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EXPLANATORY MEMORANDUM

on the 3 November 1980 the commiSSion submitted'to the” Council a Proposal for a
'Councwt Regutatwon concarn1ng the use of substances with a hormonal. actwon and
those hav1ng a thyrostatic act1on in domestic annmaLs(?>_‘ In that Prroosal are f
La1d down the basic pr1nc1ptes concern1ng the prohibwtwon of use on anvmaLs of
1‘\"‘ ubstances with oestrogen1c, androgen1c, gestagen1c and thyrostat1c effect

In add1t1on the outt1nes for the essentwaL controts ot th1s ban are La1d down.

‘The present PrOposaL‘concerns the second‘step of control, namely the monitoring

~of animals and meat for the presence of residuesa To ‘ensure uniform control in =

ﬁMember States it s prov1ded for the appt1cat1on of random samanng e1ther at

the abbato1n or: hoLd1ng of origine. Prov1swon is made for the automat1c adopt1on )

f of an 1ntens1ve sampL1ng system and tracwng of animals to ‘their orngxn, 1f the
basic mon1tor1ng system reveaLs reswdues in excess of the toLerance. The bas1c v
mon1tor1ng system may onLy be resumed after a period in wh1ch the 1ntens1ve

'system has - shown absence of an1maLs with res1dues in excess of the toLerance. e

RTINS "%‘Bd“‘?* ; . ! : - A ;
\ sThe toterances for the substances 1nvoLved are set at the Limit of detectwon of
y the methods avawLabLe (ieea zero) However for certawn naturaL substances S

. which may be author1sed for therapeut1c purposes it is necessary to confirm th1s
~f1nd1ng by ; further exam1nat10ns 1n order to take into account the hatural LeveLs;

( of thesa s@bstances which mmght be expected in the anwmaL concerned

Provws1on gs made to mod1fy the sampL1ng system proposed by the Comm1ttee
procedure %n nght of the exper1ences ga1ned on a Community basis.;
, ) & & . , | | :
Prov1swon §s also. made to ensure confiscation and destruct1on of an1maLs and ,
meat in apﬁroprwate c1rcumstances, and’ concernwng the costs for the monwtorwng
‘systems and other samprng prov1ded for in the ProposaL

? : ’ ’
A requ1rement is included to ensure that records of examwnat1ons and resuLts

‘obta1ned are presented on an annuaL bas1sa ,

(1) 0.4. No C 308 of 22.11.1980, p. 2



PROPOSAL
for |
COUNCIL R"GJLATION
J S concern1ng T b : | B
‘the controL and examination of an1maLs and meat 1n the Commun1ty for the presence
of res1dues of eubsfaﬂ(es wuth oestrogenwc, androgen1c, gestagenwc and thyrostatwc

e*fect.

. .THE COUNCIL OF THE EUROPEAN COMMUNITIES,

Having regard to the Treaty estawashwng the EurOpean Econom1c Communuty ‘and 1n

part1cukar Art1cLe 43 thereof

Having regard to the CounciL Regutation R concern1ng the use of substances
w1th a hormonat or thyrostat1c act1on on domestwc an1mats, and in partqcutar

Art1cLe 5 thereof,

,Hevihg‘regard to Council birective 72/462/EEC on health and veterinary inSpection
,‘probLems upon wmportatvon of bovvne animals and sw1ne and fresh meat from thnrd
countr1es as Last amended by the Greek Act of Access1on, and in part1cuLar Article 20

b
thereof

Having regard to ‘the proposal of the Commission,
. N - . - - N . . X N ‘

Having regardg to the epinion of the European: Partiament;
'Hav1ng regard to ‘the opinion of the- Economlc and Social Commlttee, ‘ .
whereas Council Regutat1on a ; has proh1b1ted the use on domestic an1maLs of
’ wuostances wwth uestrogenwc, androgenwc and gestagenﬁc effect and of substances w1th

t%yrostatic efeert' whereas certain of these substances may- be used for therapy,
whereas Art1cte 5 of the abovemeﬂtwoned ReguLatvon foresees that meat and an1maLs
shouLd be subject to a controL for res1dues of these substances by means of common |

g ruLes, in par?xcutar concerning frequency and toLerances,

uwherees Articte 3 cf?CbunciL'RéguLation . . has proh1b1ted the puttwng 1nto
\trade in the terrwtory of the Commun1ty of domestwc anwmaLs and of fresh meat,

whatever the1r orvgzn, conta1n1ng res1dues 1n excess of the toLerance,

Whereas it.is therefore necessary to appLy a un1form controL system whnch effects -
meat or an1maLs marketed in the COmmun1ty, / \



- ) #,

wnerea% 7t is mecessary to set Ug immediat eL; t“e general uutLﬁﬂns for frequencv of
sam; 1nq amJ for appl 1cawa tQLﬁraﬂu@S, whereas these outt1nes may: be adopted and-
’Supg emeﬁted, in parawcuLaF to take account of scientific progr sz ay g procedure

which ensures CL(mﬁ o Ltaberatvmn between the M?Tb?“ States anc the commundty;

Whe;eas fresh meat Mu?k“t”& :m the Comm)ﬂ‘ky must . %ﬂ iﬁgpected far residues on t%e
\?basws QTl”ﬁmmun4ty Cﬁ%ter?ay; w%é.ea& the ﬁurpmse of this nspectloﬁ is to yw’tec*,
 huﬁan'héaL““ from acﬁuaL or gw$$7b’“ damage &r &$1ng rom ?hn'congump+10n o{ §Pdﬁk‘k‘
meat contaﬁnvng residues; wrerea; animals should mtso be nqb ctea, under certa1n

conditions to. a control eﬂaLFTﬁg Tbau ﬂﬁ SU bﬂ«anceg have be»d 1LLegﬁaLly useq,
‘Whereas the uniform imph&meﬂ*atiQm of hQQP aanﬁ éL measures may be ensured Dﬁuy if
the methods of amatvgwg and ‘the meaaurev to be twken on the basis of 1nspectﬁoﬁ
'.f?mé%ngs are La?ﬁruewn‘zn ‘detail following a precedure which ens sures s close
et aburaiaon between the Member Siatés and the Commission;. ' '

. Whereas tolerance wvalues must be laid down for the individual residues;

wherﬂas a separa%e and specialiy deveLaped methog of exami natﬁon is u¢uauLy requ1r

‘4,t0 detect each kind of residue ard whereas most of these methods awe based on wholly

~d1ff9wxﬂg prwncpres 53 Lhah there is Lattte possibil ﬂty of us1ﬁg same procedure%
simultaneously in ana;ysqs for severaL‘?eswdues; whereas some methods of anaLy51s
can be appLied only to éertaﬁn»an%maL tiégues; Wh@fﬂaa due: account must ‘be taken
of the differences. betweed‘aniMaL tigsues; whereas the «nspebtwon for re@tdues*
shou d tberefore, in the first 1nstanfe0 be based on random samprngﬁ .

Whereas ‘the purpose of all measures taken in pursuance Qf this ReguLatnon, in
particular the: su¢pen31on of sLaughterwngs, must be 1o ensure that rmsvduewfree
meat is~pﬁodu9edman the,Communﬁty‘an_the first place; wnereas meat found to i
contain residues should be destroyed; '

vwhereas it should be pos;1bte for owners of an1mats in respect of whwch the suspens1oh
‘4of sLaughterwng is, crdered on the basis of. 1nspectvon findings to sLaughteﬂ their

' anwmats before the expiry of the period suspension on cond1t1on that each of the
anwmaLs 1s ;n*pected for residues at the owner' s cost, whereaS; howeve., to ensure
a s+r1c1 observance of rules concerﬁwng the use of the relevant substancesw any ’

-1lmegaLLy treated an1maLs shoutd ba conf1scated and destroyed
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Wheréas prov{sieh should be made for meeting the cost of inspections for residues;

Whereas the Mamb@w States shcuLd report te the commission on the1r mcnitor1ng
actwv;twes 3n Qru to provide a- constant overaLL view of the reswdue 1nspect1ons ;

_carried out in the Member States,

- HAS ADOPTED THIS OIRECTIVE : S e T .
Article 1
1e This Regutatﬂﬂn concerns tne control and examwnat1on of an1maLs and meat marketed‘

~in the Commun1ty for the presence of res1dues of substances wwth oestnogen1c,

androgenwc and gestagenwc effect, and substances with: thyrostatuc actlon.

kThws Regutatzon appLﬁes thhout pre;udvce to Art1cle 24 of Dvrectwve 72/462/EECn

~

Articté\Z
. Definitions contawned 7n D?P@ct)ves 64/433/EEC( ?1/118/EEC( 72/462/EEC(3)
and ??/QO/EEcgé) shaLL apply for the purposes of thus ReguLat1on,
For the purposes of thws Regutat1on ./‘ L . ‘fi ) SR _",f“‘

,Reswdues are detectabLe gquantities of substances mentaoned in Artwcte 1 ‘or

‘their metabolites in- animals and meat,‘ ey ' L

‘ Examination fgr residues. 5xam1nat1on of animals op meat for detectable

quantitics of residues.

Tolerance ; The maximum permittedrquaﬁt?ty of ﬁesidue in aﬁﬁmats and meat.

/
i

Animals. Meang domestic animals of the roLLowvng spec1es, bov1ne, porcine,

vaneﬁ cap15v@g qopreds and pouttry,

ArticLe 3

Amvmats and meat markated in the Cowmunwty shall be ¢UbJQCI 1o an exam1nat

"for residues in accordance with th1s Regutdtwonm

3.

(1) 0ude
(2) Oudu

(3) 0ddaw

(4) Ouda

These @xamzﬁa?sons shdLi ﬁﬁriude the use of the methods of anatysws estabL1shed

\1m appt,u(“ﬁum of Art1cLe 5. paragraph 4 of Regutat?Oﬂ mupwmu,‘ \ S ‘!E

The tOLExdﬁ&PQ are: those Laid down in Annex Il. These toterances may be

subsequertLy modwfwed foLLuv;ng the procedure La1d down 1n Artche10. '

No 121 of 29.7.1964, pa 2012/66. 3

No.L 53 of 8,3;1971, Pe 23, . e

No L 302 of 31.12.1972,pe 7w ' . , S e .
No L 26 0f 31.1,1977, Pw 85. /- S B SRR



ArttcLe &
RALARIA 4

1. wwthout pFEJud166 to ArtacLe 6 meat snaLL be examined fer reaﬁduee foLLownng
W samprng on a andom bas1s at the sLaughterhouses of productxon 7n conformity

wwth the frequency La1d down in Annex I.. Each sampLe must be taken from a dafferent

aanwmaL

Carcases, parts of carcases or offats from whnch a sampLe is taken must- be deta1ned
;unt1L the result: of the examvnat1on is ava1LabLe. If examwnat1on reveaLs res1dce

“dn excess of the toLerance thws meat must be condenmed and destroyed

’Z,fThe number of sampLes to be taken 1n accordance wnth paragraph I may,’1p
-Just1f1ed cases, be aLtered in accordance w1th the procedure La1d down 1n f

",ArtwcLe 10.

3a-In- add1twon the off1c1aL veterwnar*an respons1bLe for the exam1nat10n of
, “meat at the sLaughterhouse of product1on may, if he has: WHfOPthTOH SU9995t1n9
- ‘the presence of residues in the carcases presented for exam1nat1on, examtne

Vol

‘each carcase for the res1due or res1dues 1n quest1on. e e

TS E L

4.,Exam1natnons under paragraph 3 shatL>not‘be countedfagaﬁnstﬁthefnumbECreffrandom o

'.sampLes requ1red 4n accordance w1th paragraphs A and 2.«3_n;gﬁpe;

- Ta Where examwnatwon for reswdues pursuant to Art1cLe 4 and 6'shows‘that the

"».toLerances Laid down 1n Annex II " have been exceeded the competent veter1nary

‘kauthor1t1es shaLL be 1nformed w1thout deLay of {

a) the specwes of antmaL 1ts age, sex and breed, together wnth aLL 1nformat1on .

needed to 1dent1fy w1th certawnty the: hodeng from whwch the anqmaL came, and

‘b)‘the resutt of,the examwnat1ona.
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o

The competent veterinary authorities shall thereupon ensure that :
a) the livestock on the farm of origin is investigated to ascertain the cause

rof the toleranre being exceeded,

'b) herds or animals which, as a result of the investigation referred to in the

first indent, may be assumed to contain the residue or residues jn gquestion

are provwded with official markinés, and subject to»appropriate examination,

c)lvf the examination provnded for in paragraph 2 b) reveaLs the presence of
reswdues of SUbstances other than those authorised by Regulation ......Vthe

animal shall be coanScated and destroyed,

ey 1f the examwnatzon provided for in paragraph 2 b reveaLs reswdues 1n excess

of the toLerance for substances author1sed by Counc1t Regulation seeaewew
sLaughter of the animals concerned for human. consumption ds prohmb1ted until
it may be assumed that the amount of residue present no longer exceeds the

tolerance. This period can in no case be shorter than the delay period fixed
for the substance in application of Article 6, paragraph 3 of Regulation wawswe

However, when it is ascertained that the cond1t1ons for use of substances
author1sed for therapy in Counch ReguLat1on ‘ have not been respected
the animals concerned shall be conf;scated and destroyed, ‘

e) during this period the animals must not be ceded to other'parties.,

By way of derogation from paragraph 2 d), animals whbse slaughter is prohibited

may be slaughtered before the end of the proh1b1twon per1od if the owner informs

the competent aptnorwty at Least one week’ before the proposed sLaughter date,

stating the place of slaughter. The off1c|aLLy marked animals must be accompanwed

- fo the place of slaughter by an offwcwaL veterinary cert1f1cate conta1n1ng the

1nformatwon reguired under paragraph 1,aa.

The carcase of each animal whose slaughter is notified pursuant to paragraph 3
shall be offzpﬁaLLv examined for the residue or resndues concerned and shall be

detawned until the result of the examination is known.

1% the examﬁnatxnn reveaLs residues in excess of the tolerance level the meat shatl
be confiscated 1nd destroyed snd the owner shall bear the full cost of the

examinaticn.

‘These examinations shall not, however, count as random sampLﬁng for the purposes

of Article 4(1) and (2).



Article 6-" : \’~ .

" A. In the case of substances wwth an oestrogen1c, androgenwc and gestagennc effect :

.

.

Te The sampL1ng of meat prov1ded for in Art1cLe ‘4 may be repLaced by sampL1ng
lof an1maLs for residues at the slaughterhouse of product1on on a random basws

,1n conform1ty with the frequency Lawd down 1n Annex la

The an1maL or ‘meat thereof from wh1ch the sampLe is taken must be deta1ned
ntwL the resuLt of the exam1nat1on is ava1LabLe. If the exam1nat1on reveaLs‘e
residues in excess of the toLerance LeveL the anwmaL or meat therefore must be

conffecated and destroyeda

)

—2.\The number of samples to be taken in accordance w1th paragraph I may, in Just1f1ed

cases, be aLtered in: accordance w1th the procedure La1d down in Art1cLe 9/

3. In add1t1on the off1c1aL veter1nar1an respons1bLe for the exam1nat1on at the’

,sLaughterhouse may, if he has 1nformat1on suggest1ng ‘the presence of res1dues 1n

the animal presented for examination, examine each anwmaL,for the residue .or

residues in question.

i é;\Examinations‘under paragraph 3,shaLL_notﬁbe;q0unted against theynumber~of random

. Ba

: samples required in accordance with paragraobs‘1\and 2,‘

7

‘It may be dec1ded, foLLow1ng the procedure La1d down 1n ArtwcLe10 that the sampL1ng‘r

at the sLaughterhouse referred to 1n part A, may be repLaced by sampL1ng at the
hodeng of origin on a random basis 1n conform1ty with the frequency Laid down 1n

Annex I. .



,ArtibLee7

‘The Member States shaLL inform the - cgmmission by means of a summary annual report,
not Later than 31 March of the year foLLow1ng that to which the report refers, of
- the: exam1nat10ns for residues carried out under th1s Regulation, of the results of
the examinations and of the’ measures taken using the form set out 1n Annex.I1I to.
s this_ReguLatnon. ‘The Commission shaLL inform.the. Member States of the result of 4

‘these communciations.

Article 8

W1th the except1on of ‘the costs of the exam1nat1on under - Art1cLe S(4> aLL costs
1ncurred during the exam1nat1on for residues prov1ded for by Article 4 shatL be
" apportioned-among the total number of annmaLs sLaughtered.and‘shaLL be- bourne.by

‘the owners thereof.

R

Article 9

1. Where the procedure La1d down in th1s Art1cLe 1s to be foLLowed, the Chairman
shall w1thout detay refer the matter, ewther on his own 1n1t1at1ve or at the -
request of a Member State, to the Stand1ng Veterinary Comm1ttee Chereinafter

-called the “Cdmmittee“), set up by'the Council Decision of 15 October 1968~'

Ly

2, withﬁh the Committee, the votes of Member States shall be we1ghted as prov1ded
in Article 148(2) of the Treaty. The Chairman shall not Qote. ‘

3. The Commission representative shall submit a draft of the meaSures to be adopted.
The Committee shall deL1ver its opinion on such measures within a per1od to be
determined by the Cha1rman in keeptng with the urgency cf the question subm1tted
for examination. Optnwons shall be devaered by a majority of 45 vctes,‘ B



4

The Commussvon shall adopt the measures and shaLL appty them 1mmed1ateLy where

they are 3n accordance wzth the op1n1on of the Commwtteeh V"“o they are not

sh’1n accordance with the opinion of the Commwttee or if no op :..on is deL1vered

the Commwsswon shall without deLay prOpose to the Councnt the measu. s toube

adooted, The Counc1L shaltl adopt the measures by a quaL1f1ed maﬂor,tya Lokt g

_If, w1th1n three months from the date which- the proposah was submwtted to .t,

““the Council has not adopted any measures, the Comm1sswdn shaLL adopt the proposed

in ArtncLe 148(2) of the Treaty, The Cha1rman shall hot vote. -

‘W1th1n the Comm1ttee, the votes of Member States shall be wewghted as prov1ded

measures and appLy them 1mmed1ateLy, ) L
. _ R or . reveals -

Ciaesmlist 9

Article 10

fWhere the procedure Laid down in this Article is to be foLLowed the Chawrman
“shall w1thout delay refer the matter, e1ther on h1s own 1n1t1atlve or at the

request of a Member State, to the Standing Veterinary Committee (he:e1nafter

catted the."Committee") set up by the CounciL,Décﬁsﬁon ofvﬁs Octghepﬁ1968,w-:
l‘mfz[i 2

The representat1ve of the Comm1ss1on shall submwt a draft of the measures to be

adopted. The Comm1ttee shall deL1ver its .opinion on such measures Jchgm'qu:ht

-days. Opinions shaLL be deL1vered by a ma30r1ty of 45 votes.

_The Comm1ss1on shall adopt the measures and shall appty them 1mmed1ateLy where .

they are 1n accordance with the op1n1on of the Commwtteea Where they are not

in accordance w1th the op1n1on of the Comm1ttee or if - no opinion Js deL1Vered,

; the Commission shall without delay propose:to: the Council the ‘heddured o Hp! 1o

~adopted. The Council shaLL addpt ‘the measures by Y quatwf1ed “REForTey 2t the

oo iney Ladd dowe
If, w1th1n f1fteen days from the date on wh1ch the proposat was’ submatted to 1t,

the Counc1L has not adopted any measures, the C0mm1ssuon shall adopt the proposed

 measures and appLy them immediately.

Articled1

"This ReguLation shaLL enter.into force on the,... By 1981,

This Regutat1on shaLL be b1nd1ng in 1ts ent1rety and d1rectLy appt1cabte in aLL

Member States.}



ANNEX I

'FREQUENCY OF SAMPLING

1w Cad) Bas1c ‘monitoring system for substances w1th oestrogen1c, gestagen1c and

androgenxc actnon

Three hundred samples shall be.. taken dur1ng each per1od of 12months for
each of the foLLow1ng categor1es B ‘ i ' ) :

5,~ cattle over 12 months,
- pigs,”

sheep-and goats,b

o horses~'
- pouLtry
in the case of cattle under 12 months the'number of samples shall be»doubted;”
For each of the categerieé of animals involved samples for testing shall be’
chosen by random number generation in respect of : ‘

-~ the sLaughterhouses in the national terr1tory from which the sampLes
~ are taken, ‘ )

~.the number of animals to be sampled, and

' - the moment in time for sampling.

(b) Basic monitoring system for substances with thyrostatic action,

Three hundred sampLes shatl be taken during each per1od of. 12months for
cattle over 12months, foLLowung the provisions of the last sentence of

paragraph 1 (a) .

'2» Intensive monxtornng system

‘FoLLowvng the detectwon of one or more f1ndzngs 'exceeding the tolerance
durwng the basac sampling aystem, ‘the frequency of sampt1ng of the totaL of
sLaughtered animals shall be increased as foLLows durwng a per1od of 2 months
wwth1n the terr1tory of .a Member State. H

(a) For substances with oestregenic,‘gestagehic and androgenic‘éction,v
~ 2% of cattle under 12 months,.

~5% of eLL other species,



: ’<b) for-subétancésVW%th~%hyrostaacfic,éciiog:_
- 2/ of aLL cattLe over12months,

foLLow1ng the prov1s1ons of the Last sentence of paragrapn ol a

- Intensive sampling'periods shall be méintéﬁned‘uhti for'a 2 month pervod

no sampLes are found with reszdues exceed1ng the to!l %rances,

'FoLLow1ng an 1ntens1Ve samplwng per1od of 2 months dur ng whwrh no f1nd1ngs

%exceed1ng the tolerance for resndues and- spec1es conce:nwd have been fQund,»,

e f_'a new per1od of the basic mon1tor1ng system shaLL starte
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ANNEX II Cai " e

TOLERANCES

For endogenous hormones with oestrogen1g.gestagen1c or androgenvc effect

7.when reswdues of substances which are 1dent1cat to endogenous hormones are .

found in an animal and the Llevels found in the an1maL examined exceed
cons1derabty the Level which is normaLLy found in an animal of the same type
and cond1t1on the off1caat veterwnarwan must conf1rm this fwnd1ng by add1t1onat

: ‘examanations. These examinations in part1cutar shaLL 1ncLude examanatwons for

pathoLogicaL anatomacat aLteratuons and 1n Just1f1ed cases exam1nat10n of

an1maLs at the hoqung of orngan.

‘The toterance is exceeded where the off1c1al veter1nar1an conf1rms that the

substance in guestion has been adm1n1stered to the an1mal or the cond1t1ons

of use have not been observed : L

‘,{tu

For all other substances the Level of detectwon by the methods La1d down in

faccordance wwth Artucle 3ulw
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ANNEX

REPORT ON INSPECTIONS FOR RESIDUES IN FRESH MEAT

} Member State

°
s

Year under review
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