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EXPLANATORY MEMORANDUM

“This“propOSaL for aiCouncﬁL ReguLatﬁon has~been'drawn'up~in impLementation of :
'Artwcte 4 of the proposaL for a Counc1L ReguLat1on (EEC) Of wwvuwnms- '
concern1ng the use of substances with a hormonal action and those hav1ng a
thyrostatwc action in domestic an1maLs. The Art1cte in quest1on establishes

' the prwncwpte that natural hormonaL substances may be used, on certain
cond1t1ons, for therapeutic purposes and for oestrus synchron1zatvon in domest1c
animals; it also provvdes a proposal- from the Commission to
“the CounC1L on the cond1t1ons for controLLwng the possess1on, d1str1but1on and

“use of such substances.

androgen1c or gestagenwc action which may be used The List ‘may be amended 1

according to the Standing Veter1nany Commnttee‘procedure, the;das1rab1L1ty of
oan ameéndment must be evaluated in the Lidht of the interest affohded by -the

use of the‘substance‘for therapeutic purposes in animals and the effects of

~

such use on consumers' health.

To avoid d1ffer1ng 1nterpretat1ons gvv1ng rise to m1suse of these substances
the concept of "therapeutic treatment” has beenkdefwned., The proposed
definition confines the possibi[itygof‘administering the substances to
pathological cases diagnosed by a veterinahian;* prophylactic use is therefore

ruled out.

‘The proposed text institutes a system of control covering the stage of
'possessﬁon of substances wﬁth'a hormonal actionbtikety'to be used for the’
preparat1on of med1c1nat products, whether for use in an1maLs or in humans,

- and the various stages of manufacture, storage and dwstr1but1on of veter1nary
medicinal products preparedufor hormonal substances,. For 1nstance,,provvs1on
is made for the keeping of regfsters, so that, at eaCh stage, a record is
avaiLabLe of the quantities_produeed and transmitted;"in this way‘it will be
possible to guard against excessive quantifies of such produbts being marketed,
Similarly the text spells out the conditions for retail d1spens1ng and the

administration of such med1c1naL products to anwmaLs,

To macnta1n effect1ve controL over the substances and medicinal products intended
,for the treatment of domestic an1maLs of Specwes whose meat 1s sold for human
‘;consumptWOn it is necessary to’ 1ncLude under the system cf control products

'WhTuh are 1n+ended fbv the treatment of anmmaLs of other spec1es,



in thé'preposaL ar El Cauncﬂt Regu&aticn (EEC) Gf eenaswnwune - ON the use.
of substances with a hormonat action and those hav1ng a thyrostat1c actvon in
domesz an1mats, and 4n the present proposaL, reference is somet1mes made to

provisions conta1ned in the proposaL for a d1rect1ve on veter1nary med1c1naL

'products which is currentty before the Counch Thws Lays down the cond1t10ns_

~ for the marketing of veter1nary med1c1naL products and the1r 1mport into the

Comnmm‘ty.a Its adoptxon is thereforexatso a matter of urgency.

W\



~vP‘rc‘n.oosa’\t;‘
, for a
. COUNCIL REGULATION ‘
‘fLaywng down condvtwons for controLLang the possesswon, dwstrvbut1on and

,taom1n1strat1on to an1mats of certavn substances w1th a hormomaL actnoh

" THE COUNCIL OF THE EUROPEAN COMMUNITIES,

e

Pav1ng regard to the Treaty estabtvshﬁng the European Econom1c Commun1xy end 1n\
ipartwcutar Artwcte 43 thereof o ‘ ' '
*Hav1ng regard to the proposaL from the Comm1ss1on, ‘ : i T

Hauwng regard to the opinion of the European ParL1ament, o

Having regard to the opinion of the Economic and Social Commlttee

Havvng regard to the Council ReguLat1on Of wuvwewwwww - CONcerning the use of
substances with a hormonaL actwon and those havang a thyrostat1c act1on in .

rdomest1c an1maLs, and in part1cutar ArtwcLe 4 thereof,

Whereas ArtwcLe 4 of the abovement1oned Counc1L ReguLat1on prov1des trat a.list i

“oof substances w1th a hormonaL action. su1tabLe for the therapeut1c treatment of :

';;domest1c anwmats should be drawn up; whereas decisions to amend the 1n1t1aL

| List shouLd be taken under & procedure assuring close coLLaborat1on between Lhe,
»Membe. States and the Comm1ss1on,~ whereas ‘the des1rab1L1ty of such amendments
must be assessed .in the nght of uerta1n criteria,. such as the 1nterest afforded

':‘_by the use of a substance for therapeutnc purposes and- the effects of such use

'»on ‘consumer heaLth T S

- Whereas the meani Te! pLaced on the term “therapeut1c treatment“ shouLd be def1ned,
_to prevent d1ffer1nq 1nterpretatvons Leadwng to m1suse of veter1nary medwc1nat
'products prepared from certain substances with an- oestrogenwc, androgen1c or
gestagen1r action; / hereas the. adm1nzsuratnon of such medicinal products must

be L1m1ted to pathoLogncaL cases and synchron1zat10n of oestrus,

Whereas a system of controL musf be 1nstﬁtuted, coverwng not onLy the various i
stages o: ranufacture, storage and. ons*r?but1on of veter1nary medwc1nat products
,;epreoared f”om substanee% with-a hormonal action but also the possesswon and ‘the
1mportat ion from non«member counrrwes of substances with ‘a hormonal act1on k

' Likely to be used for the prepar tion of med1c1naL products, whereas in’ order
. Jto be efTect ve the system of cooreo‘ musf aLso cover products 1ntended foh the

treatment of d*her anﬂmat specves,



"Wnereas it w1LL ‘be poss1bLe to heLp prevent misuse of such substances by

prov1d1ng that the d1spensnng of veter1nary med1c1naL products prepared from

’substances with a hormonaL action must be subject to presentat1on oF‘a

‘veter1nary prescrxptwon, that a reg1ster must be kept by veter1nar1ans, and that-

the admwnwstrat1on of these med1c1naL products to an1maLs must be accompL1shed

by the- veterwnar1ans themseLves or under thewr superv1s1on "and on their

‘respons1b1L1ty,

~ HAS ADOPTED THIS REGULATION : -



»Article 1

Th1s Regulation Lays down condwtnons for controLL1ng the pos session, distribution

'_and adm1n1stratwon to an1maLs of certamn substances with ‘a harmonal zotion,”

whetner manufactured in the Communwty or 1mported from non~member countr1Esm

,

“For the. purposes of thﬁs ReguLatﬁonkthe foLLéwing definitions shaLL appty :

(a) domestic animals : an1maLs of the bov1ne spec1es, sw1ne, sheep, goats,

;_domest1c soLapeds and pouLtry,

(b) animals : -animals beLongvng to the species L1sted in (a) and ‘
other . specnes l?keLy to- be trea*ed with. the substances with a hormonaL

,cacenon covered by this Regutat1on,

(c)etherapeutzc use : the adm1n1strat1cn to a domestic an1maL as def1ned in (a)
. of a medwc1nat product prepared from a substance L1sted in Art1cte 5 w1fh
a v%eg to nemedy1ng a pathotog1cat cond1tvon estabLushed after examination

by a veterlnarzan authorwzed to pract1se his profess1on,

Article 3

1. (a) Substances ww*h an oestrogenvc, ardrogenwc or gestacen1c act1v1ty suwtab(e

“for use in the pﬂeparatﬁon of medﬂcvna’ products shall be supptwed solely
L to naturaL or iegaL persans property autnor1zed to be 1in posse551on c* such

Supstances under. the natﬂonaL Laws of the tember States“'

(b) Le geL or natural oersons manufacturing, import 1ng from nonwmember COUHTPIGS
~ or navﬁng in their possession substances as ;eferred to in (m)/ShaLL record
each day in avregister, in chronoLogicaL crder and in respect bf'each
susstance, the following informatidnj: ' ‘ o : o
C- the quantities manufactured, i vnrted _usedndr transmitfee;
= the origin of the substances; o S )
s'ih%kfs ¢s and aﬂﬁiQSd@Q of the waturuL or Legal persons QhossuppLied,;Es\
sut nces and ‘thosze Qf ?ne persons te‘wkdm thay were‘;ransmitted;

~ the inte nded use ¢f the Jub rancas te %ﬂ«u tred,



’2”“

. substances with a hormonaL action as referred to in paragraph 1(a) or.

}amport1ng such med1c1naL products from non-member. countrwes shall, wtthout

NaturaL or legal persons manufactur1ng veterinary medicinal’ products from

pre;udvce to the provwsnons of paragraph 1Cb), keep. a reg1ster in which they

~shaLL enter each day, 1n chronoLogtcaL order and in respect of each med1c1naL

§

roduct, the foLLowvng 1nformat1on S

”— the quantmtwes manufactured, 1mported or transmttted

' ~‘the names and addresses of the - neturaL or LegaL persons who suppL1ed the,

- the origin of the medicinal products,

kvetertnary med1c1nat products and those of the persons to whom they were
transmtttedm - , ' , S L
The storage and whoLesaLe dwstrtbutwon of the veter1nary med1c1naL products

referred to in paragraph 2, and the reta1L d1spensvng thereof,‘shaLL be

‘accomptwshed only” by naturaL or LegaL persons author1zed to do so by the

,competent authorwty of the Member State. Such persons shaLL keep a regtster,

in which they shaLL enter each day, in chronoLog1caL order and 1n respect off .

feach medicinal product, the following 1nformat10n

\

- the quant1t1es 1mported or transmttted

/\rdthe names and addresses of the naturaL or LegaL persons who suppL1ed the

veterinary’ med1c1naL products and those of the. persons to whom they were

transmnttedw

RetatL dwspens1ng of’ the veter1nary med1c1naL products referred to in paragraph 2

shaLL be accompL1shed onLy aga1nst presentat1on of a prescrwpt1on made out by a

'veter1nar1an properLy authorwzed to pract1se his profess1on.; such a prescr1pt1on'

shaLL aLso be requnred for veter1nary medicinal products suppL1ed by veter1nar1ans

authorized to dispense such’ med1c1naL products to the reta1L customer in

\ .accordancerwwth paragraph 3.

"The vetertnarwan shaLL prescrwbe the veter1nary med1c1naL products referred to

in paragraph 2 solely for the animals he is treat1ng and. solely in’ the quant1t1es

grequwred to atta1n the purpose of the treatment, A veter1nar1an s prescrvptwon

rshaLL be vaLﬂd for onLy one act’ of duspen51ng,

Veterwnarwans shaLL record and keep up to date the foLLow1ng
,1nformat1on relation to the treatments carr1ed out with the abovement1oned

med1c1naL products H date of adm1n1strat1on, nature and quantuty of the med1c1naL

~ product, disease dvagnosed or nature of treatment, name and address of‘the owner

kof the'treated animal, 1dent1f1cat1on of the anvmaL
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The regvsters referred to in. ArtwcLe 3 shaLL be ava1LabLe at aLL times for‘

_consultat1on by the competent 1nspect1on author1t1es and shaLL be kept for at

Least one year,'f

Article S
1a IVW1th1n the meaning of ArtwcLe 4 of the Counc1L Regukatvon (EEC) of ,nu,.;;, ,
_concernwng the use of substances w1th a hormonaL action and those hav1ng a;f

o thyrostat1c action 1n domestwc an1mats, the substances w1th a hormonaL action

-~ which may be adm1n1stered to domestnc an1mats for 1nd1v1duaL therapeut1c use: S

and for synchronwzat1on of oestrus shall be as foLLows }b"" Lot
l~vf/' 17 oestradwoL and 1ts esters ‘ Y ’ |
- progesterone o _ R

testosterone

\i This List\nay be'amended ﬁn'accordance uith the prbcedUreXLaddﬁddwn>§n ArticLe'701e
In order. to decide whether a substance w1th a hormonaL act1on may be 1ncLuded in o
the Lnst the foLLow1ng po1nts shaLL be taken 1nto account )

;- thc 7nterest afforded by ‘the use of tne substance for therapeut1c purposes 1n
domestnc an1maLs,‘ . v ' - : ,
1~ the ef*eTcS of the use of the. substance on the ‘Health of consumers, havwng regard
" to the time requ1red “for its eanvnatwon from the body of the domestic an1maL
_the persxstance or absence of reswdues in the meat. and . the ex1stence of rout.ne
© ' methods for detectzng and quant1tat1vety determ1n1ng any res1dues,r',;' '
2 Therapeutec use of such substances shaLL be perm1tted onLy in the case of domes?1c |

anlmaks havnng reached sexuaL matur1ty.‘ o 'f,, e A PR o

, .



"»1,

',,,,5;_'

ArtﬁcLe 6 CoT
. FE . /’ .,(’d
W1thout prejudica to Ar&%cLe 9 of the cgunciL RﬁguLatimn re%erfﬁd te in ArtﬂcL&S ab@u!

,the manufacture of veterinary medvcwnaL products for use in domest1c annmaLs from :

‘,substances w1th an oestrogenic, androgen1c or gestagen1c action not L1sted in

“However, the manufacture of, such medicinal products for export to non—member,

‘Art1rLe S, or the possess1om of ‘such products or the 1mport1ng thereof from non-"

member countrnesp shaLL be prch1b1ted

countr1es may be author1zed by the competent author1t1es of “the Member State

f‘concermed in such. casas the. Member State ‘shall take aLL necessary measures to.

control the manufacture, possesswon and transport of the med1c1naL products to

= ensure that they cannot in any. c1rcumstances be used on the terr1tory of the

Commun1tyn

|

The veter1nary medicinal products 1ntended for’adm1n1stratnon to domest1c anwmats:;f

Cand prepared from substances w1th a; hormonaL act1on Listed in Art1cLe 5 may be

~marketed onLy dn a form wh1ch precLudes oraL admwnvstrat1on@ %

The packagﬂng of the med1C4naL products referred to 1n“’;‘séahh incLudé‘afLéafLét~

bearing the 1nstruct10ns provwded for in the COunc1L Directive of pme o On ﬁﬁg
'harmon1zatvon of tne Laws of the Member Smtes retat1ng to veter1nary medwcanaL

products, and 1n partncutar the Spec1f1carwon of the wa1t1ng per1od, even. 1f it ws

_nil, to be observed between the Last adm1n1strat10n of the med1c1nat product to:

PR

1w

the domestic aﬁnmaL in normaL condwtvons of use and the sLaughter of the: anwmaL to

ensure that the meat COnta1ns no residues - potent1aLLy hazardous to. consumer heaLth

S
5

ArticLé,?

Where the vete:nnarwan S prescrwpr1om provwded for in Artucte 3(4) concerns domestwc

_aniamls it must be made out 1n dupi1cate, one copy shall be kept by the supprer

“of the veterwmary medwcnnat prodcct and the other by the hoLder of the domestnc

amamat to which the veterwnary medwc1nat product w1LL be admﬁnxstered

"On the prescription the veterinarian sha L state the name and address of the hoLder\

of the domestnc'anwmal on the copy af the prescrﬁpt1on 1nfendeﬁ for the Owner hﬁ'

~shall also state the identification of the dOmESuTC anama’ the date of admvnwstratﬂc

of the medncwnaL product and, on tﬁe bas1s of the 1n.crmat3@n c@ntawnedf in the , N

Leaflet arov“dad for in Artﬂcle é 2 wr the waﬁtwng peraod o bﬂ observed before 1he :

‘~an1ma{‘may be skaughtered»
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2a The holder -of the domest1c antmaL shaLt keep the prescr1pt1on for 3 months from
the date of issue and he must have 1t avatLabLe for consuLtat1on by the competent
1nspectwon author1t1es at all twmes.

"3.'If the domest1c an1maL is’ transferred to a new hoLder dur1ng the,oernod of 3 months

h prov1ded for in paragraph 2, the former hoLder shaLL hand over to the- new hoLder thec

copy of the prescr1ptwon provwded for in paragraph 1; the new holder must keep the -
,'prescr1pt1on until the- end of th1s per1od « :
4.hDur1ng the wa1t1ng per1od referred to in paragraph 1 the domestic an1maL may not be

staughtered for human consumpt1on.

, .Arttcte 8-

‘Veterwnary med1c1naL products prepared from substances w1th a hormonaL action’ L1sted
1n Art1cLe 5 shaLL be admtntstered to domesttc anwmaLs by the veter1nar1ans themseLves, l
for. the purpose of. oestrus synchronwzatwon they shaLL be adm1n1stered by the ' '

vetertnarwans themseLves or under the1r respons1b1L1ty. R

S

VArﬁcLeQ

_The competent author1t1es of the Member States shaLL conduct 1nspect1ons to ensure.c .

'that the prov151ons of this ReguLatton are compL1ed wtth

/Inspect1ons shaLL be performed by representat{ves'of the competent‘authorities;in

part1cuLar at the foLLowwng stages s ' h . - i' L T
s manufacture, 1mportat1on and possess1on of substances w1th a hormonaL act1on as ;-i

f_referred to 1n Article 3(1) ' -

-/manufacture, importation, storage, whoLesaLe d1str1but10n, reta1L d1spenstng and

:ut1L1zat10n of the med1c1naL products referred to in ArttcLe "(2).



"/.,. }8".‘..

”Aréi;te do°.‘“

'where the procedure La1d down 1n th1s Art%c&e is to be usedf the matter shaLL be “4

referred w1thout deLay to the Stand1ng Veter1nary Comm1ttee (herewnafter referred

to as 'the Cemmwttee ), set up by the Councwt Dec1$1on of 15 October 1968 by the::

: cha1rman, ewther on his. own initiative or. at the request of the Member State. _”

.

W1th1n the CommTttee, the votes of the Member States shaLL be we1ghted as pr0v1ded
in Artxcte 148(2) of the Treaty. The chamrman shaLL not vote.,

.The Comm1ss1on representatuve shaLL submvt a draft of the measures to be adopted

‘,The Comm1ttee shaLL detwver its opinion on the measures w1th1n a per1od to be

: determwned by the chairman in keepwng with the urgency of the quest1on subm1tted

"?or exam1nat1on. Op1n1ons shaLL be deL1vered by a ma;or1ty of 45 votes,

~The Commxssvan shatL adopt the measures and shaLL 1mpLement them 1mmed1ateLy, where

 they are in accordance w1th the op1n1on of the Commwttee.f where they are not in

,'accordance with the op1n1on of ‘the CommTttee or if no opinion is devaered the -

'»Comm1ssvon shall wwthout deLay subm1t to -the: Counc1£ a proposaL on the measures to

,: be adopted, The Counc1t shaLt adopt the measures by a quat1f1ed majorwty,

~and appLy them 1mmedzateLy.

ﬂ

If the Counc1i has not adopted any measures w1th1n 3 months from the date on wh1ch

Lthe proposaL was submitted to it, the Comm1ssvon shaLL adopt the prOposed measures‘

Article 11

This Regulation shall enteb into force on .;,,u;,,,_,;

Th1s ReguLat1on shaLL be b1nd1ng in 1ts entﬁrety and d1rectLy apprcabLe in . aUL'

o Member Statess ‘ S : L o



	



