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Sl SR
'EXPLANATORY NOTE -

1. IN‘I'RODUC'I‘ION

1. 1 The attached proposal for Directive is in'bended to: outline a scheme for
Commum'l:y 1eglsla.tion on flavourings used in food, The theme ceniral
to the propoea.l is tha:ﬁ substa,ncel and materials should not be used as
flavourings unless they appear on permitted lists (Article 5) and have

 been subjected to independent toxicological eveluation to assess their
sa.fety in use. The Direc'l:ive is one of a series of "horizontal"
directives on food a.dditives. ”

1.2 \Severa.l Member Sta:tes are dre.wing upy or have a,d.op'ted differing
legislations on 'the subject. 'l'he economic consequences of these
differences cannot fully be e.na.lysed but they would inevitably create

 obstruction to Trade in flavoured foodstuffs (see paragraph 2.5)

1.3 The proposal describes means by wh:.oh Direc'l:ives on specific 'topics
"should be elaborated (Articles 5-9). ‘

1.4 Definitions (Article 1), general purity criteria (Annex I), and

" minimum 1a.belling requirements (Artiole 10) for flavourings in Trade -
are stipula'ted., Thgse provisions are to ‘ne applied on the a.doption of -
“this Directive. ‘ : :

‘145 On the advice of the Scientific Commi't'l:ee for Food 1imits have been
established for a mumber of components of natural flavourings in
anticipa‘l:ion of 'l;he adOp'tion of permitted. lists of natural flavoruring
materials used for the produo'bion of flacvourings (A.r'ticle 4, Annex I1).

2. DETAILED COMMENTS :

2.1 Article 1 '

Article 1 defines 'l:he scope of applioa.tion of the Directive and proposes
& number of special terms for different kinds of flavourings. These

'

terms have been devieed for the purposes of the Directive and may not
be exactly the same as thoee used by other organisations (e.g. FAO/WHO
Codex Alimemtarius) for other purposes. The list of definitions,

' existing’ in all the Connnunity langue,ges, provides a means of identifi-
ca.tion of fle.vourings in equivalent terms in the various Member S‘ba‘bes.
The need for a list of compare.ble, defined terms became apparent during
the Commissions preliminary discussions with non-govermen't and govermment
‘experts when it was found that similar- terms were being used to denote '

' materials whose compoei'l;ion wag not neceesarily equiva.lent. "
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The term ”na'!::ure-iden'bica.i" has been the source. of oonsidera'bie

) cond:roversy. There are ma.ny ‘who believe that it does not correotly

' describe a substance chemically a.den‘t:l.ca,l to a substance ooccurring

‘na‘tura.lly in food or in a na:l:urel £l a,vou:t-ingP a'ter:.al, but- which ‘has

been obtained el'bher syn‘bhe‘bica}ly or extracted frcm these ma.'l:eria,ls
by - chemical processes. However, the tem igs well known in international
trade and is used by the FAO/WHO Codex Allmenntarius. No more suitable

' »ulterna‘!;me has been suggested for fthese 1s<>la:l:ed and ohemically

rlde»n'blfied substanceste Never'bheles;.s a.l'bho;@ 'the term is considered'

.a,dequate for these substa.nces the Commiss:z.on does no’c believe that

it is a.pproprla:te for 1abelling of foodstuff s, w-here its use could be

mls.lea,dlng. In practice few "na‘kure-—identic,a.l su'bs‘ta.noes" are sold

| a8 suoh, since more usually they are part of . fla:vmu'ing m:.:d:ureso

,'I'he 1abe111ng of these mlxtures is provided. for in Article 10.

The use ‘of ‘the ‘term’ "arhflclal" for flavoumng substances not identified :
in foods or, na.'l:ura.l flavoumng naterials ha,s; been criticised as '

be'.mg unnecessary, but the anm:.ssion believes tha’t ‘the user (food.

ma.nufaotu:rer, or consumer) has a r:.g,h‘b to know that auoh substances ‘

are present in order 'bo make an informed choices k

The term "natural" has also been criticised for the same reason, and
there is some valuo in 'bhe argumerrb that na:lcural flavoumng materials,
once - sub,]eo'ted 'ho exbrac‘blon, dls‘tilla,tlon, high 'Eemperature and other

' processes are no 1onger "natur ?' and therefore 'tha:!: the use of the

‘ word "na,'bura "isg :mappropria’be for “the flayouring thus produced. \

242

This uues’tlon 1s releva,nt to use of 'bhe term "natural" for the
labelling of foodstuffs :m general .a,nd will be discussed in this corrbe:d:

a:t a la:ter dates . In the mearrhlme guidance has to be g.wen on the use .
of this term for flavourlngs. The deflmtmns referring to "na:tural"
areincluded so0 that the purchaser of a flavouring prepa.rat:.on ‘ '
labelled. as being natural can be assured that it does not dlffer
s:.{r'n:l.i‘lca.n'tly in composrbion fran the na'tum,lly oocw:'r:.ng source

mat erlal.

Ar’l icle 2 : . )
Article 2 defines. proups of materials (e.p‘. foodstuffs, eal'!:, sugar, 8
hydrolysed vege‘bable pro'l;eln) spec:.f‘ica.lly excluded from the sdope

of 'the D:.rec’bive.
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Natural flavouring materials (eege Spices, herbs, foodstuffs) are
included in the Directive to the extent that they serve as source
materials for flavourings (Article 5) and to the extent that they
contribute to the residues in food of substances listed in Annex IT.

The proposal does not attempt to lay down rules on the quality of natural
flavouring materials -as suche - '

23 Article 3 is self expland‘boi-y.

2¢4 Article 4 .
Paragraph 1(a) refers "l'.q general purity criteria listed in Annex I.
Similar provisions have been inoluded in Community provisions on

colourings, preservatives, antioxidants, emulsifiers, etcee

The Commission has accepted the advice of the Sciemtific Committee
for Food that a mmber of subs%é.nces present in food as a result of
the use of natural flavouring materials should be limited, both in
quantity, and in the types of foodstuffs in which they might be allowed
(Paragraph 1(b))e The Committee stressed that as these substances

" could be harmful the max:.mum levels it recommended should be regarded'
as "tolerable" = rather than "acceptable's ‘

A number of organisations have demanded that the limits proposed
should also apply to added sythetic equivalents, on the grounds that
the substances are equally toxic whether synthetically derived or

naturally. ocourring in the spices; herbs and foods‘bu.ffs used in foode
Neither the Sciemtific Committee for Food nor the Commission accepts
the argument that it showld be permitted to add to a flavouring a
substances known to be potentially \ha:émﬂll to 'hhe cénsumér on the
srounds that the same substance is unavoidably presemt in a natural
material (eege hydrocyanic acid in bitter almonds)s Paragraph 1(b)
reflects this principle by forbidding the direct addition to food

of any substance listed in Annex IIe '

when a permitted list of source ma’teri,als uged for the vproduc'tion of .
natural flavourings is elaborated other substances may have to be '
included in Annex IT, Paragraph 2 declares this imtention, Annex II
should therefore be regarded as a first liste ;
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205 Al't cle 2
The principle 'hhat only peml‘b'ted food addi'blves should be authorized

in foody and the corplla:(-y'tha'h additives not so authorized are
prohibited has been accepted in the Community by govermmental and rione
governmental organisationse The application of this principle to
flavourings is cbmplica:ted by the large mumbers of materials and
substances involvede The Advisory Committee for Food.é‘tuffs has been
informed by Industry that there are some 3 000 flavouring substances -
in natural flavouring materials and foods‘tu:t‘f‘s, of these about 650
have been synthesized or chemically extracted as "na:ture—lderrtical
~ flavouring substances" for the preparation of flavourings used in

, food‘. By reference to the Council of Europe's 1974 publication

~ "Natural Flavouring Substances, their sources, and added artifical
flavouring substances™ it ‘can be estimated that there could also be

| SOO‘or s0 foodsfuffs, hefbs, spices and other vegetable and animal
materials used to flavbur foods themsglves or as source materials
for the production of extracts, oleoresins; distillates, essences,
etce These mater‘ials contain large numbers of comporieh‘ts. (Por
instance more than 400 const‘i'l;ue'rrts of strawberry flavour have

 been identified)s Thus enforcement of a total permitted list system
would be complicated, and indeed the analysis of a particular

flavouring substance in food would in many cases be impossibles

It has also been put to the Commission that the introduction of a
permitted list system coruld. arrest development of new flavourings,.

It has been argued that the immediate introduction on to a list of

a new flavouring on which a great deal of relseai'éh and expenditure ‘- 
has been devoted by a particular manufacturer would permit competitors
to take advantage of the results at no great éxpense 1o themselves, \

The flavouring producing ihdust.r;y has strongly maintained that such
a list would neither be enforceable nor equitable in application and
' has proposed a mixed system by which any substance whi.oh occurs

naturally in the diet may Pe used unless explicitly prohl'bl'bed or
restricted and by which su‘bsta.ncas not yet found to cccur in the ‘
human diet may not be used unless explicitly permitted., This mixed
system allows as a matter of principle both the natural flavouring
substances and their nature-—idﬁntical counterparts. The industry

lpublished in France by Maisonneuve, 19-74‘
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believes that in cases where for toxicologica;l reasons a limitation

:is necessary and the risk of excessive use is unacceptable then the

substance concerned can be included on a restricted list (i.e.
res’tric‘t/ed 40 a number of foods or at a maximum level) otherwise no
permitted list of natural flavouring materials or nature~identical
flavoﬁring substances is envisaged. '

In a few Member States legislation is 'b/eing prepared or has been
already adopted broadly similar to this mixed system. Other Member
States are comvinced that a full permitted list of authorized
flavourings and their sources is the besi means of regulating the use
of these substances. Maﬁy proceassed foods comtain flavourings, and to
now no évidenoe has been submitted that major problems in relation to
free movement of such foodstuffs exist. However, the Commission is
aware that more restrictive and diffefing ‘legislation is being
developed or envisaged in many Member States. Such widely differing
legislations would impede irade in foodstuffs containing flavourings.

The economic consequences of these potential barriers to trade are

-difficult to evaluate. The Commiseion has decided that it should

initiate,now, action to avoid the creation of these barriers.

The Commission has consulted widely with govermments and non—govermment
associations on the scheme fof-legisla:tion most appropriate for the
needs of the Community and has decided that while the mixed system
proposed by the flavouring prpducing jindustry might have superficial
advantages in the short term in contributing to the resoclution of

what are admittedly compl‘edz problems, the imterests of the Community
as a whole can best be served by the development of lists of authorized
flavourings (whether natural or chemically derived), and notes that |
the majority of the food industry, consumers, agriculture and commerce
represented on the Advisory Committee for Foodstuffs endorses this

this approach. Ay‘ticle 5 of the Diregtive lays down the procedure

for the future development of these lists.

The Commission recognizes that a "positive list system" will place a }
constraint on the producing industry which searches to give t0 the

' consumer a wide variety of delicately flavoured foods. Its enforcement

will be costly and controls on imported foods will be difficult to
applye. " The alternatives have been fully discussed by the Commission
and its advisers but their purported advantages have not seemed such

i
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as to be sufficiently convincing to persuade the Commission to deviate
from the usual "positive list" approach to food additives.

The Commission is convinced that given the impetus of legislation,
science will develop the more advanced and precise technigues
necessary for its application and that consumers and users of ,
flavourings, and indeed the producing industry, will benefit from ihe
reassurance that these substances and ma.teria.ls, deliberately added
to foods, will have had the benefit of an independenmt toxicological

evaluation prior to their admission.

- Article 5 paragraph 2 also prepares the way for the establishment of

2.6

lists of products and materiale that may be used in the production of
flavourings as solvents, diluents, supports, etc.

Article 6 prescribes the procedures by which methods of ana,lysis and

sampling, and purity criteria ghall be determined.

267

~

Arti cle 1 prescribes conditions under which a new substance or material
nay be temporarily pemitted by an individual Member State, and is

comparable to the text adopted by the Council, (Directive 76/893/EEC)

2.8

249

relatihg,to materials and objects destined to come into contact with
foodstuffa’, '

Article 8 prescribes a procedure for modifying the épnaxes to the

Directive and subsequent separate Directives relating 10 flavourings,
to take into acoount progress in scientific and technical knowledge.

Article 9 relates to the reassessment on heslth grounds of already

admitted flavouring components.

2,10 Article 10

Article 10 stipulates 'the minimum labelling requirements for \
flavourings sold as such. It is to be noted that these requiremerrts
will not necessarily apply to the labelling of foodstuffs containing
such flavourings. Separate Community provimionﬁ will be drawn up for ‘

T ———————————

2

0J L 340, 9.2.19?6, P 19 %
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the ingredient declafa‘ti‘on for flavourings in fobds in addition to
those relating to mixtures of spices and herbs extant in Directive
'{9/112/EEC relating to the labelling presentation and advertising
of foodstuffs for sale to the ultimate consuner3.

The minimum requirements included in Article 10 remain flexible given
the enormous variety of mixture of flavouringa oomercialised - to
other flavour blenders, to the ul‘tima'te consumer, to the food
industry, — some with definite flavour (e.g. orange), some simply
mixtures of no pronounced note (e.g. ice cream flavourings, goft ‘drink
flavourings). Nevertheless a certain amount of essential information

 gbout the flavouring is required for example:

2,11

- the word "artificial" or "reproduced" has to be used in the
appropriate corrterl:;

- mixtures of flavourings must be indicated in decreasing order by
weight of each category (e.g. natural flavouring preparation,
nature—identical flavonring substances, artificial flavouring

gubstances, etce.)}
- the rules governing the use of "natural" are laid dcwn;'

— information must be provided about the quantities present of the
substances listed in Annex IT. '

The Commission has considered whether it would not be appropriate to

require a mention of the date of minimum dura:bility for flavourings
gold to the final consumer. I% has been decided that such a provision
would be best included at a later stage on completion of the ourrent
review of the labelling provisions relating to all food additives
subject to Community legislation. |

Articles 11-15 relate to the implementation of the Directive. Any
flavouring moving in Trade has to comply with the present Directive
although free movement of all flavourings cannot be achieved until
the provisions of Article 5 are applied (Article 14).

S ———

305 L 33, 84241979, pe 1
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Proposal for a Council Directive on the approximation of the laws of the
Member States relating to flavourings for use in foodstuffs and to source
. materials for their production

I COUNCIL OF THE EUROPEAN COMMUNITIES,

Having regard o the Treaty ‘establishing the Eu.rdpean Boonomic Community

and in particular Article 100 thereof';
Having regard to the proposal from the Commissionl;

Having‘rega.rd ta the opinion of the Eurcpean Pamlifamen‘ﬁar

Having regard to the opinion of the Economic and Social Cvz:mm:l'!:'l;‘eeL3 H

Whereas differences between national laws relating to. flavourings hinder
the free movement of foodstuffs and may create conditions of unequal competition,

thereby affecting the establishment or functioning of the common market;

' Whereas the approximation of those laws is necessary if the free movement

of foodstuffs is to be achievedj

Whereas laws relating to flavourings for use in foodstuffs should take
‘ account primarily of human health requirements but also, within the limit

required for the protection of health, of economic and technical needs;

vhereas the first step should be to lay down in a fremework Directive
provisions on general purity criteria, definitions, labelling, and the
pri’nciple:s on the basis of which legal differences may subsequently be
eliminated. BE | | | -

Whereas at a later sfta.ge'apecifio Directives relating for individual oategorieé
of flavourings and source materials from which they are derived shbuld be
adopted, listing the flavourings which are to be authorized by the Menmber
States for the treatment of foodstuffs and indicating .any special conditions
of manufacture or limitations on use that might be necessary; )
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Whereas on the most recent scientific and technical advice certain components
of natural flavouring materlals and natural flavouring preparations ought
to be limited in foodstuffs;

Whereas specific purity,critefia for fLavoUrings'and substances and materials used
in their production, and methods of analysis and samplihg of flavourings in -
and on foodstuffssshould be established; ‘

Whereas, in order to encourage technical progress, Member States should be
allowed to permit provisionally in their territory, under official comtrol,
the use of flavourings not prov1ded for in one of the speolfic Directives,

pending a final decislon at Community level'

Whereas, should the use in-a flavouring of a substance or material
provided for in one of the specific Directives or the presence of one of
the substances listed in Annex II . : appear, to constitute
| a heolth risk, Member States should be authorized to suspend or limit such use,

or to reduce the limits provided, pending a decision at Community levelj;
Whoreas the updating of the list of flavourings and substancesiaho materials
authorized in their mamufacture and the establishment of sampling

procedures and of the mefhods of analysis required for checking not only
the uubstanoes listed, their purity standards and conditions of use but

also the 11m1ts whlch have been 1a1d down in Annex II oonstltute technical
implementing measuresj whereas in order to simplify and expedlte the procedure,

the ad0pt10n of  such measures should be entrusted to the Commission;

Whereas, it is desirable that for all cases where the Council empowers the
Commission to 1mplement rules relatlng to flavourings for use in foodstuffs,r
prov151on should be made for a procedure establishing close cooperation
betweenvthe Member States and the Commission within the Standing Committee
for Foodstuffs set ﬁp by CounciL’DecisiOn 69/414/EEC4;

WhereaSIWithout prejudice to the application of national provisions which

in the absence of specific Difectivés on flavourings shall apply to certain
groups of flavourings, the requirements laid down in the foliowing provisions
should be applied in such a way as to authorize, two years after notificatlon
of this Directive, trade in anduseofflavour1ngscompLy1ngw1ththeprov1s1onso

PN

407 N L 291, 1941141969, pe 9
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of this Dlrective and to prchib1t, three years aftPr the not1f1cat1on
thereof, trade in and use of fLavourings which do not compLy therew1th¢

-

HAS mmmxsgmﬁ@

le This Directive shaLLappLytO'fLavour1ng agents, hereinafter caLLed"fLavour1ngs
used or intended for use in or on foodstuffs to impart odour or taste, and
to natural flavouring materials and other sourcé materialsused for the '
production of flavourlngso
20 For the purposes of this Direct1ve.
(a) "flavouring" means flavouring substance, flavouring preparation cr
their mixturess
(b) "flavouring substance" means a deflned ohemical substanoe W1th
flavouring properties and isj ‘

o "najural" when isolated from natural flavcmrlng maﬁerlals, nabural
flavou11ng preparai:cns or foodstuffs by appropriate physical
processes,(lncludlng distillation, solvemt extraction);

~ "nature=identical when obtained by chemical synthesis, or isolatad
by chemical pro¢ésses and chemically identical to a substance /
cccuring natufally in natura1’f1$VOuring méterials,,natuial
flavouring preparatlons or foodstuffs,

- "artificial" when not chemically identical to a substance ccouring
naturally in natursl flavouring materials, natural flavouring
preparatlons or foodstuffsy

{c) ”flavourlng preparation" means a product or mlxture,concentrated o
‘ ‘note with- flavcurlng properties and isy

- "natural" when isolated by appropriate phy51cal processee (1nolud3ug
‘distillation, solvent extraction) or traditional food preparatmou

"pronesses (1nclud1ng drying, torrefaction and fermentation) from
yrmiural flavourlng materials or foodstuffs and when the compos:iwon
of the flavouring component of the preparation is substantially
the same éé in the natural flavouring material or focdsiuff, -

~ "artificial" when obtained by other than appropriate physical priocesses
"of other than traditional food praparation proc§53es from natural ’
flavouring materials or foodstuffs, or when not éxclusively
derived from natural flavouring materials or foodstuffs;

(4) "natural flavoufing'material" means material of vegetable or aninel '
" origin, inherently havihg flavouring properties and uged for ite
flavouring properties either as such or procesaed for human consusyiion
by traditional food preparation processes (including drying, '

torrefaction and fermentation),
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Article 2

This Directive shall not apply to

subsfances and products intended to be consumed as such, with or
without reconstitution, .

natural flavouring materials, except as is prov1ded for in Articles 4
and 5, )

substances and products which have exclu51vely a sweet, sour or salt
taste,

protein hydrolysates obtained by the autolysis or hydrolysis of protein
rich foods, or food proteinse without the addition of other substances.

Article 3

Member States shall take all measures necessary to ensure that flavourings

and, insofar as this Directive applles, natural flavouring materials may be

marketed or used only if they comply with the rules laid down in this
Directive.

1.

Article 4

Member States shall take all measures necessary to ensuié that
(a) flavourings satisfy the general purity oriteria listed in Annex I,
(b) the use of natural flavouring materials and/or natural flavouring
preparations may not result in the presence in food as consumed of
any substance listed in Anmex II in a quantity greater than therein
' specified.» These substances must not be added as such, being
present exclusively from the;use of such natural flavouring

materials or natural flavouring preparations.

. ' V ‘
2. Annex II shall be completed as soon as possible on the basis of the list

1.

drawn up under the provisions of Article 5 (1)(c).

o

rtlcle 5"
The Council shall, under the procedure. prov1ded for in Article 100 of

the Treaty adopt by means of specific Directives special provisions
applicable to groups of flavourings (eeg. special conditionSgovern1ngthe1r
use whlch may be necessary and methods used in their production).

These speclfic Directives shall include lists of gubstances or

materials the use of which’ is authorized to the exclusion of all others

of': ]

(a) artificial flavouring substances;

(b) nature-identical flavouring substancesj

t
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(¢) source materials for the production of natural flavouring
preparations and natural flavouring substancesj
(d) source materials for the production of artificial flavouring

preparations}

2e¢ The Céuncil under the prdcedure provided for in Article 100 of the .

Treaty, shall:

(a) adopt listse of substances or materials the use of whloh is authorlzed
to the exclusion of all others of; o
= additives necessary for the production and storage of flavourings,
- products used for dlsselvmng and diluting flavourings,
~ processing aids (eege extractlon solvents) necessary for the

production of flavourings;

(b) specify the conditions for the use of the substances and materials

referred to in parégraph 2(a)e

Article &

“The procedure laid down in Article 11 shall be used to determine:

~ the methods of analysis needed to verify compliance with the general and
specific purity criteria referred to in Article 4 (1)(a) and
this Article; '

- the methods of analysis needed to verify compliance with the 1im1tl
referred to in Article 4(1)(b); A

- the procedure for taking samples and the methods for quglitative and
quantitative analysis of flavourings in or on foodstuffsj -

- the specific criteria of purity for the substances and materials
referred to in Article 5(1)(a) and (b), and where necessary

Article 5 (1)(c) and (d) and 2(a).

 Artiole T
le Notw1thstand1ng Article S,a Member State may, where a list of substances

‘or materials has been drawn up in accordance with paragraph 1(a)to (d)

of that‘Artiple, authorize the use withln its territory of a substance

or material not included in such list, éubjeqt to the follbwing_

conditions: | .

(2) the authorization must be limited to a maximum period of three
yearss '

() flavourings manufactured using the substance or material must bear
a.distinctivg ;ndlpatlon which/ﬂil+rbe defined on the authorization.
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The Member Staxe shall forward to the other Member States and to the
Commission the text of any authorlzation drawn up pursuant to
paragraph 1 within two months of the da’te of its entry. into forces

Before the expiry of the three year period provided for in paragraph 1,
the Member State may submit to the Commission a request to0 authorize
the inclusion of the substance or material referred to in para,graph 1
1n a lie'!: as referred to in Article 5(1)(a) to (d). At the

same tlme, it shall supply supporting documents setting out ‘bhe grounds
on which it deems such authorization justified and shall indicate the

‘uses for which such gybstance or meterial is intended.

Within 18 momths of the submission Of this request, a decision shall

be taken on the basis of information rela:blng to publioc health, a

in accordance wrth the procedure laid down in Article 11 as to whether

the substance or material 'in question may be inocluded in the list as
referred to in Article S(1)(a) to (d) or whether the

authorization should be revoked. If any spec:.a,l provisions prove

necessary pureuant to the provisions of Article 5(1) these too ,
shall be adopted under the same procedures Notwithstanding paragraph 1(a),v

the na'hlona.l authorization shall remain in force 'u.n'til a dec:.sion 1s

revoke

taken on the request.

Should the aufhoriZation be revoked by the Member State, 'l;his decision to
shall apply to any other temporary authorization granted in respect of

. the substa.h'ce or material in questibn. Such decision may stipulate

that the ban on the use of the substance or. material in question shall

. extend to uses ‘other than those referred 40 in the first eu'b—pa.re,graph. '

Article 8

Without prejudice to Article T(3), ’ . amendments to the technical Annexes

of

the speclflc]):.rectlves referred.t6 in Article 5(1), to the lists

referred to in Article 5¢2), and to the Annexes to this Direoctive,
necessary 'to take account of progress in scientific and technical knowledge

shall be a.dopted in accordance w::bh the procedure provided for in Article 1l -

13
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- Article 9
1. Where a Member State, as a result of new information o of & b
dssessment of existing information made since this Dire%ﬂvb M‘ tne of
the sﬁeclflc Directives laid down in Ar'hlcle 5 was adop‘t'eci hasg de‘ta.lled
. grounds for establishing '

~ that the presence of one of the substances 11|sted in the mmexes to
this Directive or the maximum level which may be presen‘t, b.i%wg‘h it
comp]Lies wrl:h the prov:.s:.ons of 'l;h:.s Directive, ‘

~ that the use of a flavouring although it complies wi'th the raiwa&t

specific Directive, ‘

‘endangers human hea,l'th, that Member State’ ma.y" ‘temporarily suepéﬂa or
restrict e.ppl:.cat:.on of the provisions in question in its 'lfez%‘i‘f.oxw.
It shall immediately inform the other Member States and the dmmission

thereof and give reasons for its decisions

2, The Commission shall examine as soon as possible the groundé gwen by
the Member State within the Standing Conmittee for Foodstuffs, ' aid
shall then deliver its opinion forthwith and teke the a.ppropri.a:te

measurese

3¢ If the Comm:.ssion considers that amendmen’bs 4o this Dmrectr#e or' g speo:Lflc
Directive are necessary in order to ree;olve the difficuﬂ.ieé ﬁﬁaﬁ%ibneﬁ in
paragraph 1 and to ensure the protection of human. heal‘th, A% éhan 1n1‘b1a'l:e
the procedure laid down im Article 11, with a view to adopting ‘these
'amendmlents; the Member State which has adop'l;ed safeguard measures ma.y
in that event retain them until the amendments enter into forces

Article 10
1e Withou't preaudice to0 any excepiion prov:.ded for in 'lzhe speéﬁ‘lc
- Directives, flavourings may be marketed only if their padiapgifigs or
containers bear the follown.ng informations /'
(a) the name or business name and address of the manufacturer oil
packager, or of a seller established within the bmmnﬁ‘bﬁ

(b) either the word "flavouring" or'a more speu,ific nsmé o &é%ﬂﬂibn
of the fla.vounng; ‘

(c) either the statemen‘t "for foodstuffs" or a more specific reference
to i‘ts intended food use;
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(d) in the case of mixtures of flayourings a list of the categories of
flavourings presemt in accordance with the definitions given in
Article 1(2)- in order of proportion by weight which each
ca'beg(;ry bears tothe totals

(e) in the case of flavourings containing other substances or materials

in accorda.nce with the first and second indents of Article 5(2)

~ the name of any such substances or material or where appropriate

its "E" mmber,

"= the percertage of such substance or material, where this requirement
is laid down in provisions relating to other categories of - '
additivess

(f) an indication of the maximum amount present of any substance
listed in Annex IT, and instructions for use where the absence of
'such instructionswould make it impossible for the uéer to comply
with the special conditions of use stipulated in Article 4 (1 (bl;

- (g) in the case of pre-packaged flavourings, the net quantity; Article
8 of Council Directive T9/112/EEC of 19 December 1978 on the '
.approxi;ga,tioh of the laws of the Member States relating to the )
labelling, presemtation and advert;s‘ing of foodstuffs for sale to

-

the ultimate coxisumerl shall apply by analogy.

2 The word '"natural", or any word havihg gsubstantially the same meaning,
may only be used for flavourings, the flavouring component of which

corrta.iné exclusively natural flavouring preparations.

3. Any reference to the type of flavour shall be accompanied by the word
"reproduced" where the flavouring contains nature~identical flavouring
substances, this indication being replaced by "artificial' if one

or more artificial flavouring substances is present,

4o The details referred to in paragraph 1(b) and (¢) and paragraph 3 shall appear
on one of the main surfaces of the packaging or container and in the ’
same field of visione : o

5¢ By derogation from the provisions of this Article, where flavourings
are not intended for retail sale, the information required in para.gra,ph’l
(a), (d), (&), (£) and (g) may figure on the relevant trade documents.

107 No L 33, 8.12.1979, p. 1
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Member States shall refrain from laying down requii‘&néh‘%b mhi‘a détailed
than those already comtained in this Article, coné‘ﬂﬁﬂ& the hahner in
which the particulars provided for are to be showms - .

The Member Statesshall, however, ensure that the sale éé £1hvourings
within their own territories is prohibited if the bﬁﬂi&&laﬂ‘é Iﬁ\o‘ﬁded |
in this Article do not appear in a language ea.etily Wét‘ﬂ&bﬁ vy
purchasers, unless other measures have been taken to ensure that the
purchaser is informed. This prov1s:Lon ghall not pﬁw«ﬁt mi&ah
particulars from being indicated in various langusges.

Article 11
Where the procedure laid down in this Article is t6 be f‘bﬁwadg the
matter shall be referred to the Standing Committee for Foodstutts
set up by Decision 69/414/EEC (hereinafter called

~"the Committee") by its Chairman, either on his owt ini‘&:ﬁé:ﬁhre ok‘ at

the request of a representative of a Member States

fHe pepresemtative of the Commission shall submit to tﬁe Gmmi‘t'&ée B
ddaft of the measures to be takens The Commitiee ski“i givo hu

_ dpinion on that draft within a time limit set by 'ﬁl& éﬁ&im tetvd

3

regard to the urgency of the matter. Opinions shall Ye B.eﬁ‘b‘ei‘e& by &
majority of 41 votes, the votes of the Member States ﬁuiﬂg v&bighﬂd
a8 provided in Article 148(2) of the Treaty. The Cheirmhn shall not

vbte,

(a) Where the measures envisaged are in accordante wi‘bh the biﬁ.hion
of the Committee, the Commission shall adopt ‘théms

{b) Where the measures envisaged are not in acoordmnce %H.%h the Opinion

of the Committee, or if no Opinion is deliversd, ti¢ Commission
shall without delay submit to the Council a propostl on the
neasures to be takens The chncil shall aot by & qﬂ\hﬂﬂa\ﬁ
majoritye '

{c) 1f within three months of the proposal being ﬁu%mi%e& to M the
Céuncil has not acted, the proposed measures shad} b hd&fﬂzed by

the Commission,
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Article 12
le Without pre;udice to Artiocle l4,Member States shall adopt all the
measures necessary to ensure that trade in flavourings referred to in
Article 1 which comply with the definitions and rules laid down in this
Dlrectxve or 1n the Directives referred to in Article 5(1) and 2)
2 cannot be 1mpeded by the application of non-harmonized naiional

provisions governing the composition, manufacturing specifloations,
padkaglgggpgw;gpelling of those productse

" 24 Paragraph 1 shall not be applicable to non—harmpnized provisions justified
on grounds of'¢ '

- protection of public health;

- prevention’ of frauds unless such provisions are 11ab1e to0 impede the
application of the definitions and rules laid down by this D1rect1ve,

- protectlon of industrial and commercial property, indicetions of

source, reglstered de51gna$10n and prevention of unfair oompetltlon.

| Article 13
le This D1rective shall apply equa*ly 4o flavourings intended for use in
foodstuffs,and to foodstuffs, imported into the Communitye

2¢ This Directive shall apply neither %o flavouringss, nor to foodstuffs'
imbended for export outside the Communitye - ’ ‘

, ‘ Article 14 ’

. Within 18 months of the notifioation of this Directive, Member States
shall take the measures necessary to compLy with this Directive and
gshall forthwith inform the Commission thereofs The measures taken
shall:’

- authorize, two years after nobification of this Directive, trade in and use of
flavourlngs, complying with the provisions laid down in this Directive,
w1thou¢ prejudice to the application of national provisions, which in
the absence of the Directives referred to in Article 5¢1) and (2)
shall apply to certain groups of flavourlnga"

- prohibit, three years after notification of this Directive, trade in
and use of flavourings which do not oomply with the provisions laid

down in this Directives

17
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ANNEX I
: Flavourlngs shall not contain a 'boxicolog:.ca,lly dangerous amount of any

elemen‘t.

Subjec‘b to any ex'ception deriving from the criteria of purity referred
to in Article 6:

~ they shall not comtain more than O.Smg/kg cadmium, more than Os5 mg/ke
mercury, more 'l:ha.n 2 mg/kg arsenic ormore than 5 mg/kg 1ea,d°

- they shall not comtain more than 50 mg/kg of copper and zinc taken
together of which the zinc comtent must not exceed 25 mg/ke;

14
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. ANNEX IT ‘

Maxlmum 1imts for certaln aubstances ha.v1ng biological ac'bivrl:y preﬂent
in food as consumed a8 a result of the use of na:hu*a.l flavouring materials
" and/or natural fla.vouring preparations ‘

. Substance.

Food

ng/kg

e
Beverages

mg,

]!.‘xdepﬁbﬁs

Beta asarone

Coumgrin

Safrole and

iso—safrnl'g

Thujone (alpha
and beta)

| Hydrocyenic acid |

| Oel

O0e5 |

0u1

2

Oe5

tsea‘sonings used. in sna,élc foods

110 mg/kg in certain types. of oaramel
confectionery

25 mg/kg in corrt‘ec'bionery

,15 mg/ke in foods oom:a,lning mace

15 mg/kg in aleoholic bevera,ges less

| 50 mg/kg in foods containing sage
100 m
35 mg; in bit

1 rm‘g/kg in alcoholic beverages and

50 mg/kg in chew:.ng gum
10 mg/kg in a,fLooholic beverages

50 mg/keg in marzipan or its suﬁstrhuteq

1 mg/kg per 1% vol. alcohol in -
&locholic beverages

5 mg/kg in stone frui'l: juices

2 mg/kg in alocoholic bevera.ges less
than 256 volume alcohol

5 mg/kg in aloholic beverages above
25% volume glochol

a,nd nutmeg

than 25% volume alcchol
10 nmg in alcoholic 'beverages above
2% volume alcohol

kg in saage stuffings -
ers
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