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EXPLANATORY MEMORANDUM

1. The Council Directive on Preservatices for use in foodstuffs (i)
as last amended by the Directive of 22 July 1974 (2) provides for
the use of methyl p-hydroxybenzoate (E218) as preservative, and
sodium nitrite and sodium propionate as substences having a subsidary

preservative effect.

2.. Te Treaty of Accession, Annex VII (IX.2) (3) allows new MNember
Statesto use sodium derivative of methyl p-hydroxybenzoate, potassium
nitrite énd potassium propionate, where this use was authorized by
national legislation at the time of Accession. This derogation
expireslon 31 Docenber 1977 There is a great deal of cﬁemical ‘
similarity between the sodium derivetive of methyl p~hydroxybenzoate
and the ester itself, between sodium and po¥a$sium nitrite and between
sodiur and potassium prOpionéfe. The equivalent compounds can be

used as alternatives.

3« The aim of thes present Directive is to allow all the Member States the
facility to use these latter additives since it is clear that
permission tc use these substances throughout the Community has
economic advantages.

4. From the toxicological point of view the assessment of the safety in
use of the sodium derivative of methyl p~hydroxybenzoate is so similar
to that of the ester that the Scientifioc Committee for Food has no
objection to the inclusion of the sodium salt as well as the ester,
in the Directive. Similarily, the Scientific Committee for Food
hes no objection, from the poimt of view of safety in use {0 the
extension of the list of Preservatives 1o include the two potassiuh
salts since the use c¢f potassium nitrite or potassium propionate

instead of the sodium salt areates no problems of safety in use and, indeed, in
some cases may be advantageous. The advice of the Cemmittes is attached %o 4this

. note. ' :
- 5. It is already provided for in the basic Directive that at a second

stage the Community will act on the approximation of the laws concert=~
ing individual foodstuffs to which the preservatives listed in the

Directive may be added,

2) 0J No L208, 30.7.74s Pe 25-

€1§ 0J No 12, 27.1.1964, p. 161/64. 3 ./.
(3) ©J Special Edition (L73) 27.3.1972.



6.

However, it is not the inten‘tmn of the present proposa.l to enter
into this field, but merely 4o amend in & limited manner the existing

‘provisions.

Te amendment to Article 7 of the Directive briags the wording in
line with that recently agreed. in siniler circumstances during the
elaboration of the Directive on Fmulsificrn, Stabilisers, Thickeners
and Gelling Agents. This is en interim modification which will be
open to cha.nge wheh measures are taken concerning comtaminenis.in
food.

" Similar modlflcatwns will shortly be included in the correspondmg

paragraphs of the Directives on Colouxrs a.ndAntloxldan'bs in Food on

the cccasion of the next amendments. of these Directives.
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Propesal for a Councll Directive for an llih amendment to D1rec~1ve 64/54/EEC
on the approximation of the laws of the Member Sth*es con»arnlng the’ presarva-

tives authorised for use in foodstuffe intended for human consumpticn

THE COUNCIL OF THE EUQOPEAN COMMUNITIES,

Having regard to the Treatly establlshing the European Economzc Communzty and
in particular Article 100 thereof,

Eaving regard to the proposal from the ucmmissxan,
Having regaxd to the Opinion of the Eurcpean Parllament.
Having regard to the Opinion of tha ‘Economic and Social Committee,

Whereas the Council Directive 64/54/EEC of 5 November 1963 (1) on the approxi-
matisn of the laws of Member States noncmrnzng thp preservatives authorlaed‘fur
use in food intended for human consumptlon,'aa lagt amended by the Council Di~-
rective 74/394/EEC of 22 July 1974 (2) prov:&as for the use of the presarvatlve L
methyl p-hydroxybsnzoate (E21€) but not its sodium derxvatlve,'

Whereas the aformentioned Directive also authorizes the use of sodium nitrits
(E250) and sodium prepionate (E281) as substances having a subsidiary preserva-
tive effect but not potdsesium nitrite and potassium propionate;

¥hereas the usefulness of the sodium derivative of methyl: puhy&réxybenzoats,
potasalnm nitrite and potaes;um prepionate has been demonstrated on a tachno-
vlogical plane at Community level to replace partially or whcl;y the use of
rethyl p-hydroxybenzeoate, sodium nitrlte and godium propionate respectively;

Hheréao the addition of these substances to the list of permitied preservatives
creates no hazards to health, hav:np zegard to the .oxlcologasal examinations
carried out on this aubject; '

Whereas it is convenxent at the same time to modify the provisions in the Direc-
tive concerning the preserce of tox1cologically dangerous elements as an interinm
measure unt;l the Communlty leglslatlcn ‘on theea contaminants to foed is completeﬂ«
end to brlng this . D;rectmve in ccnformz‘y with the C\uncll Directive 74/329/EEC o
18 June 1974 ‘on’ the approxxdatlcn of i the laws of -the Mbmber States relating 1o,
3mu131fzers, Stablliaers, Th*okeners and Gelling Agente for use in foodutuffa;

'.'/..0

9. 12 of 27.1.1964, p.161/64. .
3. L 208 of 30.7.1974, p.25.
. 1-189 of 12.7.1974, p. 1.



 HAS ADOPTED THIS DIRECTIVE,
Article'l’
Article 1 of the Directive 64/54/EEC is amended as follows:

Article 7, paragraph (a) is replaced hyi

- " (a) the follow1ng general criteria of purity
-~ they shall not conta;n a toxicolog1cally dangervus amount of any -
elament, in partlcular heavy metals}
-~ they shall net contaip more than 3 mg/kg of arsanxc or more than
10 mg/kg of lead; '

- = they shall not contain mére than 50 mg/kg of copper- ‘and zino ‘taken °
toaether of which the ginc content must in no case exceed 25 mg/Kg
subject to any exceptzon derzv;ng from %he specifzc criteria ¥ pur&ty
referred to in (b) ". B

Article 2

Part 1 of the Annex of the Directive 64/54/EEC is modified as follcwss

. “EEC Number: L Nam9 A B i | Conditions of’ﬁse’

Sodlum derivaﬁlve of

E219 methyl p-hydroxy-
~ 7 " " {benzoate
Part 11 of the Annex of.the Directlve 64/54}EE0 is modified as follows. i
' 1 R ' . .'_.7‘
B JEEC Humbar o Name | Conditions of use -
E249. .. -»po}assiu@ n1trité;;f "lSolelf in a mixture

with'sedium chloride

E233 - potasgium propioﬁgte
( potassium salt of
propionic acid)

ena/oc’n



Article 4

Member States shall bring into forcs not later than 12 months after notifi-
cation of this Direciive, the laws, regulations or administrative provisioss,
. necessary to comply with this directive and shall ferthwith inform the

Commission.
Article 5

The Directive ic addressed to Member Statea-

Done at Bruscels, ‘ For the Council,

 The Chairman.
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OPINION OF THE SCIENTIFIC COMMITTEE FOR FOOD

on

So&ium~méi§gﬂ parahydroxybenzoate,

- ' potassium nitrite end potaseium propionate

Opinicn expressed 15 November 1974




TERMS_OF REFERENCE

To give an epinion on whether the sodium derivative of methyl parahydroxj—
bengoate, potassium nitrite and potassium propionate ceuld from the point of

view of safety in use be edded to the Community lis% of Preservatives for

use in food,

CONCLUSIONS

1.

2.

3.

4.

The sodium derivative of methyl parahydroxybenzoate could be added to
the Community lie#;of,preéervafivaa for use in food.

Potassium propionate cduld be added to the Community list of preservativeé

for use in food.

Potassium nitrite oould be added to the Community list of preservatives
for ume in food under the same conditicrs as for the sodium salt.

The Committee draws the attention of the Commission to the need for a

revisy of

2) the use of nitrite and niirate;-
b) 4the balance in human nutrition of mineral iomns, in particular,
of sodium and pataésium.‘






