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{PARTIAL AGREEMENT IMN THE SOCIAL AMD PUBLIC HEALTH FIELD}

RESOLUTION AP (92) 2

ON CONTROL OF AIDS
TO FOLYMERISATION (TECHNOLOGICAL COADJUVANTS)
FOR PLASTICS MATERIALS AND ARTICLES
INTENDED TO COME INTO CONTACT WITH FOODSTUFFS!

[Adepted by the Committee of Ministers on 19 October J992
at the 43204 meeting of the Ministers’ Depuries)

The Representatives on the Commitee of Minisiers of Belgium, France, Germany, Daly,
Luxembourg, the Metherlands and the United Kingdom of Great Britain and Northem [neland, these states
being parties to the Partial Agreement in the social and public health fliabd, and the Representatives of
Austria, Denmark, Finland, Ireland, Morway, Spain, Sweden and Swizesland, states which have partici-
pated in the public health activities carried out within the above-mentioned Partial Agresment sinoe
I Cerober 1974, 2 Apnl 1968, 20 June 1991, 23 September 1969, 11 July 1979, 21 April 1988, 10 Jun:
1975 and 5 May 1964 respectively,

Comsidering that the aim of the Council of Europe is to achieve a greaser unity between its members
and that this aim may be purseed, amongst others, by common action in the social and public health field ;

Having regard to the provisions of the Brussels Treaty, signed on 17 March 1948, by virue of which
Belgium, France, Lusembowrg, the MNetherlands and the United Kingdom of Greal Britain and Nerthem
Ireland deslared themselves resolved 10 strenpthen the social ties by wdich they were dlready onited;

Having regard o the protocol modifying and completing the Brussels Treaty, signed on 23 October
1954 by the signatory states of the Brussels Treaty, on the one hand, and the Federal Repablic of Germany
and Italy, on the other hand;

Observing that the seven states parties to the Partial Agreement which have continued within the
Council of Europe, the sncial work hithertn undertaken by the Brussels Treaty Organisation and then by
Westemn Ewropean Union, which derived from the Brussels Treaty as mosdified by the protocol mentioned
in the fourth paragraph above, as well as Austria, Denmark, Finland, Ireland, Noraay, Spain, Seeden and
Switzerland, which participate in Pamial Agreement sctivities in the field of public health, bave always
enbeavoured o be in the forefront of progress in social matters and also in the associated feld of public
health, and have for many years undertaken action towards harmonisatbon of their legislation ;

Having regand i the fact that aids o polymensation (echnolagical coadjuvantsy are wsed in the
manu facture of a wide variery of plastics inrended 1o come e contact with foodsouffs
Believing that, in arder to ensure effective consumer prodection, any control system adopted for food

contzct plastics should take into comsideration all of the substances which may potentially migrae inws
food, and this includes aids to polymecization;

1, When this resolotion wis adopied, the Represeniaiive of Gemmany, in application of Ariele 1620 of e Bube of Proosdun: for
the mreesings of the Minlsiers® Deputies reserved the right of his govemment w comply with paragraph 2.7,
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Taking the view that ezch member staie faced with the peed 1o introduce regulations governing this
matter woukd find it beneficial i harmonise such regulations al European kevel,

Hecommend that the govermments of the stales parties 1o the Partinl Agreement as well as the
govemments of Aostrm, Denmark, Finland, Ireland, Noracay, Spain, Sweden and Switzerland take into
acoount, in their national laws and regulations on the comiral of aids w polymerisation for plastics intend-
ed 1o come into contact with feodstuils, the principles and the positive lists and methods st out in the
:|p|1:11|;|i-:.:|::1 hercatter.

Appendix 1 o Resaluthon AP (92) 2

{ieneral principles

I, Defiwitians

Aids s polymerisation (rechnological coad juvasts) ane those substances which, together with additives (which
are primarily inerdled o echieve s iechnicel effec), as well as with mosomers: and sarting minerials, are mecessary for
the symisesis of plastic maserials ard aricles.

Aids wr polymerisatian can be colegoesced ingo two roaps

— suhstances which directly influence the formation of polymers; and

suthatimees uiad o provide o suitable medivm in which polymerisation occurs.

This resolution deals cnly with the fommer and examples are given in Table 1. Howeves, it shoukd be noged thal
nome af the caregories in the table Is exhamstive,

Table 1 — Examples of the primary functions and tpes of mbstances which directly influence the formation of

podviers
Primury functicn Typical substances used
[nitiakors Peroides, aco compounds, imulazokes
Canalysts Aluminiumymetal/alkyl complezes
Catalyst suppoms Calcium and magnesium carbonates, silicen dipskle, magnesium
chicride
Catalyst moufifiers Aramilic esters, aromatic and aliphatic silanes and silials
Catnlyst denctivators Alcohels, metal stearmes
Chain lrarsler agents Thids, kydrocarboes. halogenated hydrocarbons
Chaln ssop reapanis Hydrocarboms, alkylnied phenols
Chain scission rexgents Perouickes
Polymerization inhibicrs Substired phenols
Cross-linking ngents/'scocelerators Peroxides, aliphatic amises, phenols, substibated urens. waters
Cross-linking catalysts Orrganatin compounds

It sheukd be noted fhat although somse aids o palymerisation may be beand 1 the pelymer, they do not appear
systematically in the repeating unit and therefore fall punside the definition of monomers and slarting maledals,
Moreover, altheugh some of these substances may have a small efTect wpom the properties of the fral arbele this i nog
their primary fmction and thay thenefore fall owiside the delinitlon of sdditives.
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2, Specifcarions

The fnkshed pastic mmerials and artiches using ails o polymerisgion and intended o come ino sonlact with
focdstaffs shoubd mect the following canditions.

LI, Umnider normal or foreseesble condilbons of wae plastic materiak and articles showld nit, by reason of the use of
amls tv polymerisation in their mansfactuse, pase a risk o human health or bring sbout either o deteriomtion in the
argaroleplic charssieristics or an anaceoptable change in the natore, essential chamceristic or guality of the [ood wich
which thay aoim iAo CORLE.

L2 Muay be used as nids b polymerisagion ;
- subsbimiees covensd by the ¢lasses of sebstances quobad in Appendia 2 subject b their nelevand resirictions:

- substamees which are niready listed ns manomers in the EC directive on plastic mamesiale comieg inm contact
with fomdsinlTs', subject 1o the limEaitoas mentioned in this docsmen.

All subsiances which are used as alds o polymerizagion should be of gosd techoleal qualivy.

1.3 Plastle marerials md anigles prepansd wing abds w pelymerization should mon release Quer constituents fo any
of the simulants referred to in item 2.6 in excess of 60 me'kg or 10 me/dm® of sotal migrans {overall migraton lmi
i(moe Article 2 of reference 1),

14, The basic polymer shoald nod contain any of the prganic or iserganic Fanctional proups glven in Table 2.0 of
Appendis 2 i quandities cxoeeding the limits given, if nppliceble, Under sormisl or Forescesble conditions of ese, the
specilic migratiom of argandc and inorganic functional groups from the finished plastic materials or atickes should not
exoeel the limits specified in Table 2.2 of Appendix 2, il applicable,

L5, Where a migration limit has been set for a category of functional group, there shoold be & mechanism whereby
individual substances within thal calgory can be rexssessed. IF toxicologically justified, the migmtion |imit may be
amersded for thar individual substance, This applies v all caregosies lised in Appendis 2,

T Migration sests should be conducsed according te EEC Directives 82071 VEEC® and 85/5T2ZEEC. Metals
shiould be desermined anly in 3% aquenus acetic acid, which is the most vigorus extractant amongsi the spacified Food
simulani=®, and in which the metaks can be determined 2l the reguimed limits.

L7 Where a limit of “not detectable™ (nal} has been specified. “not detectable™ means that the substanoe caano be
dotermingid with reasonable statistical cerainty by a validdabed analdytical method, The methed should have o specified
determinanion limit.

When the walidatsd methiod is used wonest For the subsiance and e substanes B below the limi of decrmina-
tion, the sebstance s considered o be *noe detecinble”. 1f a validsed analyiical method does not exise, then the level
af (U0 map/kg should be taken 25 o conventionnlly agreed nnd tempoary value.

Appendix 2 to Resolution AP (92} 2

All limits givem below are based on existing Evropean legislation or recommendations, or have been set to
enmare an aclequate margin of safety for even the most oaic knoam example af thie calegoey, or ina few cuses represent
gt manwFactering practice. The limits ane not intended o apply 1 aligomers, which ane anavoidsble compements of
the polymer. An aligomer is a polymeric spocies containing o limited number of repeal units Dypically 2-10],

Analyticol methods for the delermination of limits given in this resolation are cumently being collected and will
he inrocluced when available. The lim#ts for monomers asd additives &s laid down in the Cowncil of the Buropean
Communities Dinective No. M7 128 EEC and Tutare directives sty valid ard are sot affected by this resolution.

1. Directive Mo, MK IREED of tie Commissson of the Exropean Communites relaing o plasic malenals asd ariclkes oiended b
eoee min asunc with frodseuffs. Offeial Seromat of the Eveopear Cammunites L 075, po 19, 21 March 1984,

I Directive Mo, 82371 VEES of the Council of the Esm penn Communities laying down the basic miles necessary for lesting migm-
tinn ool 1he constiments of plastic mazerials and artickes intesded w come inlo contact with fispdsonlis. Qfficiad Josram! aftie Earopeon
Camammiticr L 297, p. 36, 12 Ocwher 1991

A Directive No. 855THEEC of the Council of the Eusopean Communitses hying down the list of simulants. to be wsed for testing
migrados of corstiments of plasic maserins and aniches meended o come o contct with foodstuffs, Qffire! SJournal of dhe
Eurapam Commpminles L 5T2 po 14, 3 Diooomber 1985,
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Table 2.0 — The buvic poltman shonld net contein the following in excers af the sated (fmits

— Epoxypropy| derivatives 5 mg'kg (as epoxy)

— Ceallium compouncls 3 ma'kg (as Ga)

— Germanium eompoundes 10 mp'kg (as G

— Iridium compounds 20 mp'kg (os In) (80 mg'ke for silcone plastics only)

— Manganess compounds 60 mgkg {15 Mn}

~ Morpholines n.d.

— Mitriles | mg/kg (as CM in the organic moicty)

— Damiuvm compounds 20 mg'kg (18 Os)

- Paltsdium compounds 20 mg/ke (as Pd)
Plativmm compeinds 30 ma'kg (as Pr) (120 neg'kg for silioone phstics only)
Rhodam compounds 30 mgfke (as Rh) (120 mg'kg for silicore plastics anly}

— Selenivm 10 mpky. (a3 5c)

= Thiols, sulphonic acids and ather sul phur compounds | mg'kg (a5 in the organic moiety)

Table 2.2 - T faiched arvictés) showld pot refaase o food or any of the food simelanty referred 1o e iem 26 e
Jallenving, fn excess af the stared liirs !

Aldebodes 15 mg'kg
Alkares 6 mp'ky
— Alkerss 000 mpkg
Alkoxicles and alechols | mg'ky, (subject W any specific limit on the megal}
Alkynes (L0 mp'kg
— Aluminliam compounds 60 mg'kg ***
— Aumines, arvmatie rud
— Amines, primary aliphatc (nclading their ammonium eals) 3 mpikg
Amines, secondary and termiory oliphatic (ncluding their ammeaium aales) and nmldes 0,08 mg'kg
Ammonium sz, qualemary 0,5 ma/kg
Anlimony compiunds 0005 mg'kg (as Sh)
— Agsenic compounds 001 mg'kg (as A
— aAryl wrea derrvatives (0,1 mgfke)
- Az compounds — (determined as the eouivalent amine)
— Barium compousds 0.2 mg'kg (as Ba)
- Bismuth compoands 1| mg'kg (as Bid
Borom compounds 12 mg'ks (ns B)
Bromides {inorganic) 0.5 mg'ke (as Bry
- Cadmium compoeunds 0,005 mg'kg (ax Cd)
— Caleium compounds 60 mg'kg =**
— Carbaxylic ackls, aliphatic and aromatsc (including salis, esiers and anhydrides) 2 mg/kg
— Cerlum compousds 1 mg'ke (as Ce)
- Chosides (imorganic) 60 mg/kg =**
— Chromium (hexavalent) compounds nad. (as Cr V)
- Chromiurm (irvalest) compoanck 63 mg/kg ==
Cobal compaunda 0,1 mg'kg (as Ca)
— Copper compounds 30 mgkg (as Cu}
— Fluorkles {Irarganlc) 0,3 mg'kg (as F
— Hydrazines {n.d}
— Hydrocarbons halogenated 0,01 mg'kg
— Hydracarbons, aromatic, non-sulstimuted 001 mg'ke
— Hydroguinomes 06 mg'kg
— Hydraxylaming desivatives 0,05 mg'kg
Irnidazeles 2 mpkg wates
— Todides 1 mg/kg (as 1)
~ Trom compounds o0 mgkg ==

1. Thiis limil can be exceptionally evoendiod for dodecanetiol when usad as a chan-ssopger In ABS co-polynurs, if adequens
soppeaing data on the bechmelogical meed amd loxicokagseal aafety ane provided.
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— Ketomes & mp'kg

— Lesd compounds 0,01 mekg {os Pb}

- Lithium compounds 0.6 mg'kg (as Li)

= Megresiom compounds §0 mgkg +*=

— Merenry compoencs 0,005 mg/kg (as HEb

— Wickal eompounds 0.1 mg'kg {28 Ni)

aic p,l:.:.;i,dg; |iP:Ii-udjng hyiropercxides and inorganic peroxyacids) 0,05 mo/kg (a5 0, when extracted (nio
digtilled water*® it . A

- PI::nqls (polychiorinatsd phenols should not be used as sids o palymierisstion) 50 mg'kg **

~ Phospheniam compounds 1 mg'ks

- Phospharus acids and oxides 80 mgfkg ***

— Piperidine dedvatives 0,1 mgkg

— Potassium eempounds 60 mgkg ***

= Quinons 0,01 mp'kg

- Ruhidium compounds | mg/kg (as RE}

— Silican compounds 60 mgkg ***

— Sodium compounds S0 mgkg

—T:rp-e:ruﬁ{ﬁmsn'l_tg el e

—Tin compounds {inorzanic] 60 mgkg == _

— Tin enmpaurds (arganic) 1,05 mz/kg (a5 Sn) (0,02 mekg far di-n-ostyltiny

— Titanium compoainds 60 mg/kg *** :

-T:.'ia.i:m derivasives (unless ctharodse specified) 0,15 mglhg 2= (S make fior mezlamine)

= Urea 60 mgkg *=*

— Vansdium compounsds 0,1 me'kg (#s V)

= Zinc compaunds G mg'ke *=*

~ Pireoniuem compoands 0,1 my'kg (25 Z0

- Benzidine, B- faemiree e A arsinabipteny should pot be uged s ds w0 polymerisation.
w Mo raxidil WMIG be extracted from e fisal artick afier immersion in diptified wuer for B4+ hoors al
o & a-r&mn; ars amalviiea) methodl with a limit of dessction of 0,05 mykg of aespe cxygen. Whese no *m""-fﬂ ::i::.:h.:
mtin it gpecified, the st shou’d be at the o of | ds¥' 1o & dm? of surface aea. For Hyll the marimum permi k4
115 mpkg a8 scﬁ:;:-;!.m. :
m=e Bap AR Litem 2, ) 5. 8
b i Serispine should nol be wsed 2s 20 aid 10 palymerission. .
:::" En:.m?Mﬁﬁm and'or sulphur conmining subgliciens should not be rmed s 4kds 10 polyrenzanon,

ek
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