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COUMCIL DIRECTIVE
of 21 December 1988

on the approximation of the laws of the Member States conceming food additives authorized
for use in foodstulls intended for human consumption

(89/107/EEC)

THE COUNCIL OF THE EUROPEAN COMMUNITIES,

Having regard to the Treary establishing the European
Economic Community, and in particular Article o100

thereof,

Havingd;l:gard to the proposal from th

Commiree (),

Whereas dillerences between naf
additives and the conditions for thy
movement of foodstulfs: whereas
of unfair competition, there
establishment ar funcrioning of the

Whereas the approximation of th -
L ¥
NECEssary; =

Whercas these requirements should be i =

comprehensive directive, where neccessary#5 7
T e
stages; P

Whereas the drawing-up of EY;
. dditives to be covered by a dirc®ilid
oy the Council acting under the 0 occdt
Article 1002 of the Treaty; i g

uncil;

Whereas in d
for their use
Commission Doq{nn 74/234/EEC (), should be consulred

before the adoprion of provisions likely to affect public
health;

Whereas it must be possible to adopt the list of authdrized
additives to scientific and technical developments; whereasin
that case, it may be appropriate also to have, in addition 1o

—_—m™ *

('} ©f Mo C 99, 13. 4. 1987, p. €5 and OJ No C 12, 16, |.
1989,

{*) O] Mo C 328, 22. 12. 1986, p. 5.

(*y OJNo L 135, 20. 5. 1974, p. 1.

Whereas the use of ddiy ¢ S Bl v
categories should be aufigliNd E} the SE} : ﬁ
scientific and technoldgidal i T E o y ¥

U

the rules of procedure laid down by the Treary, a system
permitting the Member States to contribute, by the adoption
of temporary national mecasures, to the search for a
Communiry solution;

reas the derermination of the criteria of purity for such
dditives and the drawing-up of methods of analysis

pling are technical marters 1o be entrusted ro the

T P ;

wexisting Community provisions on colouring
MB:crvatives, anti-oxidants and emulsifiers,

thickeners and gelling agenis will require
Ml the basis of this Directive;

pll cases where the Council empowers the
n %o implement rules relating to foodsmulffs,
$ould be made for a procedure instituting close
berween Member Stares and the Commission
’ Standing Committee on Foodstuffs set up by
o ‘\. 8 - Decision 69/414/EEC (*).

\

1
]

i5 DIRECTIVE:

Article 1

T higDitsativeshall apply 1o food additives the various
‘ ﬁh afe given in Annex | and which are used
rinkeefticd bolbchisd a5 ingredients during the manufacture

ar preparartion of a foedstulf and are still present in the final
. even il in alieRd form, hereinafter called ‘food

RAARINIUUN TINITR D

For the purposes of this Directive "food additive’ means
any substance not normally consumed as a food in itsell and
not normally wsed as a characteristic ingredient of food
whether or not it has nutritive value, the intentional addition
of which to foad for a technological purpose in the
manufacture,  processing,  preparation,  trearment,
packaging, transport or storage of such food results, or may
be reasonably expected 1o result, in it or its by-produets

becoming directly or indirectly a component of such
foods. ¥

(') O] No L 291, 19. 11. 1969, p. 9.
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3. This Direcrive shall not apply to:
(a) processing aids(');

h‘"‘ﬂa}_.a.tjg_suncn used in the protection of plants and plan
products in conformity with Community rules relating
to plant health;

(e} Mavourings lar usc in foodstulls, falling within the scope
of Council Directive 8B/ IERFEEC (*):

(d} subsiances added co foodsiolTs as nutricons {lar example
manerals, trace elemems or vicamms).

Article 2

L. In: respect of any category of fo
Annex | for which lists have been d
Article 3 (1), onlv those lood addin
may be used in the manufacture org
and only under the conditians of use ag

2. The inclusion of lvod addinvedg
in Annex | shall be on the basi
normally associated with the {ood
Haowewver, the allocation of the g
catcgory does not cxclude the poy
authornized for several functions.

3 Food additives shall be included
the peneral critena described in An

Article 1

1. Particular provisions in
catepories given m Anncx Newe—s
comprehensive  directive, i 4
directives on particular Categorics we
may, however, be drawn up in

2. The Council shall, acting org

Oflficial Journal of the European Communitics

thig}
huriilhealih, thar Member State may temparseily suspend

aposal from the @i
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(e} the rules on additives wsed as carrier substances and
solvents, including where necessary  their puricy
criteria,

3. The follewing shall be adopted under the procedure
laid down in Article 11:

{3} the eriteria af purity for the additives in question;

(b) where necessary, the methods of analysis needed to

verify that the criteria of purity relerred 1o in (2] arc
satisfied; X

le) where necessary, the procedure for taking samples and
the methods for the qualitative and quantitative analysis

ﬁ food additives in and on foodstufls:

Hor rules necessary ta ensure compliance with the
= ions of Article 2.

Article 4

Member Stare, as a result of new information
Mo ssctiment of existing information made since this
) the comprehensive directive referred 1o in
adopted, has derailed grounds for considering
W - of additives in food, although it complies with
e ot any list drawn up under Article 3, endangers

re¥@ict application of the provisions in questiun in it
ritory. It shall immediately inform the orher Member
e and the Commission thercol and give reasuns for s

,"-"ﬁ[ issian shall examine the grounds given by

Bamytate referred to in paragraph | as soon as

ole wi the Standing Committee on Foodstulfs, and

shall then %®liver its . opinion forthwith and take the
Ippropriate measures.,

Commission under the u i v ‘
ol the Treary, adopt: v I 5 w he isgun considers that amendmenes to this

{a) a hseof additives rhﬂse of which is :uqhnri:? 1 the
exclusion of all others;

o e ARG IR IUHN Y

and, wherelappropriate, 3 limit on the rechnological
purpose of their vse;

'} For the purpose of this Directive, "processing 3id” meany any
sbstance not consumed a5 3 food ingredient by jesell,
intentionally used in the processing of raw marterials, loods or
their ingredients. ro fullil 2 certain technologiesl purpose during
trestment or procesning and  which may cesule in the
unintentianal but technically unavoidable presence of eesidues af
the subsiance ve s derivatives in the final product, pravided tha
these residues do nor present 2ny health risk and do not have any
technalogieal effcer on the finished producr.

(') O No L 184, 15. 7. 1988, p. 61.

Cirective aor 1o the comprehensive directive reflerred 1o in
4 - & L
Arnicle 3 are necessary q’“d“ to resolve the dilfieuwlics

in 3 to ensurc the protection af
':ﬂzqf tidpe fthe procedure laid down in
N, vidwistdl a ting those amendments; the

Member State which has adopted safeguard measures mav in

that event rerain them until the amendments have been
adopied.

Article §

1. In order to take account of scientilic or technical
developments which have occurred since the adoption of 2
lisi in accordance with Article 3, 2 Member State may
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provisionally suthorize the marketing and use within s {a} — for food additives sald singly or mixed with each
territory of an additive from onc of the catepories listed in ather, for cach additive, the name laid down by any
Anncx | and notincluded in the relevant hist provided thar the Community provisions applying and its EEC number
following conditions are satishicd: ar, in the absence of such provisions, a deseription of

the additive thacis sulficiently precise to enable it to
be distinguished from additives with which it could
be confused, in descending order of the propertion by
weight in the total,

{a) the autharization shall be limited to 3 maximum period
al twa years;

(b} the Member, State shall ensure thar  foodstulfs
containing an additive which it has authorized are

1 ] — when other substances or marerials or (ood
olficially monitored;

ingredients 1o facilitate storage, sale. standard-
ization, dilution or disselution of a lood additive or
food additives are incorporated in the additives, the
name of the additive in accordance with the first
indent and an indication of each component in
descending order of the propumuﬂ by weight in the
total;

{e) inthe auvthorization the Member Smr may require :h:n
fooduulls manulacied with the additive in a
shall bear a special indication,

2.  The Member State shall commiy
Member States and to the Commiggs
autharization decision adopred pug
within two months of the date on ion L her the statement “lor wse in food’,
effect. ‘

ersihe statement ‘restricred wse in lood’,
3. Belore the two-year perig
fa) has cxpired the Member
Commission toinclude in the I

2 more specific reference 1o its intended fond

. , the special conditions of storage and use:;
same time, the Member State % €

which, in its view, supporis such ing

hew the additive 15 to be used. If s [or use, il the omission thereol would preclude

Wepriate use of the additive;
down in Aricle 100a af the Treaty § .

adopted in accordance with Article’
on 1 proposal from the Commission, w
the date on which the matter was t:lnr:d

park identilying the butch or lor;

he name or business name and address of the

c1r or packager, ar of a seller established
M lommunity;

4 I, within the twao-year period

1, the Commission does not shE

with paragraph 3, or if the O o~ -

18-month peniod stpulated ‘ A J

authorization must be cancellepd 7 dT:ion of the percentage of any component which

authorization granted by anothe @il ember SiaTTTor e 15 subf®® ro 3 quantitative Jimitation in 3 food or

additive must be cancelled. adzquate compesitional information to enable the
plul'l:h‘litr to comply with any Community provisions, or

5. Mo new authori national provisions, applying to the
granted unless the sci rf thehsame quancitative limitation applics to a
since the cancellavio o%1 l-rp enis wsed singly or in combinarion, the

justifies, , cuml:-m:d percentage may be given as a single figure;

amaqmmumfmmaﬂ

Articl

(i} any ather information provided for in the comprehensive

Pegvisions that may have effect upon public health shall be Ditcctive relorred 1030 Article-3

adopred alier consulearion with the Scienrilic Commitree for

Food

2. By way of derogation [rom paragraph 1, the
) inlormation required in point (a), second indent, and poines
» Article 7 (d) to (g}, may appear merely on the documents relating 1o
the consignment which are 1o be supplied with or prior 1o the
1. Food additives not intended for sale 1o the ultimate delivery, provided that the indication ‘intended for the
consumer may be markered only of their packaging or manufacture of foadsulfs and not for retail sale” appearsona
containers bear the following infarmatan, which must be conspicuous part ol the packaging or container of the

conspicunus, clearly legable and indelible: product in question.

-
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Article 8

Food additives intended for sale o the ultimate consumer
may be marketed only if their packagings or containers bear
the following information, which must be conspicuous,
cleasly legible and indelible:

{a] the name under which the product 1s sold. This name
shall be constituted by the name laid down by any
Community provisions applying to the produa in
question plus its EEC number or, in the absence gf b
provisions, by a description of the progdus

products with which it could be ¢

{b} the information required by AW
and (h);

-ﬁ"‘m ~ths date of minimum durability
Asticle 9 of Council Directive

{d) any other information
comprehensive directive r

Article 9

Articles 7 and 8 shall not alfect o
extensive laws, regulations or ady
regarding weights and measure® o)
presentation, classification, packapgy
dangeraus substances and preparaniod
such substances.

Member States shall celrain frofiifoying
maore detailed than those co “ ed in Articles 7 and

concerning the manner in which the :rl:culurs provided ‘ﬂl
therein are to be show

Arie

.
majority laid down in Article 148 (2] of the Treary. The
chairman shall not vete.

3. (a) “The Commissian shall adopt the intended measures
when they are in accordance with the Committee’s
opinion;

{b] where the intended measures are not in accordance
with the opinion af the commitiee, or in the absence
af any opinion, the Commission shall forthwith

submit to the Council 2 propaosal relating to the

measures to be taken. The Council shall act on 2

qualified majority.

the expiry of three months from the date an which
stter was referred 1o it, the Coundl has not adopred
neasures, the Commission shall adope the proposed

Article 12

{(8p:bcr Staces shall take all measures necessary to

wod additives belonging to the categories deflined

x ay be marketed only if they conform to the

B s and rules laid down in this Dircctive and the
hereto.

Acniber States may not prohibu, restrict or abstruct
he markening of food additives, food or food ingredicnts on
ods relating to food additives. if these comply with the
. '.5 Directive, the exisung specihc directives

ensive directive referred to in Amicle 3

arggtaph 2 shall not alfect narional provisions
applicabldld the absence of corresponding provisions in the
comprehensive directive referred to in Article 3

] El’m EJ..WQ Wen3

in a language casily M:rsund:blt to purchasers unless
alh:r measures have been taken to ensure thar th@purchaser

H:cfc 13

AR IMN AR e

Article 11

. Where the procedure laid down in this Ariicle i3 10 be
followed, the chairman shall refer the matter to the Standing
Committce on Foodsiufls cither on his own initiative or arthe
request of the representarive of 3 Member State.

1.  The Commission representative shall submit 1o the
committee a draft of measures to be taken. The comminee
shall deliver its opinion on the dralt within a time limit which
the chairman may lay down according to the urgency of the
maticr. The opinion shall be delivered by the qualified

("] O) Mo L 33, 8. 2. 1373, p. 1.

this adoped :ccufdmg o the
procedure laid down in Arucle 11,

Article 14

1.  Member States shall take all measures necessary 1o
comply with this Directive within 18 months of s
notilication. They shall forthwith inform the Commission
thereol. The measures taken shall:

— authorize, rwo years after notificanion of this Dirccuve,
the marketing and usc of food addirives complying with
this Dircetive;
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— prohibit, not later than three years afier notification {")af Article 15
this Directive, the marketin d wic of lood additives e
whick :o r:n: comply rwilh :ii:ﬂﬂir:::ivc. * This Directive is addressed ta the Member States,

Zo_Paragraph 1 shall not affect existing Community Dane 2t Brussels, 21 December 1988,

provisions ot those national provisions which, in the absence

ol the comprehensive dircctives referred to in Amicle 3, apply For the Council
tocertzin groups of food addivives or specily the foodsiuffs in
or on which food additives complying wish this Direetive
may be used. F

The President
V. PAPANDREOU

AUEINENTNGINS
ARIANTAUUNING A Y

("] This Diirecrive was natified 1o the Member Staes on 1%
December 1988,
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ANNEX |

Catcgones of food additives

Colour
Prescrvative
Anti-oxidant
Emuluificr
Emulsifying sal
Thichige

AuEINENIneIng
RN IR INYIAD

—_—
{*) This earcgary alia compriset fasm uabifivers.
(') Thes cam st an cwooway scidicy rogulston,
') Thew wwbriances include lubrican,
1"} Inchavian of these vedma in ohin lis
wmvended for the Ninsl canvumer.
Doly thaowe wsed 33 adcieives

i withit progedioe 10 sy lutere decasan o0 mentsan theeeol in the labselling wl fauduully
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ANMNEX I

General criteriz for the vic of food additives

1. Food additives can be approved only pravided thai:

nplogical need and the purpose cannet be achicved by other means

= there can be demonuieated 3 reign
allenicable,

which are economically and

— they present no hazard ) level of use proposed, o far a5 can be judged on the

scientific evidence a3

. = they do not misieg
= —

1. Theuse of food 24,

i cvidence that the proposed usc of the additive
would have deme

£ words itis necessary to establish the eage
lor whar is commienly e should sorve one o mere of the purposes et
out from paints [2)4 : ik d by otfier means which are economically
and technologi pr o gl b 4 A A bt heGlth of the consumer:

(3] to preserve ol 0 . B8 - LR sction in the nuiritinnal quality of 2 fogd
would be j@#fied : 3 PR W < EMicant item in 3 normal dier or where the
additive i3 neces i L consumers having special dictary needs;

(b} to provide ndftssa : ] o W anufactured for groups of cansumers having
special dietary \

fel taenhance the Leep : e o ol i o ve it organoleptic propereies, provided chag
this doct not so chylife i < Lief8( the food a3 1o deceive the consumer;

{d) ro provide aids in manul
provided that the addig
[inelueds & h

2r. trearment, packing, transport or storage of food,
the useal fauhy raw materials or of undesirable
: _5 ny of theie activirics

-

-
L
. To asiesn V. L "[ ives thereol, it must he subjected 1o
Ippropriacere o ould slio take into account, far example,
any cumulargd) 4 use anfifec phenemenon of human intolerance 1o
;uhsmncss logglin 1o the body ~r

4. All fogd addini g i i "l’ A “evaluated whenever necessary in
FES T REART

5. Fo-nmddiuvn must 3t all vimes ?mplp with the approved criteria of purity

o ot

YRIANGAIUNNRIINY 1A Y

q (31 speaily the loodwulls to which these additives rfur be added and the conditions under which they may be
added; v

(k) be limited 1o the lowest level of e mecessary 10 achieve the devired effect:
A,

le} rtake inio account any scceprable daily intake, or cquivalent assessment, extablished for the food additive
and the probahle daily intake el it from sil sources. Where the food additive is 1o be used in faods eaten by
special groups of consumers, account should be t3ken of the possible daily intake of the food addirive by
contumers in those groups,
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Proposzal for 3 Councd Dircetive on [ood additives other than colours and swecteners

{92/C 206/03)
COM(S2) 255 final — SYN 424
= (Subrmitted by the Commission on 1§ June 1992)

THE COUNCIL OF THE EUROPEAN COMMUNITIES, Whereas this disective does not intend to affeer rules relatin;
to sweeteners and colours;

Whereas, awaidng for specific provisions pursusnt tc
oundl Directive 91/414/EEC of 15 July 1991 concerning
placing of plant protection products on the marker (?)
Pinder Coundal Directive $0/642/EEC of 27 Movembe:
So fixing of maximum levels far pesticide residucs i
rain products of plant origin, including fruit an:
63 Dles f"} certain substances belonging o this eategor
ionally covered by this Dirceuive;

—_

Commission shall adapt Community provision:
Whgd with the rules laid down in this Directive,

the Scienufic Comminee for Food has beer
for those substances not yet being the subj:c: of 3
IMaunicy provision;

in foodstuffs intended fo: hum
pamcular Aruce 3 (2),

Whereas, differcnces beoween nitior
preservatives, anooxidan:s and oth j
conditions of wse hinder the frec movem
whereas  these  may Treardig, conditigmITEy T,
=_r -" "y
COMpPennion; -

reas it is pecessary o indude in this Directive specific

proWisions concerning  additives mentioned in  othe:
Communicy provisions;

- Mesirable that when a decision on whether =
b dstull belongs 1o a cerain category of foods,
: lon of the Standing Committce for Food

-*-I'ﬁ. 15 followed;

Whereas, the prime consiczy v
additives and their condizoMeld
protect the consumer;

Whereas a food additive = —::}' u e used when I:htn% Wh:rui the rnn-dlﬁc:mun of existing purity criteria on food

cvidence thar the use han colours and sweeteners and new
consumer; Ei El hose where no purity criteria exist, will be
ance with the procedure of Article 11 af

Whiecis, i 2 gcn: ! retipitied ik u AT Du::-:uu EE{IO}'!EEC
foodstuffs and certain oth= foodstulfs shoul

S LL N iR} §:Iﬂ’l'%’%ﬂﬂ?.’cﬁn&l:;:m;:t;mf::,f;

Whereas, h:‘ng regard 2 the most recent sdendfic and of 3 separare directive;

toxicological infarmartion ca these subsianees same of these i

are wo be itted only for cermain foodsmulfs and und

ol et A FA0C B Whereas this Directive replaces Directives 64/S4/EEC (1),
b 70/357/EEC(*), 74/329/EEC (’) and 83/463/EEC(")

) - = these are hereby repealed,
Whereas it is necessary to lzy down surict rules for the use of d

food additives in infanc formula, follow-on formula, and
weaning foods, as mendons in Directive 89/398/EEC (%),
and in particular Arvicle 4 31) (e);

(') O] Mo L 230,19, 8. 1991, p. 1.

(*) O] No L 350, 14. 12. 1990, p. 71.

(") O Mo L 12, 27. 1.'1964, p. 161/164.
: (‘) O] Mo L 157, 18.7. 1970, p. 31.
(') Of Mo L 40, 11, 2. 1989, 2. 27. ")
(‘)

') OFNo L 18%, 12.7. 1574, p. 1.
(*) O) Mo L 186, 30, 6. 198%. p. 27.

') O] Mo L2355, 159, 1983, p. 1.
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O ED THIS DIRECTIVE

. Article 1

1. This Diirccrive is 3 specific Directive forming 3 parr of
the comprehensive Dircctive-wichin the meaning of Aricle 3
of Direcxive 89/107/EEC applying to additives ather than
colours, sweeteners and Mour reatment agents.

2. For the purpose of this Directive:

- Presesvatives are substances which prolong
of foodswulfs by protecting them agai
caused by micro-organisms,

-~ anatiozidents are substances wh
ol foodstuffs by protecting i - ¥ rio,
caused by oxidatian, such as - nd Eolog
changes,

— carriers, |m:iud':=15 Carrier solvest
dissalve, dilute, disperse or o
food additive withour alie
{and without exeming any
themselves) in order ta faci
ar use,

— acids are substances which®ino
foodstull and/or impar 2 sou

— ecidity repulators are substances chasm
the acidiry or alkalinity of 2 foodiruff, tems

— anfi-caking cgents are subsrang
tendency of individual pir
to onc another,

| v
= antifoaming agents are sul

ifance
reduce foaming, }

i 40
= bulking agents are sybstances £ i t e
bulk of 3 foedsny c uffin Ey ] %
its available :ncrﬂm %!ﬂ
— colour stabilizers ar:ﬂb:unc:s which :t:biiix:‘t:uin r £ L
intensify Y | \
| ﬁ d\‘l i I ? 1, 9 F other than emulsifiers are
ﬂ ' i ﬁ - substances which are added te flour or dough to improve it

— emubsifiers §c substances which make it possible to form

or maintain # uniform mixrure of two or more immiscible

Phases such 25 oil and water in 2 foodseulf,

— emulsifying salts are substances which resrrange cheese

proteins in the manufacrure of processed cheese, in order
to prevent fat scparacion,

— [firming agents are sy bstances which make or keep tissucs
of fruit or vegecable firm or crisp, or interact wich gelling
2gents to produce or swengthen a gel,

— flavour enbiancers are substances which enhance
exusung taste and/ar adour of a foadsruff,

— [oeming agents arc substances which make it possible «
form 2 umiform dispersion of 2 gaseous phasein 2 liqui,
or solid feodsoulf,

— gelling agenmer arc substances which give a foodsmuf
texture through formation of a gel,

— glazing ogents (including lubricants) are substance
which, when applicd o the external surface of
foodsrufl, impart 3 shiny appearance or provide
protective coating; inedible and casily separable coating
are not considered to be glazing agents,

) humectanes are substances which prevent foodsrulffs fro;
ing out by counteracting the effect of an atmosphe:
ing a low degree of humidity, or promote 1F
olution of 2 pawder in an squeous medium,

W< sicrches arc substances obrzined byoncorme
i | treatments of edible starches, which may ha

o one 2 physical or enzymaric treatment, and mayt
kali thinned or bleached,

[£ goses are gases other than air, introduced int
gridines before, during or afier the placing of
el in chae container,

jellants are gases other than zir which expel
wilf from a concainer,

W15ing egents arc substances or combinations c
substances which liberate gas and thereby increase th
volume of 2 daugh or 3 bamer,

— $ e substances which form chemies
A ith mecallic ions,

— siabil§8s are substances which make i possible 1
maintain 2 uniform dispersion of two or maore immiscibi-

substances in 31 foodsmuff, Stabilizers include foar

t ﬁc
-—&!ﬁkmc r3 are substances which increase the viscosity of ;
foodsulf.

baking qualicy.

4. In applicacion of Article 1 of Directive E9/107/EEL
the following are nor considered as food additives:

141 substances used for the treamment of drinking water;

(b) producs cuni*aim'.ng pectin and derived from apple
pomace or peel of citrus fruits, or from 2 mixture o
both, by the action of dilute acid followed by partial
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I
neueralizadon with sodium or potassium sales (‘liquid
pectin’);
(e) chewing-gum bases;
(d) white or yellow dextrin, roasted or dextrinated starch,
starch modified by acid or alkali treacment, bleached

starch, physically modified starch and starch treated by
amylalitic enzymes; :

(e} ammonium chloride;
() bloed plasma, edible gelatin, protcin hydralyss

(g} dilng dcide und die il odiar tha
glycine, cysteine and cystine and che
no zddicive funection.

Article 2

1. Only substances histed in Annex
be used in foodswilfs for the purpag
(2).

2. Food additives listed
permitted in foodstulfs for the py

Arude 1 {2).

3. Paragraph 2 docs nor apply toy

(3] unprocessed foodsruffs and honey J
pasteurized and sterilized (including U
milk and eream (including skim Lo I
semi-skimmed), mineral agaters 1ed
Directive 80/ 777/EEC [
mentioned in Directive 7.3 [y
specially provided for. :

. -
Within the meaning of d'i'ircclriw:, unprocessed
foodsruffs are foodsmuffs that have not undergone any

These foodstutfs may only contain additives mentione
in Annexes I, Il and IV and under the conditior
specified therein. '
. : -
1. Addirives listed in Annexes 1l and TV may anly be use
in the foodstuffs mentioned in these annexes and under the
conditions specified therein.

5. Addirives listed in Annex V may be used as carriers o
carrier solvents under th= condidons specified thercin.

6. Maximum levels indicared in the Annexes refer

_ foodsmuffs 2s marketed, unless otherwise stated.

Article 3

out prejudice to echer Communiry provisions, the
senof 2 lood additive in a foodsruff is permissible:

= mpr..lund foodstuff to the extent that the fooc
gldiis permirted in the separate ingredients charmak:
My compound foodseuff,

oodstuff is destined to be used solely in the
(Wparacion of another foodstuff and 1o such an exten:
88 he compound foodstuff conforms to the provision:
15 Directive.

2. Paragraph 1 does not apply to infant formuls
gllow-an formula and weaning foods, as mentioned &
s 83398/ EEC, excepr where specially providec

]

Article 4

¥

treatment resulting in a subscfngal ch:nE: of the@f This Direcrive shall apply without prejudice to speafic

orginal state of the H i

been, for cmpl:ﬁiﬂﬂu %
skinned, pared, p:elew-oun , cur, cleaned, rimmed,
chilled, frozen, deep-frozen, unpacked or pachgd in the

o st L L LA LA AIAN

s mencion in Direcuve 89/398/EEC. These
foodstuffs are subject to the provisions of Annex VI;

(c) chocolate and cocoa as mendoned in Directive
73/241/EEC (*), fruit juices as mentioned in Directve
75/726/EEC (%), jams, jellies and marmalades as
mentioned in Directive 79/693/EEC (*), pardally or
totally dehydrated milks 2s mentioned in Directive
76/118/EEC (¢). e

('L O] No L 229, 30. &. 1980, p. 1.
{*) O) Mo L 156, 27. 12. 1973, p. 71.
{*) O] No L 228, 16. 8. 1973, p. 23.
() O] Mo L1311, 1. 2. 1975, p. 40.
() O] Mo L 205, 13. 8. 1979, p. 5.
{*} O] Mo L 24, 30. 1. 1976, p. 49.

ASiQE ithely addicves listed in the annexes to be usec
t ¢ ghlours.

INYQ G -

Where necessary, it may be decided by the procedure laic
down in Artcle 7 of this Direcrive:

— whether 2 paracular foodstuff belongs to 2 category o
foodsruffs mendoned in Article 2 or in one of the
Annexes,

ar

— whether 2 food addidve listed in Annex [ is used u
accordanee with the criteria mentioned in Annex [,

or

— whether 2 substance is 3 {ood additive in the sense o
Aricle 1.
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Article & Article 9
Any provision necessary to adapt existing Communicy 1. Directives EMIFSHEEC, 70/357/EEC, 74/329/EEC,
provisions 1o the rules laid down in this Directive shall be | §3/463/EEC and their subsequent modifications arc hereby
adopred within six months of its notification according to the repealed.
procedure laid down in Amide 7 of this Directive.
g 2.  Refercnces to these repealed Directives and to the
i purity exiteria of cerrain food additives mentioned in chem
Article 7 shall be henceforth undeistood to be references to this
Direcrive. z
The Commission is zssisted by the Standing Committee
for Foodsmuffs a5  creaged by Council Dedsion
69/414/EEC 1), Article 10

The representative of the Commission shall s 111

Commirtce 2 draft of the measures | Member States shall bring into force the laws, regulations

Committec shall deliver s opinion o i/ dadministrative provisions necessary to comply with this

time limic which the chairman may lay odS gtoth ____...-l"""" ¢ moc laer than 1 January 1993 in order to:

urgency, of the maner, if nccessary b ———t S trade in and use of producs conforming 1o this
| € not lacer than 1 January 1993,

3 J—
The opinion shall be recorded in. ai :
EHC’:I ‘Ml:ﬁ‘lbtf Sﬂ'l:t shzll hli'i't' the s e J . \ B ade i and use gfpﬂ?dumj not tﬂnfﬂﬂ'ﬂllﬂg [15]
postion recarded in the minute : Sircciive not fue than i january 1994,

TI'_"'__C“"’”’,"““” shall take o e I ; ‘ g\ {orthwith inform the Commission thereal.
opinion delivered by the Commumes ‘ ‘ .

Committee of the manrer in which S

into.account, fc/er Stares adopt these measures, they shall

. ference to this Directive or shall be sccompanied
P8 - 8- nce on the occasion of their official publication,
P 0ds of making such 2 reference shall be laid down

Article § ber States

In accordance with the General Cring
Annex Il to Directive 897107/ EEC, wig
' the adoption of thjs Directive, the Commissio
the conditions of use mentioned in this B
propose modifications where necessa =

n
Vi

Article 11

o ad.rc:-s-.-l:l 10 the Member Seares.

:rpd

L AF

AULINENINYINg
ARIANTAUUNING A Y

e ¥ .
(') QI Mo L 291,19, 11. 1949, p. 5.
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Notes

1. Subtances in this lisc may be added to all foodstuffs with the exception of those mentioned in Annex [I

f
ANNEX [

GENERALLY PERMITTED FOOD ADDITIVES

e me

" -

following The 1mnnﬁn'lmh‘: principle. Quanfum satis means that no maximum level is specified. However,
these food addidves should be used according 1o good manufacruring practee at 2 level not higher than is

nccessany to achieve dhe intended purpoze, and provided they do not misl
2. The substances listed under EEC number E 440 may be standardized with sugars, on condition thar this i

stated in addition to its number and designadon.

ead the consumer,

EEC Mo

E 170

E 260
E 281
E 252

E 263
E 270
E 2%0
E 298

E 300
E 3m

E 302
E 304

E 306
E 307
E 308
E 309
E 322
E 325
E 328
E 327
E 330

unﬂw

E 332

E 333

E 334
E 335

———
(*) May be used 2z

e ity fblll'-dm-un farm

5

packaging gases in the foodemulfi mendoned in Arride 2
ula and weaning loods. i e

Sodium I:c:‘qﬂ /s

BRHEINUNINYING

8k

(iii) Trisodium crrace
Potassium diraces

(i} Monopotassium citrate
(i} Triporassium drrace
Caldum draces

(i) Monocaldum drrate
(if) Dicaldgum drate
(i) Trocalcdum citrace
Tartaric acd (L{+)-)
Sodium tartrates

(i} Monosodium tartrate
{ii) Disadium tarrrare

SRRl NN INYE Y

except E 947 — Mirrows oxide in infane farmuls,
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EEC Mo * Name

E 334 Pocassium carmrares
(i} Moacpotassium tartrate
(i} Diporastium tartrate

E 337 Sodium_pocagsium carerare
E 350 J  Sodium malaces
(i) Sodium malate
(i) Sodium hydrogen malate i
E 351 (i) Potzssium malare
E 152 Calgium malaces

(i) Calgum malate
{ii} Caldum hydrogen m

E 354 Caldum carerate
E 380 Triammonium dirasg
E 400 Alginic acid
E 401 " Sodium alginace
E 402~ Potassium alginare
E 401 Ammonium 21
E 404 Caldum alginang
E 406 Agar
E 410 Locust bean guig
E 412 Guar gum
E 413 Tragacanch
E 414 Acicia gum (gu
E 415 Xanchan gum
E47 Tara gum
E 418 Gellan gum
E 422 Glyceral
E 440 Pecting
(i) pectin 4
{u) amidar =
E 460 Cellulase

(i} MIC!{MI)‘SE 1
[I.I} Powdered d|~ ase

E 470{a) Sodium, pnummn c:]uum gales of fa :
E 470(k) M:pl
WH’W}HW?W 81173
E 472} mono- and diglycerides of I'::qr acds
E 472(b) Lacic acid aters of mono- and dl‘rcmd:l of fary,
E 472(c) # ﬁ EJ rl a ﬂ I
E 472¢) Mmo- and u‘.u.:m)-{ tartaric acid esters of mono- and diglycerides of By acids
E 472{f) Mmﬂﬂmmdmdmmb:ﬂﬂﬁrﬂd&nfm:ﬂﬁ
. E 500 Sodium carbonates

(i) Sodium carbonare

(it} Sedium hydrogen carbanare
(iii) Sodium sesquicarbonate
E 501 Potastium carbonates

(i) Potattium earbonate
(i) Pou,mug! bydrogen carbonate
E 503 Ammoniush carbonates

(i} Ammonium carbonate
(i) Ammonium hydrogen carbonate
E 504 Magnesiym. rbonates

{i) ngnﬂni'tn carbonate
(i) Magncsium hydroxide carbonate (syn.: Magnesium hydrogen carbonacc)
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EEC Ma Name
E 507 Hydrochloric acid ,
E “s08 Potassium chloride
E 509 . Calcium chloride
E 511~ Magnesium chloride
E 5137 Sulphuric acid ,
E 514 Sodium sulphaces
(i) Sodium sulphate
(i) Sodium hydrogen sulphate
E 515 Potassium sulphaces
(i) Pocassium sulpharte
(ii) Potassium hydrogen sulphate
E S16 Caldium sulphace
E 518 Magnesium sulphate
E 524 Sodium hydroxide
E 525 Potassium hydros®
E 526
E 527
E 528
E 529
E 530
E 570
E 574
E 575
E 57¢
E 577
E 578 Caldium glucon:
E 620 Clutamic acid
E 621 Moneasodium gluc iz
E 622 Monopocassium gluc:.rn :
E 623 C’.tl:l.l.'r.m d'.ug]u:.'lm :
E &24
E 625 ’
E &40
E 933 Argon (1)
E 939 Helium (1)
E 941 (
ﬁmwﬂmwmﬂ‘a‘
ElE
E 948 " .
E 1200 uv"]‘gwaf]aﬂ
in RTENN 0
E 1410 hosphate
E 1412 Dl.iu.r:h phmph:m:
E 1413 Phosphaced discarch phosphate
E 1414 " Acetylaced discarch phosphare
E 1420 Aceeylaced search
E 1422 Acerylated distacch adipate
E 1440 Hydroxy propyl scarch
. El44z Hydroxy propyl discarch phosphace
" E 1450 Starch sodium octenyl sucdnace .
“E 1518. - Glycenyl aiacerace (Triséedin)

) May be used 35 packaging gaset in che foodsmuffs mmdnnqd in Aricle 2 (1), exerpr E 341 — Microus oxide in infang formula,

lormula and weaning foods,

SR
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ANNEX NI

FOODSTUFFS IN WHICH A LIMITED NUMBER OF ADDITIVES OF ANMEX I MAY BE USED

Foodstul! . o Addirive : + Maximum level
Cocoa and chocolate products as mentoned in Directve | E 330 Citric agd 05%
73/241/EEC(Y) E 322 Ledthine Quantum satis
E 334 Tartane aad 0.5%

Glyceral
tdono and diglycerides of farry acids
j ##,, carbonates

m carbonates
e carbonates

@ carbonares
S xide

draxide
droxide

Wl roxcide

i g hycdioxide

Quantum satis

Quantum satis

5% on dry material

without 3t

Quanrim sacis

Fruit juices and nectars 33 mencofed |
73/437/EEC (Y)

CQuedntum saris

Quantum satis

Mineapple juice as mentioned in Directiv
EEC(3)

Jgrl
1gn

Mectars mentioned in Direcnive 73

e

5gil
Sgll

irape juice as defined in Dircenive 7300 7/EEC %) WL Calcium carllBaces

E 336 Potassium tartrates

Quantum saris

Quantum satis

S S Bave 2 PN
R NPT ﬁ%%ﬂﬂ'] 3 ﬂ

Sodium malate

E 509 Caldum chlonde
E 578 Caldum gluconate
E 500 (i) Sodium carbonate
E 500 (1) Sodium bicarbonace
E 300 Ascorbic agd
E 325 Sodium lzcrace
E 330 Citric acid
E 331 Sodium derace

y E 333
> s E 334

Calaum citrace
Tamanic acid

O Mo L 223, 14. 8. 1973, p. 13,
Of Mo L 156, 27, 12. 1973, p. 71,
O] NoL 205, 13. 3. 1979, p_§.

200 mg Calkg
Queanrum garis

Quancum sar
Quantum sasis
Quanturm sas
Quantum sar
200 mg/kg

200 mg/kg

Chueretum saris
Chuarnturm saris
Quansurm garis
Quantum sans
Quanitim sans
Quanrum afis
Quantum sais

Qll.ﬂllfl-rﬂ'l saris
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T :
Foodsmfi Addigive Maximues bewd
. 3 E 135 Sodium rarorace Quantum garis

E 327 Calgum lacraze
E 400 Alginic add
E 401 Sodium alginate
= . E 402 Potassium alginate
: E 403 - Ammonium alginace'
E 404 Calaium alginate
E 410 Locust bean gum

Sodium hydroxide

Mono and diglycerides of farmy adds

Quantum sacs
10 gfkg
10 g/kg

10 glkg

10 g/kg
10 gikg
10 g/kg
Quanium sars
Clwanium satis

Partially dehydrated and dehytrated milk 2540580 J ; “rhic scid
Dircerive 76/118/EEC (') -- —

r3 of ascorbic aad
¥ herol

opheral
pheral

Bicrace
‘ icarbonare
‘ %ium bicarbonare
pride

Qu.n'nn-.lm st
Quantum satis
Qwantum sex
Cleantum saLs
Quantum sars
Quantim saes
Quanturm sowis
uanrum segr
Quanturm fams
Quantim saes
Quentum sass

Quanturm saes

Sterilized and UHT cream 2fE i aCd
: ne
itric acid

Fintc aad

- .
-
u,J

Clusrium foris
Quanrum sats
Quantum satis
Quontum sozis
Quantum saes
Quantum sacs

(') Of No L 24, 30, 1. 1976, p. 49. f

Ll |

¥

AULINENINYINS

ARIAINTAUNM TN
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[*) Benzoic acid &
manufac

Nores
1. Thelevels of 2
2. The sbreviadions ugy
— 52+ Ba: 5a an
— 52 + PHE: S2 and P
— Sa+Ba+P :

3. The maigio
manufac

Official Journal of the European Communites Mo C 20672
./ . - f‘ f "
i ANNEX Il
CONDITIONALLY PERMITTED PRESERVATIVES AND ANTIOXIDANTS
. Sorbaces, beazoates and p-hydroxybenzoates
EEC Na~ b= 3 Mame Abbrevizdons

E 200 Sorbic acd

E 202 Pocassivm sarbare Sa

E 203 Caldum socbarte

E 210 Benzoic 2cid ]

E- 211 k

E 212 t  Ba()

E 213 ]

E 214 -
i E 215

E 216 )

E 317 ¥ FPHE

E 218

E 219 ¥

frem fermentaton proccises followang pood

ombinadon.

1 ‘id

s

piee ) for consumption prepared [ollawing

1 lin g/ kg or mgll 25 sppropriate)
.

Foodinells

52 + Ba

51+ PHB

52 + Ba + FHE

s ﬂ=~wﬂsum

Wine-based ﬂ:mrud

ates and liquid fruic and
mecnorates

Liquid tea
herbal infusions

Alcchol-free wine .

Grape juice, unfermented, lor sacramentsl
use

Wines
Fermented fruic juices
Mead

Spirituous Bﬂ:ﬂt:p:: with hot marc du.n 15%
aleohel content

300

-500 (%) :

600
ki

2000

200 Sa + 200 Ba(Y)

250

(*) Either use 52°er 3 combidstion of Sa + Ba,
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Maximum level (in mg/ kg of mgfl 5 spproprac)
Foodsrully T T I
L™ Bx rHe Sa « Ba 5a +» FHB Sa + Ba « PHE
Fillings of raviali and similar products 1 000 — = =L = .
Jams, jellies, marmalades and  similar
products, energy-redyced or :n.ll,:uhfrn: and
other fruit based spreads . — — — 1 500 o —_
Candied fruir - — - 1 000 —_ —
Diried fruie 1 000 = -_ - — -
Fruit-based dessers F= - - 1 000 — —
Fruit and vegetable preparadions and frui
syrups 1 500 — —
Vegerables in vinegar, brine or oil 2000 - =
Potaeo dough —_ = —
Meat products, cooked or curd
surface trestment only (pelang
ncluded) — — Quansum safis
Semi-preserved hsh producs 4 000 - _—
Fish-roe products 4 000 = -
Shrmps, cooked 4 000 == —
Crangon crangon and Cre
[Brown shrimp), cooked B 000 i —_
Milk, hear-treated fermented - ia
Milk, rennered — -
Cheese, prepacked sliced = b= =
Unripened cheese = = =
Processed cheese ,:_ - -
Dawry-based desserts ; . =
LY
Liquid cgg [white, yolk or i 8 — —
=,
—
Prepacked sliced bread and rvigdead i o
Prebaked bakery wares intended ghor getail
sale e _ —
more chan 0,65 e s
Ctl‘tli or potato based snacks and coated = ]
Ly 000 (of which -
PHE maximum |
= I= - 2 000 (of which -
300 PHE maximum)
Barers 1000 - - - s -
Sugar, nut ar fat-bazed confecdonery — - — -_ — 2 000 (of which
g 300 PHB maximur
Cocoa-based confectionery i -
{excluding chocoalae) — - — 1 500 — —
Chewing gum - - | - 1 500 _ -
i Sagar toppings (syrups for pancakes ec) — - —_ 1 500 = A
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Maxumum level (mg /g or mefl 23 appropriscc)
Fedpru iy - =
£a Ba PHE 32+ Ba 53 + FHE 52 « Ba + FHB
Fat emulsions e s — 2 000 S =
Emulsificd sauces _ r — - — 2 000 — —
Mon-cmulsified 1auces » P — — 1200 — —
i
Salads —_ — -_ 1500 —_ ey
Museard _ — - 1 000 —_ =
Seasonings, condimenes and mixed pices — —_ - 1000 _ _
Soups and brochs — - — 500 — —
Dictary food supplements — ; = 2 000 =z 7000
Dictedic foods intended for special medical .
purposes — Dicteric formulz for weight
control inrended o replace toral daily |
intake or 3n individual-meal 500 — =
A. Sulphur digzide = pig
EEC Ma ]

E 220 o g x4

E i1 ! s 4L

E 222 FF ¢

E 23 if

E 224 of i ium

E 226 . =

E 2217 e :

E 228 Porassi

Nores

1. Maximum | and relate to the el quanriey,

available
1. An 50, content Bifhoc more tha mES| is not aiabidered o be present.

" § —] . —

f“"ﬂ cantent ni'g

Wﬂmnhmiﬂ

‘Burger mead wua minimum vegerable and/

beved expresied o 50,
e mp/ | as appropriate)

"Breakfase

Dei 200

Crustaccans and cephalopads

— [resh and frozen 100

— cooked 30 in edible pare
Fine bakery wajes - 1 50

Starches (excluding  searches for weaning foods, [ollow-on r P

formula) - i ' : m L

Searches 3nd modificd starches for weaning foods, follow- an faemuls .

and infant lormmula 10
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Sago . 30
" Pearled barly 30
Dehydrated granulated potatoes 500
Cereal and potarto based ‘snacks ‘ 100
Peeled potatoes 50
Processed potatoes (including frozen potatoes) 100
Potaro dough 100
White vegetables, dricd 500

White vegerables, processed (including 50
White cardamom, cumin and cara 500
7 Dried ginger 500
Dried tomatoes -Sﬂﬂ
Harseradish pulp + 1000
Onion, garlic and shallot 300
Onions in vinegar ‘ _ \ 300
Other vegerables and fruics in b N 100
Processed mushrooms (ing ; . 100
Dried fruics
— apricots, peaches, pears, @ 2000
— bananas 1000
— apples 1 500
— other (including shell nues) 500
Dried coconut 50
Peeled fruie and cierus § 22’ 100
Candied fruit and candi 100
Jam, jelly and m:n:-laladc T5 meant in Direcrive 79/6%3/EEC (") 50

gzggﬁwﬁ%ﬂmw ny -

CARTENAMAIM N6 S

Fruic m :rd fruir curd and fruit chumey
Jellving fruic extract, liquid pecdn

— for sale 1o the final consumer 800
Canned and borded Fruit {with heart cherries, mixmures with white

heart cherries, rehydrated dried fruic and lychees and sliced lemon) 100
Sugars as meant in Direcdve 73/7437/EEC (1) 15
— except glucose syrup, whether or not dehydrated: - 20
Other sugars 40

Sugar toppings (syrups for pancakes etc.} 40

(*}'O] Na L 205, 13. 8. 1979, p. 5.
{1) Of Mo L 356, 27, 12. 1973, p. 71.
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T 4
Mazimum level exprosed as 50,
Foodseutts {mg/ kg or mgdl 2 approprisic)
Cuncml:r:n; of cirrus fruit juice, apple juice and pincapple juice 50
Orange, grapefruit, apple imi pincapple juice 50
Lime and lemon juice 150

Concencrates bafed on fruit juice and conraining not lews than 0,5 %

barley on 2 ready 1o drink basis 150
Other coneentrates based on fruit juice or comminured fruic 250
Nan-alcohalic fruir juice based drinks 20 (carry-over from
concentrates only)
Water based flavoured drinks containgiB B 8 a1 the main
earbahydrare | i ’ / 50
Grape juice, unfermented, [n \ 70
Grape juice L5
T Glucose-based conlees 50
Beer, including low and 210 30
Caskconditioned b 50
Wines “asin Regulztion (EEC)
No 822/87 (1)
Aleshol-free wine 200
Cider, perry, Truie wig 200
Mead 100
Fermentation vinegar 179
Mustard, excluding 250
Dhjon mustard 500
Gelatin 50
Vegerable and cereal proting 200
Vegetable and cereal proteinb.
analagues 200
') O] Mo L 84, 37,
C. Ohher presery v, ]
EEC Mo Mare Foodstulls - Maxitvam level
E 230 Biphenyl, dip ol g rws i i T 70 mglkg
E 1M Orhophenyl } I lmﬂ f I !s t’] n 12 mg/ kg singly or in combination
E 231 Sodium on.ha # mnl expressed 23 orthophenyl phenal
E 233 TI-.i:bcndnar: hﬁxc‘ut: cof ) o
| | ‘ g 3 mprkg
E 234 Misin Semolina and tapioca puddings 1 mgikg
Cheese and processed cheese 12,5 mg/kg
E 233 Maramycn Surfzce oreatmane of
— hard, semi-hard and semi-soft cheese ! mg/dm? surface (not present ar 2
— dried, cured sausages depth of § mm)
E23 | Formic acd Saisces ' 200 m.;.l"k;
E 137 Sodium formare Mon-aleoholic water based Navoured drinks 100 mg/l
E 238 Calcium formate Preserves of gherking 1 000 mg/ kg (expressed as formic acid)
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EEC Mo Mame Fooderufis Maximum level
E 239 Hexamethylene teoramine "Provolane” checse 25 mg/kg (residuzl amount, expueye.
z a3 formialdehydc)
E 242 Dimethyl dicarbonace Hon-alcoholic water based and fruit juice based
7 i " Navoured drinks 250 mg/l
' Canned Liquid tea and herbal infusions | 250 mg/l
Abcohal free wine 250 mg/l
(ingoing amount, residues n
detectable)
Boric aaid and sadium :
tetrabarate (borax) 4 p/kg (expressed 21 boric 2i 0}
Ingoing amoun: Residusl aummm-
EEC Mo
. {in mpflg)
E 249 Potzssium nicmt N ' : jiricd mear products 150() 5004
E 250 Sodium nitrice (%) A7 j: Wy 150" 100 ()
‘ . 175 )
E 151 Ladivm nierace | ' \\ loo (2
E 252 Potassivm aierate i i and znalogues
; ‘ able protein s0¢)
2001(°)

(') When labelled "for foad use’, AREINE mas
{*} Residual 2mount 3¢ point of 1ale co 4

("} Expresscd aa MaMNG,,

%) Residuzl amauni, necrice formed from niteste o

(") Espressed 21 MaNG,,

EEC Mo Mazimum level
E 280 Propionic acid {1y Prepacked shiced bread )
E Sodlum propionaee (! En:rg-_r r bread
E 282 oEia :g 1000 mg/kg
' {expressed as propionic acul)
Y 'mam«mmq |
“\ thl.rl. 0,65 u
E 283 Potasgivm propionace (1) \': hrt.z 3000 mgskg
(expressed as propionic acid)
Q&unmm saris
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D. Qher antoxidznts ' t N
Naotes
1. Maximum levels are expressed in mg/fkg and relsee to the levels ac the poine of sale 1o the final
conTumer. rj
2. The * in the table refers to the propartionality rule: when combinacions of gallaces, BHA and BHT arc
used, the lﬂdwlduzl levels must be reduced proporuonally.
EEC No MName Foodsruffs Muximurm lerel
E 310 Propyl gallaee Fats and oils for the professional manulaerure of 200° '
E 311 Oyl gallate hes TR piealls :in;lr{::]%::;n::nsiﬁi
E 312 Dodecy| gallate :
E 320 | Bucylaced hydroxyanisale (BHAD Rlgy and sheep far 100* (BHT)
E 321 “Butylated hydroxytoluenc (LiETTS bt
N
expressed an (21
200" (gallates and BHA,
singly or in combination)
200 (gallates and BHA,
singly or in combination)
25 (pallstes and BHA
singly or in combinztian)
400 (gallares, BHA and BHT,
ungly or in combinanion)
E 315 Erythorbic acd 500
E 316 | Sodium erythorbacky df 1500
200
ana.r-_r gE pmdm:::. 1 000
E 1102

R U ¢ IRENIREIAI

Saunﬂ

A mmmum'mma”ﬂ

)

Quanrwrm satis
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ANNEX IV
OTHER PERMITTED ADDITTVES
Notes '

1. The maximum levels of use indicated refer to foodsoulls ready for eodsumption prepared lollowing
manulacrurers” inseructions.

I. The substances listed wnter number E 407 may be standardized with sugars, on condiien thar this is staced in
sddicion e its numer and designarion.

EEC Mo MName Foodirully Magimum level

E 297 Fumaric acid b T Sigs in respocr of Regulation (EEC)

sesdar fine bakery wares 4 glfkg
3 plke

flavoured) 4 plkg

e fish 1 gfkg

1ant tea 5 pikg

5 glkg

In the following applicstions, phospy L H0,E 341 E 450,E 451 and E 452 may be used singly o i=

combination op to the maximuy

E338 | Phosphoric acid 921y olc (ANl i 700 mg/1
342, ) (E 138 only)
E 339 Sodium phosphares ' 1 gh
i} Monosadium phesphare zed milk with less than 28% salids 1 gikg
(i) Disadium phasphate e dlk with more than 28 % solids 1.5 glkg
(i) TrisodiumPigsp > A j bilk 2,5g/kg
E 340 Pocassium phosy g LY | 5 glfkg
(i} Monopota ¥ sl [3t analogues 5 gfkg
(i) Dipotassium h: phate " e ¥ 2 gikg
(i} Tripotassivm 7 sphate Processed cheese 20 gikg
"4 = Mear prfiddens 5 grkg
' o (1 S e LA R
N ENTNHINS
E 341 ' Dictary supplemdegi ./ Quantur satis
‘ ﬂ%ﬁgn% H q a ﬂ 0 gikg
hi ‘ 30 glkg
Beverage whiteners for vending machines 50 glkg
E450 | Diphosphates Edible ices ' 1 gikg
(i} Disedium diphasphate Dessers 3 gl
(i) Trisodium diphosphare Fine bakery wares . 10 glkg
(i) Teerasodium diphosphate Flour 2.5 gikg
(iv) Dipotassium diphosphate Flour, seli-raising 20 grkg
(¥} Tetraporassiim diphosphate Sods bread . - o 10 glkg
{vi) Dicalcium diphosphate Liquid egg (white, yolk or whole cgg) - S ’ 10 glkg
[vii} Caldum dihydrogen diphosphate | Sauces . . : : 5 glke

e 7
" Q) NeL17s, 1.7, 1934, P 6
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4 EEC Na Marme * Foodsnuify Mazimum lewel
E 451 Triphosphates Soups and bradhs 1 gpikg
(i} Pemasodium wiphosphate Tez and herbal infusions 2 glkg
(i) Penopocassium mriphosphare Cider and perry 1 kg
E 452 Polyphosphares = _ Chewing gum Cluamtuem satis (1)
(i) Sodium polyphosphate Dried powdered foodsnafls e 10 glkg(3)
(ii} Potassium polyphosphaes Chocolate and malr dairy based drinks 2 gl
{iii) Sodium caldum palyphosphate Alcohalic drinks excluding wine and beer 1 g
(iv] Calgum polyphasphate Breakfast cereals 10 glfkg
Ocher processed foodsrnufls 5 gplkg
E 431 Polyoxyethylenc{40)stearace Pro memorie;: winc in respect of Reguladon (EEC)
Mo 1873784

E 353 Merarararic acid ! , As specified in
) ! . Regulation (EEC)
Mo B22/87 (1)
Exprerscd o3 adipic seié
E 3153 Adipie sad | : bakery wares 3 pikgp
E 356 Sodium zdipare : N e 2 vourcd) 5 gikg

E 357 Petassivm adipate 10 prkg
0 gpikg
E 353 Suodnic agd & gikg
; Quaalm.rum Er-ITE
Quantum sans
r Quantum seos
E 383 Calaum disedium 75 mglkg
ethylene diamine tetra-acer
(Calaium disadium EDTA) pulses, legumes, mushrooms and 150 mglkg
. | 150 mgike
75 mpikg
100 mgikg
- Y.
E 405 Propanc-1,2-diol iy’ 3 gk
| | 1 gikg
. 3 glkg
Lt a 5 plkg
‘ l I Y gikg

10 gfkg

N & a v 1o o
ARANIRAAAINDNNEY | =

Mon-alcoholic flavoured drinks 00 mgsl

Emulsified liqueur 10 g/l

" | Dieteric foods intcnded for speoial mediea] purposes —
Dhiceeric formula for weight conmal intended o replace rocal

-daily food inrake or an individual mcal 1 gfkg
Diceary food supplements 4 -1 gikg

1Y) E 341 (i) oily,
(%) E 341 (i) il
() OfMoL 84,27, 3, 1987, p. 1,




146

4

Mo C 206/30 Qffical Journal of the European Communites P < I
i t
EEC M. MName A Foodurulfy . Maximum Level
E 407 Carrageeaan Pagially dehydrated milk : 150 mg/l
. Dried milk 5 glkg
Unripened cheese . 5 glkg
- Processed cheese 5 glkg
s ) Reduced far spreads 10 glkg
) Desserss : 20 gfkg
Sauces 20 glkg
Diary based drinks 500 mesl
[ 8 15 glfkg
E416 Karzyagum 5 gl
10 glkg
e sidocostings for fine bakery wares 5 gikg
z & gplkg
20 gfkg
16 gike

Quantim saris

E 420 Sarbital

(1) Sorbisol
tii} Serbical syrup.
E 421 Mannial

iing water based Oavewred
' Quantum saris

(for purposes odhe:
than sweetening)

E 553 lsomalt
E 959 Malural
1) Maliol
{ii} Malaral gyrup
E 966 Lacrital
E 96% Xylical -

L v:
-

E 432 Polvasxyethylens zo ezn

monolaurace (poly™hate 20)

ot ks 41 5 plkg
Fine bakery wares

3 gfkg
E 433 Polyoxyethylene socbiingm 5 cbaking pussss 10 grkg
manoo) : . U s P Ik
o | AN 8 R "
manap re {palysorbate 40) di boglke
E 435 Polyoxyechylene socbicaa | Dasters = s 3 glkg
7 - Y | ) 1 glkg
E4is  GWPo j By LS ! ‘ i gfkg
ate rbace 65 ouns .
P 1 1 glke
Chewing gum '.‘I 20 gikg
Dietary food supplemencs Quanrum saris
Dictetic foods intender for special medical purposes —
Dietetic formuls for waght conmol intender replace tocal
daily food lncke or an individual meal 1 glkg
E 442 Ammonium phosfatides Chocolate and cocoa based confectonery 10 mg/l
E445 | Glycerol esters of wood rosint > Non-aleohalic cloudy drinks 100 mg/l
; Alcohalic doudy drinks 200 mg/l
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o o Mamia ) Foodseulls Maximum leved
. Singly or in combinatian
a6l Methyleellulose Fine bakery wares 10 gprkg
b Hydroxy propyleellulose Seerilized cream 1 gikg
a4 Hydroxy pmprln:nhrl'ndlulés: . e ; ::::
44 Edhylmeshyl cellulose Flavoured water or dairy-based drinks 2 g/l
Abdi Carboxymethyl cellulose Salid processed Foodsmufls (bread, jam, jelly, nu.rm:.hd-: and
checolate excluded) 5 glkg
Soups and broths 5 g
1 5 glkg
' f ‘ b for Fish and meat produen 5 glkg
\ / g produkes 4 pikg
?‘q:‘_ r_‘__-,_ rotein-based mear, fish 2nd custacean 501 ik
10 gfl
or ipecial mediesl purposss —
aght conerel inteader to replace total
vidual meai 1 pleg
§ gikg
Singly or in combinarian
] Sucrose esters af, 1 glkg
PR Sucroglycendes £ plkgon [
urpoies 10 gpikg
0 gplkg
5 gfkg
5 gikg
5 gfkg
10 glkg
1 glkg
Quentum jaty
5§ g
i winc and beer) 5 gl
) Cpiemergl | Quantum satis
Dictetic foods intendec 8 specal medical purposes —
P - Di_r::riﬁm\ul: for weaght contral intender 1o n,-Plg.;; tocal
daily intake or an individual meal 5 glkg
AU ANHASNES ‘i
I a7k N'rﬁrm| esters of faery acids & Fne bakery wylSy, 10 grkg
mmﬂmm‘mmaﬂ
1 glkg
ge whi 0.5 g/kg
Cheowing gum 5 gfkg
Fat enulsions 5 opikg
Milk- and cream :ﬂﬂﬂm 5 gf Ic‘
Sugar confectionary 5 plkg
Desserss . T 10 glkg
) Dictary lood supplements Quarntun ratis
Dicuenc foods intender for spedal medical purposes —
Dictedc formula for weight conorol intendet 1o replace tocal
daily lood intake or an individual meal 5 pfkg
Poeta !’olr:i:r:;ral polyricnaleate T .| Lew and very low-lac spreads and dressings -. i -4 e/ke
Checelate 3nd cocoa-based confecrionary 5 pfke
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EEC Ma Mame Foodsoulis Maximuen Leve
E 477 Propane-1,2-diol esters of farry acids Fine bakery wares ) 10 glkg
i Fat amulsions for baking purpose 20 glkg
Milk and cream analogues 5 gplkg
. Beverage whiteners 1 gikg
. . 1 Edible ices 3 glkg
: - Suger confecrionery 1 5 glkg
Desteres 5 glkg
Whipped dessert toppings other than cream 0 glkg
Dictetic foods intended for spedal medical purposes —
liezetic formula for weighe control intended to replace tocal
l', F ’-, intake or an individual meal 1 gfkg
li
E 4792 Thermally oxidized saya-h a / baking and frying purposes 4 glkg
E 479b Thermally oxidized and frying purposcs 10 glkg
interacred with mond
of fatry acids
Singly or in combin:
E 481 Sodium stearoyl-2-lacry] 5 glkg
E 482 Calaum stearoyl-24 4 p'kg
5 glkg
8 gfkg
1 gfkg
i gfkg
10 glkg
5 gikg
onery 5 g'ke
= (without phasphates) 1 glkg
sffici 5 plkg
:-" 1 gfkg
i il hot beverages 2 glkg
ideddilor special medical purposes —
Uictenc formulz for weld control intended o replace total
daily foor intake or 2n individuel meal 2 plkg
[ 4 - Bread @ 5 glkg
E 483 Stearyl « akery wares 5 glkg
& Desserts = Qs 5 glkg
e _ . . 2
AW TANTT ISR TINTE TR Y i
E 471 Sﬂbru.n monostearage Fine bakery wares 10t glkg
E492 | Sorbitan ristesrate Jelly marmalade 25 mglke
E 493 Sorbitan monolaurace . (Fox £ 493 quly
el Fat emulsions 10 gikg
E 494 Socbitan monoaleate Milk and cream analogues 5 glkg
E 495 Sorbitan monopalmitace Beverage whiteners ) 5 gike
Liquid tea concentraces an liquid fruit and herbal infusions
concenrares 0.5 gikg
. Edible ices 0.5 plkg
X Desscres _ 5 gfkg
. Sugar confecdoncry 5 glkg
; ' ' - Chocolate and cocoa-based eonfectionery 10 glkg

(for E 492 only
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r.8.92
- ‘ T
EEC Ma Hame Foedunalls Maximum lovel
E 495 feonec'd) Emulsificd sauces 5 plkg
Dictary foor mupplements Quantum satis
Yeasws for baking purposes 10 glkg
Dictedic foods intended for specal medical purposes —
Siy e Diiceeric formula for weight control intended to replace total
- « | daily food intake or 20 individual meal A 5 glkg
Chewing gum 5 pfkg
Pro memaria: Wine in respect of Reguladon (EEC) Mo
1873784 — for E 491 oaly
Efiz Seannous chloride Canged and bonled white vegeeables 25 mg/kg 23 5n
Singly or in combination
E 510 Aluminium wlphate 30 mg/kg 32 Al
E 521 Muminium saldium mlph — 200 mg/kg
E 512 Aluminium potzsivm sl .
— ]
Es2 Auminium smmoniv /
E 541 Sodium aluminium piS Wod iponge wares only) 2.6 glkg as Al
Singly or in combination
E 535 Sodium ferrocyanide 20 mg/kg
E 536 Potassium ferrocyani 8 :nhr?:uus
' . potzsiivm
EsM Calcium ferrocyanide fervocyanide
E 551 Silicon diaxide Qu;rrrum satis
E 552 Calaum silicate 10 g/kg
Ei5h (1) Magncsivm silicare W subsrinurcs 10 g/kg
(i} Magnesium misilicate (1) glementsy Quanium satis
E 533b Tale (%) Quarnrum satis
E 554 Sodium zluminiu ﬁ : ‘—’ Quamiem saris
e T o I
E 555 Porassium aluminiyff it R (for E 533b only)
E 538 Calcium dluminium Ty
E 558 Bcl.'l.tﬂnilt "r L iF
E 559 Aluminium silicsce {Kalin)
— QL
E 585 Ferrous lacdjre -
= | .
E EM GU.‘A’.I'I}'IIC aad f‘ 1 500 m:‘fkl
E 627 ‘:tﬁq ﬂ ‘3 7] singly o¢ in
. | ‘ combination,
E 628 di bu! i [
E 29 m guanylace guanylic acid
E &30 lnosinic 3cid Seasonings and condimenss Cusnruem saris
E &1 Disodium inosinate
E &32 Dipetassium inosinace
E 631 Caléium inosinare
E 634 Caldum-5"-cbonudeotides
Disedium-5"-Abonuclcatds

E 635

(*} Asbezoos free.




Offical Joumal of the European Communides

150

Me C 206/34 .13, 8.5
i
EEC Mo MHame Foodwulf Maximum levd
E 636 | Malwl Chewing gum 300 mg/kg
E 637 Ethyl maltol Chewing gum 300 mglkg
E 900 | Dimediyl polysioxanc - Foodsaiffs i genersl -, | 10 mg/ts
Chewing gum 100 mg/kg
Pro Memoriea Wine (in respec of Coundl Regulation
84/1873/EEC)
E 901 | Bees wax, white and yellow ] ! / /, # gnd small producs of finc
E 01 Candelilla wax i il ehipbalase as _
E 903 Camauba wax iﬁ‘ - eieionitai
E 504 Shellac
) ) Quantum saris
aclons, apples and pears, suface
Qreeantum satis
E 212 Montan 3ad esters ! \ reatment only Quanturn satis
E 914 Omdized polyethylene vy
E 927b | Carbamide 30 glikg
(t
E 950 Acesulfame-K 800 mgikg
E 351 Aspartame 2 500 mglkg
E 957 Thaumstin - 10 mgikg
{23 favour enhan
: only)
E 959 Meohesperidine-DC Chewing gum 150 mg/ ki
A i@”
ueine : Hﬁl'lﬂ’i
{as flavour enh:
M::t p:m:: only)
E 939 Qm.l!,:u exrac Water based flavoured non-aleoholic drinks 200 mg/l
E 1103 Invertase Sugar confectionera and flling for fine bakery wares Quantum sat::
E 1505 Triethyl drrate " | Dried egg white Quanum sat:

{*) U E 950, E 951 and £ 959 are ussd in combinadon lovels, they are proportenally reduced.
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ANMNEX V
PERMITTED CARRIERS AND CARRIER SOLVENTS

Note ..
Not included in this lise are: : i
1. substances generally considered s foodseulls;

2. substances meant in Artde 1 (4); 1

3 fuhs::.ncu hznn; primasily an acd P P, such a3 cimic add and ammonium
e M

EEC No eratr ‘ -l Besrriezed wie
- Propan-1,2.d ol i M clours, emulsifiers,
4 g antoxidang and ennyme
E 422 Glycerol
E 420 Sorbiral
E 421 Mannital
E 953 Lsomale
E 585 Malatol
E 968 Lacrcal
E 967 ) Kylical
E 400 w0 E 404 Alginic acd and |
ammonium salts |
E 405 Propan-1,2-dial algina; E;'.Em—
E 408 Agar
E 407 Carrapafg™
E410 Locuse e
Ed12 Guar gum .
E 413 Tragacanth ;
E414 Asda gum ;51'.
E 415
£ o H‘UEI'JVIEIW?WEI'IT’I'B’
E 460 u;: {mlwt:ﬂlﬂc or ?wdc:cdl
E 451 ethyl cell
“ ARAANAS NN INYN A Y
E 455 q E:hrl methyl cellulase
E 466 Carboxy methyl eellulose
Sodium carboxy methyl cellulose
E 2 Leciching i
E432 w0 E 438 Polysarbates 20, 40, 60, 65 and 80
E 470b Magnesium sales of f2ey Gds
E 471 Mono- and diglycerides of farry 3cds
E4721 - Accric acd esters uf miono- and diglycenides of faery
acids , Colours and fac-soluble
E 472c Cimic add oiters of mono- and diglycerides of Faery Antioxidancs only
acids -,
E 472¢ Mong- and dn-:.:thmn: acid csters of mono- and
: diglycerides of farry-acids
E473 Sucraec exrers af famy acids

E 473 Palyglyeerol esters of fary acids J

¥
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EEC Mo

491
492
493
494
495

m mmmm

E 1404
E 1410
E 1412
E 1413
E 1414
E 1420
E 1422
-E 1440
E 1442
F 1450
170
501
504
508
509
511
514
518
516
517
EED]
263
331
332
577
640
m:q w"’"
1518
551 q
552
553k
558
559

01
E 1200

mmMmMm MM MmMMmMMMmMMmMMMmM Mo MMM" MM Mmmmmm

Sorbitan csrers

L

Polyethylene glycol

Ouidized scarch

C:iaurrinu::: te

ggﬁﬂpwswaﬂﬂ
stlinany

I mriacetade (nacenn
Sllll:on dioxide
Calaum silicace
Tale -
Benronite
Muminll'um silicate (Kaolin)
Bees wax
Polydextrose

Colours and ana-foaming
agencs oaly

; Enmzyme preparacons enly,
maximum 10 %

Y
Emulsifiers and calours,
} madmum § %

Colours only,
maxamum 5 %

Colours oanly
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ANNEX VI

' FOOD ADDITIVES PERMITTED [N INFANT FORMULA, IN FOLLOW-ON FORMULA AND IN
WEANING FOODS

- -

Note - .

& I
Formula and weaning foods for infants and young children may concain E 414 acacia gum (gum arabic) and E 551
silicon dioxide resulting from the addidon of nucrient preparadons containing not more than 10 g/kg of each of
theses substances, as well as E 421 mannitol when used as a carrier for vicamin B 12 {not less chan 1 part vitamin
B 12 to 1 000 pars manaitol).

The maximum levels of use indicared refer o
instructions.

l. Food additives permitted in inf

Motes

ad producng cultures may be

1. For die manulaciure @

used,

i codswulf, the maximum level
Wl chat relative part asis presentof

2. If more than one of
established for that fooding
the ather substance in

EEC No Maximum level

E 270 Lactic acid (L{ +)-M
E 330 Citric aad

Quantum satis

Quantum satis

E 306 Tocopheral-dd

E 307 Alpha-rocopdes - : gy
E 308 = '-";f.' lc- 4 singly or in combination
E 309 Delea-tocopherd 1

= ¥

E 322

ﬁwwamﬂmnw
. o @%Qrmmm HRRNRYINY

Motes

1. For the manufacture of acidified milks, non-pathogenic L{ + }-lactc add produdng cultures may be
used. . ;

2. If more than one of the substances E 322 and E 471 is added to 2 foodsouff, the maximum level
established for chat foodsoulf for each of those subseances is lowered with thac reladive part as is present of
the other substance in thar foodsrulf.

3. If moce than onc of the substances E 407, E 410 and E 412 is added to a foodstuff, the maximum level
cscablished forthat foodsoulf fac cach of those substances is lowered with thar relative part as is presentof
the ather substances together in that foodsouff,

peion prepared following manufacturers’
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L EEC Mo Mame Musismum lewel
E270 | Lactic acid (L{ + }-form oaly) Quantian: satis
S E30 | Gerie acid . Csention Laiic
E 306 Tecopherol-rich exrac
i y 10 mg/| singly or in combination
E 0% Gﬂ.mm-tucqphzn{
E 309 Dedea-tacopheral
E 322 5 g/l
E 471, 4 gl
E 407 03 g/l
E 410 1 g/
© E4n2 1 g/l
M. Food additives Wog children in good health
EEC Mo Maximum level
E170 Caldum earbonates Qeantum satis
E 260 Acede acd (only for pH adjusemen:)
E 261 Potassium acerate .

E 282 . Sodium acerares

E 263 Calcium acetare

E 270 Lacric add (1)

E 294 Malic acid -

E 325 Sodium lacrate (1) V.

E 326 Potassium laciate (1) wl

E 327 Caldium Laceace (1) B

E 330 Citsic acid

E 311 Sedium & "ﬁ T o

E 332 Patassium H’Jwﬂ §WH’In5

E 333 Caldum cify

E 500 Sodium carbamaces ¢ o ol

E 501 %16 w’]‘gﬂﬂﬁlaﬂ

o LTANAIUHNRIIN

E 507 Hrﬁ'udaiuri,; acid .

E 524 Sodium hydroxide

E 525 Potassium hydroxide

Es26 Calcium hydraxide

i o

E 300 L-Ascarbic acd Fruit and vegerable-based drinks, juices and

E3m Sodium L-Assochate . baby foods 03 glkg
E 302 Calcium L-Ascocbae ;:;n;nt::n:un:ﬂ-bﬂnd foods induding 0.2 g/ke

() L= ) farm oaly.
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.EEC Ho Mame Fooduulis Maximum lovd
ieuce Fat cootaining cereals, hnu.uu rusks and
E 304 L-Ascorbyl palmizace b:;:l_r v E 0.1 grkg
E 106 Tocopheral-rich exorac singly o¢ i
E 307 Alpha-ocapherol cambinadon
E 308 Gamma-tocopherol
E 30% Delta-tocopheral = I
hasphonc 3ad Weaning loods 1 gfkg 23 P,O,
Ea = e {oaly for pH adjusement)
E 33% .| Sodium phoshates ) lﬂ;f'ﬁsl
) ; singly or in
E 340 Potzusium phosphates combimanon,
E 341 Calaum phosphates expressed a5 POy
ol r Legishing Bl
J 10 plkg
E 471 Mono- and diglyeeri Siecha
E 472 "'ﬁ':": ’dd_;“"" e singly or in combinatior.
of [acey acids
E 472b Lacuic scid eseers of mig
{arcy acds
E 471c Citric 3cid esners of mone
[arey acds
E 400 Algime 2eid St 0.5 g/kg
E 401 Sodium alging W singly or in combinanos
E 4021 Patassium algina n-.
E 404 Calcium algmaie B u
L7
AN INENTNAS
‘ singly or in
iy St combinacon}
E 414 l:ul'n arabic) Gluten En:q cereal based foods 20 glkg
E 415 singly of in
e mgﬂ?mu WI')VIEJ'I@FJ -
E 460 (i)
E 551 Silicon diaxide Dy ccreals 2gikg
E 334 Tararic Biscuics and rushks 5 pfkg as a residuc
E 335 Sodium tarorace
Eds | Potassium taroace
E 4502 Disodidm diphosphate
E 575

Clucono-delia-lactone
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EEC Ha Mime Foodeufis M aximaum bowed
E 1404 Osxidized search, Weaning foods ) . 50 glkg
E 1410 Moaostarch phosphate
E 1412 Distarch ph_uph:n:
E 1413 Phasphated discarch phosphace
E 1414 Acerylaged disearch phosphate
E 1420 Acerylfted starch ;
E 1422 Acerylated distareh adipate’ !
E 1450 Starch sodium ocrenyl succinane

IV. Food zdditives permined
purpoics

g6 formula 2nd in weaning {oods foc special medical

S eorrespondi

AULINENINYINg

PRIAATUAM AN
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MALUIMN A -

: _ COUNCIL DIRECTTVE
of 21 December 1988

on the :ppmm:tmu of the laws ol the-Meomber States relating- to- matenials“and-armcles
intcnded to come-into.contac with [oadswffs . e

{39!‘ 103/EEC)

THE COUNCIL OF THE EUROPEAN COMMUNITIES,

H:ving :cg,ard to th: Tn::ll:r cﬂablishing the

relating to matenials and articl
consact with foodstuffs (*), as last g
Accession of Spain and Porrugal (%)
amended on a number of occasions; wiy
new amendments (o the said Direeniffe,
should be taken to consolidate the provisions
relevane texes with a view w ensuring |

Whereas Directive 76/893/F%

grounds thar the differences ch

the nadional laws relating to thifffores

articles impeded the free moveng@ic thereol, could aeate

un:qu:1 conditiogs of competition ang could :h-:.r-_-h;.rd:rmlv
el of the common@

= T HUD NN

Whereas those laws !:n to be appmx:m:::*:l’ free

AR P

prm:ﬂ:on of Qealth, of economic and technological

Whereas the chosen method was wo lay down, in ghe-firse
place, in 2 framework directive, general principles on the
basis of which legal differences beeween cemain groups of
materials and aricles had been and could subsequendy be

(') O] No C 99, 13. 4. 1987, p. 65 and ﬂjNac 12, 16. 1.
1389,

(") Of Mo C 328, 21. 12. 1986, p. 5.

(') O) Mo L 340, 9. 12, 1976, p. 19,

4+ Of Mo L 302, 15. 11. 1985, p_ 216,

= diminated by -means of spedfic dircctives; whereas chis

method has proved isell and should thercfore be retained;

Whereas covering or coating substances, all or p=rt of which
part of foodstufls, could not be considered b simply

:.:: with these foodstuffs; whereas, in that ease,
-# had 1o be taken of possible direct consumption by

: whereas the rules laid down in this Directive are
:I.pprﬂprtltl: LI'.| ELII'J'I C-‘I.I“:l.lmst:lncti,

......

principle underlying this Dircctive should be
1zl or article intended to come into contact or
ionally in conmacr either directly or indicectly
feruffs, muse be sufficiently stable not to transfer
2 % the foodsculfs in quantioes which could
n health or bring about an unaccepeable
W% c composition of the [oodstulls or ad:c:nur:uon
oleptic properties thereof;

- in order to achieve this objective, it mav prove
rv to lay down various cypes of limitations, alanc orin
ombination; whereas it'is appropriate to regain in specific
dirccrives those limitarions which are most appropriace 1o che
dobjective, having regard 1o the technological
gigf peculiar o each group of materials and

|‘-'d

icreas, fibrder o allow the informed use of the materials
and artici®s®appropriate labeiling should be provided for:
whq-r_:,i the m:thod.s u;cd for such labelling may vary

:

jﬂs Dicective docs not apply to the labclling of |

f!i'u:u' behaviour in the presence
cd to come into conract or be

Whereas the dralting of specific directives implementing the
basic princpls and of amendments thercto consaruie
technical implementing measures; whereas. in order 1o

. . simplify and, expedite the procedure, the adoption of these

measures should be entrusted 1o the Commission;

Whereas the Scientific Commimee for Food. ser up by
Commission Dedsion 74/234/EEC (?), should be asked for
its apinion before provisions liable to affec public health are
adopred under specific dirccrives;

(') O Mo L 136,20, 5. 1974, p. 1. ~
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Whereas it is desirable that in all cases where the Coundl
cmpowers the Commission 1o implement Tules relading 2o
foodstuffs, provision should be made for a procedure
establishing close cooperation berween the Member States
and the Commission within the Standing Commitee oa
Foodstufls set up by Coundl Dedsion 69/414/EEC (7,

HAS ADOPTED THIS DIRECTTVE:

Article 1

1.  This Directive shall apply to marerizls aiyg

which, in their finished state, are intended 1o hotRote
contact, with foodstuffs or which are bro
with foodsruffs and are intended "
hereinafrer referred to as ‘materials

Covering or coating substances,
covering cheese rinds, prepared
which form part of foodstuffs and
with those foodstuffs, shall

Direcrive.

2.  This Directive shall apply o !
which are in contact with warer i
consumpoion, It shall not, how
private water supply equipment.

3.  This Direcive shall not zpplr. b

Artiele 2

Marerials and articles must be rnam:f e
with good manufacturing |
normal or foreseeable condi
their constituents to foodstuil 8

[

— endanger human health,

— bring about an unacceprable ¢ zngc in the compasition

of the foodstuffs or a deterioraft ogEin the organaleprof)

;‘”—’l—“lm_“m_ml“m

{b)-purity standards for such substances;

(c) speaal conditions of use for these substances and /or the
materials and articles in which they are useds

(d) specific limits on the migration of eertain constitents or
groups of constituents into or onto foodstuffs;

() an overall limit on the migration of constituents lnm or

onto foodsuffs;

{f) if necessary, provisions aimed at protecting human
health against any hazards which might arisc through
oral contac with materials and articles;

other rules 1o ensure compliance with Aricle 2;

basic rules necessary for checking compliance with
Frovisions of points {d), (), (f) and (g);

iled mules coneeming sample taking and the methods
Wlyisis required 1o check compliance with the
gons of points (z) 1o (g).

iable 1o affect public health shall be adopred afer
Sdenufic Comminee for Food. Thev must
R cnitcria set out in Annex [L

Article 4

dorwithstanding Amicle 3, a Member State may,
1§l gubstances has been drawn up in accordance
{2) of that Article, authorize the use within
s d substance not included in cthe list, subject o
—with the following conditions:

- AF
(a} the authorization must be limited to 3 maximum period
of twa years;

charscersics "F] UYIN ﬂ NI NA pf‘a' PO ——

Amcl'e 3

arricles shall be%ubject 10 specific directives.

2.  The specific directrives, including amendments to
_existing specific directives, shall be adopred in accordance
with the procedure laid down in Article 8.

3. The specific directives may include:

{2} a list of the substantes the use of which is authorized 1o
the exclusion of all others (positive list);

(') O No L 291, 19. 11. 1969, p. 9.

materials and :rw:lcs manufactured from a substance af

wh'li:i! it has au:h d the use:

A &@:ﬁﬁiﬁé A Qdﬁﬂ}ﬁ&x‘:ﬁim;ﬁr b

authonzation.

2.  The Member State shall forward to the other Member
States and 1o the Commission the text of any aurhorization
drawn up pursuant to paragraph 1 within rwo months of the
date of its taking effect.

3.  Beforethe expiry of the two-year period pravided forin
paragraph 1 (a), the Member State may submit to the
Commission a request for the inclusion in the list referred 1o
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in Amide 3 (3) {2) of the subsrance given national (2] — the words lor-food use’,
authorizarion in accardance with paragraph | of this Amice, e )
At the samc te, it shall supoly ‘sopportieg docimeins — or 3 spcctl'r_: und;-Fnuon as to their use, such as
serang out the grounds on which it deems such indusion collee-machine, wine borle, soup speen,

justified and shall indicate the uses for which this substanecis — or 3 symbol daermined in acfordance with :l'u:
incended. pmmdu.rc laid down in Article 9;

e 2 Wichin 18 monthsofthosabmissionolthe request, a deasion i
shall be taken on die basis of information relating 1o public
healdh, after consuldng the SSendfic Commines for Food
znd in accordance with the procedure laid down in Asticle 9
as to whether the subszance in question may be included in {c) — cither the.name or rade name and the :ddn:ss ‘or_
the list referred to in Amicle 3 (2) or whether the national registered office,
authonzation should be reveked. Il provisios
necessary pursuant to Armicle 3 (3) (b)), Ic}and o

“be radopted -in-accordance with --the
Marwithstanding p:ngr:ph 1 {z}-althis
authorizanon shall remain in lorce unci
the request for inclusion in the list.

(b} where -appropriate, -any.-special.. mndmuri':l o br
observed when they are being used; s

— or the registered trade mark,

: of the manufacurer or processor, or of .a stl_lgr
/ubli:h:d within the Community. gy

) ) i 1rticulars listed in paragraph 1 muost be
Sheauld ir be decided pursuant 1o rhe cut, clearly legible and indelible:
that the national authorization <&
decision shall apply 1o any other n
respect of the substanee in queyg
stipulatctharthe ban ontheuse o
to uses other than those referred g
inclusion in the list.

il stage:
arerials and arricles or on the packaging,

bels affixed to che marenials and arnicles or o
Puclaging,

y a notice in the immediate vicinity of the
Article i Wporchials anc amicles and  clearly  visible o
L chasers; in the case mentioned in paragraph 1 (¢),
ever, the latter oprion shall only be open if these
particulars or 3 label bearing them cannot, for
techmcal reasons, be affixed to the said matenals
and amicles ar cither the manufacturing or the
markenng stage;

1. Wherca Member State, asar
or of 2 reassessment of existing infarm ) 5
of the specific dircctives was adopred, fias d¥
for esrablishing that the use of a material or 3
human healch alchouph it complies wit
directive, that Member ‘State

resmicx applicadion of the pro —— e & .
territary. It shall immediztely, Y Y g t2ges ocher th}"‘ the retail stage:
Seates and the Commission th *{-_— : i accompanying documents,

decision.
— on i

# labels or packaging,

2, The Commussion shall exzma oon as possl:rlc — or on th 1 "

i = : r on the marcrials and :er:l:s themselves, .
adduced by the Mm&bﬂ:ﬁﬁ Wﬁ w Hjn i

shall deliver its opinidn iculars provided fnr in paragraph 1

appropriate measures. shall nn: be compulsary for marcrials and armicles which I:w

. mmmmmw 1ot ‘E‘F*"i’é‘ﬁ e

remedy the d:.l‘.l' lties mentioned in p:ragr.lph
ensure the pro nn of human healch, it shall initiate :hc 4. The pamiculars provided for in paragraph 1 (2) and (b)
procedure laid down in Article 9 with a view to adopuing shall be confined to marcrials and aricles which comply:
those amendments; the Member State which has adopred
safeguard measures may in that event recain them unel the .
amendments have been adopred.

{a) with the criteria laid down in Article 2:

(b) wirth the specific direcrives, in the absence of such
directives, with any national provisions.

Article 6
l|; Withoue prejudice to any exceprions provided for in 5. Thespedlic direcxives shall require thar such marerials
the specific direcrives, macerials and armicles nar alecady in and articles be accompanied by a3 wrimen declaracion
contact with foodstuffs must, when placed on themarker be anesting that they comply with the rules applicable 1o
accompanied by: " them.
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In the absence of spedfic directives, Member States may I, on the expiry of three monchs from che dace on
rerain existng provisions or adopt provisions to this which the matter was referred to it, the Coundil has
cifecr. not adopted any measures, the Commission shall
- adopt the proposed macasures and apply them

6  Momber Seates’ shall -ensure shar cetsdl wwade in immediacely. i
- *materialsemlarddesiiprohibited-ifthepamiculars required
under paragraph 1 (a) and (b} arc not given in a language

casily understood by purchasers, unless che purchaser is Article 10
informed by other means. This provision shall nort preclude o )
such particulars appearing in several languapes. 1. Directive 76/893/EEC is hereby repealed.

2. References to the Directive repealed under paragraph |
shall be construed as references to this Direcrive.

Article 7 )
rences to the Arvicles of the repealed Directive should be

1 fichde Shins skall hois ek s accordance with.the correlation table appearing in

composition, behaviour in the prese
labelling, "prohibit or restricy either
marerials and articles complying wirk

the specific directives. Artiele 11

rsrates shall ake all measores necessary 1o
Mbis Dircetive, They shall forthwich inform the
of. The measures taken shall:

2. Paragraph 1 shall not affect nati
are applicable in the absence of gy

later than 18 monchs after nodifieation 41},
\ se of marenals and articles complving with
Wecrive, without prejudice to the application of
ndrovisions which, in the absence of specific

Wcs, apply to cermain groups of maccrials and

Arricle
Amendments made to existing spe
bring them into line with this Directi
accordance with the procedure-laid d
PRl i not later than 36 monrhs after nocificanion trade
tr 384 use of marerials and articles which do not comply
with this Dircctive.
Article 9 )
_ raphel shall not affect those nadonal provisions
1. Where the procedure [aidligeiii e S s knce of the spedfic directives, apply to
followed, the chairman shall rel M r" arerials and arvicles intended 1o come into
Commirtee on Foodstuffs either & '- : v ffs.

request of the representarive of 2 igmbc

. ¢ AP

5

1. The Commission r;:p:n-:m:nv shall submit to the =

comminee 3 draft of measuges 1o b 4 e irtce o - - : )
shall deliverits opinion o ’ : s @ t apply o m:n:ru!s and “articles
e chiipenan may Ty do e b 3 ‘ for k- tside the Communicy.

mater. The opinion sha@be delivered by the qualified
majociry laid down in Arucle 148 (2} of the Treaff. The \ 3

Hl.‘ Member States.
Done ar Brussels, 21 December 1988,

Artigle |2

S IRIANNIR AN

intended measurcs
when th are in accordance with the comminee’s
opinion;

(b} where the intended measures are noc in accordance
with the opinion of the commirtee, or in the absence
ol any opinion, the Commission shall forthwith :
submit to the Council 3 propasal relating to the For the Council
measures 10 be taken. The Council shall ac on a2 The President

qualified majoricy. V. PAPANDREOU

1} Tha Durecvene was norified to the Member States on 10 Jznuary
1y,
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ANNEXZ®
List of groups of materials andarticles overed by specific directivex

[
¢

{f AUEINYNINYINT
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ANNEX X
Heslth criteria so be applicd in the drafting of specific directives

. Where appropriste, positive dists of substances shall be esablished for marerials and undummdnilmm

into contact with foodsmuffs. The accepuability of a substance for inclusion in a positive list shall be determined
by considering both the quantity of the substance which is liable to migrate into foodstuifs and che toxicity of
the subsrance.

er normal or foreseeable conditions of usz of any

A substance shall only be induded inapo d
of liable 1o migrate into foodstilffs in a quantity

material or article of which it forms 2 pa
likely 10 constitute & danger to bum :

. For certain materials it may be o SSmei e oo estab = ticr because such a list would offer no
tangible benefit in terms of 5 nan Jalth = ces, any substances for which
specific migration Jlimits need © mrrdes . iheir being rransferred to foodsuffs in
quantities likely to constin P’ h shill by : iteria ser out in paragraphs 1 and 2
shall also apply 1o these by

. Al subsmances shall be kept o g ig iustified by fresh tcientific dara ara
re-evaluation of existing = T . .

) oy oY 8 o5 or a paricular substance, the need to
establish a specific migrari #fin £ ,H s hall be considered. Where such a
specific migration limir i i 2 ﬁ' d i b id to other possible sources af

. In certain arcumstances, R ’ B B2y not be the mos valid means of

ufwﬁhghmh:ﬂ:h_‘ J 1 ‘-‘G;"; - Mk human health shall be the primary

HUH’JVIEI‘VITW BN
QWW\?ﬂ‘iﬁUNWI’mmﬁH
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ANNEX In

> CORRELATION TABLE

o e

T TS e elirecTive T 64893V EEC .

1
{

2 Artde 1

"Jmu.[*u““

THINIHY

Armticle —

~ qudTnaningns
QRANINNNINGNY

1
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(Acts whose publication is not obligatory)

COMMISSION

relating to plas

THE COMMISSION OF THE El

Having regard to the Treaty es
Economic Community,

Having regard to Council Directive @iV 1055
December 1989 on the approximation®of /
Member States telating to materials and ar
to come into contact with foodstuffs (') e
Article 3 thereof,

Whereas Article 2 of Di AV
that materials and arricles, in 1'.111: ifinisie
transfer their constiments 1o Qodstuffs in quantifics
which could endanger human health or bring about m
un:cctptahle change in_the comfosllen of the food- &

ded to come into contact with

S

pe establishment of a list of approved
¢s accompanied by a limit an overall migration
necessary, by other specific restrictions will be
o achieve the objective laid down in Amicle 2
tive 89/109/EEC ;

it hereas the stage reached in the work at Community
gocs nal yet permit adoption of a complete list of
jdcljsubstances applicable 1o all types of plas-
: ".!‘ and articles and therefore the substances
ntly used in at least one Member State can

Ue 78 be used pending a decision on inclusion in

he Com@lnity list; whereas this Directive will aceor-

dingly be cxtended in due course 1o the substances and

sectors provisionally excluded ;

ﬂUEI'JVIEIW’a'WEI']ﬂ’i

Whereas, in order to :c

:lus uh_m:uve in l;h
plastics materials and lrm:l st
specific D: I:M
Directive 89

are also 'lppllc‘)]l,‘ ] I.ht.' case in questipn ;

il

Whereas the scope of this Directive must ‘cotncide with
that of Council Directive 82/711/EEC () ;

Whereas since the rules established in this Directive are
not suitable for ion-exchange resins, these materals and
articles will be covered by a subsequent specific Direc-

II\'E
"

{') O] Mo L 40, 11. 2 1989, p. 3E.
() O] Na L 297, 23 10. 1982, p. 26.

'ﬂhn:u the uvc::li Mxnon limit is a measure of the

prevents an unacceptable
the foodstufis, and, more-
dlicer thc or a large number of specific

rmguuun limits or other restrictions, thus giving effective
control ;

Whereas Directive 82/711/EEC lays down the basic rules
necessary for testing migration of the constituents of plas-
tics matenals and amicles and Council Directive
BS/572/EEC (%) establishes the list of simulants to be used
in the migration tests;

1 Q) MNo L 372, 31. 12 1985, p. 14,
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Whereas Councl Dnecuve FEMAYEEC(") lays down
limits {or the guanury of vinyl chlonde present in plastics
materials and arucles prepared sath this substance and lar
the quantity of vinyl chloride released by these materials
and articles, and Directives BO/766/EEC([Y) and
81/432/EEC{’) esublish the Community methods of
analysis for controlling these limits;

Whereas Commission Directive 80/5%0/EEC (") deter-
mincs the symbol that may sccompany any material and
article intended to come into contact with foodstulfs ;

Whereas in view of potential habaliry, there 15 3 need for
the written declaration provided lor in Article 6 (5) of
Dhrecuve B3/109/EEC whenever professional use is made
of plastics materials and articles which are not by then
nature clearly intended for food wse;

Whereas, in accordance with Artic
83/109/EEC, the Scientific Commit
consulted on the provisions liable

Whereas the measures provideg
in accordance with the opinig
Committee on Foodstulls,

HAS ADOFTED THIS DIRECTY

Artrel

1. This Direcuve is a specill
meaning of Article 3 of Directive |

2. This Directive shall apply to plasti T
articles and parts thereof ;

(a) consisting exclusively NRwto e

(b} composed of two or vl;

consisting exclusively of Flisucs:
Bl
tagether by means of adhedifs or by any other means,

which, in the finished product sla‘.“ intended to com@f

nd fﬁw’hﬁﬁﬂ?ﬂ VI WEATES

For the purposes ol this Directive, plu‘cs shall

cular weight § by chcm:r::l :Itemmn of natural macro-
molecules. Silicones and other similar macromolecular
compounds shall also be regarded as plastics. Other
substances or matter may be added to such macromole-
cular compounds.

() ©J No L 44, 15. 2. 4978, p, 15.
{0 O] No L 213, 16. 8. 1980, p. 42
() ©) No L 167, 24. 6. 1981, p. 6.
() OJ No L 151, 15. 6. 1980, p. 21

AT

Hesweves, b lrlluwing shall nar be repated as plasties

(1) varmished or unvarnished regenerated cellulose film
covered by Council Direcuive £3/229/EEC ("),
amended by Direcuve 86/388/EEC (%),

(i} elastomers and natural and synthetic rubber ;

(iii} paper and paperboard, whether modified or not by
the addiuon of plastics;

(iv) surface coatings obtained from :

— paralfin waxes, including synthetic paraffin waxes
andfor micro-crystalline waxes,

— mixiures of the waxes listed in the first inden
with each other andfor with plastics

(¥} 1on-exchange resins.

4. This Directive shall net apply, until further action
by the Commission, to materials and articles composed of
"o or mare layers, one or more of which does not consis
Slusively of plasucs, even il the one intended to com

ertirect contact with foodstuffs does consist exclusivel:

Artrele 2

ternials and anicles shall not transfer thes

g0 1o foodstulls in quantities exceeding 10 milli

W M square decimetre of surface area of material o

My mpldm?) (overall migration limit), However, thi

; Il be 60 milligrams of the constituents releaser
igam of foodstufl (mgfkg) in the following cases

les which are containers or are comparable 1«
antainers or which can be filled, with a2 capacity o:
ot less than 500 millilitres (ml) and net more thar
IO licres (1),

articles which can be filled and for which it 15 imprac
b]c 8 estimate the surface area in contact with

|" E4 s, stoppers or similar devices for sealing.

Artiele 3

1. Only those monomers and other starting substance:
Sections A and B may be used for the
astics marerials and articles subject 1c
the restnictions specified.

l:ca'l:mn ol this Directive, the
may be amended :

adding substances listed in Annex 2, Section
B, according to the criteria in Annex 11 of Directive
E?.F 109/EEC, or

— by including ‘new substances’, i.e. substances which
are listed neither in Section A nor in Section B of
Annex 2, according to Article 3 of Directive
B3/109/EEC.

L 123, 11. 5. 1983, p. 31.
o L 228, 14. 8. 1986, p. 32.
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3. From the date of noulicanon ol this Directive no
Member State shall authorize any new substance lor use
within its territory except under the procedure in Article
4 of Directive 89/109/EEC.

4. As from | January 1993, only those monomers and
other starting substances listed in Annex II, Section A
shall be used for the manufacture of plastics materials and
articles, subject to the restricions specified therein.
However, before | January 1991 it may be decided that,
in some justified cases, for certain substances listed in
Annex [, section B, this time limit will be postponed.

5. However the lists appeanng in Annex |1, Secy
and B do not yet inelude monomers and
substances used only in the manulacture

— surface coatings obtained from ;
rized products in liquid, powder OFF

— silicones,
— epoxy resins,

products ebtained by means
— adhesives and adhesion prorg
— printing inks.

Article

The specific migration limits in ¢
Il are expressed in mglkg. H
expressed in mgfdm? in the foll

(a) articles which are conwiners or ag
containers or which can be [illed,
less than 500 ml or meore than 10 |;

(b} sheet, film or ather materals which
or for which it is imp ple
tionship between the surgarSEs
and the quantity of foodsl

In these cases, the limits ser out - n
mg/kg shall be divided by the Sifventional con
factor of 6 in order to express ern in mgfdm‘,

NENINYINT

m:: wi :h-.- migration limits
rdance with the rulgg laid

I. Verification of com
shall be carned out in

T

down in Darecuves B2/711/EEC and 85/372/EEC and the
further provisions set owt in Annex [

2. The venlication of compliance with the specific
migration limits provided for in paragraph 1 shall not be
compulsory, if it can be established that compliance with
the overall migration limit laid down in Article 2 implies
that the specilic migration limits are not exceeded.

Artiele 6

1. At the marketing stages other than the retail stages,
the plastics matenals and articles which are intended 1o
be placed in contact with foodstulfs shall be accompanied

by a written declaration in accordance with Article & (5) of

ctive 89/109/EEC.

taragraph | does not apply to plastics materials and
WSS zchich by their nature are clearly intended to
e = ito contact with foodswulls.,

Artiele 7

lviember States shail bring into force the laws,
lnd administrative  provisions necessary o
this Directive not later than 31 December
shall forthwath inform the Commission

er States shall -

it e trade in and use of plastics materials and

complying with this Directive before |
't\ i 1991,

. Palhibit trade in and use of plastics materials and

ariftles intended to come into contact with foodswuffs

and which do not comply with this Directive as from

anuary 1993,

= : Article 8

d s addressed to the Member States.

aw

Dune at Brussels, 23 February 1990.

For the Commission
Martin BANGEMANN
Vice-Presidens

ammnmumwmaa
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ANNEX [

FURTHER PROVISIONS APPLICABLE WHEN CHECKING COMPLIANCE WITH THE

3. The dererminanion of m

Yok .ﬂ' &~
: -

MIGRATION LIMITS

Generzl provisions

- When comparing the results of the migration tests specified in the Annex to Ditective 84/711/EEC, the
specilic gravity of all the simulants should conventionally be assumed to be 1. Milligrams of substance(s)
seleased per lire of simulant (mpfl} @i us correspond numerncally to millignms of substance(s)
released per kilogram ol simulsg L8 nio account the provisions laid dewn in Directive
85/57HEEC, 10 milligrams_of diber kilogram of [oodstull.

Where the migration tes
manufaciured for the
sample differ from 1§
the resuls obuined “‘"F""""—

n from the matenal or aricle or on samples
Il o simulant placed in contact with the
der which the matenial or article is used,

ing formula:

M = m . 3,
3 .4
Where :
M i the migraus
m 5 the masg g determined by the migration test;
a, s the su Whe I0odstuff or simulant during the migra-
tion fest;

3, 15 the sur al conditions of use;

q 15 the quanury aterial or amicle in real conditions of use.
I I or amicle or, if that 13 impracticable, using
either specimens taken i appropnate, specimens representative ol this
matenal or article.
The sample shall bc plag ""E-"“" '4, { or simulant in 3 manner representing the
contact condigg Il lgperformed in such a way that only
those pans ¢ f2 in actual wse will be in contact
with the oo ; ?" t in the case of matenals and
articles comp !

The migrton te of caps, gIoee ar devica Sl sealing must be carried out on these
articles by appl I:htm o II'II.‘ containers for which they are ifiended in a manner which corresponds
to the conditions oﬁu:hsmg in normal or htr use,

<R U ‘ﬂ‘ﬁﬂ“n’ﬁ AL N (L

. In sccofllnee with the provisions s:i-z:m in Article 5§ of the present Directive, the sample of the material

or article is placed in contact with foodsmﬂ or lppﬁ:m s:mulanl for a faffod and at a temperature
i ‘ with the rules laid
the analytical deter-
- (o ‘ quantiry of one or
miore :u'nmms t:pu::ﬁ: rm,;ﬂunnl uleued by the nmple is carmied out on the foodsuff or simulant.

Where 3 matenial or amicle is intended to come into repeated contact with foodstulfs, the migration tests)
shall be carried out three times-on a single sample in sccordance with the conditions laid down in Direc-
tive BL/711/EEC wsing another sample of the food or :u'.mu!.l.nﬂ;} on ¢ach occasion. Its compliance shall
be checked on the basis of the level of the migration found in the third test. However, if there is conclu-
sive proof that the level of the migration does not increase in the second and third tests and if the migra-
tion limits) is (are} not exceeded on the first test, no further test is necessary.

. Special provisions relating to overall migration

- I the squeous simulants specified in Directives BUT11/EEC and 85/572/EEC are used, the snalytical

determination of the total quantity of substances released by the sample may be camied out by evapora.
tion of the simulant and weighing of the residue.
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I tectified olive oil or any of s substitutes 15 used, the procedure given below may be lollowed.

The sample of the material or amicle is weighed before and alter contace with the simulant, The simulamt
sbsorbed by the sample is extracted and determined quantiatively. The quantity of simulant lound s
subtracted from the weight of the sample measured alter conuact with the simulant. The difference
between the initial and corrected final weights represents the overall migration of the sample examined.

Where a material or anicle is intended to come into repeated contact with foodstuffs and it is technically
impossible 10 carry out the test described in paragraph 5, medifications to that test are acceptable,
provided that they enable the level of migration occurring during the third test to be determied. One of
these possible modifications is described below.

The test is carried out on three identical samples of the material or article. One of these shall be subjected
14 the apprapriate test and the overall migration determined (M,). The second and third samples shall be
subjected to the same conditions of temperature but the period of contact shall be rvo and thiee rimes
that specified and overall migration determings o case (M, and M, respecuively).

|| !

ghovided thar either M, or M, =M, do not
. A material or article that exceeds gt ion lb ﬁﬂ- nt not greater than the analytical
wlerance mentioned below shal : ; d S s liance with this Directive,

The matenal or arucle shall be deemed
exceed the overall migration limi

The following analytical ol

— 20 mglkg er 3 mgidm' in i of substitutes,

— & mglkg or 1 mgfd o : i b, gt T referved 1o in Directives
82T I/EEC and B5/571/F 5 ,

. Withaut prejudice 1o the [R50 5 N e migration tests using recti-
fied olive oil or substirutes shay ! E%ith the overall migration limit
in cases where there 15 conigl is inadequate from 3 tech-
mical standpoint.

In any such case, for subsua [EY Y Al e other restrictions in the hst
provided in Annex I, 2 ged®ic o ; ! B M0 mgpldm', according o the
case, is applied. However the sup (M1l not exceed the overall migra-
tion limit 4

Ly

AULINENINEINT
ARIANTAUNING A Y
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ANNEX 1T

LIST OF MONOMERS AND OTHER STARTING SUBSTANCES WHICH MAY BE USED IN
THE MANUFACTURE OF PLASTIC MATERIALS AND ARTICLES

General introduction

I. This Annex contains the lig er starting substances. The list includes ;

— substances underpos
similar process, o
— natursl or synt crome e AR e manufacture of modified macromolecules,
il the monomen o i pailic synthesize them are not intluded in the

polycondensation, pelyaddition or any other

lise,
— substances usg - BN ‘ Bl romolecular subsances.

2. The hist does nag == 5 s acid salts) of aluminium, smmeonium,

g - A ! arized acids, phenals or alcohols which
are also authorized 4 BN appear in the lisis if the comesponding
free acid(s) is {2y Nl the term salis’ i sales of sluminium,
ammonium, ¢ J iy 2l = M0 g

gh they may be present:
€1 as

— impurtics in th
— feaction interm
— decomposition produciz
7
(b} oligomersagd n " m. 1 5 evell as their mixtures, il the mono-
Ers or indluded i the lise.
-

|" d

{c) mixtures § v:

BT 1|
The materials anil|{fricles ot restlatance indicatfinder (a), (b) and fc) shall comply with
the requiremen ted in Article 2 of Directive 89/109/EE

L7 V.
U ITENTNGING
= mluﬂ. ! (PM/REF. No): the BEC packaging maggial references num@of the list,

RIFINURNTIHRE

name,

— column 4 (Restrictions). These may include :
— specific mignation limit (SML),
— maximum permitted quantity of the ‘residual’, substance in the material or amicle (M),
— any ather restriction specifically mentioned.

6. If 2 substance appearing on the list as an individual compound is alse covered by a genenic term, the
restrictions applying (o this substance shall be those indicated for the individual compound.

L]
7. Where there is any inconsistency between the CAS number and the chemical name, the chemical name
shall uke precedence over the CAS number. If there is #n inconsistency between the CAS number
reporied in Einecs and the CAS registry, the CAS number in the CAS repistry shall apply.
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8. A number of

follows :
DL =

FP =
NCO =
QM =
QM @ =

SML =
SML(T) =

abbreviations or expressions are used in column 4 of the table, the mesnings of which are as

detection limit of the method of analysis ;

finished material ar article ;

isocyanate moiety ;

maximum permitted quantity of the ‘residual’ substance in the material or article :
maximum permitted quantity of the ‘residual’ substance in the mateeial or anicle expressed
as toeal of moiety or substancefs) indicated :

specific migration limit in food or in food simulant, unless it is specified otherwise ;
specific migration limit in food or in food simulant expressed as 1ol of moiety or
substance(s) indicated.

AUt INENINeINg

AN TUAM TN



- ———

Mo L 30/26 Official Journal of the European Communities 14. 4. 93

RN 9

- COMMISSION DIRECTIVE 53/9/EEC
. of 15 March 1993

amending Directive 20/128/EEC relating to plastic materials and arvicles
intended to come into contact With foodstluffs .

THE COMMISSION OF THE EUROPEAN COMMUNITIES, deleted, pending 2 decision on their inclusion in the
: Communiry list ;

Having regard 10 the Treaty establishing the European

Economic Communiry, Whereas the measures provided- for in this Directive are

in  accordance with the opinion of the Standing
mmitiee on Foodstulls,

Having regard to Council Directive
21 December 1988 on the approxi
the Member States relating to

intended 1o come inte cantact s, Wid ir— .
pamicular Anticle 3 thereal, ’ R COFTED THIS DIRECTIVE :

After consulting the Scientifics Aviicle. i
Whereas the Communicy mgir L 0/12B/EEC is amended as follows :
Directive are not only necessary bug RS

the auzinment of the objective i N Wl owing paregrash 3 s added to Article §:

whereas these objectives can .
States individually, and whereas W% The venfication of compliance with the specilic

ment at Community level is ok Lo \ on limits provided lor in paragraph | shall not
Directive 89/109/EEC ; " - o W compulsory, il it can bec established thar, by
i ing complete migration of the residual substance
e material or amicle, it cannot exceed the specilic

Whereas Commissian  Directive . g
it of migration.

amended by Directive 92/39/EEC (Jfan] T
Asticle 3 (4) thereol, provides for the revisi M ;
and panticulady Secion B: P e . Annex Il is amended as follows :

Beingf®, is hereby amended 35 follows

Whereas, on the basis of the Rl EEsu e - : i :
substances provisionally adm f Y| following text is mscn:::d after Q-M[T} =
included in the Communi imum permitted quantity of the “residual”
deflinitively prohibited ; Ji:bstance in the material or article expressed a5

) | =il of moiery or substance(s) indicated :

Whereas certain  substances pm“siﬂ:lly admitted 2 ‘For the purpose of this Directive “QM (T

national level may conti b v i o/ neghat the maximum permitted quantity of
specilied period e ﬁ B ,H:ZEEVI Wk w EI’]:FI rcydual® substance in the materal or
Committee for Food 3@ dat ila il ¢ ulve sitidle @hould be determined by a validated
studics are ongoing or Qe planned ; method of analysis ac the specified limit. If
such 3 meffd does not currendv exist, an

¢ = :
. - - . 1£Yye with appropriste  perfor-
lloving Tﬁﬂﬂﬂﬂﬁﬁﬁ‘fﬂ M' %‘I IFJ ﬂmﬁ@ﬂ et imiomy
i [ ' »
technical data Qupplicd permit their inclusion in the d:::’;“n-;ﬂf:;.“'mg e development of 2 it

Community lisr
— the lollowing text is inserted after ‘SML(T) =

Whereas, for cermain substances, the restrictions already specilic migration limit in food or in food
set out should be amended according to the available simulant expressed as toul of moiery or
information | ' . substance(s) indicated” :

. T 3 ‘For the purpose of this Directive “SML(T)
Whereas it is necessary 1o permit the continued use of menas that the specilic migfaton of the
certain well-deflined substances contained in those groups substances should be determined by a validated
of substances which are not well-defined and are now method of analysis at the specified limit If

such 2 method does not currently exist, an

() Of Mo L4091 . (9 18 analytical method with appropriste  perfor.
() O Mo L 75, 21, 3. 1990, :: 19, cectificd by - mance  characieristics  at  the  specified
Q) Mo L 343, 13 12 1990, p. 26. ' limit may be used, pending the development

{7 OJ) Mo L 148, 23, 4. 1992 p. 2 of 3 validated method.
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(b) Seetion A:

— the substances lppl:‘:riné in Annex [ o this
Directive are added,

— the content af the column *Restrictions’ for the
substances appeanng in Annex [l te this Direc-
tive is amended as indicated thercin ;

{c) Secuian B :
— the substances appeaning in Annex [I] s

Direcuive are added, as’a replacemepp it B!
groups of substances which are nd !;

and which are deleted by this

— the subsiances appearing i
- Directive are deleted ;

{d] the substances appearing in
tive are translerred [rom Seced
now subject 1o the resina

Arricle

1. Member Siates shall bring ingflos
lations and administrative provigds o
with this Directive a5 from | Ap,
immediately inform the Commis

Member Stares shall :

— permit, as from | April 1994, the trade in and use of
plastic materials and articles intended 10 come into
contact with loodswuffs complying with this Directive,

— prohibit, as from | April 1994, the trade in and use of
plastic materials and amicles intended 0 come into
contact with {oodswfls and which do not comply with
this Directive.

1 When Member States adopt the measures relerred 1o

- gn paragraph 1, these shall contain a relerence w this

pcctive or shall be accompanied by such reference at
i mc of their official publication. The procedure for
it (crence shall be adopted by Member States.
Arrvicle 3

Bceaive 15 addressed 1o the Member Staces

sels, 13 March 1993.

For the Commiision
Mariin BANGEMANN

Member of the Commission

AULINENINYINg
ARIANTAUNING A Y
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ANNEX 1
LIST OF MONOMERS AND OTHER STARTING SUBSTAMCES ADDED TO SECTION A

PM/REF CAS Mo Name Restricuions

Heo

1 £ (3 4
15565 000106-46-7 SML = |2 meflkg
15820 000345-82.6 SML = 0,05 mp/ke
17160 000057.55-0 SML = 0.01 mglkg
21350 000E40-65.3 SML = 005 mgikg
25057 000089-32.7 SML = 0.05 me/lke fexere::

a3 pvromelline acid)
35473 0uU1313-53.2
24340 BUF0035-25.5
34888 003963-35-7 ¥l esier SML = 0,05 melkg
LIST OF MONOMER CES IN SECTION A FOR WHICH
THE CONTE ICTIONE 1S MODIFIED

PhEEF I CAS Mo Restricions

m I =] )
12738 I 002452.95.7 SML = 5 mglkg

Mo

ﬂUEI’JVIEWI‘iWEI"Iﬂ’i

LIST OF

NQMERS AMND GTHER STARTING &BS"".NCE.S ADOEP TO

SECTION B

Restricuany

L

™ |

13

4

105997904
10599/91
105997924
10599/93

061785-59.3
051 7BE-59.4
DEETES-41-5
06E7E3-41-5

Acids, farry, unsawurated (C1E), dimers. distilied
Acids. latry, unsaturated (C 18) dimens, non-distilied
Acids, iatry, unsaturated (€ 1!: dimers, hvdrogenated, distilled

Acids, farry, uns:mr:l;ﬂf (C I3|_ dimess, hydrogenated, non-dinilled
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ANNEX IV
LIST OF MOMNOMERS AND OTHER STARTING SUBSTAMNCES DELETED
e o
PM/REF s e Name Restricsions
Ha u
o 2 n 14

10599/%0 D6I7RE -89 Ackds, iy, unsaturated (C 18], dimers
10593512 D&E7E-41-5 Aods, faity, unsscursged i 18], dimers, hydropenated

10600 = Acids, linear, t ol carbon acoms (C 5-C 23), and the

dimers and g i acids

10720 G00559-55.1

10775 0F2100-23.2

10950 002156-96.9

11005 012542-30.2

1o1a 024447-78.7 id:hvdroxyphenylipropane

1020 9285051

11080 004074-58-5

1o 002274-11-%

11140 013048.23.4

11170 026570485

11200 003526542

11230 002439.35-2

11260 000106-50-1

11532 002761-08-3

tiggn - Acrvlic &

11875 004813-57-4 | Acrylic i,

12640 000106-52-3 | Altyl 23.cpa

13210 001761-71-3 | Bis (4-apicm &,

14008 000098.52-2 o

14035 001746.23.7 Nwre

14360 000126.99.5 | 8

14650 000079.38-9 i

14833 000623.43.8 (Lfonic acid, methyl estey

14280 001631-25.0 M-C txylm:fﬂmudc

15030 000531-88.4

15060 000142 g nﬂnﬁw El']ﬂi

15260 i T W -] odte

15270 ﬂﬂl?llaim 1,02 Dummudbdtm

152595 000373444 I.Ev 2

= L 1ANeaE
L&18D 3.4 - 3 ethacrylamide 2 !
16252 Qoo110.03.2 2.5-Dimethyl-2 5-hexanediol

16510 0001 38-86.3 Dipentene "

16719 003813-52-3 Eﬂdcnm:lhrlrmtﬂﬂhydruphthzli: scid

16900 003036-41-4 N-{E:hoqmﬂhﬁ]:crrlamg.dt =
17116 005877429 | 4-Ethyl-l-ocryn-3.01

17150 00007E-37.3 1-Ethynvleyclohexanal

17305 00014102 Fumaric acid, bis (2-cthylhexyl) esies

17320 002807.54.7 Fumaric acid, dially! esrer .

17380 O00633-9) o Fumaric scid, dicthyl ester

17398 007281.65.3 Fumaric aeid. dioctadecyl esieq
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PA/REE CAS No MHame Restrictions
Ha
(0] @ @ il

17800 — Glucosides obuained from glucose and pentaerythrital

17830 — Glucosides obuained (rom glucese and polyethylencglycol (molecular
weight gréater than 200) L

17860 —_ Glucosides obtained from glucose and palypropylencglvcol (molecular
weight greater than

18436 001687-30-5 | Hexahydrophth:i

18450 015511-81-6 Hexs mﬂhy!c

18610 0b6422.95.7

18850 00010741-5

18865 003031-66-1

19144 026952215

19480 002146-71-6

19660 D00141-05.9

19590 014134.52-3

13720 001330-76-3

19750 000624-48.4

19315 000525-21-3

20095 046729.07-1

20200 001868.94-4

20320 003179.47-3 Iy

0455 006606-59-3 Methacr,

20560 000142-50.5 Methaco .

10830 — Mﬂh:cryl"‘ < ).

20920 000588-5<-6 Methacrv|#® acf

20845 004664.45.7 Methacrylic ac T ester (= methacrylic  acid,
2-hidroxy- | gaue A

20965 002761.09.3 : £,

20980 007534-94-3 Y |

21040 029964-84.9 :

21070 02EET5-80.1

3170 000997-46-& ylic acid, monoester with 1. 4-butanediol "=

21350 002157-01.9 Hcrhnnyh: acid, n-ocryl ester

21430 004245.37-8 Methac Iﬁ:;d vinvl e

21670 00056346 ﬂﬂ w ﬁ w El '] ﬂ ﬁ

21733 000115.19-§ ﬂﬂ’ﬂ'

21736 0023549.61-3 I-!Phl-Htth_rl-Cpillnn{! rolacione

11739 02549.60-2 beta-Methyl-epsilon-ca lactone

21742 apr Eﬁqqnﬂqaﬂ

21743 &mﬁm o

21748 Eamma-Methyl-cpsilon-caprolacione

21850 Methylhydroquinone

21g80 000717-27-1 Methylhydroquinone discerare

22465 000112-05.0 MNenanoic acid

22690 001806-264 | 4.Ocrylphenol

22811 000591-93-5 | | 4-Peneadicne

23842 002590- | 6| Peaterythritol diallyl eches -

12858 005343-92.0 1.2- Pl:nl::lntdpnl

2861 000111.2%.5 1.5-Pentanediol

22501 000109-66-2 ' 2-Pentenc

13313 O0IE1D-94.7 Perfluoromethyl vinyl ciher

13540 006396.01.5 Perfluaroprapyl vinyl ether .

23140 000082.69.3 4-Phenylphenol

25158 0000BE-98.2 1.23.6-Tetrahydrophthalic acid

15630 037275-47-) 1.l.l-T‘nmﬂhylulpr¢p:ne diacrylae
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PM/REF
M CAS Mo Hame Resericuons
{1y (el - ; m =)
215645 000682097 L1 Tamethylalpropane diallyl ether
25780 01572316 L11-Tamethylolpropane, proporylated
25930 001067-53-4 | Tris (2-methoryethoxy) winvlzsilane
16200 002867483 M-Yinvl-M-methyllarmamide
26260 GO1184-84-5 | Vinvlsulphonie scid

AULINENINeINg
ARIANATUUM TN
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ANNEX V
LIST OF MONOMERS AND OTHER STARTING SUBSTAMCES TRAMSFERRED TO
SECTION A
m::zr CAS s Name Rextrictians
{n {2 47} 4
10750 0024%5.354 Acrylic acid, byl
11890 002499.59.4 Acrylic agh
150958 - D003 344E-5 Deeane
15790 000111-40-0 | Dicol IE— SML = 5 mglke
19210 001459.93.4 [EETS (s praere=— 7 SML = 0,05 mgfkp
20080 002455.37.6 | 1 2P / -
21280 002177-70.0 | tiele -
14240 GOGI00-10-F oy SMUM) = 7.5 mglie
{expressed 23 terephealic agid,
EAT Il 0O00116-14-2 iral SML = 0,05 mefkg

AULINENINYINT
AN TUAMINYAE
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MeotuIn 1

COUNCIL DIRECTIVE
of 14 June 1989

on the official control of foodstuffs

(82/397/EEC)

THE COUNCIL OF THE EUROPEAN COMMUNITIES, frontiers must be inspected with the same care as those
intended for marketing in  the Member State af
production;

Having regard to the Treary establishing
Economic Community, and in particula
thereof, as inspection must therefore be based in principle on
Srgvisions in force in the Member State of producrion;
Having regard to the proposal fro , ==h s however, such a principle should not apply where it
. : : e cstablished to the the satisfaction of the inspecting
appropriate means, including the submission of

documents, that the product in question is
, ; onsignment to another Member State and thas
Having regard ro the opinion of the g | i S0 Mplieg, with the provisions in force in that Member

Whereas trade in foodstufls is on : i Ebe cffective, inspections must be carried out
aspects of the common marke ¥ &L he N "Mercas they must not be limited as to the subject,
States must endeavour to protect thy Y L, Wrient at which it is convenient ta earry them our,
1 : 8 they must take the most suitable forms to
must be given unconditional prior their effectiveness;
official control of foodstuffs must

more effective; XL "85 11 order to ensure thar inspection procedures are not

F iz 'B_ 308 it is necessary to provide that Member States shall
Whereas, however, the dilferences”™ ber it exclude a product from appropriate inspection on the
legislations with respeet to this type of controles 77 gunds that it is intended for export outside the
represent barriers to the free movem "‘N giry;

Whereas it is therefore necd =

-
;.' ectors must be granted adequare powers;
legislations;

r as alii@ugh, on the one hand, underrakings should not

Whereas, first of all, the general 3 inciples governing the have the righdl to oppose the inspections, on the other hand

carrying-out of such control must b-: hamumm:i their legitimate rights must be preserved, in particular the
@/ right to manufacturing secrecy and the right of appeal;

Whereas specific prov ﬁ
principles, may, if nece tc thonfies made responsible for the control of

ﬂodituffs may differ from one Member State to another;

Whereas the subject of th|s Directive is w:nf“canu‘af [I-.t §igas it is, therefor 5"”'—"’f to publish a list of the
d in each Member State, with

r which they are comperent,

compliance ndic
whereas such sipn I h | be carried out
on composition gn rulu on qu: ity es:tg;n pmt:ﬂ e vhaoiias o

in mnncman with such control;

consumers’ econbmic interests as well as prmlsmns on

consumer information and fair commercial transacrions; . r :
Whereas official controls should contribure effectively to the

prevention of food law infringements; whereas to that end
programmes should be drawn up on the basis of appropriate
criteria;

Whereas, at the same time as foodstuffs, materials and
articles intended to come into contact with such foodstuffs
should be controlled;

Whereas, although it is primarily for Member States to lay

Whereas for the purposes of the completion of the internal doin thiste Liscents . .
: : ; pection programmes, it is necessary, with a
market, foodstuffs intended to cross intra-Community view to the completion and operation of the internal marker,
' to arrange also for coordinated programmes ar Community

(') O NoC20,27.1, 1987, p. 6,0] Mo C B8, 5. 4, 1987, p. 14,
and O] Mo C 131, 27, 5. 1989, p. 6.

('} O] Mo C 345, 21, 12. 1987, p. 80, and 0] Mo C 120,
16. 5. 1989, Whereas simultaneous implemenration of narional

[*) O] No C 347, 22. 12. 1987, p. 1. programmes and coordinated programmes will provide

level;
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experience which is still widely lacking at present; whereas,
in the light of that experience, it may prove necessary to
revise this Directive to improve the arrangements which it

introduces;

Whereas Member States should be allowed a certain degree
of freedom as to the practical means of carrying out
inspections so as not to inerfere with systems of proven
warth which are best suited vo the particular situation in each
Member State,

HAS ADOPTED THIS DIRECTIVE:

Article 1

1. This Direcrive lays down
performance of official contral

2. For the purposes of thig
foodstuffs’ — hereinafter ca
inspection by the competent a

— of foodstufis,

— of food additives, vitami
and other additives intended

— of materials and articles i
with foodstuffs,

with provisions aimed at preventing |
‘ guaranteeing fair commercial trang
consumer interesis, including provisio
information. f

3. This Directive shall lza8ldSueha

provisions adopted in 1

Community rules. ¥,
-
1

4. This Directive shall &

control,

apply to merrological

9

2. Member States shall ensure that products intended for
consignment to another Member State are inspected with the
same care as those intended for marketing on their own
territory.

Article 3

Member Stares shall not exclude a product from appropriate
control on the grounds that it is intended for export ourside
the Community,

30. 6. "
Article 4
1.  Inspections shall be carried ourt:
(a} regularly;
{(b) where non-compliance is suspecred.
1.  Inspections shall be carried owrt using mean:

proportionate to the end to be observed.

3. lInspecrion shall cover all stages of production
manufacture, import into the Community, processing
storage, transport, distribution and trade.

4.  As a general rule, inspections shall be carried ouw
ithout prior warning,

a general rule, inspections shall, in each case, selec:
g or stages which it considers the most appropriate fo-
ination from those listed in paragraph 3,

Article §

e rOWBhall comprise one or more of the following
Bions'in accordance with the conditions laid down in
1o 9 and in the light of the examination to be carried

ol on;
W ampling and analysis:
3. inspection of staff hygiene;

iggmion of written and documentary material;

;' fifon of any verification systems set up by the
g and of the results obrained.

Article &

PJI u,ﬁjﬁj VI El W %leﬂ ;}m; shall be subject to inspection:
e SRR AR E

{a) the state and use which is made at the different stages

= in (3) of the site, premises, offices,

q % . g.u of transport, machinery and
ul t;

(b}

raw materials, ingredients, technological aids and othe:
products used for the preparation and production of
foodstuffs; .

(¢} semi-finished products;
(d) finished produces;

(e} materials and articles intended o come into contact with
foodstuffs;

{f} cleaning and maintenance products and processes and
pesticides;
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(g) processes used for the manufacture or processing of
foodstulfs;

(k) labelling and presentation of foodstuffs;

(i) preserving methods,

2. Theoperations enumerated in pa rag::pl:u 1 may, where
necessary, be supplemented by:

— interviews with the head of the inspected undertaking and
with persons working for thar underraking,

— the reading of values recorded by measuring instrumens
installed by the undertaking, .

— inspections carried out by the comperen

s gwn instruments, of measurem
instruments installed by the und

Artiele 7

1. Samplesof the products enug

those subject to inspection
opimon.

2.  The analyses shall be car
laboratarnies.

! o
Member States may also empower othe®lahd S
out these analyses. .

Arty ;

Persons who, in the exercise : a
contact, whether directly or ind®€cily, with the materials
and products referred to in i & (1) (b) wo (N

shall be subject 1o th ﬂzgp

¥
Article 5 (3), )
The purpose of this insﬂninn shall be 1o check ghat the
health standards concernin

clothing ar
prejudice to i

Article 9

1. Inspectors may take note of written and documentary
material held by the natural and legal persons ar the various
stages enumerated in Article 4 (3),

L]
2. Inspectors may also make copies or take extracts of
written and documenrary material submitted to them for
examination,

ENS

Article 10

Where inspectors discover or suspect an irregularity, they
shall take the requisite measures.

Article 11

1. Member States shall ensure that inspectors have the
right to carry out the operations provided for in Articles 6 1o
10.

2.  Member States shall prescribe that the natural and
legal persons concerned shall be obliged 10 undergo any
igspection carried out in accardance with this Direcrive and
sist inspectors in the accomplishment of their tasks.

Article 12

ber States shall take the measures necessary to
natural and legal persons concerned by the
IOl ve a right of appeal against measures taken by
Mgetent authority for the purpose of inspection,

Wcy shall prescribe that inspectors shall be bound by
WWal secrecy, .

Article 13

n order.to ensure that the application of this Directive is
iform throughout the Member States, the Commission

grhir year of its adoprion, make a report 1o the
sl ment and to the Counecil on:

N
} J standard of rtraining provision for food
speTibrs in the Member States:

(b) the pSsibility of establishing Community provisions on

whart should constitute the basic and further training of

wl:'.iﬂm:j of establishing Community quality

standards for all laboratories involved in inspecrion and
gampling under tHDirective;

personal _cleanli s an :
m ﬁﬁﬁm% q%ﬂlﬁa aflighing 2 Community inspection
! : i cludin}f ¢ unities for all institutions and

persons involved in the inspections to exchange
informartion.

Article 14

1. The competent authority or authorities of the Member
States shall draw up forward programmes laying down the
nature and frequency of the inspections to be carried out
rcguﬂl;rly in accordance with Article 4 (1) (a) over a specific
period.
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2. By 1 May of each year the Member States shall send to
the Commission all the necessary information on
implementation during the previous year of the programmes
referred to in paragraph 1, specifying:

— the criteria applied in drawing up these programmes,
— the number and type of inspecrions carried out,

— the number and type of infringements established.

3. By 16 Ocwober of each year, and for the first time in
1991, the Commission shall rransmic to the Membga f8

Standing Commirttee for Foodstuffs, a
concerning a coordinared programme o
following year. This recommendatio
adjusted as required during i
coordinated programme.

The coordinated programme sh
priority criteria 1o be applied in jrg

The information provided for in
special, separate section o
coordinared programme.

4.  Five years after nortification
Commission shall transmit 1o the Couy
application of this Article, accompanied,
appropriate proposals.

‘y_,i

L

Article 15
Each Member State shall communicate to the Commission
the names of:

— the competent authority or authorities and the extent of
their territorial responsibility and functions,

— the official laboratories or laboratories authorized by the
competent authoriries, which are responsible for carrying
out analyses in connection with the contral.

These lists shall be published in the 'C’ series of the Official
Journal af the European Communities.
Article 16

fEmber States shall adopr and publish, nor later than 12
fhs after notification of this Directive, the laws,

fons and administrative provisions necessary o

Vith this Directive not later than 24 months after its
{*). They shall forthwith inform the Commission

1 A

Article 17

rt : ive is addressed to the Member Stares.

embourg, 4 June 1989,

For the Council
The Pressdent
P. SOLBES

AULINENINYINT
ARIANTAUNING A Y

(') This Directive was notified to the Member States on 20 June
1989,
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On the Appmnma ' ¥ i Emh-e:r States Relating
- to the Labelling, Pres ¥ of Foodstuffs for Sa]e

[ . "“-- suaer

- "

Haw.ug regard to gl Eumpe:an Eennnme
Cnmmumty, and i ‘ thereof,

Having regard tg [ e I ORgnission,
Having regard To g ff Fii = &\ WA, 3 an Parliament, |
: i : {0 and Social Cammlttee,

Whereas difference - &% Wtween the laws, regu
tions and administratfie froilde < Gl W& States on the labelling - of
foodstuffs impede the fuff: ,f;- & products and can lead. to
unequal conditions of comp®

Whereas, therefnre
“to the smooth | 22 ==L 5 L

Whereas the p v, B> enact C-oﬁ:lmumty
rules of a general ns Ty @ all fmdstuﬁs put on
the market; ... . 'I T U

Whereas rules of g ﬂaemﬁc natur, 3% apply vertma.]ly only to

e L et (M ke

Whereas, fbreover, the: ﬁel of apphcatmn of this gtﬁ*e should

be limited to foodst m ﬁgﬂ er, ahd
pmcégs%‘

bsequent
the prime consideration for any rules on the Inhe]ll.ng of
foodstuffs should be the need to inform and protect the : consumer; -

Whereas, the.refore, a list should be drawn up of all information wh.td: di—ﬂw.,*zz?
should in principle be included in the labelling of all foodstuffs; =~ ..

Whereas, hawever, the horizontal nature of this Directive dae:s amt
allow, at the initial stage, the inclusion in the compulsory indications of
all the indications which must be added to the list applying in prineiple °
to the whole range of foodstuffs; whereas, during the second stage, Com-
munity provisions .should be a-iapted aimed at supplementing the 2
existing rules; whereas it would accordingly seem necessary to adopt as . 9/
@ matter of priority Community provisions regarding the indication of C1-999/
certain ingredients in the sales description or by indicating & quantity; 221

C1999 /480
[Belease 23: 7 -vii-81.) E.C.L.—C—9

e lams Jvould,'hoﬁtpibuta
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ParT CI—MPRGKEIATI{;.IN oF Laws

Whereas, furthermore, if in the absence of Community rules of a
specific nature Member States should retain the right to lay down certain
-national provisions which may be added to the general provisions of this
Directive, nevertheless these provisions should be subject to a Commu-
nity procedure; - — b :

Whereas the said Community procedure may consist simply in
informing the Commission and the Member States when the .matter
concerns the maintenance of national provisions that precede this
Directive, but must be that of a Community Decision when & Member

State wishes to enact new legislation; :

Whereas provision should also be made for the Community legislator
to derogate, in exceptional gg<gs, from certain obligations that have been
fixed generally; \

Whereas the rulsgh
tion : that wouldMmate

Fd also prohibit the use of informa-
it or attribute medicinal pro-
e ictive, this prohibition should
Bt citising of foodstuffs;

. a5, the right, depending on local
p rules in respect jof the
Wgas, in such cases, rﬁlforma—
- consumer; :

il accelerating the pfrocr:du:e,
sk of adopting implement-

Whereas

Whereas, wfh
the Commisydf o
ing measures of

Whereas il makes the Commission
responsible for 4 WWown in respect of foodstuffs,
provision shou ; WM rMinstituting close co-operation
between Member s miglsion within the Standing Com-

mittece on Foods#fidiaateid 4 sioh 69/414 (J.0. 1969, L291/9);

Whereas fnudst._ b e are manufactured and marketed
under conditiop ientdl]
ather‘pa r4f the Cammunity hasane @2#land’s general situation
and, in pafwg B Juctures, low population,
considerablie®=¢ ¥l =tuation,

HAS ADUPTED THIST T CIIVE.: &

ABLINENTNEN ... .. s

as sucl t e ultimate consumer and certain aspects relating to the
presentation

and advertisfg thereof. & _ e
POBAD RN S BHIRE v
: h&l app o™to tiffs intended for

C1-999/
227

PPly to restaurants, hospitals, canteens and other similar mass
caterers, in so far as the Member States shall so decide.
3. For the purpose of this Directive, | ,

(a) ““labelling ”* shall mean any words, particulars, trade marks,
brand name, pictorial matter or symbol relating to a food-
stuff and placed on any packaging, document, notice, label,
ring or collar accompanying or referring to such foodstuff:

(b) * pre-packaged foodstuff ”’ shall mean any single item fur-

. presentation as such to the ultimate consumer, consisting of
a foodstuff and the packaging into which it was put before
being offered for sale, whether such packaging encloses the
foodstuff completely or only partislly; but in any case

C1999 /481
[Eelease 23: 7 - wii- §1.]

rogs those prevailing in the

183
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in such a way that the contents cannot be altered without
opening or changing the packaging.

ARTICLE 2
1. The labelling and methods used must not: -
(a) be such as could mislead the purchaser to a material degree,
particularly: )

(i) as to the characteristics of the foodstuff and, in particular,
as to its nature, identity, properties, composition, quan-
tity, durability, origin or provenance, method of manu-
facture or production,

(ii) by attributing to the Wk yuff effects or properties which
it does not posgess, \

(iii) by suggestinaWis .
teristics vilSWaNECt all e

LT

characte s

possesses special charac-
odstuffs possess such

(b) subject to the S =rd aphlicaE ™ migalstuffs for particular
nutritional useg ‘ ‘u-\\ hetufl the property of
preventing s 3 / ﬂ WS®ee, or refer to such
properties; C i s Wise there are none,
national pre®isi s & & L5 e ile in the case of
natural minesy ' B ’ AN

The prog#Buy ¥ hlaes | DA SN 6"hall apply to an

such naft]iunal ol g @" : \\\ b d

2. The Council, in agd®r i apd % e"Mid down in Article
100 of the Treaty, shall dj Hin=ey "‘\ W% of the claims within
the meaning of paragra# -,':4_:' -‘\‘ ist at all events be

prohibited or restricted.
3. The prohibitions or
shall also apply to: = =
(a) the presentaticg o - ir shape, appearance
Or PaCKa g S Sy in which they
are arranged £ AE Jlayed;
(b) advertising. l
i i¥

‘a v - =
YHARENENENT
1. In accord Articles 4 to 14 and subject to the exceptions

contained therein, indication of the¢ following pgrticulars alomgsshall be

I GBI LT o Hosetd 4 V181 61 &)

th
the qist of ingredients,
in the case of prepackaged foodstuffs, the net quantity,
the date of minimum durability,
any special storage conditions or conditions of use,
the name or business name and address of the manufacturer or
packager, or of a seller established within the Community.
However, the Member States shall be authorised in respect of
butter prdduced in their territory, to require only an indication of
the manufacturer, packager or seller.
Without prejudice to 31& notification provided for in Article 22,
Member States shall inform the Commission and the other Member
States of any measure taken pursuant to this paragraph,

C1999/482

to In paragraphs 1 and 2

O ln P bl b =

[Release 49: 14 - i - 88.)
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—carbonated water, the description of which indicates that it

. has been carbonated, :

—fermentation vinegars derived exclusively from a single basic
product, provided that no other ingredient has been added;

(b) —cheese,

—butter, _
—fermented milk and cream, .

provided that no ingredient has been added other than lactic

products, enzymes and micro-organism cultures essential to

manufacture, or the salt needed for the manufacture of
cheese other than fresh cheese and processed cheese;

(c) products consisting of a single ingredient.

3. In the case of beverages contaly ore than 1-2 per cent. by
volume of alcohol, the Council, agtiiig sal from the Commission,
shall, before the expiry of a penoENaRY #* Sllowing notification of
this Directive, determine the MecSo geedients | . dl

4. (a) “Ingredient” sholi sssmmeewsticluding additives,

: used in the man 2 PlepasalBsesifoodstuff and stil]

present in the TS . ‘7"‘-&:,\- form.

(b) Where an ingg the product of
several ingredie; oWlied as ingredients
of the foodsty

(¢) The following sh oTeNents:

(i) the consglicdl £ 1 ) ave been tem-
orarily ser o g i, X RS0 0N | * fWiring process and
ater reinghd . BesWf their original
proportions:

(if) —additives:

—whose pri O tuff is solely due to
the fact =i aiied in one or more
ingredients of Fm=t provided that they serve
no technoladresdzzlasis Wished product,

—WIloR JUEAAITNTO SRmeam—m -

-

. 185

C1-999/
232

—sulps ML) necessary as

SOl RS mouring,
(d) In certain case{PeciSIONSN *hellin acdlidance with the
procedure laid ®Own in Article 17 as to whether the conditions

described in (c) (#)eare satisfied. o

T oo TN UNG WY ARG o e

time of thgir use in the manufacture of the fcmdstuffﬁ shall

appear preceded by a suitatfe headin ' %r]-:}qr rd
RN U N Y

9 —added water and volatile products shall be listed in

order of their weight in the finished product; the

amount of water added as an ingredient in a foodstuff

shall be calculated by deducting from the total amount

of the finished Jnmduc: the total amount of the other

ingredients used. This amount need not be taken into

consideration if it does not exceed five per cent.’' by

_weight of the finished product; . s

J~ingredients used in concentrated or dehydrated form

and reconstituted at the time of manufacture may be

listed in order of weight as recorded before their

concentration or dehydration; , B

—in the case of concentrated or dehydrated foods which

C1999/484

[Release 49: j4 - ; - 88.]

C1-999

233

C1-999/
233
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231
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232
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'PART C1—APPROXIMATION OF LAWS

(7) particulars of the place of origin or provenance in the cases where
ailure to give such particulars might mislead the consumer to a
material degree as to the true origin or provenance of the foodstuff,

(8) instructions for use when it would be impossible to make appro-

priate use of the foodstuff in the absence of such instructions.

[(9) with respect to beverages containing more than.1,2 per cent. by

volume of alcohol, the actual alcoholic strenghth by volume.]

2. Notwithstanding the previous paragraph, Member States may retain
national provisions which require indication of the factory or packaging
centre, in respect of home production. = :

3..The provisions of this Article shall be without prejudice to more
precise or more extensive provisions regarding weights and measures.

AMENDMENT

In para. (1) point (9) was inaes A P97, Art. 1 (O.J. 1986, L144/38).

Z

1. Community g G INBIBONSEecified foodstuffs and not to
foodstuffs in geheg A\l gations, in exceptional cases,
from the requi o £ Fo58 1} e 348, points 2 and 4, provided
that this does Tiot g5y A BURBNENSH OQin 8 nadequately informed.

2. Communify a2 AN ANs e fied foodstuffs and not to
foodstuffs in | 5 0 (Gl N OWe Mparticulars in addition to
those listed in AR N Mbellin

. Memgt;er States may make
pith the procedure laid down

Whn;rc there 4
rovision for suc
in Article 16.

1. The nalvs - ] shall be the name laid
down by whaT=es i tiative provisions apply to
the foodstuff iflljuestiomn e gosence @il any such name, the name

customary.-in tlic Member State where the rod uct is sold to the ultimate
consumer, or a degagiption of theafoodstuff and, if necessary, of its use,
E iiit

m‘ﬂ" ‘ f its true nature and
ddats] wgth which it could be
confuse

e ' AUt 14. "l ﬂ
1 e d prodt ol include or be
actompanied by particulars as to the physical condition of the foodstuff or
the specific treatment which it has undergone (e.g. powdered, freeze-

dried, deep-frozen, concentrated, smoked) in all cases where omission of
such information could create confusion in the mind of the purchaser.

ARTICLE 5

1. Ingredients shall be listed in accordance with this Article and the
Annexes.
2. Ingredients need not be listed in the case of:
51) —fresh fruit and vegetables, including potatoes, which have
not been peeled, cut or similarly treated,

C1999/483
[Release 49: 14 - i - 88.)
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—<carbonated water, the description of which indicates that it
.- has been carbonated, ;
—fermentation vinegars derived exclusively from a single basic
product, provided that no other ingredient has been added:
(b) —<cheese,
*T--bl.'luﬂl',
—fermented milk and cream,
provided that no ingredient has been added other than lactic
products, enzymes and micro-organism cultures essential to
manufacture, or the salt needed for the manufacture of
cheese other than fresiy gheese and processed cheese:
(c) products consisting Qisa¥ ”x Pgcdient.
3. In the case of beveragsSSeuAl " e than 1-2 per cent. by
volume of alcohol, the Coulmuaaetifig o -ﬁ‘" 2l from the Commission,
shall, before the expiry ol mmmali (g fo e lowing notification of

this Directive, determine . fof la e tmens cdients [ .. cI]
4. (a) “Ingredient’ 70 B ace, including additives,
. used in the g™ 4 : A Wl foodstuff and still

present in the g4 ‘ a!tered form.
(b) Where an e % 0 WSelf the product of
several ingredy e ar fgarded as ingredients
of the food g
(¢) The followlng
(i) the cog
l:mrari Y s
ater reigre,

W Weredients:

W "Wlich have been tem-
W MWfacturing process and
] ess of their original

... proportion fff M=

(i) —additived b <
—whose pre, ‘75'5?@7’7 &0 foodstuff is solely due to
A Biained. in one or more

the fa

A SETIOOSSINSEES, £20)1 that they serve
[ S=ssmemmn et jhed product,
y:‘, - e ; 50, e m wm
—suiftan ! Aeanutiedifrictly necessary as
séents or media for additives ¢ flavouning.
(d) In certain caseg Recisions mayee taken in accordance with the

pro 5 | ‘ ) e conditions
dﬁéﬁeﬂ, ) OHLEtha N &S

5. (a) The lgg of ingredients shall include all the ingredients of the

foodstuff, in descending order of % 1;{%[1[ the

)t i gti | Wa | bo t shall

ﬂ‘amﬂﬁﬂﬂtﬁ nil}: adin rhcl word

ingredients.”
owever: _

—added water and volatile products shall be listed in
order of their weight in the finished product; the
amount of water added as an ingredient in a foodstuff
shall be calculated by deducting from the total amount
of the finished Jsmduct the total amount of the other
ingredients used. This amount need not be taken into

. consideration if it does not exceed five per cent.' by

., weight of the finished product; A S

JF—ingredients used in concentrated or dehydrated form
and reconstituted at the time of manufacture may be
listed in order of weight as recorded before their

concentration or dehydration; o g

—in the case of concentrated or dehydrated foods which

C1999/484
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are intended to be reconstituted by the addition of
C1-999/ water, the ingredients may be listed in order of pro-
233 portion in the reconstituted product provided that the
. list of ingredients is accompanied by an expression such
as “ingredients of the reconstituted. product,” or

“ingredients of the ready-to-use product";
—in the case of mixtures of fruit or vegetables where no
articular fruit or vegetable significantly predominates
in proportion by weight, those ingredients may be listed
in another order provided that that list of ingredients
is accompanied by an expression such as “in variable

proportion’;

—in the case of mixtures of spices or herbs, where none
significantly predominates in dpruponiﬂn by weight,
thosm Wi Alients may be listed in another order pro-
RIS S st of ingredients is accompanied by an
el “in variable proportion";

(B) INgu——— peeicd by their specific name, where
—— the rules laid down in Article 3.

meie to one of the categoties listed

] tituents of another foodstuff
&k by the name of that category;
pl0 0ne of the categones listed in
Sgsicnated by the name of that
%y*™heir specific namec or EEC
AWt belongs to more than one of
| 4 cSory appropriate to the principal

; & 8%( the foodstuff in question shall
i, 2% dfents to this Annex based on
and technical knowledge shall be
Midance with the procedure laid down in

\\

Bl bgdescribed in accordance with

—pplicable thereto, until the

¢ S munity provisions;

! WOVigmins or, where there are none,

L provisionidipplicable to certain specified
¢ foodstuffs, many also provide for categories additional

o ' - k. Without prejudice to the
ﬂ u H 'J ﬂt ?}n' r ﬂafi‘rlﬂ rticle 22, Member States
Q attidfdeny t m ofi and the other Member

Statgg of any meggure taken puggyant to this indent.

N YA TUNAIA R AR oo
23 ] e’uhddr | & Speti dstuff is sold is to
be accompanied by mention of a particular ingredient or ingredients.

The procedure laid down in Article 16 shall apply to any such national
provisions.

the Ndliona

7. In the case referred to in paragraph 4(b), a compound ingredient
may be included in the list of ingredients, under its own designation in so
far as this is laid down by law or established by custom, in terms of its
overdll weight, provided that it is immediately followed by a list of its
ingredients.

C1-999/ Such a list, however, shall not be compulsory:

. —where the compound inﬁrcdicnt constitutes less than 25 per cent. of
233 the finished product; however, this exemption shall not apply
C1999/485
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in the case of additives, subject to the provisions of paragraph 4(c),
—Where the compound ingredient js a oodstuff for which a list of
ingredients is not required under Community rules.

8. Notwithstanding paragraph 5(a), the water content need not be

specified: )

(a) where the water is used during the manufacturing process solely
for the reconstitution of an ingredient . used in concentrated or
dehydrated form: :

(b) in the case of a liquid medium which is not normally consumed.

AMENDMENT
Para. (3) has been amended by Dir. 86/197_Art. 1 (0., 1986, L144/38).

1. Where the labelling e s ff A m— . is on the presence

| ; X ‘““'w.; are essential to the
specific properties of i i\ g™ description of the
fcodstuﬁphas the same - i i Y I um percentage, as
the case may be, useg A gL M be stated.

This information shajg W next to the name
under which the foodgy ents in connection
with the ingredient iff qif

In accordance with 4
decided that, in the cafe
in this paragraph shall by

2. Paragraph 1 shall not

(a) in the case of #Ebek
foodstuff in accord: b
under Communi

icle 17, it may be
jcrcentage referred to
s.

tefided to characterise a
&.5(1) or which is required
dCTg~are none, under

national iy geduffs;
(6) in the ciFz= M Jantities only as
flavouringed

noned@lational provisions
foodstuffs, as well as in the case referred to in

st.be indicated
Aﬁgppro nate,
t

paragraph'z(aﬂ, that quangigies of certaingiAeredien
either in abso | %ﬁﬁﬁ 4
meniion shoudeFRE & THEIEaIY - LT

3. Community provigipns Of, —_
may stipulate for certaw

ingredi ' les of these
S ALttt e
9 .

ARTICLE 8

L. The net quantity of prepackaged foodstuffs shall be expressed:
—in units of volume in the case of liquids,
. —in units of mass in the case of other products,
using the litre, centilitre, millilitre, kilogram or gram, as appropriate.
Community provisions or, where there are none, national Provisions
applicable to certain specified foodstuffs may dcmfatc from this rule.
€ procedure laid down in Article 16 shall apply to any such national
provisions.
2. (a) where the indication of a certain type of quantity (e.g. nominal

quantity, minimum quantity, average quantity) is required by -

C1999/486
[Release 49: 14 - ; - 88.)

189

C1-999/
234

C1-999/
235

C1-999/

C1-999/
236



C1-999/
236

C1-999/
237

C1-999/
236

- PART CI—APPROXIMATION OF LAws

Community provisions or, where there are none, by national
rovisions, Lll:is quantity shall be regarded as the net quantity
or the purposes of this Directive. ol

Without prejudice to the notification provided for in Article

22, Member States shall inform the Commissign and the other

Member States of any measure taken pursuait to this point.

(b) Community" provisions or,” where there are none, national
provisions may, for certain specified foodstuffs classified by
quantity in categories, require other indications of quantity.

The procedure laid down in Article 16 shall apply to any

such national gu '» S

(c) Where a_gisiR \iif/ /r consists of two or more individual
prepaci gty (i the same quantity of the same
ProdusisdSSSitt quarntemei® be indicated by mentioning the

=

net oummelhnt e dmmmeR dividual package and the total
N U 7. nickag T v ion of these particulars shall
NOt ey 4 Ko Waivhere the total number of
1) ‘EI;' een and easily counted from
th M dication of the net quantity
gkape can be clearly seen from

the

-

4OWNsts of two or more individual
n{\ a8l as units of sale, the net
"t‘ JWkting the total net quantity and
vid -“- kages. Community provisions

niflonal provisions need not, in the
quire indication of the total number

of individualss
Withaus 'ﬁ‘"‘?g

",

.

ification provided for in Article
R £ Llommission and the other
R¥) pursuant to this point.

Oldfby number, Member States
¢ net quant& provided that the number
be seen and e@iy counted from the outside or, if not,

L W ﬁ%ﬂﬂﬂ%}@ in Article 22, Member
he Cornhission 'a e other Member States of any

3. In the cpie™e
need not reqiife indication 0
of items can cleayl
1s indic

Wit
States |
measur

n A
POkt O
aken pursuant tqgthis paragragh..

For the purposes of this paragraph, “liquid medium” shall mean the
following products, possibly m mixtures, provided that the liquid is merely
an adjunct to the essential elements of that preparation and is thus not a
decisive factor for the purchase: water, salt water, brine, vinegar, acqueous
solutions of sugars, and fruit or vegetable juices in the case of tinned fruit
or vegetables.

Methods of checking the drained net weight shall be determined in
accordance with the procedure laid down in Article 17,

5(.;I It shall not be compulsory to indicate the net quantity in the case of
foodstuffs:

(a) which are subject to considerable losses in their volume or mass
and which are sold by number or weighed in the presence of the
purchaser; -

(b) the net”quantity of which is less than S or Sml; however, this
provision shall not apply to spices and herbs.

C1999/487
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Community provisions or, where there are none, national pro-
visions applicable to sm:aﬁcd foodstuffs may in axceptmnal cases
lay down thresholds which are higher than 5g or Sml provided that
this does not result in the purchaser being inadequately informed.

Without prejudice to the notification prnwded% or in Article 22, Member
States shal mgﬂrm the Commission and the other Member States of any
measure taken pursuant to this para%raph ,

6. Until the end of the transitional period dunng which the use of the
imperial units of measurement contained in Chapter D of the Annex to
Directive 71/354 of October 18, 1971 (J.O. 1971, L243/29), on the
approximation of the laws of the Member States rclatmg to units of
measurement, as last amended by Directive 76/770 (O.J. 1976, L262/204),
is authorised in the Community, Ireland and the United ng,dom may
permit the quantity to be expressedphly j 1mpcnal units of measurement
calculated on the basis of thn: QNN _

0-0352 fluid oguema

—1lml =
—11 = 1-760 pints ot
—1lg = 0-353 oun . )
—1 kg = 2.205 pow
2 "\" " oy
1. The date of migfiugl g ghHilm RN \ all be the date until
which the foodstuff retgfis JF FuectoQuSPERARs When properly stored.

It shall be indicate
2. The date shall be p
—"Best before . .

Mions of this Article.

indication of the day,

However, in the case @
logical point of view, are high
the words *“‘use before
notification proviggd
Commission and tj
to this sub- paragra =

Before the expiry ,f a pcrioe FSSITOm tii§ date of notification
of this Directive, thé*Council acting on a proposal iTom the Commission,
shall decide on the abmagon date-indggation arrangements for .hi hly

A TN SRR AT

—either tHY date itself, or

—a reference to whe.re Lhe dfte is wcn @ the labellin
If n m'aa 1 ﬂ. of the
storage o ti eep for

the specified period.
4. The date shall consist of the day month and year in uncoded
chronological form.
However, in the case of foodstuffs:
—which will not keep for more than three months, an indication of
the day and the month will suffice, .
—which wjll keep for more than three months but not more than 18
months; an indication of the month and year will suffice,
—which will keep for more than 18 months, an indication of the year
will suffice.
The manner of indicating the date may be s;x:mﬁcd according to the
procedure laid down in Article 17. = ;

~€1999/488

ich, from the microbio-
ember States may require
Vithout prejudice to the
#z3 shall inform the
fefjrc taken pursuant
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PART C1—APPROXIMATION OF ngs

5. In their own territories the Member States may permit the minimum
C1-999/ durability period to be expressed otherwise than in terms of the date of
239 minimum gurahiliqr. T
Without prejudice to the notification provided for in Article 22, Member
States shallpnntify the Commission and the other Member States of any
measure taken under this paragraph. - B :
6. Subject to the Community provisions governing the products below,
an indication of the date of minimum durability shall not be required for:
_—fresh fruit and vegetables, including potatoes, which have not been
peeled, cut or similarly treated, ~
—wines, liqueur wines, sparkling wines, aromatized wines, fruit wines
and sparkling fruit wines, ' ;
—beverages containing 10 per cent. or more by volume of alcohol,
—bakers’ or pastry-cooks’, wares which, given the nature of their
content, are nogal gsumed within 24 hours of their

manufacture, SN /
—vinegar - / e
—cockiné Salt — _’-’ﬂ
—solid sugar, A 7 . m—
—-confectio ) CosSSe. U™avoured and/or coloured
sugars. - \\\\i
C1-999/ L5 \\ . A f\\\
240 AN S

1. The instructighis i §f % fé ’
way as to enabledpyf Friatalss

2. Community pgF @ 70"
may, in the case®{
instructions for use 46 it

The procedure ldfd @asfiss
provisions. '

Whall be indicated in such a
;* pereof.

R&%re none, national provisions
W% ecify the way in which the

. 15 shall apply to such national

x4

‘
The rules coly erning 1ndicalion of the aldg

diolic strength by volume
D%ﬁd by tariff heading Nos 22.04 and

shall, in the case_of products ¢
- 22.05, be, Efﬁ; i ‘ {ty=provisions appiicable
tG SuCh % : | mﬂﬂ . - I i . e i |
In the ther rdgés ifffhg more than 1,2 percent. by

volume of"alcohol, these rujes shall be laid down in acggrdance with the

AT NaY

ARTICLE 11

1. (a) When the foodstuffs are prepackaged, the particulars provided

"for in Article 3 and Article 4(2) shall appear on the prepack-
;Fing or on a label attached thereto. -

(b) Notwithstanding point () and without prejudice to Community

C provisions on nominal amounts, Member States may authorise

1-999/ ~ that all or some of the particulars provided for in Article 3 and

239 Article 4(2) be given only on the relevantutsade documents
' C1999/489
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when the foodstuffs are prepackaged and marketed prior to

their sale to the ultimate consumer. C1-999/
Without prejudice to the notification provided for in Article 240

22, Member States shall inform the Commission and the other

Member States of any measure taken pursuant to this point.
The Coundil, acting on a proposal from the Commission,

shall lay down the provisions to apply subsequently in this

_connection not later than nine years aiter notification of this

Directive. .

2. These particulars shall be easy to understand and marked in a C1-999/
cons iciunus place in such a way as to be easily visible, clearly legible and 241
indelible. ‘

They shall not in any way bade % f # #-ured or interrupted by other
written or pictorial matter NS '-31 / '

3. [(a) The particularaSesaECi" A rticleia iy cints (1), (3) (4) and (9)
shall be simuiimmessss visble .

(b) However, f sl
of the particy
requiremem®st
notification %
4. Member States##a\ :

(a) germit that 4 : ; dArticle 3(1), points 1,

and 4, Al o A 8 Mntainers the largest
surface of w] 7 L - % 10 cm?,

(b) require thgMole o Wl particulars listed in

Article 3 in regb s Muclts in bottles intended

. - upon which one
Ol < indelibly marked, this
10 years following

for re-use: iU casRi2idigay 2% ‘Wovide for derogations

from paragrapif \
Without prejudice to tht neaEEEEnEE =dfor in Article 22, Member
States shall ingnrm the @;3’ : sther Member States of any

measure taken pursya

AMENDMENT - .
_ PRA197. Art. 1 (0.1, 1986,

In para. (3) the word o
L144/38). 1

i¥

AULINENINeINg
RNSBIRHRIIRY 1A Y

C1-999/
241

R S i

C1999/489/1
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ARTICLE 12

Where foodstuffs are offered for sale to the ultimate consumer without
g prepackaging, or where foodstuffs are packaged on the sales premises at
the consumer’s request or prepackaged for direct sale, the Member States
shall adopt detailed rules cnnccmin% the manner in which the particulars
specified in Article 3 and Article 4( &am to be shown.
They may decide not to require the provision of all or some of.these
articulars, provided that the consumer still received sufficient
information.

_ This Directive shall nemaseet! oo f national laws which, in
the absence of Comm® 1095, | mieis stringent requirements
for the labelling o y packaging such as
figurines or souvenirs

A hwn requirements more
ARAN c§)3 to 11 concerning the
i \ NArticle 3 and Article 4(2)

curgithat the sale of foodstuffs
f the particulars provided in
2 a language easily understood
sen taken to ensure that the
pfyent such particulars

Member States shy
detailed than those
manner in which the p,
are to be shown.

The Member State s
within their own territOried===
Article 3 and Article 4(2) ':“3";_’:)_
by purchasers, URESSE e
purchaser is infQuEEa RS NrONSION
from being indicg"H

..!
!

e
&

i¥

ARTICLEAS

JE Memb&u&iﬁm &mﬁlw H}G}tﬁs‘ihkzh comply with

the rules laidlown in this Directive bE l{']l_!: appligatmn of non-harmonized
ellingsand presentgjon of certain

natiopal provisions governing he la
SRRIREGaIIINGN
) 7 n | n hi ﬁn%j provisions
‘ justified on grounds of: v
—protection of public health,
—prevention of fraud, unless such dpmvisim:}s are liable to impede the
. application of the definitions and rules laid down by this Directive,
—protection of industrial and commercial property rights, indications
of provenance, registered designations of origin and prevention of
unFair competition.

'
X

ARTICLE 16
_ ‘iﬁi'here reference is made to this Article, the following procedure shall
apply: g5
C1999/490
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Part Cl—APPROXIMATION OF LAWS

(1) When a Member State maintains the provisions of its national laws,

C1-999/ it shall inform the Commission and the other Member States
242 thereof within a period of two years after notification of this
Directive;

(2) Should a Member State deem it necessary to adopt new legislation,
it shall notify the Commission and the other Meniber States of the
measures envisaged and give the reasons justifying them. The
Commission shal% consult the Member States within the Standing
Committee on Foodstuffs if it considers such consultatron to be
useful or if a Member State so requests.

Member States may take such envisaged measures only three
months after such notification and provided that the Commission’s
opinion is not negali

In the latter by

»fore the expiry of the abovementioned
period, thesSl o Jnitiate the procedure provided for in
Article 1T / s whether the envisaged measures

- eni-niog siteees necessary, to the appropriate

. C1-999/
/ 243 1. Where.4 Ws. Articie is invoked, the maller
shall be o4 ] Mk on Foodstuffs (hereinafter
/ called “the Cgfingl either on his own initiative or
1 ler State,

2. The o bt g sfiall submit to the Committee
a draft of thfm gl “hules? "% Cemmittee shall give its opinion
on that dr | ENLo e % " Thairman having regard to the
urgency of t y, ; 'l O delivered by a majority, of [54]
votes, the vdtes @ f AT at&Wing weighted as provided for in

an shall not vote.
visaged are in accordance with the
the Commission shall adopt them.
(b aggrnot-in accordance with the
==Y opinion is delivered, the
\7 A¥ bmit to the Council a pro-
moSe asmmi. The Council shall act by a
Jualified Ma]OTItT . N i
(c) 1f the Counail has not acted within three months of the proposal

N bEigasubmitted to ithe proposed measures shall be adopted
AU WENS

AmeRuenT
In para. (2) the figure in sflare brackets yag, substituted by WgfAct of Accession of the
ARSI T
9 ARTICLE 18

Article 148(2) §
3. (a) Where
opiniQz

Il

‘Article 17 shall apply P’Gr a period of two years from the date on which
the matter was first referred to the Committee after January 1, 1985]
pursuant to Article 17.

AMENDMENT
The words in square brackets were replaced by Dir. 85/7, Art 1 (O.J. 1985 L2/22).

i AFRTICLE 19

If temporary measures prove necessary to facilitate the application of
C1-999/  this Directive, they shall }l]n: adopted in accordance with the procedure
242 provided for in Article 17.

C1999/491
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ARTICLE 20

This Directive shall not affect Community provisions relating to the
labelling and presentation of certain foodstuffs already adopted at the
time of its notification. '

Any amendments necessary to harmonize such provisions with the rules
laid down in this Directive shall be decided in accordance with the
procedure applicable to each of the provisions in question.

This Directive shall not

) ts for export outside the
Community.

1. Member States shig
necessary to compls )
forthwith inform the Cgg
applied in such a waydt

—pl_t]:_rm]:i)g trade in thyfe Awith the provisions of
this Directive ngai . i W otification

—prohibit trade 1n j A | & not comply 'with the
provisions of this #&1 @tiveats al% ™ s notification.

2. However, Member 5§ '

(a) in the case of
the second indent.

M heir laws as may be
Directive and shall
WMius amended shall be

:duce the period specified in

(b) in the cage o egp for a long time,
?.(tand g ent of paragraph

(c) without A

: “siicle 23(1)(b), in the
case of fodlstuffs W

aracep for @i#re than 12 months,
extend to six years the period laid down in the second indent

gf tpa raph‘hbnvf:ﬁ ﬁ%‘w‘ﬁﬁgﬁ%m indicate the
d L
3. In the caé ﬁ‘w | =i -

graph 2(a), thegprocedure Jaid down in dyticle 16(2)

%ﬁ;ﬁ%ﬁmﬂﬁ% HE IR e

taken pursuant to the said points.,
4. Member States shall also ensure that the Commission receives the

text of any essential provision of national law which they adopt in the
field governed by this Directive. '

ARTICLE 23

1. By way of :derogation from the second indent of Article 22(1),
Member States may make implementation of the provisions relating to
the following matters optional: N

(a) the designation, provided for in the second indent of Article

6(5)(b), of the specific name or EEC number of the ingredients
belonging to one of the categories listed in Annex II:

C1999/492
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PART CI—APPRQHMAHGN oF Laws

(b) the mdmatmn provided for in Article 9, of the date of minimum
C1-999/ durability in the case of:
245 —foodstuffs whose minimum durability exceeds 18 months,
—deep-frozen foodstuffs,
—ice-creams,

4

—<chewing gums and similar chewing pmducts
=—fermented cheese intended to ripen completely or partially in
prepackaging;

(c) the mfnnnatmn meded for in Annex I to supplement the desig-

nation “oil” or “fat.”

2. Without prejudice to the information provided for in Article 22,
Member States shall inform the Commission and the other Member States
of any measure taken pursuant to paragraph 1.

3. After a period of five y&ars ollowing notification of this Directive,
the Council shall, in a ygith the procedure laid down in Article

100 of the Traaty, decigieN kh /nmon rules to apply in the cases

referred to in paraggs

C1-999/

This Directi ‘ Y ARIRCNESC ™ overseas departments.

This Directiv ’ ® 0 %8 ffs marketed in Greenland,

C1-999/
i T

A UL ANENINI ‘inmgm,,

Refined m]s other than olive oil. & together wigh

ARIANNTIU AN ’ﬁﬂﬂ‘iﬁﬂ:m:’;%m‘“ .

—an indication of their spedfic vegetable
-: or animal origin.

The adjective “hydrogenated” must accom-
pany the indication of a hydrogenated oil
where the vegetable origin or the specific
vegetable or animal origin is mentioned.

. However, in either case, Member States may
lay down requirements which are more strin-
gent in the case of foodstuffs consisting
essentially of oils and fats, emulsified sauces

o or preparations where the oil serves as a

C1-999/ liguid medium; in that case the procedure

2D, g laid down is Article 16 shall apply.
(C1999/493
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Definition Designation
Refined fats. * Fat,” together with . %{99‘91"

—cither the adjective “ vegetable ™ or
“ animal,” as appropriate, or

—an indication of their spmﬁ{: vegetable
or animal origin.

However, in cither case, Member States may
lay down requirements which are more strin-
gent in the case of foodstuffs consisting
essentially of oils and fats or emulsified
sauces; in that case the procedure laid down
in Article 16 shall apply.

Mixtures of flour obtained from two or g | Flour,” followed by a list of the cereals

cereal species.

Starches, and starches mod}
or enzymatic means.

All species of fish where £8

constitutes an ingredieny
and provided that the
of such a foodstuff does ny
type of poultrymeat.
All types of cheese whe
mixture of cheeses constitlte:
of another foodstuff and pr
name and presentation of suc
does riot refer to a SP:CiﬁC type gt

All spices and spicq ¥ty i 0i 0 spices.

2 per cent. by weigh ‘_,—--_m-...,._..-—ﬁ_‘;“l
All herbs or parts 0 F A
per cent. by weight uf ooe o

All types of gum p:c ation used in the Gum base.
manufacture of gum baseglopghewing gum.

A INEN ST

herbs.

L

Anhydrous xirusn and  degtrose Dcxtr se,
TANAAIN I NRAINA Y
Press, @peller or refined cocoa butler. Cocoa butter.

All crystallised [ruit not exceeding 10 per  Crystallised fruit.
cent. of the weight of the foodstuffs.

-

C1-999/

247

C1999/494  peeerm
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C1-999/
248

C1-999/ GeneraL NoTe

149

C1-999/
250

C1-999/
243

Part C1—APPROXIMATION OF Laws
Annex I

Categories of ingredients which must be designated by the name of the category to which
they belong, followed by their specific name or EEC number

Colour

~ Preservative
Antioxidant
Emulsifier
Thickener
Gelling agent

3
\
!
\
\
!
\
\
\

tsidfhe Community and foodstuffs presented
ulf¥nate consumer must be packaged and
=1, 13 and 21). Where such foodstuffs are not

With the exception of §
in fancy packaging, fo#
labelled in accordance with

prepackaged or are packagaiol £ Member States are to introduce detailed
rules as to howaiyt: Member States may not forbid
trade in food s g === e Directive (Art. 15). Member

States are forbig™

: AR Jose laid down by the Directive,
but shall ensure Ti=y

: ve=id 4 (2) is presented in a language
with which purchiifers will"UEHS teid). Thaflilirective must be implemented by
Member States s8%as to permit trade in products complying with the Directive within two
years of notification ghgalo prohibit trade g products which do not comply with the Directive

within fo . = QAl 31 : : ! .
For im§ ﬁ i fEEL :'H ﬂ%ﬂﬂ 849 and S.1. 1982 Nos. 1358
and 1359. pgr implcmenlation in Scotland see S.1. 1981 No. [37. For further implementations

see 5.1, 19 : Hné II'?_, S'],' 1982 Ho. :T!?, SVIT% Nmi 1‘314.‘ S,I‘.wi_iﬂi I;:J._tlgi. 5.1. 1984
QRN ST T TR

: Council Directive 79/113 of December 19, 1978
On the Approximation of the Laws of the Member States Relating to the
Determination of the Noise Emission of Construction Plant and Equipment

(0.J. 1979, L33/15)

The text of this Directive is printed under Transport and the Environment (Part C16).

! Indication of specific name or EEC number is not required.
* Only for procsssed cheeses and processed cheese products.

C1999/495
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NRUUIN T

COUNCIL DIRECTIVE
of 14 Junc 1989

zm::ntihg Directive 79/112/EEC on the approximation of the laws of the Member States
* relading o labelling, presentation and advertising of foodstuffs for sale to the ulibmare
‘ - consume.

(E9/35/EEC)

loadstull, where such treatment is allowed, must already be
acknowledged; whereas to that end it should be specificed char
ny foodstuff which has undergone such treatment must bear
_gorresponding indication; whereas, however, specilic
gions concerning compaund faedsiulls containing an

¢ previously treared with ionizing radiation will not

Sugeed unil rules are adopred on irradiation treatment
Tl b i

THE COUNCIL OF THE EUROPEAN COMMUNITIES

Having regard to the Trezcy eseablishi
Ecoromic Community, 2nd in pasgd
therof,

H:vEn-g regard to the proposal fx

In cooperation with the Eurog h 3 vicw to faclitating trade berween Member

oy be pravided d”? 4k stages prior o salc o the

M8 cume:, only information on the essential
hould appear on the outer packaging and whereas
datory pamiculars that mus appear on 2
foodstuii nced appear only on commercial
W s refesting thereto;

Having regard to the opiniog
Committee ('},

Whereas Council Directiv
amended by Directive 86/ 197 /E

national derogations in 3 num ;
g s 0 all cases where the Council empowers the

Wsion t0 implement rules relating to foodstuffs
e for human consumption, provision should be made
{8 procedure estanlishing close coaperation berween the
Member States and the Commission within the Standing
(ommitee  for  Foodsruffs, set wp by Decision
S/EEC(4), C

Whereas, with the dual aim_of
market and providing improved |
consumers in the Community, thoseBercl
climinaced;

il’h:.:r::s. in partcular, fx¥d 4

adoption of Dircctive 79/ R \_,-‘[

applicable to restaurants, § ~

similar mass eaterers throug E T LiGest ED THIS DIRECTIVE:
ll 5

Whereas the date of minimum durability has proved irs

worth; whereas, however, in ‘fﬂt.ﬂﬂts_ of a beudl/

iF

Artiele |
- protection of public el t \ 91 |
be used in preferen e Eﬁmﬁ w eqrivelF 4/ EC is hereby amended as follows:
from the miaobiulsﬂlﬂ tew, are highly p:nsl-‘ubk
|

and whereas in doub®l cases a Cnmmun[r_rfru-:-.—dur: 1. The e of d‘tﬁfﬂiiﬂ shall be .replaced by the

should be l2id down: , o P~
AASNIUAN BN, oo

Whereas .dm D ve n oy 1 ' approxmation of the laws of the Member Seates

presentanon &d ﬂ.d.‘ﬂ:l.'li.‘l.inx and not with dhe qUtIlllﬂﬂ ol K!J[ih!,[ﬂdll:]:bc"inﬂ,?fﬂ.‘.ﬂl;liﬂﬂuﬂl I.d?tﬂii—iﬂg of

allowing or banning i:redi:gion of foodsruffs or ingrediencs foodsmuffs’. s

thereal; .

_ 2. Aricle 1 (2) shall be rq.:'laud by the following:
Whereas, however, without prejudice to a decision on .

substance at Communicy level, the consumer's right to be |:: endchh; I::Jmlr'" shall apply ;h'“ &r:hfoodsm{ﬁ
“ d e LR ¢ supply to restaurants, hospitals, caneeens
informed of zay- irradiation ereaument Undergohe b2 ; and other similar mass eaterers (hercinafter referred to
(") O NoC124,28. 5. 1986, p. 5, 3nd Of No C 154, 12. €. 1987, 3% Mass cacerers”).”
p- 10, .
() O] No C 99, 13. %. 1987, p. 65, and O] Na C 120, 3. In Article 1 (3) (b), "to the ultimate consumer’ shall be
16. 5, 1989, . replaced by “to the ultimate consumer and to mass

(") O] No C 328, 22. 12. 1986, p. 27. . caterers’,
(') O] No L 33, 8. 2. 1979, p. 1. g
(') Of Mo L 144, 29, 5. 1986, p. 38, () QJ No L 291,19. 11. 1969, p. 5. .
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4. Amicle 2 (1) (b) shall be replaced by the following: 8. The firse indenc of Article § (5) (b) shall be replaced by
’ eaht the following: =~

bject to Community provisions applicable ¢ : ; .
© :Iu:lﬂ!:::; mil':::.l “:::l.:crI: and foodswlls for "~ ingredicnts which belong to one of the categarics
pariculac nutritional uses, attribute o any listed in Annex 1 :nd_nrc constitwents of another
- foodsrulf the property of preventing, treating ac fg&d“urr_m;r h._-_a,ms_““,d by the name of that
curing 3 human disease, or refer 1o such categary only. Alterations to the list of categorics in
propertics’. Annex [ may be effected in accordance with the

procedure laid down in Amicle 17,7,

- Article 3 (1) (4) shall be replaced by the following:

10. The following shall be added to the third indent of
4. The date of minimum dursbility or, in the casc of Article 6 (5] (b):
fi il i he microbiological point
::'ﬂdv:::v : :::Ic;i'glii}:mp:r:;::ﬁ: Ifh: g by~ “These provisions shall be adopeed in accordance with
P ' the procedure laid down in Arricle 17,

11. The fourth indent of Article § (5} (b) shall be replaced

The following paragragh shall | B by che following:

‘3. The Community p
paragraphs | and 2 shallb
the procedure laid down i

the specific Community provisions governing the
indication of trcatment of an ingredient with
onizing radiation shall be adopred subsequently in
ccordance with Article 100z of the Treary."

In Article 5 (3) the folloval 4. e Community provisions referred to in chis
Muaph shall be adopeed in sccordance with the
Mccdure laid down in Amicle 17

— in Spanish

“irradiadn™ or “tratado d
ARG SRCanane The Community provisions referred to in this
pacagraph shall be adopted in accocdance with the
proceduce laid down in Ariele 17,

— in Danish:

“beserdlecs or  Tsirdlekepmee—res
“behandler  med  ioniseiam &Jfﬁﬁg‘
“konserverer met o

B <) shall be replaced by the fallowing:

-
-

") <7 2 solid foodseulf is presented in 2 liquid
W the drained net weight of the foadstuff shall
AW indicated on the labelling,

— in German:

“bestrahle™  or

behandele”

< purposes of this paragraph, “liquid medium™
— in Grezk:

shall mean the following preducts, possibly in mixeures

“cxelepraoyd " = - s frozen or quick-frozen, provided that
~axnvoPo . gﬁﬂﬂ ﬂm 7 w he Bqbidlis glecely an adjunct to the essential elemens
. of dadlprtpa¥ation 3nd is thus not a dedisive facxor for

U

— in English: the purchase: water, aqueous solutions of zales, brine;
2queous salurio

“ircadiated” or “trested wigh igniziag Sdiation . L N ;
- AFANN TR I B Ll
"t par rayonnemens fonisants” or “traité par : :

ionisarion”™ This list may be supplemented in accordance with the
procedure laid down in Article 17.

2dds, vincgar; aquecous
queous solutions of other
it or vegetable juices in the

— in [talian:

“irradiate™ or “traccato con ra_diniuni ionizzant”™ Mﬂhﬂf:ﬂ:i:’:ﬁ““ ﬁ":v:'i‘;f':h‘f;“ *ﬁ‘f:';j:!:j:
— in Durch: in Article 17.°

“deorstraald” or “door bestraling behandeld™ or : . ; - .

“met ioniserende scralen behandeld™ 13, "The following paragraph shall be added 10 Arvicle 8:

i ‘ - 7. The Community provisions referred w in
— in Poruguese: paragraphs 1, 2 (b) 2nd {d) and § shall be adopred in

“irradiado” or “tracado por irradiagio™ or “iratado - accordance with the procedure laid down in Article

por radizgde ienizante™ 17

€.
S
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la.

17.

18,

13.

The sccond and thicd subparagraphs of Amicle 9.(2)
shall be delezed. =

Article 9 (5) shall be replaced by the fallowing:

5. In I'.I";nr own territorics the Member Scares may,

until 31 December 1992, permit the minimum
durabilicy period to be expressed otherwise than in
terms of the date of minimum durability. Without
prejudice to the nocification provided for in Article 12,
Member States shall notify the Commission and the
other Member States of any measure raken under this
paragraph.”

Article ¥ (6) shzll be replaced by the

6. . Subjec to Communieye
other types of date indicatioq PR —
Huribifiry dace shall not be oA

— fresh fruic and vege
which have norbeen peclg
This deragation shal
and similsr producs s

— wines, ligueur wines! spar
wines and similar prod
other than grapes, anddifves, F
codes 2206 00 91, 2206 04
maufaciured from grap

— beverages conraining 10 %
alechal, !

— soft drnks, fruit juices, fruic
beverages in individual concaiffers &
lieres, intended for supply o mass.

— bakers’ or pastry cooks' w
nature of their co ety
within 24 hours of Nees

— winegar,
— cooking szlt,
— solid sugar- -

— chewing gums cwing pro

= in German: “verbrauchen bis™,

— in Greck: “avélwan pkrp=,

— in English: “use by",

— in French: *} consommer jusquau™,
— in lialian: “da consumare entro™;
— in Durch: “te gebruiken toc,

— in Porruguese: “a consumir até~,

These words shall be accompanicd by:

— ecither the date itself, or

= 2 reference to where the date i given on the
labelling.

These particulaes shall be followed by a descriprion of
€ 3torage conditions which must be abserved.

The date shall consist of the day, the month and,
ply, the year, in that order ?nd in uncoded

f0me €ases it may be dm:bdiby the procedure
pen in Article 17 whether conditions |zid
paragraph 1 are fulfilled.

pwing subparageaph shall be added o Arucle

\ ommunicy provisions referred to in this
Miscaph shall be adopred in accordance with the
dure laid down in Armicle 17"

icle 11 shall be replaced by the following:
Article 11 -

Fhen the foodsiuffs are prepackaged, the
‘.‘_'. iculars provided for in Articles J and 4 (2)
A 3ppear on the prepackaging or on a label
= 3rtached thercro,

(L i“iﬂtwi’l:h!t:ndin; point (a) and without
prejudice o ‘Community provisions on
pominal quantinies, where prepackaged

marketed at 2 stage prior 1o sale w0 the

) ¢ N
— confectionery i ) v mt: are:
) flavoured an ﬁH@F I E I v Iﬁ w El']‘ inflhded for the ulimate consumer bug
ch ucs. _

— individual portens of icc-cream.* ¢

~ARIMDIN AN INY

‘Article 92
L. In the case of foodstulfs which, from the

microbiclogical point of view, are highly pesishablc and

are therefore likely after 3 shorr peniod 1o consdrute an
immediage danger to human healch, the date of
minimum dursbility shall be replaced by the ~use by™
dare.

2. The date shali'be preceded by the wards:

— in Spanish: “fecha de c:du:id:d"l.

— in Danish: “sidsce anvendelsesdata™,

wdmai@dbnsumer and where sale o a
B 0ot invo

Ived 3t thae
(=

— intended for supply 1o mass estercrs for

Preparation, processing, splitring ar reeail
sale,

the pariculars required under Articles 3 and
4 (2) necd appear only on the commercial
documents referring to the foodstuffs where it
can be guaranteed thar such documents,
containing all the labelling information, cicher

(€} In the cases referred 1o in (b)), the particulars
referved to in Artide 3 (1) (1), (4] 2nd (6) and,
where 3ppropriate, that referred (o in Article
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93, shall also appear on the external packaging
in which the foodswuffs are presented for
marketing, .

2. These particulars shall be casy to understand and
marked in a conspicuous place in such 2'way as to be
casily visible, clearly legible and indelible.

They shall not in any way be hidden, obscured o
interrupted by other written or pictorial marter.

3. {a) Thepzrticulars listed in Article I(1). posnt ]
3, 4 and 9 shall appear in the 1

¥ision,

This requirement may B

pariculars provided fo et

(b} However, for glass bortlts int s - ro
upon which one of ?"""’ el
point {3} is indelibly mag
shall not apply g
fallowing narificarion

#. Inthe czse of the glass boig
which are indelibly marked an
label, ring or collar and pdlan g
largest sueface of which has an 4
only the particulars listed in 4
need be given,

In this case, paragraph 3 (a) skl 4 appi
. [ T
5.  Member States may, until 3 Det
cefrain from requiring the minimum dugs
the “use by” date to be mentioncga
refected 1o in paragraph [ 4

6. lrcland, the Neridl ;
Kingdom may derogare frpsh
Paragraph 3 (a) of this Arcicl€ln the case of miE a0
milk products pur up in glass boaies intended for
re-use,

‘a
7. The Member ::}&!Eluqrhn

of any messure 1a ulft 1o paragra
6"

CONsSUMmMer orfo mass caterers’.

3
-~ ARARIATHIWT TN T~

Committee on Foodstulfs (hercinafier called “the
Committec™) by .its chairman, cither on his own
initiative or ar the request of 2 representative of a

Member Stace.

The representative of the Commission shall submic ta
the Commitree 3 draft of the messures to be taken. The
Committee shall deliver its opinion on the deaft within 3
time limit which the chairman may lay down according
to the urgency of the marer. The opinion shall be
delivered by the majoricy laid dawn in Asricle 148(2) of
the Treaty in the case of Decisions which the Council is
required to sdopt on 3 proposal from the Commission.
The votes of the representatives of the Member Stares
within the Cammittee shall be weighted in the manacr
out in that Article. The chairman shall not vore,

ommission shall adopt the measures envisaged if
i in accordance with the apinion of the
tee.

ures envisaged acc norin accordance with the
ol the Comminee, or if no opinion is delivered,
& CWl ission shall, withour delay, submit to the

R 2 Proposai relating to the nicasurcs to be taken.
Wil shail s by 3 qualificd fajariy.

€ expiry of 3 perind three months from the date
I'to the Council, the Council has no acted, the
5<% measures  shall be adopied by the
Wission.

A cic 15 shail be defcscd,

- Article 23 shall be delered.

- Article 2

e

y

i ] .

£ ll, where necessary, amend their laws,
ons 388 adminisiearive provisions in such 3 wav as
EAF

permit irade in producs compl ying with this Dirccrive by

rﬂ?]‘rﬂﬂﬁ:cmbﬂ 1990,
w it daliclinQroducs not complying with this

Directive with effec: from 20 June 1992,

Artiele 3

This Directive is addressed to the Member Seates,
Ln the second paragraph of Article 12, *consumer” shall
be replaced by ‘purchaser’,

Done ac Lu .14 :
Article 17 shall be replaced by the following: xembaurg. 14 Junc 1989

e £ ' Far the Council
Where the procedure laid down in this Article is o be The President
followed, the macter shall be referred to the Standing P. SOLBES
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COUNCIL DIRECTIVE
of 24 Stptcrﬁb:r 1250
on nutrition labelling for foodstuffs

(20/496/EEC)

!
THE COUNCIL OF THE EUROPEAN COMMUMNITIES,

Having regard to the Treary establishing the European
Economic Community, and in particular Article 100a
thereol,

Having regard to the proposal from th
In cooperation with the European

Having regand 10 the opinion ©
Committee (),

Whereas it is imponant that meas
with 2 view 1o the progressi
internal market by 31 Decem
internal market is an area withg
which freedom of movement #5
persons, services and capital ;

Wihiereas there is growing puolic interd igass

ship berween diet and health and in the
appropriate dict 1o suil individual needs F08 AT

0

Whereas the Council and 1*:-"'
Governments of the Membe y‘
Council, in their resolution of 771y
pean programme against cancer, 8hsidered, the 1T pICTE
ment of nutrition to be a prion

=
Whereas knowledge o H n{:}iﬂiﬂ%ﬁ
and appropriate nutn | 5 of u

contribute significandy rds enabling the cnnsamer o
make this choice ;

onc o A LN B S WA

action in the ared of nutrition education for the public ;

Whereas, for the benefit of the consumer on the one
hand, and to avoid any possible technical barriers to trade
on the other, nutrition labelling should be presented in 2
standardized lorm applying throughout the Communiry ;

(') Q) Mo C 282 5 11. 1988, p. & and
Q] No C 296, 24. 11. 1989, p. 3.

{7 Q) No C 158, 26. 6. 1989, p. 230 and
O] Me C 175, 16. 7. 1990, p. 76.

(1 0) Mo C 159, 26 6 1989, p 41

L

Whereas foodstuffs bearing nutrition labelling should
conform to the rules laid down in this Directive ;

Whereas all other forms of nutrition labelling should be
prohibited but foodstulfs bearing no nutrition labelling
should be able to circulate frecly;

reas, to appeal to the average consumer and to serve
gerpose for which it is introduced, and given the
S plow level of knowledge on the subject of nutrition,

= rrnfl;ian provided should be simple and casily

plication of this Lhrective lor a centain length
enable valuable experience on the subject 1o
d consumer reaction to the way in which
information 15 presented to be evaluated thus
oWl Commission (o review the rules and propose
Whrop®ate amendments :

order o encourage interested parties, especi-

!l and mediuvm-sized undertakings, to provide

188 labelling for as many products as possible,

megiRres 10 make information more complete and more
13 d should be introduced gradually ;

hereas the rules laid down in this Directive should also
g accgmnt the Codex Altimentarius guidelines on
Y
£ ot labelling provisions and definitions are
Sined gl Council Directive 79/112/FFC of 18
Decembe®®78 on the approximation of the ..«s of the
Member States relating to the labelling, presentation and
advertising of foodswulfs for sale to the ultimate consu-
v ended by Dircctive 89/395/EEC () ;
this D e can therelore be confined to those

provisions pertaining to nutrition labelling,

eyl

Article |
wEulrn
I. This Directive concerns nutrition labelling of food-
stuffs to be delivered as such to the ultimate consumer. It
shall alse apply 1w foodswuils intended for supply 10
restaurants, hospitals, canteens and other similar mass
caterers (hereinalter relerred to as 'mass caterers’),

¥
{

OJ Mo L 33, 8. 2 1979, p, 1,
1 0] N

o L 186 30 6 1989, p 17
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£ Thit Directive shall not apply 1o

— natural mineral waters or other waters intended for
human consumption,

— diet integrators/lood supplements.

3. This Directive shall apply without prejudice to the
labelling provisions of Council Directive 85/398/EEC of 3
May 1989 on the approximation of the laws of the
Member States relating to foodstulfs intended for parti-
cular nutritional uses (*) and specific Directives a5 referred
to in Anicle 4 of that Directive,

4. For the purposes of this Directive :

(a) nutrition labelling’ means any infa
on labelling and relating to:

(i) =nergy value ;
(i) the -following nltricnts ;

— protein,

— carbohydrmte,

— fa,

— fibre,

— sodium,

— wilamins and mineral
present in significa
that Annex.

Changes to the list of vitamins,
recommended daily allowances
accordance with the procedure aidl
10 ; f

{b) "nutntion claim’ means any representat
advertising message which states, supgs
that a loadstufll has particyfsy n
to the enecgy (calorific o

— provides, ‘V;.
— provides at a reduced or TH-roat

— does not provide, Ll

and/or due to the nutrients it Py

205
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{f) “fac’ mcans toral hpids, and includes phosphaolipids ;
(g) ‘saturates” means faty scids without dauble bond ;

{h) ‘menc-unsaturates’ means fatty acids with one cis
double bond ;

(i) ‘polyunsaturates’ means faty acids with oy, efs
methylene interrupted double bonds :

() ‘libre’ means the material to be defined in accordance
with the procedure laid down in Aricle 10 and
measured by the method of analysis to be determined
in accordance with that procedure ;

‘average valuc' means the value which best represents
¢ amount of the nutrent which a given food
S@¢1ains, and reflects allowances for seasonal variabi-
w2125 of consumption and other factors which
seigcause the actual value to vary,

Arricle 2

@ paragraph 2, nutrition labelling shall be

Were 3 nutrition claim appears on labelling, in
W8 or in advenising, with the exclusion of
4 rising, nutrition labelling shall be compul-

Artiele 3

only nutrition claims permitted shall be those rela-

rg] ﬁ' the nutrients listed in Article | (4) (a) (11)

ofs which belong to ar which are compeo-

RY Jory of those nutricnts. Provisions restric:

=%ling nutrition claims within the meaning

5 Affle may be adopied by the procedure laid
down in Asficle 10,

-z AUBINYNINYING e

— does not conuin.“‘

A relerence to qualities or quantities of 3 nl‘;'t ient
does not ify L= 1=
required qun »

In accordancwith the procedure laid down in Aricle
10, it may be decided in cemain cases whether the
conditions described in this point are satisfied ;

() “protein’ means the protcin content calculated using
the lormula: protein = towal Kjeidahl nitrogen
625,

{d) "carbohydrate’ means any carbohydrate which is meta-
bolized in man, and includes palyols ;

{e) "sugars’ means all monosaccharides and disaccharides
present in foed, but excludes polyols ;

.
1 ©J No L 186, 30. 6. 1989, p 27

sk) iRGTH

Where nutrition labelling is provided, the informa-
Shdls: of cither group | or group 2

(3} energy value

(b) the amounts of protein, carbohydrate and fac.
Group 2

{a) energy value ;

{b) the amounts of protein, carbohydrate, sugars, far, satu-
rates, libre and sedium.

2 Where a putrition claim 15 made [or supars, satu-
fates, libre or sodium, the information 1o be given shall
consist of group 2
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3. Muwnuon labelling may alse include the amounts of
one or more of the following :

— starch,

— polyols,

— MOnNo-Unsafurates,

— polyunsaturates,

— cholesterol,

— any of the minerals or viamins listed in the Annex
and present in significant amounts as defined in that
Annex.

4.  The declaration of substances which belong to or are
components of one of the categories of nutnents ‘
to in paragraphs 1 and 3 shall be compulsga)
nutnuon claim 15 made.

In addition, where the amount of pgis®
mono-unsaturates and/or the cholezs
amount of saturates shall also be prycsi
the [atter not constituting — i
claim within the meaning of pasgg

Artre

I. The energy value to be
using the following conversion fs

— carbohydrate (except polyols) 4
— palyels '
— protein

— fat

— alcohol (ethanol)
— organic acid

W =) O

I Provisions conceming fled
adopted in accordance with |
Arucle 10: o

-
— amendments to the convers, J ‘ factors menuoned 1n

paragraph 1,

— cholesterol milligrams (mg]

— vitamins and mincrals the units speci-
lied in  the
Annex

2. Information shall be expressed per 100 g or per 100
ml. In addition, this information may be given per serving
as quantified on the label or per portion, provided that
the number of portions contined in the package is stated

3. In accordance with the procedure laid down in
Article 10 it may be decided that the information in para:
graphs 1 and 2 may also be given in graphical form accor.
ding to formats 1o be determined.

The amounts mentioned shall be those of the food
ld. Where appropriate, this information may relate 10
odstull after preparation, provided that sufficiently
preparation instructions are given and the infor-
lates to the food as prepared for consumption.

2uon on vitamins and minerals must also be
Bppressed as a percentage of the recommended
allowance (RDA) given in the Annex for the
woonis as specified in paragraph 2

] percentage ol the recommended daily allo-
Wanct (RDA) for vitamins and minerals may also
Wheiven in graphical form. Rules for implemen.
W% ™8 this subparagraph may be adopted in accor-
(e rice with the procedure laid down in Article 10,

\
@ “here sugars andfor polyols andfor starch are
ciMed, this declarauen shall immediately follow the
declaration of the carbohydrate content in the following
ner :

I" d
s Tl

E
— pdlills E
— starch E

— the addition to the list jn ¢ e , ’
which belong to or i LA i ount and/or type of faty acid and/or
gociesof nutrienis e A A el cholegt is declared, this declaration shall

their conversion fadifrs in order to calculate more
preciscly the energy value of foodstuffs.

U OLNARIEY]

Article 6

. The declamtion of the energy value and of the
proporion of nutrients or their components shall be
numencal. The units to be used are the following -

— energy — k] and keal

— protein

— carbohydrate ’

— fat grams (g)
— libre

— sodium

immediately follow the declaration of total fats in the

lokwing manner :

MNYIRNY -

— saturates

— MOono-unsaturates
— polyunsarurates
— cholesterol

ERL RN

E

8. The declared values shall, according to the indivi-
dual case, be average values based on :

{3} the manufacrurer’s analysis of the food ;

{b) a caleulation from the known or actual average values
of the ingredients used ;
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{€) a caleulation from generally established and accepted
data. :

The rules for implementing the first paragraph with
regard in particular to the differences berween the
declared values and those established in the course of offi-
eial checks shall be decided upon in accordance with the
procedure laid down in Article 10.

Article 7

. The information covered by this Dir
presented together in one place in tabul
numbers aligned if space permits. Wh
permit, the information shall be pres

It.shall be printed in legible and
CONERICUOUS place.

covered by this Directive ap
understood by purchasers, unless
been taken to ensure that the p
provision shall not prevent suc
indicated in more than one langy

3. Member States shall refrain frof
rements more detailed than those
this Directive concemning nutrition laj

In the case of non-prepackagith &
to the ultimate consumer or (Qmeas?
stulfs packed at the point of sfliffat the C0E

purchaser or prepackaged with 2 view to immediate sale,
the extent of the information refermgt

the manner of its comy Wwano
national provisions H:ﬂl&
Community measures

laid down in Arucle 1 ‘

comply wies
Commission thereol, Those measures shall be applied in

i . ch a2 way as to:
¥ ] 2 I
ﬁ%ﬁ ﬂ ]Ilﬁpmducts complying with this Direc-

in Armicle 4 and 'Y

s

Committee for Foodstuffs set up by Decision 69/414/
EEC (%) (hercinalter referred to as “the Commiutee’) by its
chairman, either on his own initiative or at the request &f
the representative of 3 Member State.

2. The representative of the Commission shall submit
to the Committee a draft of the measures to be taken. The
Committee shall deliver its opinion on the draft within a
time limit which the chairman may lay down according
to the urgency of the matter. The opinion shall be deli-
vered by the majority laid down in Anticle 148 (2) of the
Treaty in the case of decisions which the Council 15
required 1o adopt on 3 proposal from the Commission.
e votes of the representatives of the Member States
in the Committee shall be weighted in the manner
in that Article. The chairman shall not vote.

e Commission shall adopt the measures envi-
Py if they are in accordance with the opinion of
el ommitice.

the measures envisaged are not in accor-
ith the opinion of the Committee, or if no
Ahaon is  delivered, the Commussion  shall,
Wl delay, submit to the Council a proposal
ting to the measures to be taken. The Council
act by 2 qualified majoriry.

on expiry of a period of three months from the
of referral o the Council, the Council has not
cted, the proposed measures shall be adopted by
he Commission.

- Artiele 11

I‘-.d

B8 States shall take the measures necessary (o
this Directive and shall forthwith inform the

e

tive by 1 April 1992,

Qq WIaNN? ﬂI | wqﬁﬂgqﬁ‘gﬁ rom 1 Ocber 1335,

Any measures likely to have an effect on public health
shall be adopted after consultation of the Scientific
Committee for Food set up by Decision 74/234/EEC (').

Arteele 10
-

I.  Where the procedure laid down in this Aricle is 1o
be followed, the matter shall be referred to the Standing

) O) No L 136, 20 5. 1974, p. 1.

2. Until .... (five years following notification of this
Directive], the declaration in nutrtion labelling, either on
a voluntary basis or following a nutrition claim, of one or
more of the following nutrients ; sugars, saturates, fibre,
sodium, shall not trigger the obligation set out in Aricle
4 (1) and (2) to declare all these nutrients.

3. The Commission shall, by .... (eight years alter
notification of this Directive), submit to the European
Parliament and the Council a report on the application of

(') OJ Mo L 291, 19. 11. 1969, p. 9.
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this Directive. At the sime time, it shall submit 1o the Done at Brussels, 24
Council any appropriate proposals for amendment

September 1990,

For the Council

H.riurde i2 The Presidens
This Directive is addressed to the Member States. - V. SACCOMANDI
| ANNEX
Vitmaming and mincns : ! their recommended daily allowances (RDAs)
& " Viamin A pg itamin BI2 pg 1
Viamin D pg siatin mg 0,15
Viumin E mg grothenic acid mg 1
Viamin C mj o Calcium mg 800
Thiamin mg . : ; 5 mg 800
Ribaflavin my N S lron mg 14
Miacin mg 4 : gricsium mg 300
Vitamin Bé m - LI mp v 15
Falacin pg* ‘ pdine pg 150

As a rule, 15 % 8 the

£

AUt INENINeINg

:Annu:uppﬁcdbrmﬂ-;mibﬂlmlofpﬂ
be taken into consideration in deciding what

MIAATUNMINGINY.

=g
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(Acts whose publication is obligatary)

COUNCIL REGULATION (EEC) No 2377/90 3
of 26 June 1990

#lg csablishment of maximum residue limits, af

m:l'fs of animal origin  _

THE COUNCIL OF THE EUROPE AN TS iwm . memmee che establishment of different maximum residue
: — St Member States may hinder the free movement
N JOOMMLEs and  of veterinary “medicinal  producrs

laying down a Communiry e
© Velerinary @

Having regard to the Treary
Economic Community, and in
thereof, .

therefore necessary o lay down a procedure for
M [3MMent of maximum residue levels of veterinary
% roducts by the Communiry, following z single
ik =sment of the highest possible qualicy;

Having regard to the proposalg

Having regard to  the api g
Parliament (2],

need for the establishment of maximum residue
(Rrolghout the Communiry is recognized in the

Having regard to the opinion of
: {lcy rules reladng to wade in foodstuffs of animal

Commiree (?),

i
Whereas the use of veterinary m
food-producing animals may result |

residues of foodstuffs obtained from treared® = “hercas provisions must be adopred with 2 view to the

gsremanc establishment of maximum residue levels for new
gees capable of pharmacological action intended for

Whereas as 2 result of scientifigand 4 it food-producing animals;

possible 1o detecr the prese: 2 -
edicines | = .

::cr:?::-:‘nmm%?m' o g emcms must also be made for the

pharmacalogically acrive subscarmhe: imil of maximum residue levels for subsrances

veterinary medicinal products i l pect af NE Variou which  argl] currently used in veterinary medicines

foodstuffs of animal origin, including mea, fish, milk, eggs administered ro food-producing animals; whereas, however,

and honey; ; @/ inview of the complexity of this marter and the large number

Whisiiai sedesinp %d :&@% &l‘%ﬁ w:gvrnaﬁd long wansitional arrangements are

limits must be establ gene

recognized principles safery assessment, rakipe into Whereas, after sci:miﬁwcssmcn: by the Commires for
account any other scientific assessment of the safe V icamal » maximum residue levels
substances ] : s ¥ d edure which ensures close
internacs 1] ul mission and the Member
Alimentarius o, stich substances are used for other States through the Commirtee set up under Council Directive
purposes, by other scientific commirtees established within 81/852/EEC of 28 September 1981 on the approximartion
the Communiry; of the laws of the Member Srares relaring to analveical,
pharmaco-toxicological and clinical standards and protocols
Whereas the use of veterinary medicinal products plays an in respeet of the testing of veterinary medicinal produces (),
important part in agricultural production: whereas the as last amended by Directive 87/20/EEC (*); whereas an
establishment of maximum residue levels will facilitare the urgent procedure is also required to ensure the swift review of
marketing of foodstuffs of animal origin; ‘“Lf‘::—'“!’":‘ which might prove insufficient to prorect
pubhic healeh;

(') Of No C &1, 10. 3. 1989, p. 5

« W0, 3, Py
{*) O] No C 96,17, 4. 15990, p. 273. (') O Ma L 117, 6. 11 1981, p. 16.
(') O Mo €201, 17. 8. 1989, p. 1. () Of Mo L 15,17, 1. 1987, p, 34
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Whereas medicinally induced immunalogical responses are
usually indiszinguishable from those which arise naturally,
and do not affect consumers of food of animal origin;

Whereas the informarion necessary to assess the safery of
residues should be presented in accordance with the
principles laid down by Directive 81/852/EEC,

HAS ADOPTED THIS REGULATION:

Article ]

1.  For the purposes of this R

egulatigdi
defiritions shall apply: -

principles, excipiculs ur degrac
mezabolites which remain i
animals to which f]'lt Vereliiary
guestion has been administe o

‘maximum residue limit:
concentration of residue 1
veterinary medicinal prod /
pg/kg on z fresh weight basis

by the Community to be leg
as acceprable in or on a §

(b)

It is based on the type and amofftir o fesidy
to be withour any toxicological has gl foe
as expressed by the acceprable daiff int
the basis of a temporary ADI that urilizg
safery facior. It also takes into accosd
public health risks A

aspects.

When establishing a m S
consideration is also given t] .i' -
of plant origin and/or cof# from the environment,
Furthermore, the MRL may b uced to be consistent
with good practices in the use ffvg@ginary drugs and 1o/
the' extent that
available.

2. This Regulation shall not apply to active prigliples of
biological oggini 3140w, O
=2 AR
immun m icl ' :

9
Article 2

The list of pharmacologically active substances vsed in
veterinary medicinal products in respect of which maximum
residue limits have beep established shall be contained in
Annex 1, which shall be adopred in accordance with the
procedure laid down in Article 8. Except as provided for in
Article 9, any amendments 10 Annex I shall be adopred in
accordance with the same procedure.

p [}

Article 3

Where, following an evaluation of a pharmacologically
active substance used in veterinary medicinal products, it
appears that it is not necessary for the protection of public
health to establish a maximum residue limit, thar substance
shall be included in a list in Annex I1, which shall be adopted
in accordance with the procedure laid down in Aricle 8.
Except as provided for in Armicle 9, any amendments 1o
Annex Il shall be adopted in accordance with the same
procedure.

Article 4

visional maximum residue limiz may be established for

rmaming:’c:]ly active substance used in veterinan

. g2l products on the darte of entry inte force of this
ion, provided thar there are no grounds for suppesing
hes of the substance concerned ar the level propassd
hazard for the health of the consumer. A
M maximum residue limit shall apply for 2 defined
ime, which shall not exceed five years. That period
pded once only in exceptional cases for 2 period
xcess of two years if that proves expedient for the
of scicatific studics in progress.

=y

Ehcional circumstances, a provisional maximum
Wit may also be established for a pharmacologically
L bstance not previously used in veterinary medicina!
ARIE on the date of enuy inte force of this Regulation

ded that there are no grounds for supposing that
of the substance concerned ar the limit proposed
present a hazard for the health of the consumer,

._1\

ofgPpharmacologically active substances used in
@dcinal products in respeat of which provisional
RY" Jdue limits have been established shall be
=innex LI, which shall be adopred in accordance

O thejifrocedure laid down in Armicle 8, Exeept as
provided® in Article 9, any amendments to Annex I1I shall
be adopted in accordance with the same procedure,

l‘

AR INBENINYING

Article § .
P /.

q imum residue limit cannor
b in a pharmacologically active
substance used in veterinary medicinal produces because
residues of the substances concerned, at whatever limit, in
foodstuffs of animal origin constirute a hazard to the health
of the consumer, that substance shall be included in 2 list in
Annex IV, which shall be adopred in accordance with the
procedure laid down in Article 8. Except as provided for in
Article 9, any amendments to Annex [V shall be adopted in
accordance with she some procedure. i

The administration of the substances listed in Annex IV o
food-producing animals shall be prohibited throughout the
Communiry.
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Article 6

1. Inorderto obtain the indlusion o Annex [, 11, or [ of 2
new pharmacologically active substance which is:

— intended for use in veterinary medicinal products for
administration to food-producing animals, and

— intended o be placed on the marker of one or mare
Member States which have not previously authorized the
use of the substance concermned in food-producing
animals,

the person responsible for markering shall submit an
application to the Commission. The applicaric i
contain the informaden and particulars refes
Annex V and shall comply with the principli

Direcrive 81/852/EEC. -

2..  After verifying within a period
application is submirted in correct fomm ot
shall forthwith submit the applicatio 8
Committee for Veterinary Medicinal &
Article 16 of Directive $1/851/EP®®
appoint one of its members to acr 4
undertake an inital evaluation of

3. Within 120 days of referral of
Commirtee for Veterinary Medici
regard to the observarions formulared |
Commitee, the Commission shall

person responsible for marketing is inglhh.
such a draft to be prepared, that persor wil
provide the Commirtee with addirional o .
examination. The rapporteur shall update the
report 1o take account of the additional
received,

4. Within 90 days of receipt o/t
referred o in paragraph 3, the Cl &
draft of the measures to be taken, wam -h
communicated to the Member § ifes and e,
responsible for marketing. Within ™urther 60 days, the

person responsible for marketing may, aghisgequest, provide
g
liin

oral or writen explanar] s ofo :
Committee  for Veterin eflichng|
Commission may, at the r uql‘r P
el

Orme farmut.

¢

ie s e ot AR AL U

Technical Progres Dhrectives on emoval of
Technical Barriers fo Trade in the Veterinary Medicinal
Products Sector, ser up under Article 2b of Directive
B1/852/EEC, for the application of the procedure laid down
in Article 8.

Article 7

1. Paragraphs 2 1w & .shall apply in respect of
pharmacologically active substances which are authornized
for use in veterinary medicinal products un the date of eniry
into force of this Regulation.

1. Afher consuung the Committce on Veterinary
Medicinal Products, the Commission shall _publish a
timetable for the consideration of these substances, including
time limits for submission of the information referred to in
Annex V., . P -

The persons responsible for marketing the' veterinary
medicinal products concerned shall ensure thar all relevant
informarion is submitted to the Commission in 2ccordance
with the requirements of Annex V and in confarmicy with the
principles laid down in Directive 81/852/EEC before expiry
of the relevant time limits. The competent authorities of the
Member States shall bring any other relevant information 1o
the antention of the Commission. .

After verifying within 30 days that the information is
gbmined in correct form, the Commission shall forthwith
g# .. the information for examination to the Commirtee

Sleginary Medicinal Producrs, which shall deliver its
W ithin 3 rencwable period of 120 days. That
shall appoint one of its members to acr as

nd to undertake an evaluadon of the

; regard to the observadons formulated by the
e Committee for Veterinary Medidnal
. mission shall prepare, within 2 maximum
W3 vs, a draft of the measures to be taken. If the
Mlbmiticd by the person responsible for
sufficent to emable sucli a draft o be
person will be requested to provide addidonal
W0 Within 2 specified period, for examinadon by
#8rce. The rapporteur shall update the evaluadon
ake account of the additonal informarion

draft of the mecasures o be taken shall be
pmunicated forthwith by the Commission to the Member
2od those persons responsible for markedng who have
prff<tion to the Commission before expiry of

w#-flished in accordance with paragraph 2.
AE ) ac their request, provide oral or wrirten
= tne Committec for Veterinary Medicinal
5.

) AF
6. The Commussion shall forthwith submit the draf

@fncasures to the Commirtee for Adapration to Technical

i tts on Veterinary Medicinal Products
ﬂ'{ ﬁm pofckiign f the procedure laid down in
S eXr tHis icle s,

-9 o
l’.] %‘ m.ﬂ:ﬁm in this Article is to be
followed, the ¢

hairman shall, withour delay, refer the macter
to the Committee for Adaptation to Technical Progress of the
Directives on Veterinary Medicinal Products either on his
own initiative or at the request of a representative of a
Member Stare.

2. The representative of the Commission shall submirt a
draft of the measures to be adopted to the Committee for
Adaptation to Technical Progress. The Committee shall
deliver us opinion on the draft within a time limir ser by the
chairman, having regard ro the urgency of the marter. It shall
act by 3 qualified majoriry, the vores of the Member Scates
being weighted as provided for in Article 148 (2) of the
Treary. The chairman shall not vore.
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3. (a) The Commission shall adopt the measures
envisaged where they are in accordance with the

opinion of the Committee.

(b) Where the measures envisaged are not in accordance
with the opinion of the Commirtee, or if no opinion
is adopted, the Commission shall withour delay
propose to the Council the measures to be adopred.
The Council shall act by a qualified majority.

{e) If, after a period of three months of the proposal
being referred 1o it, the Council has not acted, the
proposed measures shall be adopted by the
Commission, unless the Council has voted against
them by a simple majority. A

Article 9

1. Where a Member State, asa
or a reassessment of existing info
urgent amendment of a provision oo
IV is necessary in order to proresi®
and therefore requires swift action
Stare may temporarily suspend
concerned in its own termitory.
immediately nodfy the other §
Commission of the measures, ,
reasons therefor,

2.  The Commission shall as soon #
grounds given by the Member Star
consulting the Member Srates wi
Veterinary Medicinal Products, it o
opinion forthwith and take appropriate mes

responsible for marketing may be requesteds
Comminee with oral or written
Commission shall immediat 1y Wor

Member States of any mea e ea—
may refer the Commission's mi. &
15 days of such notification. — €
qualified majority, may take a d [frent dec SIS
days of the date on which the m®er was referred to it.

%

3. If ﬂ'l.vl! 'COI'H.I'I'.HSH 0 £31
amend the provision of AR
resolve the difficulties 11 '
ensure the protection of Wm:
procedure laid down in Article 10 with a

RN S

accordance with the abovementioned procedure,

Article 10

I.  Where the procedure laid down in this Artidle is 1o be
followed, the chairman shall, without delay, refer the marrer
to the Committee for Adaptation to Technical Progress of the
Directives on Veterinary Medicinal Products cither on his
own initiative or at the request of a representative of a
Member State, el '

L

1. The representative of the Commission shall submit 1
the Committee a draft of the measures to be adopred. The
Committee shall deliver its opinion on the draft within atime
limit set by the chairman, having regard to the urgency of
the marter. Ir shall act by a qualified majority, the votes of
the Member States being weighted as provided for in
Article 148 (2) of the Treary. The chairman shall not
vote. ;

3. (a) The Commission shall adopt the measures
envisaged, where they are in accordance with the
opinion of the Commitee.

{b) Where the measures envisaged are notin accordance
with the opinion of the Committee, or if no opinion
is adopred, the Commission shall without delay
propose to the Council the measures 1o be adopred.
The Council shall acx by a qualified majoriry.

1f within 15 days of the proposals being submitied 10
the Council has not acied, the proposed measures
shall be adopted by the Commission.

Article 11

g which are necessary to adapt Annex V to take
W scientific and technical progress shall be adopred
W ce with the procedure laid down in Article 2cof
B1/852/EEC,

Article 12

B0 3¢ possible after the amendment of Annexes I, I1, 11!
j Lo pmission shall publish 3 summary of the

fic safety of the substances concerned by the
Ma# Veterinary Medicinal Products. The
Mt nature of any proprietary dara shall be
spected !

A

#niz ennary medicinal produces if
the quantity of residue does not exceed the maximum residue
limit provided for in Annex 1 or I, or if the substance
concerned is listed in Annex I1.

Article 14

With effect from 1 January 1997, the administration. to
food-producing animals of veterinary medicinal products
containing pharmacologically active substances which are
not mentioned in Annexes I, I or 11l shall be prohibited
within the Communiry, except in the case of clinical trials
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accepted by the competent authorities following notification
or authorization in accordance with the legislation in foree
and which do not cause foodsmuffs obtained from livestock
participating in such trials to contain rmduﬁ which
constitute a hazard to human health,

Article 15

This Reguladon shall in no way prejudice the application of

Community legisladon prohibitng the use in livestock
farming of certain substances having a hormonal actdon.

Mothing in this Regulation shall prejudice the measures taken

by Member States to prevent the unauthorized use of

veterinary medicinal products. _
Article 16

This Regulation shall enter into force on 1 January 1992.

For the Council
The President
M. O'KENNEDY

ﬂ‘NEI’JVIEIW’a'W BN
ﬂmmnmumwmaa
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ANNEX [
List of pharmacologically active substances for which maximum residue levels have been fixed

{List to be established in accordance with the procedure laid down in Article §)

(List vo be established in a

ANNEX [ V

Wﬁ%’ﬂ%ﬂ«%‘iw 28 EA T S

(List to be mhhh:d in sccordance with the pr‘ﬂur: laid down il

qmmmmummmaﬂ
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AMNMEX V -

hfnmmmmdp:mhnmb:nduddnulpﬂmmhrﬁ:mmuhmmmh;
pharmacologically active substance used in veterinary medicinal products

) Administrative particulars

1.1. Name or corporate name and permanent address of the person respoasible for plm the veterinary
medicinal product(s) on the marke:.

1.L.  Mame of the vetennary mediciny

1.3. Qualitadve and quantiraniyg » ! r ive pnnaplﬂ. with mention of l:h: international
NON-proprictary name i ‘:/#Mr Organiranon, where such name exdists.

1.5. Markedng auth

1.6. Summary of the o
Asticle 5a of Dirces

duct{s) prepared in accordance with

2. Identity of su
2.1. [Internagonal non,
2.2, Intermadonal an
2.3. Chemical Absoac
4.4,  Classificadon:
— therapeutic
— pharmacological.
2.5. Synonyms and abb
2.6, Soucural formula.
1.7. Molecular fagmula
2.8. Molecular WETEEE
2.9. Degree of i ‘!r"
2.10. Qualitative an‘ i ano

|
i

2.11. Descripdon of [
— fusion point

W’JVIEWI’}'W B3

—_ i:qlllqr in warer and m.'gl.ml: solvents expressed in g/l, with indicanon of temperamure
— deasicy a

ammﬂmumwmaa

Toxzicological studies
3.1. Shor-term toxicological srudies.
3.2, Long-term roxicological studies.

: 'c.'ll pl:upeﬁ:iu

3.3.  Srudies on reproduction.

34, Swudies on erarogenicity.

3.5,  Srudies on mutagenicity,

3.6, Stud:'? for carcinogenicicy.

1.7.  Srudies of immunulogical effects.
3.8,  Soudies of microbiological clfects.
3.9. Observations i humans.

300, Other buslogical offects.
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4, Metabolic end residuc studies

4.1. Absorprion, distribution, excretion and biotransformanons.

4.2. Determination of residucs, induding methods of residue analysis.
4.3, Exisung maximum permired residue levels.

L Conclusions

5.1, Level causing no toxicological effect.

5.2. Esumate of temporary acceptabls daily intake for man.
5.3. Esomate of maximum residue lh\ s | with the iptdl'l'l'-::iun of the residue concerned.

5.4, Mcthods of routine analysid

%f ¥ the competent authorities for the detection of

residues,

5.5. Further work or infozg
— required
— desirahle.

& References

=l

Experts report

AUt INENINeINg
RIANTAUNNIING 1A Y
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COMMISSION REGULATION (EEC) No 675/92
of 1! March 1752

amending Annexes | and 111 of ﬁﬁuncﬂ Reguladon f.EEq Me 2377/90 laying
down a Cnmmumty procedure for the eatablishment of marimum residue limits
of vetcrinary medicinal prndu-r:m in [oodsmifs ﬂf ’-ﬂ-'m’-l 0“5:"“

THE COMMISSION OF THE EUROPEAN COMMUNITIES.

Having regard to the Treary ::uhluhmg the Europes
Economic Communiry,

Having regard o Council Regulsdon (EE
of 26 June 1590 layiag down 3 Communi
the esublishment of madmum residuc
nary medicnal producs in foodsrulffs
and in pantictlar Articles 7 and 8

Whersas  in 3accordance with
Mo 2377/90 madmum residue b
progressively for all pharmacologicg
which ar used within the ‘
medicinal preduct inteaded for adsg

pro-dufing animals ;

Wherras maximum rasidue hm.lu . st}
only after the emamination “writhin ), C‘ v N AL
" Vewrinary Medicnal Producss of all i o .
ticn concerning the safety of residuss ¢
cnnn:m-:d for the consumer t:r[
¢ “and the mp:tc‘l'. of m:dm un L'I::n: Lndusl:n:I
‘ ‘I'oo-dsm&: ¥

el fia ks

thrﬂs, in mbh:.h.u:g maxnm
“dues of veterinary maed.{ci:n:] !
m;nﬂangu‘;,::uu:cm:ryms
~in which residues may be pru-r:n
‘be present in _cach of T.hc n:lm.n
" from the tredted animal (@iget mug"

Whereas the sulfonamide group of substances (in respect
of residues in meat), Peomectin, benzylpenicllin, wmpi-
cillin, amoxidllin, omdllin, domcillin 2ad diclozadllin
should be inserted ino Annex [ to Reguladon (EEC)

No 2377/90;

ereas  dimetridazole, ronidazole, chlommphenicol,
d-rone and crizelol, the nitrofurans group, trimetho-
Hapsone, mmpcund: belonging to the tetracyclines
simmydn, [cbantel,. feabendazole, oxfendazale,
d sulfonamide group (in respect of residus in
begld be inserted into Anncx [11 w Regulagon
77790 ; whereas it is pecessary o define the
the provisional mammum residue limis

ad of 60 days should be allowed before the
Wh jorce of this Regulation in order o zllow
s 10 make 20y adjustment which may be
Ml : suthorizadons to place the wveterinary
m-ducts concerned oo the market which have
in sccordance with Council Directve
to ke account of the provisions of this

crc® the measures provided for in this Regulaton arc
sccordance with the opinion of the Commiree for the
ptation o Technical Progress of the Directives on the
of Teaknical Bamiers to Trade in the V:I:r_ri.u.:l.r)r

Ao Secior,
L
[ d

i ®

QrHAS ADOPTED THIS REGULATION :

:,t;,";':,‘:;::':‘;’.‘di{‘"ﬁ ‘H‘EF’J Wﬁm 7 NEInN73

Whereas, for the control nf n::udu::., 25 mrwdcd tar in

appropriate
AR
liver or kidney ; ver anaG

are frequently reméved from carcases moving in interns-

tonal trade, and maximum residue limits should there-
fare also always be established for muscle or fat dssues ;

Whereas, in the case of veterinary medicinal products
intended for use in laying birds, lactating animals or
honey bees, maximum residuc limits must alse be csta-
blished lor eggs, milk or honcy ;

()G Me L 224, 13 2 1990, p. 1.

e rff

BAANLAREL occ o oo

hereby amended as set out in the Annex hereto.

Article 2

This Regulaton shall enter into force on the 60 day follo-
wing its publication in the Offical fournal of the Euro-
pean Communities

MO) Me L7 £ 101981, p 1
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AN e Sy

This Regulation shall be binding in its entirety and dirccty applicable in all Member
States. £ _

Done at Brussels, 18 March 1952

For the Commizsion
Martin BANGEMANN
- Vice-President

1
e ]
1

AUt INENINeINg
ARIANTUUM TN



A Annex | fs hereby replaced by the lollowing

1.2

120

Antisinfeectiont agents

Chematherapeutics

. Sullonemides

List of pharmacolog

Pharmicalogheslly sctive
wubiatanc o)

Marker sealdue

Al gubstancer belonging 1o
the sullanamide group

Parent drug

Antiblotles

Penicilling

i

'h m'nuu[-p:lnll!- wEiive
wbitemce(t)

Marker resldu

L.L1.1. Denzylpenieillin
1l.L Ampicillin
1113, Amoxicillin

1.2.1 4. Oxacillln

1,115, Cloxacillin

1.2.1.6, Dicloxacillin

Perent drug .
W ipecies

4 pgleg

Parent d,ﬁ u tsm ﬂmm ﬁ:ﬂ

Parent dmm‘ Al food prodﬂ ing 0 pglks
specles -
ARIAN1)S ﬁll. N3
q _apecles
30 pglig
Parent drug All food producing 00 pglks
1peclen
30 pglee
Parent drug All food producing 100 jpflg
tpecles . ¥

fdue limits have been lized

| Turges thiues

Cthee pravlilan:

1ecle, liver, kidney, fnt

The comblned totel resldues of a1l substences within
the sullenamide group should not eveced 100 pg/ig

et tlanaen

-
-
.‘-'1
R

Oiher provlilans

3Bk liver, kldney, In
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COMMISSIOMN REGULATION {(EEC) Mo T62/92
of 27 March 1992

modifving Anocx ¥ to Council Regulagon (EEC) Mo 2377/%0 laying down a
Communiry procedure lor the estmblishment of maximum residuc limis of
veterinary medicinal producs in foodsrufls of animal origin

Fa £3f14

THE COMMISSION OF THE ELROPEAN COMMUMITIES,

Having segard to the Treary establishing the European
Economic Communiry,

Having regard to Council Reguladon (EEC) No 237790
ol 26 Junc 1950 laying down 3 Community pr
the esublishment of maximum residuc i
nary medicinal products in loodsmulfs of
as  amended by Commission 5
Ma 6?5!‘91_{‘}, and in particulsr

Whereas it 13 desirable in the in
efficiency that the information
included “in an spplicauon o
maxamum residue oo fur 3
subsuance used in vetennary
cordance ®ith Regulation (ERiy
eorrespond as closely as possi
parucuiars 10 be submitizd o hes
cavon for suthqrization o placg
product on the marke: sub ed
Ardcle 5 of Councd Dires,
28 September 1981 on the apprim @/,
the Member States relaing 1o ki
products (1), a5 smended by Direcy

Whereas it is pecessary to amend An
(EEC) Mo 2377/90 to uk: account offhe
requirements for the testing of veterin

-

This Regula i
States. V.

Done 21 Brusse™®27 March 19937,

..«-"é

preduces inveduced by Commission Direcuve 9218/EEC
of 20 March 1292 modifying the Annex to Council Direc-
uve BI/ESMEEC on the approximaton of laws of the
Member  States  relating o analytical, pharmaco-
Jozicolegical and clinical standards and proecels in
respect of the testing of veterinary medicinal producs

Wherras the provisions of this Regulation are in ac-
trdance with the opinion of the Committee on the
piaton 10 Technical Progress of the Directives on the
] of Technical Barriers w Trade in the Veterinary
Produce Seector established under Ardcle 7b of
e ircctive EI/ESAEEC (M, 25 amended by Direc-

gt/ J0/EEC (1),

AED THIS REGULATION

Arriele 1

w Reguladon (EEC) Ne 2377/90 is herehy
the Aancx to this Regulation.

Arricle 2

7 cguladon shall enter into lorce on the date of i
blicaten in the Officdal Journal af the European

s munifies,

S pplicable in 31l Mcmbe:

L AP

AUt InenIneang::

Via-Prr.rﬁfw

MAATUNMINGIAY

() Q) Mo L 225 18 8 1990, p 1.
Q) Mo L 73, 19 3. 1992 p. &,
(0O Mo L 312, 6 11, 1981, p. |
(70 Mo L 323 31 12 1990, p. 15

10) Mo L 312, 6 11, 1981, . 16, °
(0] Ma L 15,12 1. 1987, 5. 34,
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ANNEX

ANNEX V¥

Informareon and pardeulars to be included in am spplicaton for the establishment of a
maximum residuc limic for a pharmacologically active substance used in veterinary medicinal

products

Administrarive particnlars

™

. Precise idenufica

Name or corporate name and permanent address of the applicant

Mame of the veterinary medicinal product ¥
Qualitative and quantutive compasition in terms of active principles, with mention of the interna-
tonal non-propricary name recommended by the World Health Organization, where such name
EXisLs.

Manufacruning suthorzgon, if a
Markeung authorizaton, if
Summary of the characten
Article 51 of Direcrve

products) prepared in accordance with

Safery docwmentation

Expent repon

; lnternational o I J E W \\
12 Internanon | r' ¥’ S 1 L IP name.
] ’ \

I3 Chemical Absty
1.4 Classificatiog

— therapsutic ;

= pharmacol il
15 Synonyms and abl
16 Stucuzal formuld
17 Molecular formula
128 Molecular weighe

Degree of impuricy.
110 Qualind
1.1

] . -
D e 1 o e ———— =
A

J

— meltung

boiling pog

L AF

— ¥apaur p 27 L1
— solubility in ?ﬂ' and arganic solven prﬁﬂd in grams per litre, with indication of
temperature ;

:ﬂummmw BIN3

Relevant ph.l acological studies

QWW?NNVINWBWH

nlnpﬂl studies
3,1 Single dose toxicity.
32 Repeated dose toxicicy.
33 Tolermnce in the targer species of animal
34 Reproducuve toxicity, including teratagenicity.
340 Sewdy of the eflects on reproduction,
342  Embryotoxiciry/letotoxiciry, including teratogenicicy.
35 Mugonizicy.
3148 Carcinogenicity,
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25,3 2

[1F1]

By,

1]
[

Ba.

Sewdicy of other ellecis

%0 Immunowesiny

42  Microbiclogical properocs ol ressducs

41] On the human gui flor ]

422 On the organisms and microorpaniimi used for indusenial food-procassing.

43 Chascravons in bumans.

Fesidur documentanion

Expert repon
Precise adentificauon of the subsunce concerned by the applicanon

The mbronce concemed thould be idendfied in aceerdance waith pownt Al However, where the appli-
caoon relates to one or more vetern dicinal preducts, the product ioelf should be idenoled in
dewail, including :

— qualiuve and quanu
— punty

— idenoficauon of
— specific actviey T

— position of
—

Renrdue srudics

21 Pha
{abrorpoiey

Depl
3 Elzbaray

T3

Roudne analyucs

il Dreseripy

32 Validsuon the
311 specificinl

312 accuncy, inc

333 precision
314
131s
326
3z

Limie of detection s

= A
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nmoLan §
I

{Acts whose publication is not oblipatary)

COUNCIL

cancerning the animals poved . ing on the marker of aguaculiure

ence should alswe be wade 10 the concepr of

specific apimal health stanos;

THE COUNCIL OF | HE EURCPEAM. S

Having regard 1o the Treaty establf
Economic Community, and ing
thereol,

iz and procedures should be laid dewn for the
nce, suspension, restoration and withdrawa!
. ) of such farms;

Having regard to the proposal frop
necessary to set Community requirements
o imports of aquaculiure animals and products
countries; whereas these requirements must

or adequate protective measures;

Having regard 10 the opinion
Parliament (7), )

Having regard 1o the opinion of the Ec
i ]
Curr_lmlgl.‘l:{ b ereas a Community inspection system  should be
ished in order 1o wvenfy compliance with this

£,

i studlcs should be undertaken so as ro be
n the furure the rules laid down by this

Whereas aquaculrure animals and prodyuss 2
the list in Annex Il to the Tr
Whereas the breeding and reali T
and the placing on the market 8

products constitures 2 source of ingific for e ¥

i th fh i ¥ i s el
b e s Whereas “provision should be made for a procedure
Whereas, in order 1o ensure the cationll d=clopment of this 'E’liﬂ“"g close ’ﬂd cfficient cooperation between the
sector and 10 increase ember States within the Standing
secmr musx be laid da ﬂﬂ:{v I H n 5 Byq:l .

it L - ': s L
WHEltli in rhls context qs n:n-_-.szry o c.unmbu:r. the ' £e s
completion of the internal m:rl::: avoiding the sp d of
\irhgi,-g';j :I‘-ﬁ:"zn 2l health Sirdation for aquaculure animal
is noy the same | rdughﬂut the territory of the Cummumr_r, CHAPTER 1
whereas reference must therefore be made ta the concept of
zoncs when dealing with parts of the n:rmury concerned; s ss 3wt ues o, General provisions

Whereas eriteria and procedures shnfulld be Iau:i Hﬁﬁrh-fnr't he

grant, maintenance, iuspcn!mn n:sturltu;m and wu;h.dmml :
of approval ol' such mnﬁ, . i -t 3 Article 1
i TEWRETE i W I E L -
(") O] No C 84, 2. 4. 1990. podd o v e This Diurective defines the animal health conditions
(*) O] No C 19, 28, 1:1991. - . R T . governing the placing on the marker of aquaculoure animals

(*} ©) Mo €332, 31.12. 1990. . and products.
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This Direciive shall apply withuur pevudice mn Cr-r:,muni:y la) they must show no cliss 2l signy uf Sisease i b day taf

or national provisions an the conse - annn of spreses loading,

(b} rhey must not be intended fur destruetion ar slaughter

, under a scheme for the eradication of a disease listed jn
dhoicle:2 Annex A:
L]

For the purposes of this Dirzctive: (c) they must not come from a farm which is subjecr 1o 3
prohibition for animal health reasons and must not have

L. ‘aquaculiure animals' means live fish crustaceans or .
5 . been in contact with animals from such a farm.

molluscs coming from a farm, including those from the

wild intended for a farm;
2. Aquaculture products being placed on the marker for

2. ‘aquaculure products’ means products derived from breeding purposes (eggs and gametes) musc originate fram
2quaculture animals, whether intended for farming, animals which satisfy the requirements laid down in
such  as egps and gametes, or for human paragraph 1,

COnsumplion;

3. ‘lish, crustaccans or molluses' means  ai Aquaculiure products being placed on the marker for

crustacean or molluse ar any stage of de ‘ . cansumption must originate from animals which
5 g requirements laid down in paragraph 1 (a),
4. “farm' means any establishmen: of -
any geographically defined insia
aquaculiure animals are reared ore

their being placed on the marker: s A

3. ‘approved farm’ means a farem comes
may be, with the requirement r
and approved as such in accordane

imais must be disparched in the shorrest
¢ the place of destination, using means
have been cleaned and, if necessary,
grance with a disinfectant thar is officially
ember Stare of dispatch,

6. ‘approved zone' means 3 zon
may be, with the provisions of Ang
approved as such in accordanc

gverland transpon, the vehicles shall be
way that water cannot escape from the
ransport. Transport shall be carried our jn
. 1o safeguard chiectively the health of the
Woarticular by changing the water. Changes of
juS@be carried out in places complying with the
ents of Annex D. A list of these Places and any
jgnt amendments thercro must be norjfied by each
10 the Commission, which shall forward thar
3 __fg f Member Stares,

e o
7. ‘health inspecrian’ means 3 visifl d '[

services for the purpose of condth
a farm or 1omne;

7. ‘approved laboratory’ means 3 labi
the territory of a Member Staes,
comperent authoriry, under jes ¢
out the diagnostic rests provi
Direcrive;

o .
B. “official service' means the veterinary
other service of equivalent level designared
compeient authority of the Member States
country and responsible for car Ing g
provided for in this Directive

Article §

L AP

Ll
10. “placing on the marker' means hold ing or displaying for
sale, offering for sale, selling, deliveri

g 1.
her f f olasis l‘nﬂ:rnng o ekl rachre i n 1, of lists | and I, the starus
E‘,,;}:-":u:i:y o‘:l::hf:htpﬁ%ﬂ'm:ﬂ El wo P unr mber States shall submit to the

— all apgpeoriate iusriﬁc::ioruntcmfn; the conditions

ARARIN TN TA

— the national rules ensuning  compliance with the

In order to obiain, for one or more of the diseases

Placing on the rn:rlu:‘u[ Cummuni:}- aquaculiure amimals conditions laid down, as the €ase may be, in Annex B
and products under I C, Il Cor Il C.

-+ 2. The Commission shall serutinize the informarion

Article 3 referred to in paragraph 1. The Commission may, in

accordance with the procedure laid down in Armicle 26,

1. Theplacing on the market of aquaculture 2nimals shall apprave or restore approval.of zones, having regard to thas

be subject 1o the following general requirements: information,

.
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If, in accordance with Annex Bunder ITV S, 1M ar 11D §, 3 The Convmsswn shall draw up the lise o approved
the approval ef a zone is withdrawn by the official scevive, farms. li shall amend thae Listan arder oo ke socoum of new
the Commission shall revoke the decision concerning its approvals or wathdrawal of approvals, The Commission

shall forward the hist and any amendments thereto to the

approval.
Member Stares.

3.  The Commission shall draw up the list of approved
zones. [t shall amend this list in order to take account of new

approvals or withdrawal of zpprovals. The Commission Article 7
shall forward the list and any 2mendments thereto to the
Member Statex. 1.  The placing on the marker of live lish belonging o the

susceptible species referred toin Annex A, column 2 of lists |
and Il their egps or pametes, shall be subject 1o the following
additional guaramecs:

Article & {2} where they are 1o be mtroduced inta an approved zone,
they must, in accordance with Armicle 11, be
accompanied by a movement document corresponding
to the model set out in Annex E, Chapter 1 ar 2,
riiflying that they come from an approved zone or
appraved farm. Pending the outcome of the review
@WFicd for in Article 2B, additional puarantees o
- ‘ - or the introduction into 2n approved zone of
— all appropriate justifications concas dition Mg from an approved farm sitvated in a
set out, as the case may be, in Anfi® s i . oved zone shall be fixed in 2ccordance with the
LA, laid down in Article 26, Pending that
ftional rules shall conrinue to apply subject to
with the general provisions of the Treaty; -

1.  In order 1o obrain, for enc or more of
referred to in"Annex A, column 1, of lists [ 2
of approved farm sitvated in @ non-approvegs

States shall submit 1o the Commission:
r ——

— the national rules ensuring o

conditions set our in Annex .
hey are to be introduced into a farm which,

Mgor situated in an approved zone, fulfils the
toutin Annex C I, they mustin accordance
approval or re-approval of a {arm n 2 Meticle 11, be accompanied by a movement
the Commission shall have a month w i | W8 corresponding to the model set out in
that file. That examination shall be®Sirriy e - % A ESChapier 1 or 2, cemifying thar they come
of the information mentioned in parag ! i oW -1y from an approved zone or from a farm of
appropriate, of on-site inspections unde ke health status as the farm of destination.

with the provisions set out in Amicle 17,

2. On receipr of the file relg

Commission may, in accordance with the
bicedure laid down in Arcicle 26, adapt or delete the
pnal guaraniees referred 1o in paragraph 1, depending
tiogsof the amimal health situation in the
v icular in order to take account of the
rion measures for the disease reflerred o
1 of list 1.

Should that examination lead 1o favorable congl
Commission shall forward such conclusiogs

States. The Member States shal
within which to make known (REleree—==
L v: l

After expiry of that period, if no renily
if the Member States’ remarks aghot contrary to the
Commission's conclusions, the Cnmmlsslon shall approve or

re-approve the farm. Arnd: E _

. u H ’J bnﬂ m 5 M]ﬁi marker of live molluscs referred 1o
Should there exist ces in lists | and II, shall be subject 1o the
Commission’s canclusions 3d the Member Srates’ rcrn:rks, fullowmg add’uwn:] guaran::cs

or should the Commission, after examining the file, co dider

that the apprg roved coastal zone, they
Commission s qj ’H mm lm( Hz 11, be accompanied by
matter to the 5:: terin itrke n s ponding to the model set

opinion. In that dhse, the appmvﬂ or re-approval shall be out in Annex E. Chapter 3 or 4, cemilying that they
granted in accordance with the procedure laid down in come from an approved 4."0::-1:] tone or from an

Article 26. approved {arm in a non-approved coastal zone, as the
el © case may be;

If in accordance with Annex C under | C, Il C or I C, the {b) if they are 1o be relaid in a farm which although not

approval of a farm is withdrawn by the official service, the situated in an approved coastal zone fulfily phe

Commission shall revoke the approval decision. conditions fet out in Annex CIII, they muﬂ.[,,n]ji

i
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accorlance with Aricle 17, be accompamed by 2
movement document correspondingg 1o the model set ow
in Annex E, Chapier 3 or 4, cerulying that they come
from an approved coastal zone or from a farm of the
same health status as the [arm of destination.

2.  The Commission may, in accordance with the
procedure laid down in Armicle 26, adapt or delete the
additional guarantees referred 1o in paragraph 1, onthe basis
of the animal health sitwation existing in the Community.

Article

The placing on the marker in an approved zone of
aquaculture animals and produers for human consumption
originating in a non-approved 2one shall be subjecig
following requirements:

1. Fish susceprible to the diseases refersd
column 1 of lists| and II, mus
eviscerated prior 1o dispatch.

However, pending the outcom
for in Article 28, the obligan
required, if the fish come fram
non-approved zone. Derog
be adopted under the prog
Article 26,

Pending that decision, natian
apply subject 1o complianc
of the Treary.

2. Live molluscs susceprible 1
Annex A, column 1 of lisis | ap,
either for direct human consum
industry and shall not be relai

. ; o
— they originate in an approved farm in
coastal zone, or

— they are temporarily/
purification cenrres
approved for that |
authority and includ
treatment and disinfectfif ol T=
conditions for such appaga! will be determined b
the Commission in accordance with the procedure
laid down in Aricle 26. @ F—"

eces

containe
document.

— the geographical zone znd farm of farms concerned,

— the measures 1o be taken by the official services to ensure
that the programme is properly carried our,

— the procedures followed by the approved laborarories,
their pumber and locaton,

— the prevalence of the discase or diseases listed in
Annex A, column | of lists | and 11,

— the messures laid down to combat these diseases where
detected.

2. The Commission shall scrutinize the programmes
submitted by the Member States. The programmes shall be
approved in accordance with the procedure laid down in
Article 26. After the adoprion ol the programmes, the
introduction of aquaculture animals and products into zones
br farms covered by the programmes shall be subject 1o the
s set aut in Articles 7 and 8,

St eoprammes submitted by Member States may be
T O supplemented in accordance with the procedure

5 in Amicle 26. Under the same procedure the
Bl iElay MPpIOYE Wil winendinent of addition w0 a
which has been approved or to guarantees
it for by the rules refecred to in paragraph 2.

Article 11

1 k povement documents referred to in Articles 7 and

M bc®rawn up by the official service at the place of
in 48 hours before loading, in the official language
W8 cs of the place of destination. They must be drawn
B 2 sinple sheet of paper, be made out for a single
ee, They shall be valid for 10 days.

Each consignment of agquaculiure animals and
T clearly idenrified in order to be able 1o trace
sl of origin, and to verify where appropriate

;".j of the animals or products with the
@fntained in the accompanying movement

U his information may figure directly on the
on a label fixed to it or on the movement

e AUSANURINGINT ...

pravided forin A

measures 0 cnsu® wniform compliance \?'!h this

submit the programme 10 the Commission, outlining in

Article. 1 8 Where a MembeMifare draws up or has drawn up a
LA . 1 | Fdlufe pdl thol programme for ene of the
' ; gis el 1o n , column 1 of list 111, it shall

Article 10

1. Where a Member Stare draws up or has drawn up 3,

programme designed to enable it subsequently to initiate the
procedures provided for in Arucle 5 (1) and Arvicle 6 (1), it
shall submit its programme to the Commission specifying in
particular:

particular:

— the distribution of the disease in the Member States,

— the justification of the programme, taking into account,

the importance of the disease and the programme’s likely
benefit in relation 1o its cost,
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— the geographical area in which aammne will he

implemented,

— the status of farms 1o be established, and the standards
which must be achieved by the farms in each caegory,
including test procedures,

— the rules applicable for eniry of animals of a lower health
starus into the farm,

— the action 1o be raken if, for any reason, a farm loses ns
starus,

— the procedures under which the programme is 1o be
monitored.

2. The Commission shall scrutinize the
presented by the Member Stzlcs These progn

Aricle 26, The additional gu:r:n: i~
which may be required for the introg

3. FProgrammes submirted b
amended or supplemented in
laid down in Asticle 26. Undes

Article 13

5

1. Where a'Member State conside
part of its ternitory is free from one g
Annex A, columnl of lLstlll, it shall
Commission appropriate  justifications et
particular: =

— the name of the di .
ocurrence in that Memigg

: ling based™®
patholagical I'mdtngi. as
hat the disease |s

— the resulis of surveillance
viru]agit.nl microbiologics™
appropriate, and un tl-u.- I

:umpulsunlr noty
— the pcrtud over il

= fht Cﬂﬂlrﬂl arrzngcmcnts for "I'ti‘l.hl'lng thl#]‘ﬂ: area

1- “im SRR 2208

The addition8] guarantess, general or :pcnl‘uc which may be
required for the introduction of aquaculrere animals and
products .inte certain arcas or farms shall be defined in o~
accordance with the procedure provided for in Armicle 26.

3. The Member State concerned shall netify
Commission of any change in the pamiculars specified in

paragraph 1 which relate 1o the diseawe 11 plArantees
defined as laid down in paragraph 2 may, in the light of such
notification, be amended or withdrawn in accordance with

the pracedure pravided for in Article 27,

Arccle 14

1. Withow prejudice to the requirements for diseases
relerred 1o in Annex A, column 1 of list I1l, established in
accordance with the procedure laid down in Articles 12 and
13, the placing on the market of live farmed fish (molluscs or
crustaceans) not belonging 1o the susceptible species reflerred
1o in Annex A, column 2 of lists | and Il as well as their eggs
and pametes shall be subject 1o the flollowing additional
requirements:

] where they are 1o be introduced into an approved zone,
F they must be accompanied in accordance with Article 11
) = movemnent document corresponding to the model 1o
drawn up in accardance with the procedure laid
in Article 26, eertifying that they come from a
of the same health status, from an approved farm
sgon-approved rone or from a farm which may be
™ in a non-approved zone on condition thatsuch a
Beoniaing no fish, molluscs or crustaceans belonging
susceptible species referred to in Annex A,
n 2 of lists | and Il and is not connected with a
Mo urse or with coastal or estuarial waters. ..

cver, pending the outcome of the review provided
Article 28, Member States may, under the
Bure laid down in Article 26, request a derogation
1 the preceding subparagraph, in particular so as 1o
ibit the introduction into an approved zone of fish,
polluscs or crustaceans referred 1o in this paragraph,
riginating from an approved farm in a non-approved
zone or from a farm which may be situated in a
non-approved zone on condition thar such a farm
prain=go {ish, molluses or crustaceans belonging o
pijble species referred toin Annex A, column 2
::a 94 Il and is not connected with a watercourse
astal or estuarial waters, In order to ensure
oest compliance with that provision, appropriate
. cond@fifns and measures shall be fixed under the same
re. Pending those decisions, national rules shall

Pm
conrinue 1o apply subject 10 com pliance with the general

Nifd 'Vl’a' WhS e

although situated in a non-approved zone, fulfils the

s they must be accompanied in

1 by 3 movement document

odel 0 be drawn up in

dure laid down in Aricle 26,
certifying that they come from an approved zone, from a
farm of the same health status or from a farm which may
be sitwated in a non-approved zone, on condition thar
such a farm contains no fish, molluses or erustaceans
belonging to the susceprible species referred to in
Annex A, column 2 of lists | and Il and is not connected
with' a watercourse or with coastal or estuarial
WaLETS.

:nndumn s of An
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2 Withour prejudice 1o the requirements for diseases {b) in Annex B the fallawsiry mdeat s del-ied
referred to in Annex A, column § of list 1l established in i
= d d I

accordance with the procedure laid down in Articles 12 and :::::::“:i:n  products e S

13, the placing on the market of wild fish, molluscs or i

}:"r*l““"“‘ d;h"' ‘fg" o gametes, shall be subjec o the 3. In Annex A, point I, of Dircctive 90/425/EEC the

allowing additional requirements: rn”uwirlg reference is added:

[a) where they are to be introduced into an approved zone, ‘Council Directive 91/67/EEC of 28 January 1991
they must be accompanied in accordance with Article 11 concerning the animal health conditions governing the
bya movement document corresponding to the model 1o placing on the market of aquaculiure animals and
be drawn up in accordance with the procedure laid products (O] No L 46, 19. 2. 1991, p. 1),
down in Arnicle 26, cermifying that they come from 2
zone of the same health status;

{b) where they are 10 be introduced inta a farm which, Article 17
althaugh situated in a non-approved zone, fulfils t]-u: - L3E

1. Commission veterinary experts may, where it is

conditions of Annex C, they must be accomp
accordance with Article 11 by 2 movem
corresponding to the model o b
accordance with the procedure laid
certifying that they come from =

necessary for the uniform application of this Directive, carey
out on-site inspections in conjunction with the competent
thorities, The Member State in whose territory an
bection is carried out shall provide the experts with all the
nce necessary o complere their task. The Commission
ufy the Member States of the outcome of such
5.

al provisions for the application of this Aricle
. ! " Tpted in accordance with the procedure laid down
Sampling plans and diagnostic me £

detection and confirmation of i A
teferred 1o in Annex A, col
accordance with the procedure |
These sampling plans musr ta
wild fish, crustaceans a

environment,

k%00 be followed during the inspecrion provided for in
hall be drawn up in accordance with rht same

i CHAPTER 3
& Article 16
Rules gaverning imports from third countrics
1. The ruleslaid down in Council Directi .
of 11 December 1989 c,unccrnmg vereris

intra-Communiry trade with zview 1g B0 ¢ . Article 18
internal market (') as regir =
human consumprion and Col s ————— vl

: O Jimals and products imported into the
26 June Iggﬂﬂﬂ““"ﬂﬂﬂ"'ﬁ A - Il satisfy the conditions {aid down in
applicable in intra- Cﬁm.mumry 19480 and 21,

and products with a view to th '. mp]e:mn 0 e 1
marker () as regards aquacul®™ animals and produns

placed on the marker shall ippf}'. lcular as :cgard;
% Article 19

the organization of a
the inspections 1o be
destination,  and imals and products must come from

implemented. mumn:: or parts thereof appearing on a list drawn up
Cummlisqon in rdance with the procedure laid

3
2 Dire ; . tgisg may be supplemented or
2 g'.ma ﬁm u m 1 rel ithmrhe same procedure.
A h# fol
1'.:] 1 ADG 5 " 2. lndmdmgwhﬂherarhlrdmun:ryurpanthrrmfmay
= ':0“ il Directive 91/67/EEC of 28 January 1991 appear on the list referred to in paragraph 1, particular

concerning the animal health conditions governing account shall be taken of;

the placing on the market of aquaculture animals
and products (O] No L 46, 19, 2. 1991, p, 1)%; 4 {a] the state of health of the aquaculture animals, particular

anention  being paid to exotic diseases and the

(*) OJ No L 395, 30. 12. 1989, p. 13. environmental health situation in the thicd country

{*} O] Mo L 224, 18. 8. 1950, p. 29; as amended by Directive which might endanger the health of livestock in the
J0/538/EEC (O] No L 303, 31, 10, 1990, p. &), Member Scates;

.
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Annexes A, B and C shall be 2 wtly hy the Council
acung h}' a qu.‘Irlfltd m.‘hjt.-rul, un a proposal from the
Commussion, with a view in particular 1o adapring them to

technological progress.

Article 26 (b)
1. Where the procedure laid down in s Article is 1o be

followed, the Chairman shall refer the marter without delay

to the Standing Veterinary Commitee set up by Decision
68/361/EEC ('), hereinafter referred to as ‘the Committee’,

either on his own initiative or at the request of the
representative of 3 Member Stare.

2. (a) The representative of the Commissing
1o the Commirtee a draft of the me
The Commirtee shall deliver &
within a ume limit which
down according 1o the url
opinion shall be deliv
down in Artcle 148 (215
decisions which the Council g
proposal from the 'C
representatives of
Commiree shzll be wel

that Article. The

The Commission shall 2.4
if they are in accor
Commirtee.

If the measures envisap @fere
the opinion of the Comm),
delivered, the Commissight <&
submit ro the Council #prg,
..measures 1o be taken. The
“qualified majoriry.

(b}

1.

If, on the expiry of 2 period nf:hr A0
date of referral to the Coungi :
acted, the proposef! riffa
Commission save
apainst the said mig

T I?

referencs

?

Arricle

1, Where the pr
followed, the Chairl
1o the Commirtee,

request of the repre tive of 2 Member St:n:

withtn two days. The opinion shall be delivered by
the majority laid down in Article 148 (2) of the
Treary in the case of decisions which the Council
i required o adopt on a proposal from the
Commission. The votes of the representatives of the

(') O) No L 255, 18. 10. 1968, p. 23.

.:mmmmnnmaa

sttee shall be
rhat Arnicle. The

Member Srares withi= the €
weighted in the manncr sct out i
Chairman shall not vore.

The Commission shall adopt the measures envisaged
if they are in accordance with the opinion of the
Committee.

If the measures envisaged are not in accordance with
the opinion of the Commitee, or il no opinion is
delivered, the Commission shall, without delay,
submit to the Council a proposal relating 1o the
measures 1o be taken, The Council shall act by a
qualilied majority.

If, on the expiry of a period of 15 days from the date
of referral 1o the Council, the Council has nor acred,
the proposed measures shall be adopted by the
Commission save where the Council has decided
against the said measures by a simple majority.

Article 28

July 1992, in respect of the list of discases et out in
gnd before 1 January 1997, in respect of the health
approved farms in a non-appraved zone, the
2ll, on the basis of a repont from the Commission
perience gained, prepared following an opinion
Scientific Veterinary Commiriee and accompanicd
posals, on which it will decide by a qualified
eview the provisions of this Directive and in
those concerning the marketing of live fish'coming
oved farms in non-approved zanes.

Article 25

The Member States shall bring into force the laws,
regulations and administrative provisions necessary to

with this Directive before 1 January 1993,

" mber States adopt the measures referred toin
d ey shall contain a reflerence to this Directive

tompanied by such reference on the occasion of
I publication. The methods of making such a
all be laid down by the Member Stares.

‘w.

e

iF

YEARE NG
1
i T ircctive is addressed ro the Member Stares.

For the Council
The President
J-C. JUNCKER
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{b) the regulariny and rapidity of 2 infaciating supplicd {d) be valid for 10 davs,
by the country relating 1o the existence of infechious :
; : . {e] consist af a single sheet of paper;
or contagious diseases of aguacoliure animals in s
territory, in particular those diseases mentioned in st B {f} be made out for 2 single consignee,

af the Intemnational Office ol Epizootics;
2. Thecenificate referred to in paragraph 1 must comply

{c) the rules of the third country on the prevention and with a model established in accardance with the procedure
contral of discases of aquaculiure animals; laid down in Article 26.

{d) the siructure of the official services in the third country

and their powers; Article 22

{e) the erganization and implementation of measures 1o Inspections shall be carried out on the spot by veterinary
prevent and control infectious or contagious diseases of experts of the Member States and the Commission 1o verify
whether the provisions of this Directive, and in parncular

aquaculture animals;
Articles 19 and 20 thereof, are being applied in practice.

() assurances which the third coyg

concerning the rules laid down The experts from the Member 5tates who are 1o be entrusted

ith the rask of carrying our these inspections shall be
ainted by the Commission, acting on proposals from the

3. Thelist feferred toin para : AT e Sl ber Srates.

thereto shall be_published i
European Communitiss. inspections shall be made on behall of the
emanuniry, which shall bear the expenditure incurred in

ection.

uency of and the procedures for these inspections
erermined in accordance with the procedure laid

1. For each third coun:dfa A N OWBn Aricle 26.

Article 23

2.  Depending on the ani
country concerned, the condiria)

may include in particular:

¢ general rules and principles applicable during
ions of aguaculture products imported from third
Mirics shall be those laid down in Council Directive
/67S/EEC of 10 December 1990 laying down the

— restriction 1o imports from a | . : PR b
P Minciples governing the organization of veterinary checks on

= rﬂtri!‘:t-:il‘un 0 eertain SPﬂ:lr.s ] products entering the Communiry from third countries {'].
s = e i Thc general rules and principles applicable during
_ ol pf live aquaculture animals imporned from third

the prescription o g SRR aae ™ I] be those laid dawn by Anicle 7 of Directive

products, such as ty

— prescription of the , 1
14
are to be put, Ly I | PRI

= the meagures 10 JFP!,‘ fu]”w' :mpunauun such. If an infectious or contagious discase of aquaculture animals,
quarantine oLdhc gis) t the health of livesiock in a Member State,
H w s w [t dr sgdeads in a third country or if any other animal
lth'te s¥justifies, the rules, procedures and measures
Arich Jald down in Jl.rm:lc 17 of Directive 90/425/EEC shall
cle 21
L mlﬁ’*mﬁﬁﬂ #1N i Y
of the ruing third country. This certificate must: CHAPTERA
{a) be issued on the day of loading of the consignment for ; -
dispatch to the Member State of destinarion; Final provisions
(b} accompany the consignment in the original; P Aritcle 28
(e atecr tiny the ':“m‘m" animals and certain fishery Annexes C and E may be amended in accordance with the
products meet the fequirements of this Directive and procedure laid down in Article 26,

those laid down pursuant thereto with regard to
importation from the third country; ('} O] Mo L 373, 31.12. 1990, p. 1.
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ANMNEX A

= LIST OF DISEASES AND SUSCEPTIDLE SMECIES

1 1
Dissare Suescpiible specier
LIST |
Fuish
IHN HES ;mr..m

t nerka

i1 z.Fuw_-,-ur frs
.-/t f chelirraig

({Infeetious hematopoietic necrosis)

LIST I

Fish

VHS
(Viral haemaorchagic sepiicaes

Moulluser

Bonownz sitreac l | wdill

Martcilia s, sl il
Haplospoadive yp. S - l / T

Perkingus 3p. lecwiiertin

LIST 10

Fish

1M I . ‘

. : . wleee el
(Infectious panceearic - is_l P Salrw vrviia
l' Aigurei fomtiealis

s AU UM

wa.rb.r;lf:mdr‘iy_f ETe

HININTOI M INE e

Salesowsinlac, An;uil'b wrpriills, Picttas scagiog

(Enteric rod mauth discase} - (ranelsse )
X beateapar atherinilfer (baic minnow)
Cyrodaciplotis (Cyroductyli suluriz) Sultwra gailur
er_ﬂhohﬁl. {Myxoswimnasi) Kalsrwr paivilieri
(Whirling discasc) Salsives tevviia

Saloiinr gorlee
Salveliooni fumtinalia

Cruntaceans

Aphanuniyoosis Adtacis ap. feeaylih plague) Adtacur sp.
Avtessprastamilans pollipen
Vevwrssnnleariin olaslii
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from :Iuc Iuwﬂ pact of e cae
a m

AMNEX B

AIPROVED ZONES

- v
. Cantincatal zancs fof fislendinm 2 of lists | and I in Anncx A)
-

A Miﬂfﬁaw qf camitinenial zanes

A continental rone consises of

— 2 pan of the territory conprising an entire eatchenent arca feam the sources af the watcrways to the

estuary, ne more than one eatchmo g alle 8 b ghich fish is reared, kepr ar cavphe, ar
— a part of 2 eatchment arca Nl ) i P glhatceways to 3 natural o anificial barrier
" preventing fish migrating [ A ’b:‘,-/» i
The size and the geograph S ol 3 cof _.--""'" must be such dhat possibilitics lor
recantamination, c.g, hy o PO——"" ¢ oo L That may require the establishment

al a bufllcr-zouc in wii - e prifgann -“_,_h_‘-_-_-‘ t withour aluaining the starus of
appraved rane J— i

Grant of appeal

In arder bn alitain appe olluwing requiccments:

Fo all fidy are fece AL - W ign ul one or more of the disezses
refcered 1o i Avine

2. all Gaewns in the alficial seevices. Twa health

INIPECinNg PEF prar

the waier tewnperatuee [avours

The healch ingpee
the development af 4
The health inspecrid® 0 f:ansig
= an inspection af fis I

— b t;lki'itg al samples whicl b as possilde tn the am-uqrqd 13 hﬂh‘llﬁl'r o be

tested foe the pathopens G#73
Huoweser, ag h rece 'rs telcered 1o in Anncx A,

calumin 1 of § -
N
Y iJ HISCALCE]

(a) their poofly 8
il cd perial ol tine of at least 10

— there has Geen cegular smomitoring of all farms,

— a discase lm‘flﬂ:lll system has been Bl

il Ilwrcﬂ« facnt in 2 continenial zoge to be approved, 1l nﬂ"u.\l scevices musc Bagye subjected fish
lﬁjf 2.
ve resuls 35

Maintenance of appeaval is subject to the following requirements:

ﬂ:;:nd: tlu.' pu:lmgms. in question.

. .‘-11;“{_-\:““(: ufﬂpptni\n'

L. {ﬂ* wtroduced inta the rane must come fran another appeoved rone o [ram an approved
arm;

L. cach faew must wnslergo twe health mapections anmally in accordance with paine i 2; hawever,
samples will be taken by coanian in 50 % of die Gish faems in the continental zane each year;

3. the resulis of the Lalwraniey examinations an the fish sampled during the health inspeetions must
have becn megative as ropaeds the apenns of the discases celerced 1o in Anncx A, column 1 af lises |
anad U1

4. & register must he kepe by the fanmers o the peesans respansible lur the imeoducing af fish,
containing all the inlormiaian nccoatary to enable the soae of health of the fish wo he manitared
cnnaantly.
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.

0. Swipemiion, re-cstalilfichment and wwithdrareal of approval

1. Any abrormal deach or other gymprom that might constitute grounds lor suspeciing an outbreal:
amongsi [ish af 2 disezsc reflerecd 1o in Annex A, column 1 af lists | and Il musse be notificd as quickly
a3 possible 1o the official service. The later ghall immediately suspend the approval of dic zone,

1. Asample ol atbeast 10 sick fish must be sent 1o the approved laboeatary in order 1o be tested for die
pathogoni in question, The retules of the teres s b cominunicared immediztely o the official

BErvice,

3. Where the resubs aec negative (or ihe parhozens in questing but poaitive fow anuther cause, the
official service thall resture appraval,

%. However, when no disgrosis can
ol the fiest sampling and 3 suffici
labocatary in order 1o be ¢

wrther healih inpection muose e made witlin 15 days

el mwsi b vakion and lorwacded on the approved
tinn

Il the resulrs aee again

appraval,

= _ fishy, the official service will resrure the
S-. Wheee the results o
€. ' Restorstion of i p i B b, oo i;; FEQUIrcmcnis

e, o infecied or conramsinaed fish
g svenrdine with 3 procedure

(b} 2fwer climin ! it =l oo b again camiplied

7. The ceniral compy . ! ks e o wond thie oihier Memilwer Seates
regarding suspensiun, ¢ : et BF ' B! of rones.

Coastal raucs lar fish (ool 3

M. A cussial rone vongise of 2 p3
delimitation which consisrg

b, Cronr of anprova

In arder tu oliain \ ot roipiaccionis Laid Jinace foe
cumtinenial sones eoly
=y ' v

C. Muintcnance uf st

R Angnien s

The rules arcﬂnui;‘ul t thase set out o poing | 0

ARANIUIRIANYIAD

A A coanal zone must comply with the delinicion Lad down i v 11 4.

B, Craue uf appreoval
I weder w he approved, 3 coaial Tone st aeet the Lullawiong ceuuircmens

Lo allvsalluss Bave for on beage ot yeart sthaoren no clical ue astlegr s ol wone on ane oof tee diseases
telvered to in Anocy A culisnn | ool Lisas | ued I;

. all farans i the comial rone are placed wnder gl wpersinion of the oflical seevives, Tlealils
AT Sfe Cures

vl s dneervaly adapiead 1 ke shewadaspancnt ol 1l Petlimsaans din agonestooig,

lJurin.; theve inspeytinng 32 iploy avc tabien and oo weatliaet ahlay v the Apsaruregd hlhu’.ﬂﬂfr oo Lo
teated for the parhiogeny in AT

1 il theee iy e faea i tha o vong it Al kovoe, e wlfagial wrsie poisd lod vy wtilvanssnced supeallod wn R Dl
UL N b Ao woarls e 2 b bnderval, PR IPPLTN T R woboprncnn ool tlae ratlivgens i
spu it | lasever, il bt ailed ;nn-;.;‘,_:_llilulu T PPN NS I the sessw dims siait ot Lrin Sy
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1.

molluses belongiog 1o vectar, caroier or suseepiihle speeics, the official service may approve the zone
belowe any mallutes are intreduccd;

labarstory examinatigns of molluies tabien during health inspectiong by the official seevices have

~produced negative-resulis ax regards the pathagens in question,

For zancs having a histarical record of absnce of the discases referred 1o in Anncx A, column | ol
liges 1 and 11, this informaiion may be walen inta acconni foe the gram of approval,

C. Muintengnce af approval

Elamtenance of zrpru\.‘;l % aunkhg

I. molluses introduced &
F N

<,

0. Surpensian, resto

1.

L

foing requirements:

L giric [roin other approved coastal zones or from
approved (arms in / =

— 3 3 . . .
cach lari inusr o d 58 ==ch i e, SNSSEE Y ey point i F a0 innerwalg ﬂd;pud tothe

develapinent ol THE R L in afcuin

the resulis of the
i hiave by
Tiw | and 1

g sasmpled during e healih fnspeciinns
leered 10 in Annex A, column 1 of

fosr the inteanluction of molluses,

2 rt;i-urr
calth of the molluses ta be monitorcd

CLHATINE .11|- i
comstanily,

Any abinorimal te proands for suspeating an outbreak
amangst mallu [ : o 1o list 11, moest be nowified 25 quickly
35 posslile 1o il o] gl e il wispend appraval af the 1onc

A sanple ol sick aallus jrroved labarstory i erder ie be tested Tor the
patls ll;rll\ n r|_|.|-¢1.|;||.;-|

The resmlsg of ol AN ghe official service

Wher e ———— :
Ll a it § v e for anothce cause, approval

diall e & AT

r CHikes mivst be ruade within 15 days

ol the fir F- “[H"ll'f“-'a aunl 3 sulliceent sombicr aof sick w0 scs st be taken and lorwarded 1o

thic approved lal l"‘lﬂlJ i acder v be iewed !u—l’ the pathugens in guestion. I the resulis are again
Auxcs, the official service will restore zpproval,

ﬁ"ﬁ%ﬁ NENIWEARS-

-Hmn ul approval af a :rapr it subject to the fn”uwmﬂ TeRpIIrCnICntL:

ﬂw*}mmm HRAANI é’ ¢)

— lacilities and cquipment mst have been disinlocred in accordance with a procedure
appraved by the official seevice,

{h) :I‘ir.: clinination of the vutbreak, the requirenicnts set aut in puint B must again be complicd
wilt

7. The comral competent ambority shall inform the Commissinn and the other Member Statcs

sepanding suspension, restoration 2l withdeawal of the appeoval of zoncs.
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ANNEX C

APPROVED FARMS IN A NON-APPROVED ZONE

Caontinéntal larme lor fich {Column 2 of lizte | 2nd 11 of Anncx Al

A. Crent of approval

In order to be approved, u faem muUst meer

h w FiBE requircancnrs:
1. Warer mustbctupplitd by a well ar i ! |
\ ’ r') situated downsiream,

B L.

1. Thete must be 3 naural of artil
3. It mum comply with the reled

B. Maiwienance of approval

Maintedznce af approval
muit be carcied aut ance a yea

. Swigentron, resioration end vl

The requirenienes ¢t oure

A Crane af appeoeal
In oeder ta e approved, = :I":-r

1. limwst be supplied witl wad bsy
diseases relerred 1o in Anuey wl

2. oA counply | wrectrtic renvia div, dusen in Anoex 11 11 H.

D, Muaietenance wf upproeal

Muintensnce yl appro 3 eeafes _‘.-', g Lad dowen in
-

Amnex BT C, e R

C. Swspenvion, rertaration g

% = 1 . o . =i
The M"ql-.lrrﬂ'lltﬂl: Laid divwen s Ancex B D shall _u!pl’. peiielatis sonivearendi,
s : -

o mﬁﬂﬁﬂﬂw%fw YINT

A, Grant of apprgpal

the requiremicnits 36 g ot B Ancx B 1110, pvines 1, 2

In wrder ta be appruved, 3 farm muse tieet the ‘ifnwf requiren : } ./

1. It : Eb v A allluv i tm ﬂha wl
i e | [ el i | I ’

2, It Yo ettt teteadis, with
and 4]

B, Muintenance af appruval

kliintenance of approval shall, wesetrsic wectadic, be bt e guacsnees laid down iet

Aance 0 I C, o | g 4,

C. Suspeniin, vestoration sl st vasvead uf sppeeowst

The requircincits set aur in Avex I 100 1D shall apply sewtatis sntaslig,

-

HIC. Hawerer, sampling

destruction of the apears of ihe
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ANNEX D
- REMNEWAL OF WATER

-

Rencwal af water during the transporiation of aquaculiure animals shall be carried out in facilities which sre
approved by the Meniher States and meer the lellawing requicenients:

The hygienic properiics of the water availalle foc changing mus be such 3t not 1o slier the health situation of
the apecics trantporied with repard to the ageas of the diseases referced 1o in Annex A, column | of liss |
and 1.

|
These facilitics shall eantain devie NFF entanination of the host environment:
{ | A
— either by (zcilitating disin - /
= hy ensering that release ol E— ‘ 1 i = . 1111 ey dischange ira the apen

23 o free Maning warcim

AULINENTNYIAT
RIANTAUNNIINGIAY

L
wmd
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ANNEX E
Models of movement documenis

CIIATTER 1

MOVEMERT NOCUMENT FOR LIVE FISH, ECCS AND CAMETES FRROM AN APPROVEDN ZONE

L Couatry o Srigint o e o s

v,

¥I.

Approved zonc: i ' .

Farm of origin (name and address): ..

n"lmﬂ

Family {coniman name and

Species (commen nanie and sercn gl e

-

Quanticy  Mumlser
Toral weiglu
Awcrage weight

s

Destination

ll'"!

Health attestation

i :Fmgrgngmﬁ Tm’}ﬂﬁ

M""‘QW']mﬂ‘imW’JVIB"IﬂH

Mame n(ol‘ﬁ::;
T . A N
SI:&MF of official service """" b e
J...r.--‘.‘-
g bt e
=|' 5 Famotnns ool sigming slfe,co ot
]
'-__ i
'\_‘ 7
S g
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CHAPTER 2

MGVE!-‘LENT DOCUMENT FOR LIVE FISH, ECCS OR CAMETES Fm:.JM AN ATMIOVED FARM

L. Countey of origin:

. Fann af qr?lgfn {name and addecaa):

U Animals ac prodocts:

Egpga  Gameen

Famiily feamnmn name 3md zs T

Specics [comman nanwe as

Quantity  Muniher
Toial weigh
Average weip

1V, Dettinatian
Country of destination: .

Conugnee (namc and 2
V. Mieany ol weansport (nature aicl

VI, MHealth siestation

1. the undeesipned, he -

becn cousipnment originate
from an approved far o d

T 6I/EEC.

L = - T

ik S T S R e ey S
L ¥

e U ANENTNEINS
- ARIANITUNR T REAEY

Functian of signing olficer L
\ ;
. = ! S
. & Signatuee
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P

CHAPTER 3

MOVEMENT DOCUMENT FOR MOLLUSCS FROM AN API'ROVED COASTAL ZONE

1. Couatry of arigin:
Appraved zone:

I, Farm of origin (name znd address): ... i

HI. Animals: e | & K g T

kfalluics

Family {conimon name

Sp-ctirz ({common nams

Quantity  MNumber
Tatal weighs
Average w

1V, Deitinaiion

Country of datination: . ¥3J .. ....... ... SHETHS

Coasignee (name 30d address),

Shiniat i T TS P S, A

V. Means of wanipon (iature andi

iss o ol oaiaaniii

¥1. Health cennification y

nEignient originate from an
IGIrLEEC.

L the undersigied, heefllf coraly < presy
appruved coustal zune mll 1at v oy nm[-_r the requiremonts of Dirco™

N ﬂUEI?‘FIEWI‘iWEHﬂ’i

Hame of afficial urwcc

Ul mnmumn NENAY

Mawme in capals)
Seamp ol rl" eial rervice
!;f'_m --.‘.“.
(‘ ‘-] SR Function af signing wilicer
b5 ;
" ~ e SO =
i S Sgnmaiure
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CHAPTER 4
MOVEMENT DOGCUMENT FOR MOLLUSCS FROM AN APPROVED FARM
I. Countey of origia: - : ; &
Il. Farn of ergia (name and addecss):
11l Animala: AR,
Mallac
Family {common naine and
Species (conmnon name and
Quantity  Mumber
Tural weighs
Averaps
IV, Destinacion .
Country of oripin: S s g - : B
Cansignee (name and (e s \ ' W, VR R i e "
V.o Means of tanspors [ne !
Wi, Health cernificatiom
1, il wadersig ‘ consigmzient atiginate from an
‘Iripuh"fj farim
-l
[ B ETTT I 1 — - | B . Il

Hume (in l:

i W1§N {RIDE ‘VD'J NgNa EJ .......

Function al dgning alficer

\_‘5.#'_,/ ..................'......._..,..-...-.“...,.;.F.:;;;;................,. tiserranasssserianns
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NIR0UIN 7
COUNCIL DIRETTIVE

of 22 July 1991

laying down the health conditions for the production and the placing on -the market of lishery
products

{91/493/EEC)

THE COUNMCIL OF THE EURQPEAN COMMUNITIES, Wheress @t 11 appropriate to apply by analogy cemain
marketing sandards which are laid down pursuamt 1o
Aricle 2 of Regulation (EEC) Mo 3796781, in order to fix

o 1 Llishi he
Having regard 10 the Treaty emablishing o ", e sl sl o hois prﬂ:ducls;

Economic Commumity, and in pamicul
thereal,

Wheseas it is the responsibility primarily of the fisheries
, witry to ensure that fishery products meer the health
Having regard 1o the proposals frosg b fcemenis laid down in this Directive;

LS

Having regard 1o the  opind - he comperent suthorities of the Member Stares

: Wby carrying out checks and inspections, ensure that
M:nd manufacurees comply with the said
e,

thament {3},

Having repard 1o the opinions ol ¢

Commitee () . .
y ; dimuniry control mezsutes should be introduced

iee the unilorm application in all Member States af
Wheress, with 3 view ta achicyl Ml 13id down in this Directive;
more especislly to ensuring o
commaon ofganization of the ma)|
cuizblished by Regulation (EEC
amended by Reguladeon (EEC)
that the marketing of fish and fish p

be nindered by disparities existing

respect of health requirements; wheilhs . : WiSkas in the context of intra-Community trade, the

F oot o i on che RCL A rules laid down in Council Directive 85/662/EEC of
armonized and brang about competition qeres ! L December 1989 concerning veterinary checks in

whist ensuring qualiey products for th —."'-'::"".“-‘ gmmusity trade with 3 view to the completion
; a 5J market (?) 35 amended by Directive

Whezeas the European Parlia ;___m:_______ri apply ta lishery products:
of 17 March 1989 (*) requek e A e
lorward with comprehensive  padpd 35 e ry products from third countrics intended 1o be
~duction and placing on the i kcr al placed ordll market of he Communiry must not qualify for
uding solutions for the prob™, of nematodes; more {avourable arrangements than those applied in the
'Y Cemmuniry; whereas provision should therefare be made for

Whereas fishery produ cash 'ﬂr | g i ure for the inspection in third counrries

ol contamination wid v At A ol i wrl' onl’ﬁ ol #roduction and placing on the market in

contamination and su ] mMbsife Y it “deeto plrir theWpplication of 3 common import system
¢

order to ensure the smooth operation of the
rket, the measures should apply in an identical
to trade within the Member States and o trade
the Member Scates: i

when handled and trear unhygienically; based on conditions of equivalence;

= s
Wheress thel <dn ; Y | ‘ ¥ ion are subject to the rules
down hﬂ i & 11 : copyc ks affpuard measures covered by
own lor the gichi alli e “Counal Directive 90/675/EEC of 10 December 1990 laying

L

re h
ﬁsh:-r_r pmducq at all stages of produqicn and during down the principles governing the organization of veterinary
orzge and transport; checks on producs entering the Communiry from third

(') O] No C 66, 11. 3. 1988, p, 2; : B
Q] Na C 252, 8. 11. 1989 4 nd O B4, 2.4, 1990,
F.Jsa, PR B O) e B4 3 40390 Whereas, 50 that account may be raken of particular
C1Q) No C396, 17, 4. 1989, p.29 and O] No C 183, circumstances, derogations should be granted to some
15.7.1991. establishments slready operating before 1 January 1993 5o as
10 Mo C1)s, 24, 5. 1988, p. 31 and Q] Mo C 332, ta allow them to adipt 1o all the requirements laid down in
31.12. 1950, p. §9. this Dicective; '
(*) O] Na L 379, 31, 12, 1381, p. 1., e
("} O] Mo L 282, 2. 10, 1989, p. 1, (") O] Mo L 395, 30. 12, 1989, p. 13.

(') O] Mo C 96, 17. 4. 1989, p. 199, (") O Ma L1373, 31. 12. 1990, p. 1.
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Whereas the Commission should be entrusied with the rask
of adepting certain mcasures  for implementing  this
Directive; whereas, 1o that end, procedures should be laid
down introducing close and elfective cooperation berween
the Commission and the Member States within the Standing
Veterinary Commitiee;

Whereas the essential r:ﬁuirﬂ;nenu laid down in this
Dircetive may need [urther specification,

HAS ADOPTED THIS DIRECTIVE

CHAPTER |

This Direcrive lays down
production and the placing on t,
for human consumprion.

Article 4

For the purposes of this Directive
shall apply: ‘
o T
1. Yishery products’ means all scawaltm—
animals or parts thereof, including tigieied s
aquaric mammals, fropzand
by other Communicy ﬂ-

L
1. ‘sgusculture products’ ' .
and raised in controlled lirig
market as a foodstuff. Holver seawater or Ires warter
fish or erustaccans caught in their natural environment

commercial si
considered 1o a
crustaccans of al cIughc in their natural
environment and taliveto besold ara Ia‘:rdar: are
not considered to be i

merel , i
increa

3. ‘chilling® means the p}nm: of cooling fishery products
0 3 remperature approaching that of melting ice;

when juvenile and kept Il.u’l:‘h-p.r reach the desicf@id
r

products prepared, processed, chilled, frozen,
v K0 stored. Auction and wholesale markers in
c spr . JFRh) 2 wijch oply@isplay and sale by wholesale takes place are

4. Jresh products’ means any fishery product whether
whole or prepared, including products packaged under
vacuum or in a modified atmosphere, which have nar
undergone any treatment to ensure preservation ather
than chilling; 5

5. ‘prepared products’ means any fishery product whict
has undergone an operation affecting its anatomic.
wholeness, such as gutting, heading, slicing, filleting
chopping, etc.; =

€. ‘processed products’ means any fishery produc which

has undergone a chemieal or physical process such

as the heating, smoking, salting, dchydration o

* marinating, ctc., of chilled or [rozen products, whethe:

or not associated with other foedstulfs, aor =
combination of these various processes:

7. ‘preserve’ means the process whercby products are
packaged in hermerically sesled containers ane
subjected to hear treatment 1o the extent char ans
micra-organisms that might proliferate are destroyed o
inactivated, irrespective of the temperacure at which the
product is to be stored;

frozen products' means any fishery product which
has undergone a freczing process to reach a core
temperature of —18 °C or lower after temperarur-
Rrabilization;

prckaging” means the procedure of protecting fisher,
fucts by a3 wrapper, a contsiner or any othe:
uitable device;

53 means the quantity of lishery products obtained
dcr practically identical drocumstances:

W§onsignment’ means the quantiry of fishery products
nd for one or more customers in the country of
destination and conveyed by one means of transport
Wnly;

‘means of transport' means those parts set aside for
goods in automobile vehicles, rail vehicles and airerafr,
the holds of vessels, and containers for transport by
land, sea or air;

Fofnt authority’ means the central auchority of 3
RN § State competent to carry out veterinary checks
authority to which it has delegared thar
cogfipctence;

¥

V4. ‘establishment’ means any premises where fishery

not deemed to be establishments;

uaculture prod fthey - e e means the holding or displaying
§ %mz ’] ‘ Hﬁu[f iMog®ale, selling, delivering or any other
plic¥g’ o market in the Communiry,

excluding retail sales and direct transfers on local
markets of smal! quantities by fishermen to retailers or
consumers, which must be subjeer to the health checks

laid down by narional rules for checking the rerail
trade;

16. ‘impartation’ means the introduction inta the territory
of the Community of fishery products from chird
countries;
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e
17. ‘clean seawsarer means seawater of bony warer which iz {(d) they must have undergone a health check in accordance
frec from microbiological contammnanon, harmiul with Chapter V of the Anncx;
substances andfor toxic marine plankton in such : )
quantities a5 may affect the health quality of fishery (¢} they must 1':.1'»': been appropriately packsged in
products and which is used under the conditions laid accordance with Chaprer VI of the Annex;
down in this Directive; ) 1 . i )
() they must have been given an idenrification mark in
16. Yfactory wessel’ means any vessel on which fishery accordance with Chapter VII of the Annex;

conditions:

(a)

(b)

(<)

products underga onc or more of the following
operations followed by packaping: filleting, slicing,
skinning, mincing, freczing or processing.

The following are not deemed 1o be (3o

— fishing vessels in which only shri
are cooked on board;

— fishing vessels on board
igarried out,

they must have:

bleeding, heading, guning and
chilled or frozen, on board §
with hygiene rules to be established®
acting by a qualified majoriry ong4
the Commission. The Cormg
proposals o thar cficfy &

(i) where appropriate, Ml
approved in accordare®
accordance with the re
the Annex.

l! [Cments O AT -

{g) they must have been stored and transported under
satisfactory conditions of hygiene, in accordance with
Chaprer VI of the Annex.

2. Where gutting is possible [rom a technical and
ommercial viewpoine, it must be carried out as quickly as
Saasible after the products have been caught or landed.

e ¢ placing on the market of aquaculture products
s thiie subject to the following conditions:

weey, must have been slaughtered under appropriate
ons of hygiene. They must not be soiled with
Sk, slimec or facces. I not processed immediately afrer
B beocn slaughtered, they must be kepe chilled;

ust, in addition, comply with che rtq:uircm:n:s
n under 1 {c) ta (g).

he placing on the marker of live bivalve molluses
shall be subject to the requirements laid down in
Council Directive 91/492/EEC of 15 July 1991
laying down the health condidons for the production
and the placing on the market of live bivilve
molluses ().

Whm processed, bivalve molluses muse, in addidon
rcquir:mmts in point (a), satusfy those of
ph 1 {c) to (g).

Article 4

The cooking be placed on the marker alive shall ar all
must cnmpiﬁ Hv;“ H%H ) r the most suitable survival conditions.
section I(5)

Annex. Such v Is shall be specifieally ?gmcred

by the mmpcu:nt authorities;

icle §

j:;;:_gmqwh 'ﬂ@;ﬂ . }ﬂdﬂm ﬁl ‘111] E.l'ﬂ ﬁﬂh tollowing peoduces shall be

ap

they must have been handled and, where appropriace,
packaged, prepared, processed, frozen, defrosted or
stored hygienically in establishments approved in
accordance with Amicle 7, in .compliance with the
requirements of Chapters 11l and IV of the Annex.

The competent  authority may, norwwhsundmg
Chapter I, section 2 of the Annex, aurhorize the
transfer of fishery produces ex quay into containers for
immediate delivery 10 an approved establishment or
registered auction or wholesale market to be checked
there;

forbidden:

— poisonous fish of the following families: Tetraodontidae,
Mulidae, Diodontidae, Canthigasteridae,

— fishery producss containing bioroxins such as ciguatera
toxins or muscle-paralysing toxins.

Detailed requirements concerning the species covered by this
Article and concerning methods of analysis shall be laid
down in accordance with the procedure prc.'.:ﬂbﬂ{ in
Aricle 15.

('} Sec page 1 of this Official Journal.
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Arcle 6

1. Member Stares shall ensurce that persons respansible
for establishment rake all necessary measures, so that, ac all
stages of the production of fishery prmiucts, the
‘p.cuﬁ.ﬂ“ﬂnj of this Directive arc complied wllh

To that end, the said PErsons respo nsible must carry out their
own checks based on the following principles;

— identification of critical points in their establishment on
the basis of the manufaciuring processes used;

— establishment and implementation of methods lor
monitarng and checking such eritical poinrs;

— taking samplcs for analysis in an approved 13k
the competent authority for the purpgss
cleaning and disinfection methods and i
chexking compliance with the stand
this Directive;

— keeping a written record or a_pecacs
indelible fashion of the preces
submiring them to the comperog
of the different checks and vasl
for a period of ‘at least two yed

2. If the results of own checks oy
dispasal of the persons responsibly
reveal the risk of 2 health risk of0gpy
without prejodice 1o the measures §
subparagraph of Aricle 3 (1) of [}
appropriate measures shall be g,
supervision.

3. Rules for the application of the
of paragraph 1 shall be established in accord
procedure laid down in Article 15. /

Arcily 2

-
1. The competemt  audd®ifiics  sh ey aeian
establishments once they have werified thar  these
establishments meet the requiremengt glhthis Directive, withg »

approval,

;:;:mmmmmwﬁmﬁ

take particulafjaccount of the conclusions of any check
carried out in accordance with Aricle 8.

The competent authariry shall register those auction and
wholesale markers which are not subject 1o approval after
verifying that such inswallations camply with the provisions
of this Direcrive.

2.  However, subjecr 1o the express condition that
products coming from [actory-vessels and establishments,

auctian and whalesale markets meet the hypienc standards
set by this Directive, Member States may, for the
requircments relating to equipment and structures laid dovwen
in Chapeers | to [V to the Annex, grant to factory-vessels and
establishments, auction and wholesale markers a further
period cxpiring on 31 December 1995 within which o
comply with the conditions of approval set out in Chaprer
1X. Such derogations may be granied only to [actory-vessels
and establishments, auction and wholesale markers, already
operating on 31 December 1991, which have, belore 1 July
1992, submitted a duly justified application forderogation o
the competent national authority. This application must be
sccompanied by a werk plan and programme indicating the
period within which it would be possible for them to comply
with the requirements in question. Where financial assistance
is requested from the Cammunity, only requests in respect al
projects camplying with the requirements of this Direcrive

g can be acceped.

The competent authorities shall draw up a list of their
d establishments, each of which shall have an official

pber State shall notily the Commussion of its list of
ablishments and of any subsequent amendment
k= Commission shall forward this information to
mber States,

: pection and monitoring of establishments shall
BW-d out regularly under the responsibilicy of the
&% authoriry, which shall ac 21l times have free access
of establishments, in order 1o ensure compliance
requirements of this Directive.

< inspections and monitoring reveal thar the
equicements of this Directive are not being met, the
competent autharity shall take appropriate action.

dbgghs 1, 3 and 4 shall also :-pply in respect ol
'
}
Pagdldraphs 3 and 4 shall also apply to wholesale and
auction S48 kets,

regard to the nature
approval must be re uH:h Siﬁﬂm w H’]‘ ﬂ s Article 8§
carry out activities oth cive

Experts fram ummmmn may, in cooperation
s of the Member States, make
this i3 neccssary to ensure the
rcm--c They may in particula:

verify whether establishments are in effect complying witl:

the requirements of this Directive. A Member State in whose
territary 3 check is being carried out shall give all necessany
assistance 1o the experts in carrying out their duties. The

Commission shall inform the Member States of the resulis of

the investigations,

2. The arrangements for implementing paragraph 1 shall
be adopied in accordance with the procedure laid down i
Article 15,
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Artecle 9

The rules laid down in Dircetive 897662/ EF.{‘;: as
cpards fishery products intended lor human consuinption,
shall apply, in parnicular as regards the organization al :‘nd
he acxion to be raken lollowing the inspections to be ca ;r:r,.-_d
sut by the Member States of destination, and the protective
neasures to be implemented.

2.  Dircctive 89/662/EEC shall be amended as follows:

{z) in Annex A the lollowing indent shall be added:

"— Council Directive 91/493/EEC of 23
laying  down the health condig
production and placing on th
products (O] No L 268, 24, 9

(b) In Annex B the following inde

‘— fishery  producs
censumplion’.

Imports from thira

Article 10 —

Provisions applied to imparts of fishery produsr s
countrics shail be ar least equivalent 1o thes ﬁ"":*“—"{M
production and placing on ™ o

products. -

Fishery products caught in their 1w
fishing vessel Mlying the flag of 2 th i country must ong

the checks laid down in Arifle 18(3) of Directi
20/675/EEC,

v

q:c” ¢

l.  For eac n ‘ { ol
fishery produc Ifi iffc fm
the procedure laid down in

fixed in accord with
Article 15; depending on the health sitwarion in the third
Country concerned,

2. Inorder o allow the import conditions 1o be fixed, and
in order to verify the conditians of production, storage and
dispatch of fishery sroduces for consignment to the
Communiry, inspections may be carried out on the spor by
<xperts from the Commission and the Member Scates,

The expents of the Member States who are to be entiusted
with these inspections shall be appointed by the Commission
acting on a proposal from the Member States.

2

These inspections shall be made on betaif of the Community,
which shall bear any expenditure incurred.

The lrequency of and proccdure lor these inspections shall be
determined in accordance with the poocedure laid down in
Article 15,

3. When fixing the import conditiems of fishery produces
refereed ta in paragraph 1, panicular sccount shall be taken
al:

(a) the legislation of the third county;

(b) the organization of the competenc suthority of the third
country and of its inspection serviczs, the powers of such
services and the supervision to whush they arc subject, as
cll a3 dheir facilities for cficzively verifying the
- ementation of their legislaticn in foree;

“ual health condirions during the production,
g 7 dispaich of fishery provducts i.mcnd:::i for the

Sy

: ances which 3 third cowntry can give on the
W iance with the standards 5.2 down in Chaprer V
Bl incx.

port conditions referfed =5 in paragraph 1 shall

rocedure for obtaining a3 hezith certificate which
ust accomgpany consignments wren forwarded to the
ommunity;

the placing of 2 mark identifying she fishery produas,
mElar  with the approwal number of the

it of origin, excepe @ the case of frozen

o | - F1y -

AR Fucis, landed immediziely for canning and

Y

m - certificate provided Sor under (a);

(c] drawie® up 2 list of approves establishments and

auction or wholesale markeis rezisiered and approved

AUH ANINT AT
A

For that Purpose, ane or more lists o such escablishments
a corimunication from the

shiliydraw up on the Welh of

A rifi c thizd country to the
i8idn € b U may not appear on a lise

unless ic;

s offically approved by the competent authoriry of
the third country cxporting to the Community. Such
approval shall be subject to observzmice of the following
requiremenis:

— compliance with fequirements ecizivalent to those laid
down in this Direcuive,

— moenitoring by an official inspection service of the thied
country. !

5. The conditions reflerred to in pa=agraph 4 (a) and (b)
may be modified in accardance wich the procedure laid down
in Article 15,
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The list referred toin pacageapl 4 (e} may be amended by the
Commussion, in accordance with the rules established by
Commission Decision 90/ 13/EEC ('),

'6.  Todeal with specific situations and in accordance with
-« the procedure laid down in Article 15, imponts may be
authorized direct from an eseablishment or factary vessel of 2
third country where the lacter is unable to provide the
puarantecs laid down in paragraph 3, provided that the
establishment or lactory wessel in question has received
special approval following an inspection carried out in
accordance with paragraph (2). The authorization decision
* shall fix the specific import conditions 1o be followed for
products coming from that establishment or facory

vessel,
\Wr/,

7. Pending the lixing of the import conditigg
in paragraph 1, the Member States shallig
conditions applied (o imports of fisheregd
countrics shall be ar least equivalen
the production and placing on the 1
products.

; m— C i i v

—

Article

1 The rules and principlg
" S0/67:/EEC shall apply,

organization of and fallow up 1o 1

out by the Member Scaes,

2. Wihout prejudice 1o comi
principles referred to in paragraph
pending implementation of the d ar
Article § (3)and Armicle 37 of Dircerive 9§ 3
Article 11 of this Directive the relevay nys
applying Articlc 8 (1) and (2} of the said "
continue 1o anr by, =

CHAPTET
L)
Final proviifans

L

AWEANININENAS

The Annexes shall be amﬂ‘d:d by the Council, =fn5 by a

WA

Article 14 %
The Commission, after consulting the Member States, shall
by 1 July 1992 submit a report to the Council concerning the
minimum structural and equipment requirements to be met
by small establishments which distribute on the local marker
and are situated in regions subjec 1o particular supply
constraints, together with any proposals, on which the

(') OJ No L 8, 11. 1. 1990, p. 70.

Caunail, acting under the voting procedure laid dawn i
Article 43 of the Treaty, shall aa befoce 31 December
19312,

Article 15

1. Where the procedure laid down in this Article is 1o he
followed, the Chairman shall refer the macter to the Standing
Veterinary Commirtee sct up by Decision 68/361/7EEC (7)
herealter referred to as the Committee, either on his own
initiative or at the request- of 3 Member State.

2. The cepresemative of the Commission shall submit ta
the commiree 3 dralt of the measures ta be taken, The
committee shall deliver its opinion en the draft within 2 time
imit which the chairmsan may lay down according to the
ey of the marter. The opinion shall be delivered by the

Fovern! L
. ,;"“ laid down in Article 148 (2) of the Treaty in the

decisions which the Council s 1equired 10 adop:
posal {rom the Commission.-The votes of the
ggotatives of the Member Seztes within the commiuee

ichied in the manner set out in that Article. The
6o shall not vore.

¢ Commission shall adopt the measures envisaged
£y asc in-3ccordance with the opinion of the
COMEnITICE.

. € measures envisaged are not in secordance with

W he opinion of the commitiee, or if no apinign 15
Biclivered, the Commission shall, withouwr delay,
submit to the Council 2 proposal relating 1o the
measures 0 be taken. The Council shall act by 3
qualificd majoricy.

Il, on the expiry of a period of three months from the
gt fSicelecral to the Council, the Council has not
ir{'< proposed measures shall be adapted by the
Ay Aﬁl ion, save where the Council has decided
st the said measures by a simiple majarity.

order 10 take into account the possible failure 10 take 2
ision on the decail

a2

les for applying this Directive by
ransitional measures may be
the procedure laid down in
f ycars.

Article 17

The provisions of this Directive shall be re-examined before
1 J;nu:_:y 1998 by the Coundil, acting on propasals from the
Commission, o1 the basis of cxperience gained.

{*) O] No L 255, 18. 10. 1968, p. 23.
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Article 18 * Arricle 19
The Member States shall bring into foree the laws, This Directive is addressed ta the Member Stares.

regulations and administrative provisions necessary to
comply with this Directive befare | January 1993, They shall
notify the Commission thercol.

Done at Brussels, 22 July 1991,

When Member States adopt these measures, they shall
contain 2 reference ro this Directive or shall be accompanied 1
by such reference on the occasion of their official publication. For the Council
The methods af making such a reference shall be laid down The President

by the Member Stares. P. DANKERT

AULINENINYINg
ARIANTUUM TN
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ANNEX

CHAI'TER |

COMDITIONS APPLICABLE TO FACTORY VESSELS

I, Conditions cancerning design and equipment

1. The minimum requitements for REE By lollows:

&

{hj

3 reception ares sel asid L1 A b baard, designed and arra nged into pounds or
: 10 be separated. The reception area and i3
h 3 way 35 to protect the products from
the sun or the @ : m aly s iSRRI ETIL L H
3 system for ¢ go the work area that conforma with
rufes af hvpienss
g of fithery prodiecy v prapes
jn such 3 way ai to preveni any

work aress thagd
conditans ol

{ desipned so thar they are e33v 10

clesn, Ifa v muat be desipnared for che s10rage

a plaec for su product preparation and processing

areas;

i . i \ - &
special equipment (o D i prod M s Tare uniit for human consumption either
direcilv into the 5¢ A cofill inio 3 watertipht rank reserved for thar
purp@se. I sweaste (star Wit s view 10 cleaning, separate areas mest ke
allgcared for that purposgs

‘.d' ft- |
cqmpmc gor theemeaning of Council Directive
801775 n delf [or human consumption (flor
prezsuris "‘f e ———————————T] (1051100 where it 5 not passible
for the wilkal i » d fwaste water, waste and engine
coolant au

2 suitable n®oer of changing rooms, wash basins and railcha®he latier not opening directly onto
areas where fi ; ry products are -pr:'p:ud rocessed or stored. The wash basing must be equipped

i piian I‘ﬁuhmg and drying h:.nd: that comply with hygicne requirements; the
.ﬂ.ﬂ:::l. or

the prcpansuon :ﬂn rlmMsim:g ar frlﬂﬂfqa fr]:-juf fishery products must

have:

9 W“Tﬁﬁﬂ?ﬂﬂﬁ WT‘"}W oA

{h.'!

t<)

id)
(e}
]
(g

walls and ceilings that are casy to clean, particularly where there are pipes, chains or elecuricicy
conduits;

the hydraulie circuits must be arranged or protected in such 3 way a3 to ensure that icis not possible for
any leakage of il to contaminare fishery producs;

adequate ventilation and, where necessary, proper vapour extraction;
adequarte lighting:
applliances for cleaning and disinfecting tools, equipment and firtings;

applianees for deaning and disinfecting the hands with taps that are not hand-operable and with
single use towels.

('] ©J Mo L 129, 30. 9,1980, p. V1. Direcrive last amended by the 1985 Ao of Accession (O] Ne L 302, 15, 11, 1985,

p- 218).
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3. Equipment and tools such a3 cutting benches, containers, conveyors, gueting or fillcting machines, etc.,
st e FESISTAnt 10 3eawater carrosion, easy to clean and disinfect and well-maintained.

4. Factory vesscls which freeze fishery products muse have:

{a) a refrigeration planc sulficiently poawerful to lower the temperature rapidly so as o achicve a core
temperature that complics with the specifications of this Disective;

(b} eefrigeration plants sulficiendy powerful to kecp hishery preducs in the storage holds ac a
temperarure thar complies with the specifications of thiz Direcrive, The storage halds must be
equipped with 2 temperarure recording system placed so thar it can easily be consalied.

Conditians of hygieac relating to an-b inp and warage of fuhery produc

1. A qualified person en bo
manufacuring praco
Directive are apphied 2
ericieal peinis =% 255

_ : harity ta ensurc that the provisions of this
availab Seaihe programme for inspecting and checking
a '::fr Pha: reron’s comments and the temperarure

Bpzcuipment shall be those laid down in

3 id down in Chaprer [11, secrion 11 {B),
4, pudiions of hygienc laid down in
5. e conditions of hypgiene laid down in

6. Fishery producs muse pndinons of hygiene laid down in Chapeer VI

of this Annex.

7. On-hrard storage of fisheniy

wt under the conditions of hygiene laid down in
Chaprer VIl paint :

@RREMENTS DURIGO AND AFTER LANDING

EI’JVIL!_WM‘}{! 113

I.T:ﬂu:.dlng anding equipment mi material which is easy to elean and disinfeer and
must be kepin a good stace of repair rd ceanliness.

RN FUHRVINY TR -

- unlmdmg and landing apcraunn: proceed rapidly;

— fishery products are placed without unnecessary delay in 2 protected environment at the temperature
required on the basis of the narure of the produce and, where necessary, in ice in ransport, tmt:g:nr
market faclities, or in an establishment;

— cquipment m&mpmmMUuuuquwmhdﬂcpwofm Es.beqrpmdum
u\:nm::ndwnud

Parts of auction or wholesale markets where fishery produces are displayed for sale muse:
{a) be covired and have walls which are easy to clean;

{b) have waterproof ﬂmril:t which is casy to wash and disinfect and laid in such 2 way as to facilitate the
drainage of water and have a hygienic waste water disposal sysem;

responsible for applying good Ashery producs



No L 268724

Official Journal of the European Communitics

253

4. 9.9

() beequipped with sanitary facilities with an appropriate number of wath bazing and Mush laratories, Wash
basins shall be supplicd with materials for eleaning the hands and single use hand tawels;

{.d] be well lit 1o [acilitate the inspecion of fishery produces provided for in Chaprer ¥ of this Annex;

{e) when they are used for display or storage of fshery producs, not be uscd for ather purposes; vehicles
emirting exhaust fumes which may impair the quality of the fishery products not be admired to miarkeus;
undesirable animals must not be admitred;

(M} beeleaned regularly and at least afier cach sale; crates muit, ahicr cach sale, be cleaned and rinsed inside
and outside with drinking water or clean seawater; where réquired, they must be disinfected;

() have displayed in a prominem position signt prohibiting smoking, spitting, caning and drinking;
{h) be coseable and be kept closed whe
1

(i) have [aclities 1o provides | e satisfying the conditions Izid down in Chaprer 111,

cuistant materialy for fishery producis which are

the competent authonry considers it necessary;

(%) nzofseas it the ammrediane viainity onthe basis of the
quantmes dis

lockabie

- rompetent sutharoy, an adequateiy equipped
t iNApeCIions,

Afier landing ; : . o : rmust be mansporied without delay, under
the condizons 12w Y o & 5 S trc place of destination.

matkezs in which Rahery producs may be
pending rranspan 1o their place of destination
1 lzid down in Chapter 111, section [, point 3
2 temperamure approaching that of meling

However, if
stored befare beil
must have suffi
of this Annex!
e,

|, seenion 1] — with the exceprion of point B 1{a) —
M in which Nishery producs are displaved for sale or

The general conditig
of this Annex shall
stared.

The whnl y d [gesale or tored shall be subject to the same
canditinneagrRdase batd dovm in mainee E g those et out in poims 4, 10and 11 of

Chapter | ¢ -

The general = -crion |1 af this Annex shall apply mutan

mutandis to Slfblesale marke I |

AugIneningnns

QRN TITTETR e

I. General conditions relating to premises and cquipment

Establishment shall sfford ar least the lallowing facilicies:

1. warking arcas of sulficient size for work to be carried out under adequate hygienic conditidns. Their
design and layout shall be such as to preclude contamination of the product and keep quite separate the
clean and contaminated parts of the building;

a

2. in arcas where producs are handled, prepared and processed:

{a) waterproof floaring which is casy to clean and disinfect and laid down in such 3 way a3 o facilicate
the drainage of the warter or provided with equipment to remave warter;
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(b} walls which have smooth surfaces and are casy 1o clean, durable and impermeable;

{¢) eeilings or rool linings which are easy 1o clean;

(d) doors in durable materials which are casy o clean;

{e} adequate ventilation and, where necessary, good ki e water-vapour exteaction faciliries;
(Ml adequate narural or amificial lighring;

{g) =3n adequate number of facilitics for cleaning and disinlecting hands. III'I- work rooms and lavatories
taps must not be hand-aperable, These facilities munt be provided with single usc hand towels; -

th] facilitics for ddeaning plant, equipment and utenuls;

3. in cold roams where fishery products are sored:

, (d) and (I};

— where necessary, 3 suid L L "dF wion plant to keep products ar temperatures

— the provisnions set out under

4. appropnaic fzclive 1 ‘. - . odcns, birds, cic;

#e3. convevor beles and beives misdr

6. special waicroph g J | N e oducts not imtended for human
cansumpiion a pot empocd at least st idie end of

cach working day;

c ning of Direcrive BO/7FE/EEC,
N oriste system, under pressure and in
drinking water is permissible [or the

janequipment, provided that the pipes
(i hes purposes and present no risk af
cleaely distinguished from those used

7. [factlices 1o prof
or alternaavely of g}
syfficien: qusnar
production of =
inszalled for the pa
conraminanon of th
for drinlang water or

£. hypenic waste warer disposal 8
- .

#  an adoquate b s gol geathable walls and floors, wash

bz and [ eplessraries The laree mavnore Eodk rooms. The wath basins must
have maveri{i . ‘ ash basin taps must not be
hand-operab v‘ )

—
10. i the volume & n! roducts mreated requl Eutar or permaniilipresence an adequatcly equipped
lackable room for the exclusive use of the inspection service;

[ 4 .
AR AR N
~ li keepiny Ii_vg inimllf(lch a3 mmmﬁﬁshmgﬂhnc appclipfiare firtngs l‘:.l'l.il.ll."irll'lg
| ﬁmﬁﬂtﬁﬁ TINyINYy

Il. General conditions of hygiene

A. General conditiony of hygiene applicable to premizes and equipment

.1. Floors, walls and partitians, ceilings or coof linings, equipment and instruments used for working on
fishery products must be kept in a satisfactory state of cdeanlinezs and repair, so that they do not
constitute 2 source of contamination for the products.

2. Rodents, insects and any other vermin must be sysiemarically exverminared in the premises oc on the
equipment; rodenticides, insecticides, disinfectants and any other potendally toxic substances must
be stored in premises or cupboards which can be locked; their use must not present any risk of
contamination of the products.
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3. Warking arcas, instruments and warking equipment must be used only lor work on fishery praducis.
However, lollowing autharization by the competent autharity they may be used ar the same time or
other tincs for work on ather foodstulls.
4. Drinking water, within the meaning of Directive B0/ 778/ EEC, or clean seawater must be used for all e

L.

9

4,

5.

Conditians for | =

purposes, However, by way of an exception, non-drinking waster may be used for steam production,
fire-fighting 2rd the coaling of refrigerarion cquipment, provided that the pipes installed for che
purpasc preclude the use of such water lor other purpases and present no risk of contamination of the
products,

5. Dewergens, disinfectanes and similar substances must be approved by the competent authority and
uicd in such 3 way that they do not have adverse effects on the machinery, equipment and
products,

Ceneral conditions of hygiene applicable to staff

1. The highest poszible siandard af eleanliness is required of seaff, Mare specilically:

{a) seall must wear suitable cleig king clothes and headgear which cumpl:frly encloses the hair,
This applics pamiculgg B pdling exposed fishery producs;
of fishery products muest be required 1o wash their

(L) sraff sssigned iog ‘ d
Bane ALl W g g 10 the hands must be covered by 3 warerproal
dressing; : : .

arage premises of fmbery prodoms s be

<!

2. The emplovesss o o erions liable 1o contaminate fishery
ploy "
products videnae that such persons ean do so

without risk

When rec Y & ol = A ; oy procucts shall be required to prove, by a
d b crlgeocnn . The medical supervision of such

e Wl 1< Member State cancerned or in the
W (ixcd under the proccdure set out in

Arvicle 15,

SPECIAL CONDITIS I EHERY PRODUCTS ON SHORE

Where chilled Tl pactig d, pighred or processed immediately after
reaching the esi§iflishment, they mo wored or displayed urdll ice in the establishment's cold room.

Re-icing must be carried our as aftcn as is neccssary; the ioc used, with or without sale, must be made from

drinking water or # awater and be stor hygienic eonditions in recepracles provided lor the
pu .1% ﬂ

3 i ( i ed fresh producs muse
P q«ﬂu ture conditions,

It thﬂrﬁ not carried out on board, operations such as heading and gurming must be carried ow
hygienically. The products musibc washed thorggaly with drinking

IR THARIRNEIay "

spoilage of fillews and slices, and in 2 place other than that used for heading and gurting aperadions. Fillets
and slices must not remain on work t2bles any longer than is necessary for their preparation. Fillets and
slices to be sald fresh must be chilled as quickly as possible after preparation.

Guts and parts that may constitute 2 danger 1o public health must be scparated from and removed (rom
the vicinity of products intended for human consumption.

Containers used for the disparch or storage n!ﬁuhﬁlhmwﬁummugbcdu'wmﬁnm:h:wrum
ensure’ boch their protection from. contamination and their preservation under sufliciendy hypicnic
conditions and, mare particularly, they must provide adequace drainapge of melt water,
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& Unless special facilines are provided for the continuous dispozal of wasre, the latrer must be placed in
leakprool, covered containers which are casy ro clean and disinfear. Wasic must not be allowed to
accumulate in working areas. It musc be removed cither continuously or 33 soon a3 the containers are full
and at least at the end of each working day in the containers or 1o the premises relerred 1o in Chaprer 111,
scetion I, paragraph 6 of this Anncx. The containers, receptacles and/for premises sct aside {or wastc
must always be thoroughly eleaned and, il appropriate, disinfected afrer use, Waste stored there must not
constitute a source of contamination lor the essblishment or of pollution of its surroundings.

Conditions for ltozen products

I, Plants must have:

{a) [feecting equipment sufficiently powerful 1o achicve 3 rapid reduction in the temperature so that the
temperatures laid down ta in this Dire g : be abtained in the praduct;

cts in MOI3EC FrOoQms 3t 3 [Cmperarture not

(b} [reexing equipment sulliciendy ‘
- gt ambicot temperature may be.

exceeding thosc laid down

Howewer, for technecal reas
whale fish frazen in brine 2%

jo the handling of such pradues, for
e r than those laid down in chis

Freah producs 16 be fiozen8 of secuimn | of thi

Chapter.

ily be read. The temperature
Wihc cold source, 1.e. where the

Wrines ac least during the period in

Conditions {or thswing produd

Establishmenrs that carry out that® ith the fellowing requirements:
L. fishery producs must be thawed el ir contaminanion must be avoided and
there must be sdequage drad

: mimma et W 1
Ly B d
2. alver thawing, fishery e quirements of this Direcove.
When they are preparecfiif proccs Srried offbvithour delay. If they are pur
direcly onto the mark@fparmiculars as to the thawed staic of the fish%@st be clearly marked on the
packaging in accardance with Article 5 (3) of Coundil Directive 79/112/EEC of 18 December 1978 an
the approximation of che la@fs ghehe Member Suares rofigh to the labelling, presencarion and advertising

U INENINGTAS

During thawing,

s \
. Conditions for prmﬂod products

 RAEARATUHAAINBAR -

2. Where the processing trearment is carried out to inhibic the development of pathogenic micro-organisms,
or if it is 2 significant facor in the preservation of the produc, the treatment must be scientifically
recognized by the law in force, or in the case of a weatment af products referred to in Chaprer [
Section 1 (b) and fc) of Directive 91/492/EEC which have not been relayed or purified, such treatment
must be approved, in sccordanes with the procedure lid down in Artice 15 of this Directive, within four

- months of receipr of 2 request from a Member Seate,

Thmmmmlclmmmhﬁﬁmrmmkqlr:éwﬂﬁeko:uiumﬁmbmﬁn;
on the ype of process employed, heating time and temperaure, salc content, pH, water content, ete.,
must be monitored and controlled. Records must be kept at least for the expected stacage life of the
s.ducs and be available to the competent authariry. .

(') O] Mo L 33, 8. 2. 1979, p. 1. Dircctive last amended by Dicective FUTLEEC (O] Mo L 42, 14, 1, 1991, p. 22).
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3. For producs which are preserved for a limited pervod by 3 tecanment such 3 salting, !nmhrq.. dr}'ing ar
marinading, the appropriste conditions for storage musr be clearly marked on the packaging, in
accordance with Directive 79/ 112/EEC.

In addition, the lollowing conditions shall be complicd with,

4. Cﬂ!lll;ﬂz

In the case of fishery products which have been subjeced to suerilization in hermedeally sealed

containers:

(a) the water used for the preparation of cant must be drinking warer;

{b) the process used for the heat wear bg apprapriate, having regard o such major criteria a3
the hearing dme, temperature L 10 sigers. etc., a record of which muse be kepr; the
heat rearment must be €3p3 1 ” ing pathogenic erganisms and the spores af
pathogenic micro-organ ; pst be fined with devices for verifying
whether the containers J derpe bzat rearment. Dininking water must be
used to cool congai R meaggent, y dice 1o the presence of any chemical
addinives used in - % cod Fhno] . prtw:n: carrasion of the equipmens

e and containers; g h_h-"""ﬂ

fc! forher checks meie : 16 enete that the processed
products have
— incubation divsorat3S °C for ten davs,
— microbiolog, sblishment's Laburaiory ar in

another a

(d) 1amples must be 1 ervals, ta ensure the efficacy of
sealing, For th W 2 vailable for the examination of

= cross-sections of th '

{e] checks src carried outll not damaged;

() all cantainers which have u nder pracically identical conditions muse be
given 3 batch idenrnificarions &S guncil Dirccrive 83/396/EEC of 14 June
1969 on indicarions g pdsoghbelangs ('),

5. Sn-m:hn_&- | v; H‘d

Smoking must be caf <l placgluipped, if necezzary, with a

ventilarion system vo Blfvent the smo et irom the combustionfm affecting other premises ar

places where fishery [

(b)

uc:: are prepared, processed or stored,

AR

Matenafylised to produce smoke by burning wood ﬂu: has been painted, v:mnhcd glued or has
underganc any chemical preservariogiuearment m bgmgohibited.

‘ﬂm’ﬁﬂﬁfﬂﬂ%’ﬂ AR b

6. Sﬂhll‘l‘

(a)

(b}

(<)

(<}

Salting operations must take place in different premises and sufficiently removed from the premises
where the other eperations are carried out.

S:l: used in the treatment of fishery prndmmunbed:anmdﬂnud in such 3 way 25 to preclude
contamination. It must notbe re-used.

ﬁnrmumcruud{urnkmgnrhmm; munbcmwinﬂ:hnmrumpmdud:
contamination during the saldng or brining process.

Containers or areas used for salting or brining must be cleaned before use,

. s
(*} OJ No L 185, 30, 6. 1989, p. 21.
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V. Conditions cancerming pacol

2.

Cooked ;msr.u;l.nn and molluscan shellfish products
Crustaccans and mollusean shellfish must be cooked 23 follows:

{3} =any cooking must be followed by rapid cocling. Warer used for this purpose must be dlziu'king warer
ar clean seawater. If no other method af preservation is used, cooling must continue until the
temperarure approaching that of melting ice is reached;

(k) shelling or shucking must be carried out under hygienic conditions avoiding the contamination af the
product. Where such operations arc done by hand, workers must pay pargeular anention to the
washing of their hands and all working surfaces must be eleaned thoroughly. If machines are used,
they must be cleaned at frequent intervals and disinfected afier cach warking day.

After shelling or shucking, cooked product must immedistely be froren or kepe chilled ar 2
temperarure which will preclude of pathogens, snd be stored in appropriats
premises;

ks an his productan 3t regular inrervals,
with Chapter V, Sccion 4 of this

{c) every manulzcrurer musg
complying with the a2

Mechenically recoveiigs
Howing conditians

The mechanical recoss

fa) mechanical recowey
materials free

s Sclay afier hilcung, using raw
B cd and washed belorchand;

th) the machinery mig ‘ i " M very two hours;

(<} afer recovery, mech 3 ; N i L ‘ ficidy as possible ar incorporated in

—— oni®mption, fish and hizh producs must be
subjecs to a vizual inspection ;ﬁﬁm = ing and removing any parasites that arc

visible.

[/ =
During production and befte thi = .4'...14:

Bl are cemoved, must not be
-

y:, X :
The detailed rules forhi? ith the procedure laid down in
Aricle 15 of this [ i cive, on submimed before 1 Cerober

1932,
as are must, in additon,
- i the praduct [or not less
be fi capl or finished.

Fish or pans of
placed on the m

 ——

The fish fi r i
be subj c 5%
than 24 3 cclfd

3. Fish and producs subject to the condigfons in point 2 =

PRIRETUENRNL A Y

) the follawing species, if they arc to undergo a cold smoking process temperarure
of the fish is less than 60 °C:

— herring,
— mackerel,
— sprag, .
— (wild) Astlantic and Pacific salmon; .
{c) marinated andfor salted herring where this procss is insulfident 1o desroy the larvac of

nematodes.

Thus list may be amended, in the light of scientilic data, in sccordance with the procedure laid down in
Article 15 of this Direcrive, In aceardance with the same procedure, criteria will be laid down which must
enable the proceszes which are decmed sufficicnt or insulficient to destroy nemacodes to be defined.
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4. Manufacourers must ensure thar fish and fish products listed in paint 3 or the raw materish for vie in their
manufacture arc subjected ta the treatment described in point 2, prioe to their release far
conumpLion.

5. The fishery products listed in point 3 musc, when they sre placed on the marker, be sccompanied by a
document from the manufacturer stating the type of process they have undergone.

CHAITER V

HEALTH CONTROL AND MOMNITORING OF PRODUCTION COMNDITIONS

I. General manitoriag

Arrangements for chechung and monitering
whether the requirements laid down in

sbhe made by the competent autharities in erder ta esrsblish
g complicd with,

Such arrangements will inelude, i

© 1. acheek on the fishing vessel . / ch may be earried out during the Iy in
par:; J -

§ .,
fet rthe leanline:4 Tig oF & . | . hygene;

() whethes identificg
4. an mspecuon of o

5. 2 check on starage a

Il Sprecizl ehecks
1. Qrgonoleptic.checks

Withour prejudice 1o the de roganon.
1976 laying down commaon markd
preducts must be g :

s3'e to check wi z
check carried ou 'y

Fishery products c@ [
standards already laidifown po petation (EE
fulfil the arganoleprig® quirements necessary for compliance with

il Regulanon (EEC) Mo 103/76af 19 Janeary
1 of chilled fish ('), cach bacch of fighery

t 0 me af landing or before fira:
comprises an arganoleptic

» with the common marketing
Mo 3796781 are considered 1o
provisions of this Directive.

The Commission may, wiftrgpceessary, in accordangepvith the procedure referred to in Article 15 of this

RSN T

Theargan leggic examimation must be repeated after the firs sale of fishery products, if it iz found that the
requirements 8 this Dircctive have not complied with hen considered neccgyagy. Afer the ficst

AR MR AN "

urcs must be taken to withdraw them from the marker and denature in such a way that they cannot be
re-used for human consemption. i .

If the organoleptic examination reveals any doubr as to the freshness of the fishery products, use may be
made of chemical cheeks ar microbiclogical analyses.

2. Parasite checks

Before they are relcased for human consumption, fish and fish products must be subject 10 3 visusl
inspection, by way of sample, for the purpose of devecting any parasites that are visible,

—
('] O] Ma L 20, 28. 1. 1976, . 29. Regulation last amended by Regulstion (EEC) Mo 33/8% (O] Ma LS, 7. 1. 1989,
P 18).
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Fish or parts of fish which arc abviously infested with parasites, and which are removed, must not be
placed on the market for human eansumpcion.

The desailed rules lar this inspection shall be established in secordanee with the procedure laid down in
Article 15, .

3, Chemicals checks

A. Samples must be raken and subjected to labaratory analysis for the control af the lallawing
paramercrs:

{a) TVE-M :Towal Volatile Dasic Nitrogen) and TMMA-N [Trmethylamine-Niurogen)

The levels of these parametersmust be l-p-:i:lrl:d for g3ch eatcgoey al specics in =E£urdlnﬂ: with
the procedure laid down in Ami [ Jo [ phis Diire

1o} Histaminc

& LRt - must fellil the following requirements:
- 100 e

o [ I but less than 200 PP,

Minc samples must
— the mean val
— rwo samples
— no sampliiee
i: Scombridae and-Clupeidae.
G5 CALYTNE FPCMINg TEIrmMEnt In

he zbove values. Examinations
Procognited methods, such 31

These limie
However, lish beg
brine may ha
must be c

hig‘h-p:rfarm.::r,

B Cantaminan

ccmion and management, and in
t, lishery producis must not contain
onment such 35 heavy merals and
e ary intzke exceods the acceptable

wuhnut projudice
panticulsr those ¢
i thewr edible parts
organochlonnated 4
daily ar weeidy intske f

A monitaring system must be o t Seates 1o check the level of contamination of

lishery products.,

C. In sccordance

g3 gptive, the following shall be
decided on byiSes -"-9

X

{a) the mechd y

plans; -

lers, as well a3 the sampling

{b) the acccprakd - vcls for the chemica parameters.

£ Murobnvogreal urqrf:,u'r;‘

mﬂu&% &‘]ﬂ:ﬂﬁﬂﬂl& o e

heatin. Th-: mmumm will to this end submit appropriate proposals for measures by 1 Ocober

AN TUAMINYAE

PACKAGING

1. Packaging must be carried out under :zml':::nry conditions of hygicne, to predude contamination of the
fishery producs.

1. Packaging materials and producs liable to enter into contacy with fishery produces must comply with alLthe
rules of hygicne, md- in particular:

= they must not be such as to impair the organcleptic characeristics of the fishery products;
— they must not be capable of transmiing to the fishery producs substanees harmiul to human health;
— they musc be strong enough to protect the fishery products adequately.
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24, 9,91

Withwowt progudice 1o the pec e
INLPCCIIOn puUrposes 1he estg
o
the accompanying docume

— the counrry of dispaid

— identufication of the esial

1.

the sccompInying dnenrme nis

With the exception of certain containers made of impervious, smoath and mrrn_:im-rcsim.r: malcrifl which
are casy 1o clean and disinfecy, which may be re-used afrer cleaning and di:inlnmng.:‘puh:rn; m:'l:u:i:l: may
not be re-used. Packaging materials used for fresh produces held under fce must provide adequate drainage lor
melt warer.

Unused packaging materials must be stored in prn.:ni.vn away fram the production srea and be protected from
dust and contamination.

EEC, i must be posnble to wace far
cioducty, by means of either labeliing
©f MUl sppearon the p;'l.'.'-ug_:in.:, ar i

B i the casc ol scparate repistenng al
suecnon or whalesale EWtcarzpraph of this Directive, the

registration nember

Fishery products g £ oz jures laid down in this Dirccrive
and in particular P -

""_- A ‘
— fresh or thawed (iJTRry P s d molluscan shellfish preducts must
be kepe 3t the tef l! rature o e

i

— frozen fishery produgh, ith the exception of [ fish in brine intended for the manufacrure of canned
lood the ke f % =C or less in all pams of the produc, allowing for the
- P prod

F;H

i

roa:suﬂlm ucts must be kept ar the temperarures specified by the manufacrurer, when the
circumstIhces $o require, prﬁ.crib:d"n accordance W'itmt procedure laid &unin’in Article 15 of this

d on arrival for the purposes of preparation 3 distance to be covered is

1, iﬂﬁﬁﬁﬂi&&@gﬂmwmmh

shor, nor exceeding 50 km ar one hour's journcy, the competent autharity may grant a desogadion from the
conditions laid down in point 1, second indent. .

Products may not be stored or rransported with other products which may contaminate them or affect their
hygiene, unless they are packaged in such a way as 1o provide sadsfacrory procection.

Vehicles uked for the transport of fishery products must be constructed and cquipped in such a way that the
temperanurss laid down in this Directive can be maincained throughout the period of ansport. Ificeis used to
chill the products, adequate drainage must be provided in arder to ensure that water from melted ice docs not
stay in contact with the products. The inside surfaces of the means ol transport must be finished in such 2 way

that they do nor adversely affecr the fishery products. They must be smooth and casy to dean and
disinfect.

Means of ransport used for fishery products may not be used for mansporting other products likely o impair
or cantaminate fishery products, excepe where the fishery products can be guarantéed uncontaminated as a
result of such cransport being thoroughly cleaned and disinfeced.
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6. Fishery products may not be transported in a vehicle or container which is not clean or which should have been
disinlecred.

7. The transport conditions of fishery products o be placed on the market alive must not adversely affecr the
products. E

CHAPTER IX

I"CIINTS QF M!'NEX I WHICH MAY BE SUBJECT TO DEROGATIONS AND POSSIBLE CONDITIONS
APPLICADLE IN THE CASE OF DEROGCATIONS

Re Chapier | Part | of the Annex
1. Point ] (a)

provided producs sre sheliered _from any souree of din or

caniaminzton,
2. Fowt | (c}
pruvided a0y contaminaton
3. Point | {£), fiesr seneence
provided the finiched producs g
4. Pount 1 (g), lasr sentence
provided products cannot be cigim

5. Poirt 1 (k) y
provided stall handling fishery prioduy he cailer.
6, Paoint 2 {a)
pravided Ooors are properly eleaned
7. Point 2 (b), {c) and (d)
8. Point 2 {g) an taps and rowure

9. Poumt 3 <

provided cquipment and rools :m:

R,m,r,,u.,r%ﬂum'nalmwmm
. Q mammumwmaa

11, an:.lf&]
provided the flooring is kepr clean alter every sale,

12. Point 3 (e), first sertence

13. Point 3 fe): wvehicles emitting exhaust furmes
Fﬂ'idadpmdmmmunﬁutodhymmmmwiﬁ@uw&mmwhﬂ.

14. Point 3 (j) )
wamd Mm%ﬁmmflfﬂrhmanmmmmauwhmmdmm
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15. Point 3 (k)
16. Point 7

insofar as it refees 0 point 3 of the same Chapter and point 10 of Chapeer IIl, section L.

Re Chapter Ul Part | af the Annex

17. Painr |

peovided finished producs cannet be cantaminated by raw materials or waste,

18. Pouint 2 (a)

provided the flooring is cleaned and disinfecied

19. Poinr 2 (B}

provided the walls are kept clean.

20. 'F‘m'rrl P

provided the cesing o non 3
11 Point 2 (€]
21. Painz 2 {e)

provided producis cannot be g

23, Powrs 2 (g)

provided there are facline g

24, Poirt 3

25. Point §
insofar a3 it relaics 1o corrosion-resista Tuments and working equipment are kept
clean.

16. Point &

provided products ca

17. Point 10 i1 |

L

Re Chapter IV of the Anncx

w-mﬂummlm'wmn'a‘

in respect Bl’th: ugmem for producs being held avertobe put in the escablishment’s cold room provided
the products are re-iced 25 often as necessary ing 2 period ll'u! of 12 hours or I. nearby cold

o et TONTT3E] 1IN

in mpuutnfth:mqumnt for waste to be put in leakproof covered containers provided products cannot be
contaminated by waste or Jeakage :hnf&om

i
30. Part IV, paint 3, first paragraph

provided that every precaution is taken to prevent fshery products thar are being prepared or stored from
being affected by the smoke.

31. Part IV, point & fa) : =
provided flishery products that are being prepared or stored are noc affected by salting operadons.
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(Aces whose publication 1 not ebligarary)

Having regard 10 Council Di
22 July 1991 laving down the h
production and the placing on th
producs ('), and in particular Article |

Hzving regard 1o the proposal lrag

Whereas i 2ccordance weitll
tve F1/393/EEC it is essontelal

dawn lor fishery products caufll anc

hzndled lor bleeding, heading B4 ung and the removal of
fins, chilled or frozen, on board certain vessels i

‘o
Wheieas general hy, gfaagwlﬂ w-.;
vessels should be Ia o
U

48/EEC

ble 1o lishery products caught
3 (1) fa) (1) of Direcrive

W FTED THIS DIRECTIVE

Avtecke }

- generdl hveiene condinons laid down i Annes
ply 10 fishery products handled on board fishiing

¢ additionzl hygiene condiions laid down in
gorex 11 shall apply to fishing wessels designed and
gaped to preserve fishery products on board unde:
JFrigitions lor more than twenryv-lous hours,

st cquipped lor keeping fish, shelllish and

withoul other means of conservation on

5. Il nde®sary, and 1n accordance with the procedu,
laid down in Arcle 2, derogations from or conditions
visions of Annex | may be lad dowen

2cdinanal to ghe
i 3 ount of the speailic eharacienstics, of
by cepignfiigng vessels

Whereas it is important 10 lay doe addinignall hae B . od o 7
SRR NE Y
caiches are 3 ey i " Ly . thi s may be amended in accor-

Whereas provisions should be made for the passduluy ol
12king into consideration cenain specific chanacienstics of
cenian !-'-:hiﬂ; vessels ;

Whereat it is sppronriate (o pont out thar the ispecimng
and  comtrols  caied  out pursuant @ Direcine
FUASMEEC spply equally to the vessels relerred 10 in
this Dircctive,

&

() Q) No | 268, 249 1991, ol

dance with the procedure laid down in Aricle 135 of
Dieccnive 91/493/EEC

Avrecle §

Member Staies may, provided that the products coming
from fishing vessels cxpressly comply with the hygicne
standards set by Directive 91/493/EEC, grant a Turthes
period 1o fishing vessels, expining on 31 December 1993,
within which w0 comply with the said requarcanents lanl
down in points 8 (b) and (¢} of Anncx I
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Such derogations may only be obtained by fishing vessels
which, carrying out fishing activities on 30 Junc 1992,
have submitied 10 the competent national authorities,
belore 31 December 1992, a duly justified application to
that eflect

This application must sct oul details of the penods sathin
which the fishing vessels can comply with the said requ
femenis

|
In the event thar linancizl awd 15 sobg
Communiry, only these projects that
requirements of this Directive may

The Member S1ates shall bung
nons #nd adminrsanve provision

s

with this Directive before | January 1993 They shail
inform the Commissin thercol.

When Member States adopt these mieasures, they shall
contain 2 reference 10 this Direcuive or thall be accomps.
nied by such relerence an the accasion of thea atficsl
publication, The methods of making tuch a4 gclerenc
shall be laid doewn by the Member Siaies

Article 3
This Directive s addressed 1o the dembzr Granes
bat Luxembouwrg, 16 June 1592

fon the Con
The Prtvits

Adlindo MARCQLES € h.f

AULINENINeINg
MIAATAUNNIINGIAY
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- cleah ‘seavaier, 30 33 noi o8

- As 300n 23 they are tken on bo

- Fishery producis other 1ha

. Equipmemt used lor guttiar. b

ANNEX |
General hygiene conditions applicable to fishery products on board fishing vessels

The secuons of vessels or the containers reserved lor the storage of fishery products must nov contain
objects or products Bable 10 transmis harmlul properies or abnormal characteristics 1o the foodsmlfs
These sections or containers muit be 10 devigned 23 o allow them 1o be cleaned easily and to ensure
that meli wate: cannot remain in comiact with the fishery produces.

reserved for the siorage of lishery products must be

When used, the sections of vessels or the conig
f’ g ' being conaminaied by the fuel used for the

completely clean and, in paricular, mus
propulsion of the vessel ar by bilg

‘-‘.ﬁ- otected lirm contamination and from

the ellecis of the sun or any ol €31, WH hed. the water used must be cithes
fresh water complying wah (| S0 ——c: in 8 e = Of Dircciive 80/778/EEC (') or

—— . 1 Y
The dnhery producis shall =" TR : venl brusing The use af spiked
mstruments shall be toleraiad ! ' MR might injure the handler,
provided the Nesh of ke
Pt 33 3000 a5 posiible afier
1008 from a practicable point of

loading However, in th
e 1phe hours

wiew, the fishery products [T
Iee used for the chilling oo . B § ; y chelcan scawater Beiore wse, it
must be stored under cBndit ¢ g 1L

- Alter the hishery products be ‘ : i crMind sections of vessels which

are direcaly in contact with®he || inking water or clean seawazer,

arried owt hygienically and the
aier of clean scawater. The viseera
reM®ved and st apan from producis
or human consumpuon must be refnige.

with the fishery produdis S

Pore bl 73
&

decay, smooth and eashe e

Whete fish 14 headed sndfar olifed
producls musi be sashed immedia
and pans which may pase a th
intended lor human consumpiion, Livl
rated or frozen

d equipment in contact
walerprool, resistang 1o
mpletely clean,

Suall ssipned to the »vf_,- 170 2 high standard of clean.
liness lor themselves and i Ia : 4]

AULINININYINS
RIANTAUNNIING A Y

['.} 0]9;’\'0 ] J?‘, W08 1980 p 11 Dircetive 3 b amended by Diccnive 91437 1EEC (O Mo L 377 11
1 1991, P s5)
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& Contancrs vied fo: the st

£ Vessels equipped lor chilli

i The holds shall be desipned

ANMNEX N
Additional hygiene conditions spplicable to the lishing vessels referred ta in Ardicle 1 (2)

I Fishing vessels must be cquippped wah holds, iznks ot containers fot the siorage of refngeraizd o
lraren lishery products at the temperature laid down by Dircenve 9ISFWEEC. These holds thall be
separaed from the machinery space and the quaren reserved lor the crew by panitions which aze sulli.
cienily smperviows (o prevent any comaminanon of the stared finhery producs

! The wnnde suilace of the holdsy, tanks or contgengi shall be warcrprool snd casy 1o wash and duinlece. I

h paint maniained in good condiven, nm being
harmiul 10 human healih,

shall consist of 3 smooth material oo, (gl
capable ol transmiting 10 1he ik

remain o0 contaci =ath the lishery
producys

(1a 4] uﬂd:l iillill(fﬂl“i‘ congiudng

of hygiene 2nd, in prricul licy must be completcly clein

The working decks, the eaus
are wied, Dnnbing seac
WLECLS B 130 CELErMINILnGg

¢+ 1hzll be cleaned exch nume they
‘. Dhisinfernion, the rermovpl of

bstances shall br sicred
b of conaminauon ol the [shery

W ouiin sccardance wath the condi.
e F1/293FEEC Whete licezing in
brine is wsed, the brineg ‘ y BT [oWle fish

J . WRiher challed by ice (C5%7) o relri-

gerated by mechanical m e er” \'1.\ ORI nE Fequilemenis

{3) tanks must be equipped inage inswallavions and must incorpo.
rate devices lor achieving “onild o gt 18 out the tanks ;

(5} ranks muest have 3 means of recoRUMILS
the secvon of the wank : T

ted (0 1 temperature sensor posiioned in

~* which ensures the mix of
ﬂ'J C a3t the most after sixteen

{¢} vhe operavon ol

-
fish and seawaic! T ce— Y

howurs ; i

{d} sl cach uﬂlmdin ¢ i be compleicly empuied 2nd
thoroughly cleaned $ing drinking waier O cican seawater. 'l'ht Muld only be lilled with clean
seIWIIET

{) the date and the numb‘ ¢ 12nk muos be clediygfindicated on the remperature rccurdungs which

e B ATENS ﬂﬁlﬂf.] > WL

pt '
10. Shy w
coniagnn

accordance t-”mmu 7 or B, with the cxcepiion however of vessels equipped with removable comai.
ners which, sahouw ptt;udn:c [ puml iglecond senicnce Hnnc- I, are not q“ed regulaly in

| all
lishie m‘n - 2 on hand han mg Il‘l’:’l'l'l i :hr:c 1 ewidence that swch

persods czn do so 'l’uhnl-ll nsk. The routine medical maonitoring of such persons shall be governed by
the national faws in lorce in the Member Sine concerned.
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