3 19-47-1

CO4066-02-8

QOGN0 -5%-5

b

OG3004-55-2

002582-20-4

(KHI105-02-4

1 2001-26-2

G01317-31-5

ANNEX I

NAME

Mabie acid

Malorde acid

Manganese(Il) chlonde
Manganese hydeoxade
Manganese(ll} hypophosphits
Manganese oxide
Manganesefdl} pyrophosphite
Mannitol

Methacrylic acid, methyl ester

M-Methacry loylethyl-N, MN-dimethylammaonium-alpha-M-methylearboz ylate

octadecyl methacrylate - athyl methacrylate - cyclohexy]l methacrylawe -

MN-vinyl-2-pyrrolidons, capolymers

Mezthanel

Methyl benzimidarolecarbamate

Methylearboxymethyleellulose

Methyloelulose

2,2 -Methylenebis(d,6-di-teri-butylphenylisodium phosphate
2.2'-Methylenebis{d-ethyi-6-tert-butylphenol)
2,2-Methylenehis(4-meth yl-5-tert-butylphencl)

2.2 -Methylenebis(d-methyl-S~cyclohexylphenal)

Methylethyloellalose
Methylhydroxymethyleclulose
bethylhydroxypropylcelhdlose
2-Methyl-4-izothiazolin-3-one
N-Mathylmorpholine

Mics

Motybdenum disulphide

Y
Y



T2 Heports of the Soentif Comumattee feor Fensd: 3308 sories

LIST OF SUBSTANCES EVALUATED IN THIS REFORT AND THEIR CLASSIFICATION.

P REF

57280
67360
67520
G0
GT6EQ
a7760

678440

§7850
S7ET0
LIETE
G782
678591
SE0
82125
GE 140
G210
GRS
68320
GES30
E8690
GBTH0
G040
65455
G465
G TR0

40840

CAS

{0108-20-7
06T649-65-4

054845-38-6

Q27107-89-T

Ol6401-86-5

c08002-51-7

0] 10-91-8

O0F44-03-8

009332-62-8

QG818 7T-G04-4

oQTeaT-37-2

032536-5240

K01 12-92-5

002082-79-3

Ql6577.52-9

CHHG535-19-9

G011 3-37-5

Q001§ 2-80-]

POTIE4-22-T

C9153-79-8

O00143-28-2

016260-09-6

ANNEX 11

NAME

————— et

Munochlerobenzens

Monp-n-dodecyltin trisfisoocty] mercaptoasetate)
Monomethyltin ms{isaociyl mercaptoacetare)
Moac-n-octylan wisfalkyl{C ) 0-C 16kmercaploacetate |
Mono-nroctyltn trs(2-ethylhexy] mercaptoacetate)
Mune-n-octylon wis{isoecty] mercaptoacetate}

Montanic acids (punified) andior their estars with ethylensglyeel andfor with
1,3-butanedial apd/or glycerol

Montan wax

Maorpholine

Maorpholing, its selic of acids, aliphatic, monccarhoxylic, sacurated, abaye C7
Morpholine, its salts of acids, aliphatic, monacarboxylic, unsaturated, above C7
Mynistc acid

7-{2-H-Naphtheo-[ 1, 2-[triazel-2-y1]-3-phenylcon marin

Mepheline sycnite

Mitrte acid

Octabromodipheny] cther

1Cctadesannt

Octadecyl 3-(3,5-di-tert-butyl-4-hydroxyphenyljpropionate

n-Octanoic acid, Lihium salt

n-Ciotanpic acid, manganese salt

1-Dctann)

Oleic axid

Oleie seid, Uthium zalt

Oleic acid, menganess salt

Gleyl alechal

Olevlpalmitamjde



Additives used in the moanefacioee of plasls mate it s mlended o cone inta comtact with foodsigfEs: 3-5-19092

T3

LIST OF SUBSTANCES EVALUATED IN THIS REPORT AND THEIR CLASSIFICATION,

PM/BEF

9920
T
TO240
T O
J0820
TOB4G
71020
I
T1440
T147T0
T1500
T1600
T1680
T1720
TZ160
Tréal
T3040
7i12g
Td240

T440K}

74430
F4560
74640
74840
74850

4940

AS

D00 144-67-7

07331-94-1

LY

005 T-10-3

020466-33-5

03 1678034

O173-4%-9

5344%9-19-8

D09000-65-5

032534-81-9

COODR7-86-3

00011515

Q06683 -19-8

GO 09 55-0

ODHFP4R-65-2

007664-18-2

013763-32-1

010124-54-4

0315700044

026523-TR-d
001333-21-7

OOGORE -Do-3

O000BS 68-7

0001 17-81-7

ooot3l-1v-4

DOO0a4-74-2

DO{KHEA-51-7

ANNEX I

Oalic acid

2, 2 -Oxamadobis[ethy -3-{3 5-di-lent-butyl-4-hydroxyphenylfpeopionate ]

Ozokente

Palmitic acid

Palmitic cid, Titduem sale
Palnutic acid, manganese sait
Palmatoleic acid

Paraffins, chlornnated

Pectin

Pertabromodiphenyl exher
Pentachlorophenol

Pentaerythritit

Pentacrythritol teerakis[3-(3, S-di-tert-butyl-d-hydroeyphenylpropionate]

Pentane

2-Fhepylindole

Phosphone acid

Phosphoric acid, Lithitum salt

Phosphoric acid, manganese salt

Phosphorous acid, tris(2 4-di-tert-butylphenyl) estar

Phusphoreus acid, ms{oonyl- andfor dinonylphenyl) ester

o-Phihalic acid

Phthalic acid, benryl bofy] ester
Phthalic acid, his(2-ethyihexyl) ester
Phthalic acid. dially] ester

Phthadic acid, dibutyl ester

Phthalic acid, dicyclohexy] ester

SCF



74 Hepore of 1the Scyentlu Commitiee for Food: 330 series

LIST OF SUBSTAMNCES EVALUATED [N THIS REPORT AND THEIR CLASSIFICATION.,

FM/REF

Taan
75120
75360
75440
TR0

Ta720

15710
TG0
FT2EQ
TR0
TG0
T340
77520
TIA50

T

TS0

Tz

78080
TR120
TE1&0
72230
74320
T
70129

Fo200

CAS

D003 4-56-2

?

oS -4a-4

Q0901 6-00-6
063 148-62-9

025321-68-2
QOPO0S5-02-1

1

HIRE07-5

061791126

OOe04-31-3
?
009004-55.0
008G04-94-8
009004-97-1
YOS 645
HR0D5-65-6

DOSO05-66-T

ANNEX I

NAME

Phihalic avid, dissters with hexadecanol andlor octadecanol
Fhthalic acid, disthyl ester

Phthalic acid, dusodecyl ester

Phthalic acid, diisonony] ester

Phthalic anhydride

Palydimethylsdozane (MW, 13500-30000)

Polvdimethylsiloxane, gamma-hydroxypropylated
Polycthyleneglycal

Polycthyleneghyeo! dilavrale

Folyethyleneglycol dimyristate
Polyethyleneglycol dioleste

Polyethyleneglycol dincinoleats
Polyethylenegliyeo! ester of castor oil
Polyethyleneglycol ester of coconut oil fatty acids

Polysthylensglysal esters of acids, linear, with an even number of carbon atoms
(Ca-C22)

Polyethylencgiycol esters of natwral famy acids

Polyethyleneglycol esters of aliphatic monocarboxyliques acids (C6-C22), and their
ammoniem and sodium sulphages

Polyethyleneglycol monalaurats
Polyethvienegly col manomyristate
Polyethyleneglycol mononleate
Polyethyleneplycol monoepalmitate
Poiyethylenegivool menoricinoleals
Polyethyleneplycol sorbitan monclaurate
Pulyethyleneglycol sorbitan monoaleate

Polyethvleneglycol sorbitan mondapalmitate

LA
"
ﬂ



Adelitives wsad in tbe inmufactere of plasle malerials micpded b comne inbe cantat wilh foodslufis. 2-5- 1992

15

LIST OF SUBSTANCES EVALUATED IN THIS REPORT AND THEIR CLASSIFICATION.

PFM/REF

TOLRD
79364
To440
Tos
FRTe0
B0
20240
80320

20430

BOGa0
ROT20
E0Z00

Bl200

E1520

B1add
BL&R0
81720
41840
E1382
82001}
2030
a7240
82400
82560

E2720

CAS

o9 005-67-8
QOG5 -T0-3

COR00s-71-4

i

037349-34-1
QIo394-35-7
Q09 K9-32-5

DB2451-48-7

DOROLT-16-1
025322-659-4

071873-19-8

QO TSE-02-3
G0t310-58-3
007535 -11-0
G10117-38-1
OIS T-55-6
OB67-63-0
DO0079-09-4
DOO05-37-2
022738-19-8
105624
033587-20-1

O05182-11-2

ANNEX @I

NAME

Folycithylensglycol sorbitan mencstearsie
Polyethylencglycol sorbitan trioleate
Polycthyleneglycol sorbitan tristcarats
Palvethyleneglyen] stearate
Polyethylencinmine, butylated
Polyglycerol monastearate

Polyglyseral ricinoleats

Polyglycernl slearate

Poly(6-morpholino-1,3,5-triazine-2,4-diy)-[(2,2 G, 6-tetramethy-4-piperidyl)-
imino |-hexamethylena-f(Z,2 6, 6-teramethyl-d-pipenidy Tmind]

PolyoxyaliyKC 2-Cépdimethylpalysiloxane
Polyphosphoric acids
Polypropyleneglyco! (1,3-Propyleneglycal content not to cxceed 1%)

Poly[6-[{1.1 1, 3-tetramethylboty] jerrino]-| ,3,5-u'ia.1i.ne-‘2..4-di3.rli-[ﬂ,i,ﬁ.é—tz_trm
m:thyl-li-pipm'dyl)inﬂnu]-h:xanmdl}rh:nv:-[(z.2,&.6—umnwmyl-¢~pipcﬁdyljumnn}

Potassium bromide
Potassium hydroxide
Potassiam iedide

Powassium sulphits
1,2-Propanediol

2-Propanal

Propionic acid
1,2-Propylencglycol alpnate
1.2-Propyleneglveol dilaurate
1.2-Propyteneglycol dioleate
1,2-Propyleneglycol dipalrutate

1,2-Propyleneglycol distearan:



T8 Reparks of the Scicntific Committes For Foesl: 33rd series

FM/REF

21800

22960

Birzn

21300

23340

E3325

#2330

LRI

43440

21595

23610

81a40

Blasn

53700

3790

33805

Alzan

4]

84050

B4240

343320

§4400

24580

4540

B4300

AS

027194-74-7

H01330-80-9

0290]3-28-3

001323-39-3

3

?

016210-51-%

f2466-00-3

119345014

OM3E-82-6

7

ORs008-34-8

COOL41-22-0

01 3457-00-2

?

OLRGS0-045-T

E050-31-5

0A050-26-3

065997-13-9

DIE050-15-5

Oa4365-17-9

O0BO0E-0d -t

COO09-T2-7

OO0ET-18-3

ANNEX @I

LIST OF SUBSTANCES EVAILUATED IN THIS REPORT AND THEIR CLASSIFICATION.

NAME

1.2-Propyleneglycol monolavrate
1,2-Propyleasglycol imonoaleats
1,2-Propyleneglyeol monopalmitace
1,2-Propylencglycnl monosicarats
Propylhydroxyethylcelioiose

Propylhydroxy methyleetlubose

Propylhy drosyprapyloeliios:

Pyroanimaonic acid, palassjum salt
Pyrophosphornic acid

Reacton product of di-tert-butyl phesphonits with  biphenyl, obtained by
condenzsation of 2. 4-di-tert-Butylphenol with Friedel Craft reacoon product of
phosphorus trichlaride and biphenyl

Resin acids and rosin acids

Resin acids and rosin acids, lithium salts
Besin acids and rosin acids, manganese sals
Hicinaleic acid

Ricinoleic acid, Lithium salt

Ricinoleic acid, manganess salt

Rasin

Rogin, ester with glyceral

Rosin, ester with penlacrythritg]

Rosin, hydrogenated, ester with glycerol
Hosin, hydrogenated, ester with methenol
Rozin, hydrogenated, ester with pentaecythritol
Bubber, nzmral

Salicylic acid

Salicylic acid, d4-tert-burylphenyl ester

[
“rf



Adbelirives used in the inanufacture of plu-tic matersals mended o come oo contact with leodswdffs: 3.5. 1992

LL

LIST OF SUBSTANCES EVALUATED I[N THIS REFORT AND THEIR CLASSIFICATION.

PMBREF CAas
84880 000119.36-8
85530 CO900g-52-3
B600 -

33630 0012343932
BST00  012650-28-1
85760 012068-40-5
458430 053320-86-8
85920 012627-14-4
25000 -

85160  O0000-21-2
86240 07631360
35440 ?

25430 Q07631 -90-5
BES50 TG4 T-15-6
BOoT20  OO1313-73-2
2550 007661 -82-3
BGBE0 -

Bo0al  QOTIST-33-7
ET040 Go1330-434
8F120 0077087
g7200 QC0110-44-]
87220 0291 16-98-1
87520 (E2568-11-0
57600 813 33-39-2
87640 ]333-43-8
BTed 026266-57-9

ANNEX I

NAME

Salicylic acid, methyl ester

Shellac

Silicales, nafural

Silivic meid

Silicic acid, barium zalt

Sificic acid, Lituutn aluminium salt
Silicie acid, lithiutn magresium sodium salt
Silicic ecid, liduam salt

Silicic acid, silylaced

Silicon carbide

Siicon dioxide

Sodium aluminats

Sodium bisuiphite

Sodium brosude

Sodium hydroxide

Sodiom iodide

Scdivm menealkyl dalkylphenogyhenrenedisulphonats
Sodium sulphite

Sodium tetraborats

Sodivmn thiasulphate

Sarbic acid

Sochitan dioleats

Sorbitan monobehenate

Lorhitan monolaurale

Sorbitan monooleats

Sorbilap monopaloitats

3CF



T8 Reporls of 1he Scientific Comamiuee fue 1'ood; 33 series

LIST QF SUBSTANCES EVALUATED IN THIS REPCORT AND THEIR CLASSIFICATION.

PM/BEF

B840

87920

Bzoan

EE 1540

BA240

Bai

22600

RRLA0

EEIOD

RERED

85040

EO204

Eo440

o024

L

SOT20

G0

H960

P11

91145

912}

91360

35540

91920

S2000

CAS

00133841-5
0517T52-65-9
026266-58-0
054140-20-4
D2E658-19-5
000050104
026836-47-5
CRO801 1078
OLo05-25-8
058412-29-3
{005 7T-11-4

DDOE60-60-6

O04485-12-5
0i476-84-1
COAGRA-50.2
0iBad6-52-9
0057R3-94-2
000110-15-6
0001 08-30-5
QO0057-50-1
000126-13-6
000 1 26-14-7
0L H4-14-9
00 7664-23-9

CO7T27-43-7

ANNEX I

NAME

Sarbilan monostearats

Sorbiten t2trastearaic

Sorbitant ioleate

Sorhitan kripalmitats

Sorbilan mistearats

Sarbitol

Sorbitol monoswdral:

Soybean oil, epoxidized (pairane < B%, jodine number <€ 5h
Starch, adible

Starch, hydrolysed

Stearie acid

Stearic acid, copper(ll) salt

Stezric acid, esters wath cthyleneglycol
Stearic acid, Lthium salt

Stearic acid, manganese salt

Stearic acid, Gn(fl) salt
Swicaroylbenzoylmethane
Stearoyl-2-lactylic acid, calcium salt
Succinic acid

Succinic anhydride

Sucruse

Sucrose acetate (sobutyrate

Sucross oolaacelale

Sulphur =

Sulphunc acid

Sulphuric acid, barium salt [solubie Ba free}

SCF

Al 2



Adilitives used in the manufaclure of plastic maesials intended to come inle conlaot with foodsiully 3-5-19%1

79

LIST OF SUBSTANCES EVALUATED IN THIS REPCRT AND THEIR CLASSIFICATION.

PM/REF CAS
2080 74 ES-55-3
Y1080 014807968
g1 GH1TAS-ST-Y
0
22160 O 7654
93195 -
w203 03 7569-40-1
S1300) GO0112-72-)
L b -

92330 000112-60-7
%2430 UO0104-99.9
92560 Q&G 31773
Y2540 Q102-60-3
DRG0 QOOOR5-69-5
92-33{! 041484.35-9
T30 L23218-24-0
83415 OT772-99-5
93420 DOTH4G-TE-B
FEEEH 013463-57-T
93520 UK 9-02.9

oLaLl9141-0
53510 013732622
G650 COOC00-65-1
3720 0001 08-78-1
93080 011 12-T0-9
Q4320 o001 12-27-6
RS 016441.68-2

ANNEX I

NAME

Suiphunic acid, tnfli) salt
Talc

Tallow

Tartaric acid

Taurine, szl

Terephthalic acid, diester with 2,2"-methylenebis{4-methyl-t-tan-butylphenol)
1-Tetradecanol

Tetradecyl-polyethylene oxide(3-8) ether of glycelic acid
Tetracthyleneglycol

Tetrahydrofuran

Tetrakisi? 4-di-tert-butylpheny] 4,47 -biphenylene diphosphonite
W ML N N Tetrakis(2-hydroxypropy Deth ylensdiaming

£ 4" -Thiobis[6-tert-butyl-3-methylphencl)

Thicsdicthana] bis|3-(3,5di-tert-butyl-4-hydroxyphenyljpropionats |

Thindiethylencbist5-methosycarbonyl-2,6-dimethyl-1 4.dihydropyridine-2-
carboxylate)

Tin(I1} chloride
Tin(TV) chlonde
Titarium dicxide

alpha-Tocopherol

p-Toluencsulphonic acid, morpholine salt
Tragacanth gum

2.4 6-Tramine-1,3,5-mazine
I-Tridecans]

Triethyleneglycol

Triethvlencglycol his|1-(3-tert-butyl-4-hydroxy-5-methylphenypropionate]

L
i
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LIST OF SUBSTANCES EVALUATED IN THIS REPORT AND THEIR CLASSIFICATION.

BM/REF CAS
Q4960 Q0077994
Q5200 QL1T0R-30-2
Q5280 020601-76~)
95340 025 TE-02-5
L5580 CO0121-11-5
O3ET0 -

Q55905 013933-11-0
G590 -

95933 Q11138-66-2
954990 09010666
95180

EL YR H Q20427-53-1
PG00 Ga5799-16-1
L5240 31314-13-2
96320 (il]3]4-98-2

ANNEX O

NAME

1.1, 1-Trimethylolpropane

1,3,5-Trimethyl-2,2, E-tria(3 S-di-tert-butyl-d-hy droxybensyl ) benzenc

1,3, 5-Trne{d-tert-butyl-3-hydroxy-2 6-dimethylbenzyl)- 1,3, 5-riszine-2,4,6-

(1H,3H.5H)-trione

1,3,5-Trs(, 5-di-tert-butyl-4-hydroxybenzyl}- 1, 3, 5-oiazine-2 & &1 H, 3H 5H)-
riane

Yanillin

Wheat prowein

Wollastonite (= natural calcium silicate, free from asbestos)
Wood Bour and fibers

Hanthan gum

Zein

Zine dust

Zinc hydraxide

Zine hydroxyphosphite

Zine oxide

Zing sulphide

4]
.11
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The Scientitic Commitlee for Food was established by Commission Decision 74/234/EEC of
16 April 1974 (O L 136, 20051974, p. 1) 1o advise the Commission on any problem refating
to the protection of the health and safety of persons arising from the consumption of foed, and
in particular the compesition of fond, processes which are liable to modify foed, the use of
tood additives and other processing aids as well as the presence of contaminants.

The members are independent persons, highly qualified in the fields associated with medicine,
nutrition, toxicology, biology, chemisiry, or other similar disciplines.
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Commission. Recent Council dircctives require the Commission io consult the Commitice on
provisions which may have an effect on public health falling within the scope of these directives.

The present report deals with the ficst repoct of the Scientific Committe for Food on certain
additives used in the manufacture of plastic materials intended to come into contact with
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