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Disclaimer

Conformément au réglement (CEE, Euratom) n°® 354/83 du Conseil du 1er février 1983
concernant I'ouverture au public des archives historiques de la Communauté économique
européenne et de la Communauté européenne de I'énergie atomique (JO L 43 du 15.2.1983,
p. 1), tel que modifié par le réglement (CE, Euratom) n° 1700/2003 du 22 septembre 2003
(JO L 243 du 27.9.2003, p. 1), ce dossier est ouvert au public. Le cas échéant, les documents
classifies présents dans ce dossier ont été déclassifies conformément a I'article 5 dudit
reglement.

In accordance with Council Regulation (EEC, Euratom) No 354/83 of 1 February 1983
concerning the opening to the public of the historical archives of the European Economic
Community and the European Atomic Energy Community (OJ L 43, 15.2.1983, p. 1), as
amended by Regulation (EC, Euratom) No 1700/2003 of 22 September 2003 (OJ L 243,
27.9.2003, p. 1), this file is open to the public. Where necessary, classified documents in this
file have been declassified in conformity with Article 5 of the aforementioned regulation.

In Ubereinstimmung mit der Verordnung (EWG, Euratom) Nr. 354/83 des Rates vom 1.
Februar 1983 uber die Freigabe der historischen Archive der Europdaischen
Wirtschaftsgemeinschaft und der Europaischen Atomgemeinschaft (ABI. L 43 vom 15.2.1983,
S. 1), geandert durch die Verordnung (EG, Euratom) Nr. 1700/2003 vom 22. September 2003
(ABI. L 243 vom 27.9.2003, S. 1), ist diese Datei der Offentlichkeit zugénglich. Soweit
erforderlich, wurden die Verschlusssachen in dieser Datei in Ubereinstimmung mit Artikel 5
der genannten Verordnung freigegeben.
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- EXPLANATORY NOTE

- - . '

At its meeting of 30th September
the Council invited the Comm1ss1on to subm1t urgent proposaLs concerning substances
' u1th hormonal effect in an1maL product1on foLLow1ng 1ts recent favourabLe

'or1entat1on :

- envwsag1ng the proh1b1t1on of the use of all hormonal substances for rearing

an1maLs and in consequence their presence in meat produced or 1mported into the
Community, ,

- recogn1s1ng ‘the necesswty ‘to acceLerate the- work of harmon1sat1on in th1s
,f1eLd, in order to prov1de un1form and re1nforced controls not only at the
Llevel of the final product (by fixing levels for residues and methods of
anatys1s) but also upstream at the level of production and d1str|but10n of
'hormones (ruLes concernwng d1str1but1on of veter1nary med1c1nes) and at T

‘the ptace of Livestock rear1ng and at the abattotrs.

ol B . - i
)

The Comm1ss1on has exam1ned the subJect of the use of hormones “in animal"-
‘production, the presence of these substances in -meat ancd meat products, the1r
‘possible effects on human heaLth ‘and the qual1ty of the productsn This

“examination has 1ncLuded both naturaL and art1f1c1aL hormones.

- The Commission considers that rapid action must be taken to prohibit the:use of
these substances.for rearing'animaLs. This is necessary'in7parttcuLar'in ’
respectvof the;artificiaL'substances in view of the effects of these substances
in relation to carc1nogen1c1ty, phys1oLog1caL effects and meat quaL1ty. The

- latter aspect is also 1mportant as regards use of natural substances s1nce

‘ phys1oLog1caL effects may also occur when exposure to except1onaL LeveLs

acc1dentaLLy takes pLace. The need for rontroL is. obv1ous.

-
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ALtthgh Member States already have national messures in force, it is cle
ne cantan) yn?am will ke fully effsetive unless it 13 davaloped &ng &

2 -

a Commun1ty ba>1su “These rules are needed so that trade of animals an

" meat can flow un1mpeded Within the Cammun%ﬁyw o . ‘ '

Tnese controts need to be. app lied a* the LGHPL of distribution of *he products,
at the iLevel of the pLace of production in r930ﬂct of £1u?srﬁckﬁ and at thé
abbatoirs produc1ng fresh meat.. As regards the pruaucx'on and distribution qf -
%o.monea exiétﬁho ini+iatives at Community Level must be completed and wheré |
neceasary ehtended Th@ Commv sion recal*s that 1t made a progosal in ré p ¢t df
- vetervnarv medvc1nea in ?7?6 As a result of déS”UQQSGﬂ of this awaﬂﬁ~aiﬂ the Cawnws»
sion considers that it shoutd alse include a_provision that. ﬁo.monal’subst&nc&s
uhich qan be_uéed in the preparaé10n of veterinary med1raﬁus’shcutd be suppl
- enly to authorised personse The Commission urges the Council to res oL“e fh:s‘qmaétioh,

and take an early dscision. S P

related initiative which the Commission is urgent’y cons1dewwﬁg‘fcncerns a
_draft proposal on med%catéd feedingstu ffs. ¢+ is afreadv neceﬁsar , however,
7 to. ﬁravvae for gontrnts on tha dtst"1but€ on and use of hormores for veterina?y

iherannutﬂc pu;pus .

'

To\support this primary controtﬂ-méaSures must be adcpted'to momitor Live arimals

.
i

=

om‘the farh fmr‘12¥icit use of these subsﬁaﬁcesnﬁ is setion will need

purooﬁ‘aue saupling Broc dureéfadcpt d.te the different an maL catag ries. andg

suitable SanCuTOéq-fﬁ:udSE of infringements,

A fur“hur strategic point where contr

f the post-mortem

in the form cf'screening 1rgsh meat i ]
_examination. The extension of this examination to ante-moriem
inspection of the Live animal either &t the shaughterhouse or farmof Qrwgwn wild,

X

o

prooably grovide a mor4 ~effactive cont“ol in all cases it is essent

l"‘ﬂ

t
iprDVide 3 common raqu stion for aboraterv weckodq wh ch szt beg used Ton these
examinations. In aadntien;'tc enabLe tracing of thc or1gwn of a‘i’ata wWen
'positﬁve’resuLts are fTound, thé estébLishménL of a S,;Teﬁ 10 permwt the

jdentification of animals in-the Community is important.
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The werk atready done by the Commissien in'respéet of the preblLéms of\ééﬁtréL
has concentrafed{particularly on methods ofﬁanalysis. Good methods wh{ch are
suitable both quaL1tat1veLy and quantitatively are not easily deve;oped but
-recent progress should enable the Comm1ss1on to take appropr1ate action shortly
in this respect particularly as regards art1f1c1al substances wh1ch are of ,
special concern. This question is more difficult in respect‘of natura! hormones
as there ﬁs always a certain.{eveL of these hormones naturally present in meat
~animals. In consequence the development of checks on the use of these subsfances '
is more difficult. o . ’ '
. In order to avoid‘distqrfion of competition it is necessary to provide for

" the harmonisation of the means of financing these controls. To this effec:
provision is included sqrthat these costs must be borne by the product itsutf.

~

The proposal of the Commission lays don the hasis for thgse controls.

The introduction of-alban at the Comrunity level, and of the necessary control
measures, will involve additional costs cf product1on which m*v""eﬂtualty be
‘reflected in the long term on the price of meat. But at the - - time consumers

l w1LL be assured of better protect‘on and a betx .p aquality procsu.-:a
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PROPOSAL o | -
for a ' -
~ COUNCIL REGULATION |
‘ concerning'the use'of substances with a hormenaL
action and those hav1ng a thyrostatic act1on in ;.—v - ,‘-",‘

domestic animals

. THE COUNCIL OF THE EUROPEAN COMMUNITIES :

Having regard to the Treaty estabL1sh1ng the European Econom1? Commun1ty and 1n

part1cuLar Article 43 thereof;

NonBA T T e v

Having regard to the proposal from the Commissiony

’

Having regard to the Opinion of the European bartiament,
"Having regard'to the Opinion of the Economic and Social Committeey

Whereas due to thetresidues that they leave in meat,‘substances with a hormonal
" action or thyrostatic action may be dangerous to human health; whereas these

" substances may aLso affect- the quaL1ty of the meat' : :

' whereas for thse reasons the1r use for fatten1ng purposes must be banned, in the

1nterest of the consumer,

s

- Whereas, moreerr, if the use of natural substances may be authorised for therapeutic
purposes, this must be at the same time strictly controLLed both by the
establishment of a l1st of authorised products and by the establishment of the
conditions under wh1ch they may be used, whereas the particular danger of artificial
rsubstanees does not permit their inclusion under. this autorisation; :
Whereas the present Regulation calls for means of application in particular

' concerning the fiking of_tolerances, frequency of sampLinQ and methods used to

detect the presence of residues;

¢
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Whereas means perm1tt1ng the assurance of an effect1ve control of Commun1ty

prov1s1ons and of the appL1cat1on of the necessary sanctions must be estabLished-

" Whereas it is suitable, 1n order to avoid d1stort1on of compet1t1on, to prov1de

that the costs resulting from this control must be borne- by the product itself

in conformity with the current practice generally followed in the Commun1ty,

HAS ADOPTED THIS .REGULATION : SR “ N

'Art%cle j

This Regutat1on shall appLy to the use of substances with a hormonaL act1on and
those hav1ng a thyrostat1c action in domest1c animals and to the presence of -
res1dues of these substances in domest1c an1maLs, fresh meat and fresh poultry

meat- o - . -

-\

Article 2

For the purposes of this Regulation the‘foLLowing'definitions shaLL‘aopLy : o

N

(a) Domestic animals : animals of the foLLow1ng species : bovine, swine, sheep,

goats, domestic solipeds and pouLtry._

(b) Fresh meat : fresh meat as defined in Article 1 of Directive 64/433/EEC and in
Art1cLe 2 of Directive 72/462/EEC, ' | o '

(c) Fresh pouLtrymeat : fresh pouLtrymeat as def1ned 1n Art1cLe 1 of D1rect1ve
| 71/118/€€Ca . - : S o

(d)"Residue't detectable ouantities of a substance with a hormonal or thyrostatic

~action and their metabolites. -’

(e) Examination for residues : the examination for detection of residues.,

(f) ToLerance':'the maximum permitted quantity of residue in domestic animals or
in fresh meat. " ’

(g) Holding : an officiaLLy'suoervised agricultural, 1ndustr1aL or commerc1aL

‘undertak1ng in wh1ch domest1c an1maLs are reguLarLy kept.

\



ArticLe 3

Notwithstanding ArticLe 4,

(a) The ‘use on domest1c an1maLs of substances with oestrogenic,

androgen1c and gestagen1c effect and of substances hav1ng a thyrostat1c

effect is prohibiteds S e

tb)'The putting into trade in the territory of the Comhunity of domestic animals

and of fresh meat containing.residues in excess of the tolerance is prohibited.

Article &

1. The use of naturaL hormonaL substances w1th act1ons or effects referred to

in Article 3(a) is author1sed to treat domest1c an1maLs therapeut1caLLy
' 1ncLud1ng synchron1sat10n of oestrus prov1ded that : ' »

- the competent author1ty has approved the product for therapeut1c use and 1ts'
'~ conditions of manufacture in accordance w1th Counc1L Directive o on

the approx1mat1on of the Laws of Member States on medicinal veter1nary

- products, and has spec1f1ed the conditions of use including a withdrawal per1od‘

dur1ng wh1ch the domest1c an1maL cannot be delivered for sLaughter,

.= the product js administered by a veter1nar1an, who shall keep a record of the
-use of the product, including quant1ty date and 1dent1f1cat1on of the treated

domestic an1maL

--manufacturers and all. handLers of these substances shaLL keep a record of

product1on and saLes.

>

‘2._AdditionaL provisions concerning the application of paragraph 1, in particuLar-

~the establishment of a Commun1ty List of natural hormond substances, shall be

| adOpted by the Council acting by a qualified maJor1ty on a ProposaL from the
Comm1ss1on, This List may be amended in accordance with the procedure_of
Article 9. o ‘ ' ‘

-

w7
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Article 5 .

¢

1. Fresh meat put into trade in the Community must be subject to examination

for residues of the substances referred to in Article 3. . . -

2. However, the exam1nat1on of the fresh meat may
be replaced or supplemented by an examination of the domest1c an1maL either

at the place of 'staughter or at the hoLd1ng of origin or transit.

" 3a The CounciL, acting bi a quaLified majority on Proposal from the bommission,
shall decide the generaL ruLes for the application of paragraphs 1 and 2 in »
part1cular : ’ : ’

.= the frequency of sampling,

- the tolerances for residues.

4. The methods and procedures required for detecting the presence of resfdues
of the substances shall be decided in accordance with the procedure La1d down‘

in Art1cLe 9a T S -

Article 6 .

Domestic animals covered by this Regulation must be registered or identified

to permit investigation where necessary at the holding of origin or transit.

ArticLe 7
/

ALl costs for the controLs and exam1nat10ns provided for in Article 5 shall be
borne by artax. on the. product at the sLaughterhouse without re1mbursement

-from,pubLic'funds.‘
_ Articte 8 _
Member States shaLL ensure that, in case of contravent1on of the present Regulat1on:

- domestic animals and fresh meat concerned are confiscated and destroyed

- sanctions are 3pplied to all persons contraven1ng_the present kegulation.

\
!



Tmts Regulation shall not apply to the use of substances for the purposes of
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Article 9 B T

[

Pesearalie

1

- Article 10

..Where‘the procedure lLaid down in this Article is to be used, the matter shall

be referred without delay to the Standing'Veterinary Committee (Hereinafter

referred to as 'the Committee'), set up by the Counc1L Dec1s1on of 15 October

" 1968, by the cha1rman, e1ther on his own 1n1t1at1ve or at the request of a

'Member State..

‘Within the'Committee, the votes of the Member States shall be weighted as

4 provided in Article 148(2) of the'Treaty. The chairman'shaLLinot'vote,

The Commission representative shall submit a draft of the measures to be

- adopted. The Committee shall deliver its opinion on the measures within a

- question submitted for examinationa ~0pihion5~shéLL be delivered by a majority

period to be determined by the chairman in keeping with the urgency of the

Of 41 VOteSn

f on the measures to be adopted The Council shall adopt‘the measures by a

~

‘The Commission shall adopt the measures . and shall impLementSthem immediately, -

jquaL1f1ed maJor1ty.

where they are in accordance with the op1n1on of the Comm1ttee. Where they

-are not-in accordance ‘with the op1n1on of the Comm1ttee or 1f no opinion is.

del1vered the Commission shaLL without delay submit to the Council a proposal

J

1f the Council has not adopted.any meesures within three months from the date

~ on which the proposat was submitted to it, the Comm1ss1on shaLL adopt the

‘proposed measures and apply them 1mmed1ateLy.

v Article 1

ThiszeguLation shall enter into-force on 1 January 1981.-

N

~This ReguLat1on shall be b1nd1ng in 1ts ent1rety and d1rectLy appl1cable in

all Member States.

7



