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Legenda simbolurilor utilizate

*  Procedura de consultare
majoritatea voturilor exprimate
**[  Procedura de cooperare (prima lectura)
majoritatea voturilor exprimate
**[I  Procedura de cooperare (a doua lectura)
majoritatea voturilor exprimate pentru a aproba pozitia comund
majoritatea membrilor care compun Parlamentul pentru a
respinge sau a modifica pozitia comund
***  Aviz conform
majoritatea membrilor care compun Parlamentul, cu exceptia
cazurilor prevazute la articolele 105, 107, 161 si 300 din Tratatul
CE si la articolul 7 din Tratatul UE
*#*[  Procedura de codecizie (prima lecturd)
majoritatea voturilor exprimate
***[I  Procedura de codecizie (a doua lecturd)
majoritatea voturilor exprimate pentru a aproba pozitia comund
majoritatea membrilor care compun Parlamentul pentru a
respinge sau a modifica pozitia comund
***[II  Procedura de codecizie (a treia lecturd)
majoritatea voturilor exprimate pentru a aproba proiectul comun

(Procedura indicata se bazeaza pe temeiul juridic propus de Comisie.)

Amendamente la un text legislativ

in amendamentele Parlamentului, textul modificat este evidentiat prin
caractere cursive aldine. in cazul actelor de modificare, fragmentele reluate
dintr-o dispozitie existentd pe care Parlamentul doreste sa o modifice, dar pe
care Comisia nu a modificat-o, sunt evidentiate cu caractere aldine.
Eventualele elimindri ale unor astfel de fragmente sunt semnalate prin
simbolul urmator: [...]. Evidentierea cu caractere cursive simple este o
indicatie pentru serviciile tehnice competente, referitoare la elemente ale
textului legislativ propuse pentru a fi corectate in vederea elaborarii textului
final (de exemplu elemente evident gresite sau omise intr-o anumita versiune
lingvisticd). Propunerile de corecturd sunt supuse acordului serviciilor
tehnice in cauza.
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PROIECT DE REZOLUTIE LEGISLATIVA A PARLAMENTULUI EUROPEAN

referitor la propunerea de directiva a Parlamentului European si a Consiliului de
modificare a Directivei 96/22/CE a Consiliului privind interzicerea utilizarii anumitor
substante cu efect hormonal sau tireostatic si a substantelor beta-agoniste in cresterea

animalelor

(COM(2007)0292 — C6-0154/2007 — 2007/0102(COD))

(Procedura de codecizie: prima lectura)

Parlamentul European,

(COM(2007)0292),

avand 1n vedere propunerea Comisiei prezentatd Parlamentului European si Consiliului

— avand in vedere articolul 251 alineatul (2) si articolul 152 alineatul (4) litera (b) din
Tratatul CE, in temeiul carora propunerea a fost prezentata de catre Comisie (C6-

0154/2007),

— avand in vedere articolul 51 din Regulamentul sdu de procedura,

— avand in vedere raportul Comisiei pentru mediu, sdndtate publica si siguranta alimentara si
avizul Comisiei pentru agricultura si dezvoltare rurala (A6-0067/2008),

1. aproba propunerea Comisiei astfel cum a fost modificata;

2. solicita Comisiei sa il sesizeze din nou 1n cazul in care intentioneaza sa modifice Tn mod
substantial aceastd propunere sau sa o Inlocuiasca cu un alt text;

3. 1incredinteaza Presedintelui sarcina de a transmite Consiliului §i Comisiei pozitia

Parlamentului.

Text propus de Comisie

Amendamentul 1
Considerentul 6

(6) De aceea, este necesar sa se limiteze
domeniul de aplicare al prezentei directive
doar la animalele de la care se obtin produse
alimentare si sa se retraga interdictia privind
animalele de companie.

PE400.330v02-00
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Amendamentele Parlamentului

(6) De aceea, este necesar sa se limiteze
domeniul de aplicare al prezentei directive
doar la animalele de la care se obtin produse
alimentare, s se retragd interdictia privind
animalele de companie, precum §i sd se
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adapteze definitia tratamentului terapeutic.

Justificare

The definition of Therapeutic Treatment must also include the possibility to treat navicular
disease and laminitis in horses raised for purposes other than meat production. These two
relevant diseases cause important suffering in horses and should be adequately treated.

Amendamentul 2
Considerentul 8a (nou)

(8a) Informatiile obiective si campaniile
de sensibilizare pot contribui la
respectarea adecvatd a legislatiei
pertinente si la incetarea folosirii
necorespunzdtoare a substantelor
interzise.

Justificare

By conducting information campaigns addressed to the relevant groups of citizens,
inappropriate or illegal use of substances can partially be avoided.

Amendamentul 3
Considerentul 9a (nou)

(9a) Interzicerea utilizarii estradiolului 17f
in produsele medicinale veterinare §i
pentru inducerea estrului la vite va
contribui la reducerea cantitdtii de estrogen
din deseurile produse de animalele
respective, ceea ce, avind in vedere
cresterea gradului de contaminare a apelor
de suprafata cu produse farmaceutice,
inclusiv estrogeni, este un pas semnificativ
spre imbunatatirea conditiilor de mediu din
UE.
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Justificare
Zanieczyszczenie wod powierzchniowych hormonami z grupy estrogenow staje sig istotnym
problemem powodujgcym niespecyficzne zmiany w zamieszkujgcych te srodowiska
organizmach. Nawet bardzo niskie stezenia tych hormonow w wodach powierzchniowych
powodujqg zmiany pici u ryb, czy u plazow.

Estradiol 17-beta, ktorego dotyczy niniejsza poprawka, jest zwigzkiem o wysokim potencjale
estrogennym. Doniesienia naukowe potwierdzajq wplyw skazenia srodowiska estrogenami nie
tylko na faune wodng ale takze na zdrowie zamieszkujgcych dane obszary ludzi.

Stqd tez, wydaje sig, ze catkowite wycofanie estradiolu 17-beta z zastosowan dla zwierzgt
gospodarskich jest takze uzasadnione ze wzgledow srodowiskowych i przyczyni sie do
poprawy jakosci srodowiska naturalnego na terenie Wspolnoty.

Amendamentul 4

Articolul 1 — punctul -1 (nou)
Directiva 96/22/EC

Articolul 1 — alineatul 2 — litera b

(-1) La articolul 1 alineatul (2) litera (b) se
inlocuieste cu urmdtorul text:

»(b) ,tratament terapeutic”:
administrarea, in conformitate cu
articolul 4 din prezenta directiva, in mod
individual, unui animal de ferma, a unei
substante autorizate, in vederea tratarii,
dupa examinarea animalului de ciatre un
medic veterinar, a unei vreunei tulburari
a fecunditatii, inclusiv intreruperea unei
gestatii nedorite, si, in cazul substantelor
beta-agoniste, in vederea inducerii
tocolizei la vacile gestante, precum si in
vederea tratarii unor tulburari
respiratorii, a bolii naviculare si laminitei
si inducerea tocolizei la ecvidee [...];”

Justificare

While the EU Hormone Ban, as currently formulated, provides for certain exceptional uses of
the substances concerned for therapeutic and zootechnical use, these exceptions do not
embrace two specific treatments for horses. These relate to use of beta-agonists for treatment
of navicular disease and laminitis in horses. These conditions result in degenerative changes
to bone in a horse's front feet. The condition can only effectively be treated by a medicine
containing a beta-agonist (Isoxuprine hydrochloride) whose mode of action as a peripheral
vasodilator improves the flow of blood through the lower parts of the limbs and reduces pain
dramatically.
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Amendamentul 5

Articolul 1 — punctul 1a (nou)
Directiva 96/22/EC

Articolul 4 — punctul 2 — litera i

(1a) La articolul 4 alineatul (2) litera (i) se
inlocuieste cu urmdtorul text:

»(i) alil trembolon, pe cale orala, sau
substante beta-agoniste ecvideelor /.../
crescute cu alt scop decit cel al productiei
de carne, atata vreme cat sunt utilizate in
conformitate cu indicatiile fabricantului;

Justificare

The reference to pet animals should be removed form Article 4, point 2(i), in accordance with
the new scope of the Directive. Furthermore, Member States should be allowed to authorise
the use of beta-agonists to treat respiratory problems, navicular disease and laminitis in

horses since alternatives are limited.

Amendamentul 6

Articolul 1 — punctul 5a (nou)
Directiva 96/22/EC

Articolul 11b (nou)
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(5a) Se introduce articolul 11b, dupd cum
urmeaza:

wArticolul 11b

Comisia, in colaborare cu statele membre,
instituie o campanie de informare §i
sensibilizare privind interzicerea cu
desavdrgire a folosirii substantei estradiol
17 f in cazul animalelor de la care se
obtin produse alimentare, orientata atdit
catre fermierii si organizatiile
veterinarilor din UE, cit si cdtre
organizatiile din afara UE care sunt
implicate, direct sau indirect, in exportul
spre UE a hranei de origine animaldi care
intrd in domeniul de aplicare al prezentei
directive.”
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Justificare

By conducting information campaigns addressed to the relevant groups of citizens,
inappropriate or illegal use of substances can partially be avoided.

Amendamentul 7

Articolul 1 — punctul 5b (nou)
Directiva 96/22/EC

Articolul 14b (nou)

(5b) Se introduce articolul 14b, dupd cum
urmeaza:

wArticolul 14b

Statele membre comunicd periodic
Comisiei masurile administrative si juridice
pe care le-au luat pentru a asigura
respectarea prezentei directive.

Din cinci in cinci ani, Comisia transmite
Parlamentului European si Consiliului un
raport privind punerea in practica a
prezentei directive, primul raport fiind
transmis la 1 ianuarie 2009. Raportul
contine o analiza completa a modalitatii in
care statele membre pun in practica
prezenta directivi la nivel administrativ si
Jjuridic si evalueazd, in special, rezultatul
testarii reziduurilor in statele membre,
controalele efectuate in cadrul fermelor si
in cadrul sectorului veterinar, precum si
mdsurile luate pentru a preveni folosirea
ilegald a hormonilor autorizati pentru
animalele de companie.

Daca este cazul, raportul contine propuneri
de eficientizare a punerii in aplicare a
prezentei directive.”

Justificare
1t seems justified to exempt pets from the scope of the Regulation. However, Member States
have to undertake the necessary steps to prevent any misuse and report to the Commission on

these measures. The legislator needs to be regularly informed about the implementation of the
Directive in the Member States.

Amendamentul 8
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Articolul 2 — alineatul 1

Statele membre pun in aplicare legile,
regulamentele si dispozitiile administrative
necesare respectdrii prezentei directive,
pana la [ 1 iulie 2007] cel tarziu. Statele
membre furnizeaza imediat Comisiei textul
acestor dispozitii, precum si un tabel de
corespondentd intre dispozitiile in cauza si
prezenta directiva.

Statele membre pun in aplicare legile,
regulamentele si dispozitiile administrative
necesare respectdrii prezentei directive,
pana la [ 1 iulie 2008] cel tarziu. Statele
membre furnizeaza imediat Comisiei textul
acestor dispozifii, precum §i un tabel de
corespondentad intre dispozitiile in cauza si
prezenta directiva.

Justificare

2008 seems to be a realistic date for the entry into force of the modifications.

Amendamentul 9

Anexa

Directiva 96/22/EC

Anexa Il

Lista substantelor interzise:
Lista A:

- Substantele tireostatice,

- Stilbenele, derivatii de stilbene, sarurile si
esterii acestora,

- Estradiolul 17 si derivatii esterificati ai
acestuia.

Lista B:

- Substante beta-agoniste”

Lista substantelor interzise:
Lista A: substante interzise
- Substantele tireostatice,

- Stilbenele, derivatii de stilbene, sarurile si
esterii acestora,

- Estradiolul 17 si derivatii esterificati ai
acestuia.

Lista B: substante interzise cu derogari

- Substante beta-agoniste”

Justificare

1t is important to clarify that beta-agonist, although prohibited in general, may be used in

certain specific cases
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EXPUNERE DE MOTIVE

Introduction:

- In Directive 96/22/EC the use of thyrostatic substances, stilbenes, stilbene derivatives,
their salts and esters which are on list A of Annex II is prohibited for "animals of all
species", meaning for both animals or animal products used for human consumption as
well as pets.

- The two products on list B in Annex II can be used under certain conditions:

e for oestradiol 17 B and its ester-like derivatives these conditions are set out in Article 5a
e Dbeta agonists can only be used in the cases mentioned in Art 4,par 2

2. The proposed modification.

The Commission proposes:

- to exclude pet animals from the scope of this directive, which means that prohibitions for
the use of certain substances simply do not apply anymore to them;

- the hormone oestradiol 17 B which was temporarily allowed to be used for farm animals
for the treatment of foetus maceration or mummification or for pyrometer (Art 5, a) will
now be banned completely. The fourth application for oestrus induction in cattle, horses,
sheep or goats had been granted only until October 2006 and had already expired.

The reasons behind these proposed modifications are the following:

e pet animals suffering f. ex. from hyperthyroidism could not be treated because of the
general ban on thyrostatic substances .There might be other examples of diseases
affecting pets and which could not be treated because of a general ban of one of these
substances. Taking out pet animals from the scope of this directive will allow them to be
treated properly and will enhance animal welfare.

o for the use of oestradiol 17 3 ,which as recent evidence suggests, is now to be
considered as a complete carcinogen, alternatives now exist on the market so that the
use of this hormone is redundant and can be banned completely.

3. Some considerations:

There could be an illegal use of some substances which are used and authorised for pets but
not for farm animals. As the Commission points out experience with such category of
substances do not form a major problem for the quality of the products of farm animals
because the presentation (in very small packages ) and the price for such medicines is such as
to make illegal use unlikely and very unattractive .
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The existence of alternatives for the use of oestradiol 17 B, namely prostaglandin, is not
always sufficiently known amongst primarily the generation of elder veterinarians.

An information campaign would be appropriate now when legislation changes and becomes
more compulsory, in order to prevent or reduce unnecessary misuse of substances.
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18.12.2007

AVIZ AL COMISIEI PENTRU AGRICULTURA S| DEZVOLTARE RURALA

destinat Comisiei pentru mediu, sandtate publica si siguranta alimentara

referitor la propunerea de directiva a Parlamentului European si a Consiliului de modificare a
Directivei 96/22/CE a Consiliului privind interzicerea utilizarii anumitor substante cu efect
hormonal sau tireostatic si a substantelor beta-agoniste in cresterea animalelor
(COM(2007)0292 — C6-0154/2007 — 2007/0102(COD))

Raportor pentru aviz: Duarte Freitas

JUSTIFICARE SUCCINTA
European Commission proposal

The Commission proposes to remove pet animals from the scope of the Council Directive
96/22/EC which would enable the treatment of these kinds of animals with substances having
a thyrostatic action and of beta-agonists. The ban on these substances will, however, continue
for food-producing animals.

Furthermore the Commission proposes to prohibit entirely the use of oestradiol 178 and its
ester-like derivates in food-producing animals, putting an end to the various derogations that
still exist today.

The Commission intends to simplify and to improve the comprehensibility of Community
legislation and to maintain and improve the provisions regarding food security considering
that these substances may cause important health problems to human beings.

Position of the draftsman

The draftsman envisages achieving a balance between consumer protection, animal welfare
and scientific assessment.

Underlining the need to ensure health and welfare of animals by making veterinary medicinal
products available, the draftsman welcomes the Commission's proposal to take pet animals
out of the scope of the existing legislation on substances having a thyrostatic action and of
beta-agonists.

The draftsman notes that a comparison of prices and presentations of products with e.g. a
thyrostatic action intended for use on pet animals, shows that it is economically unattractive to
use pet products e.g. on cattle. Furthermore, these substances could strongly contribute to

PE400.330v02-00 12/17 RR\712653R0O.doc



improving the well-being of pet animals that suffer from diseases like hyperthyroidism.

The draftsman welcomes the entire prohibition of the use of oestradiol 178 and its ester like
derivates in food producing animals. The draftsman pleads for a rapid adoption of the new
provisions, explaining that the changes in relation to the banning of use of oestradiol 176 and
its ester-like derivatives are in line with the conclusions of the Commission report! presented
in 2005.

The draftsman proposes to take advantage of these changes to Directive 96/22/EC to amend
the definition of therapeutic treatment used therein in order to allow the use of beta-agonists
to treat navicular disease and laminitis in equidae raised for purposes other than meat
production.

AMENDAMENTE

Comisia pentru agriculturd si dezvoltare rurald recomanda Comisiei pentru mediu, sandtate
publica si sigurantd alimentara, competenta in fond, sa includa in raportul sau urmatoarele
amendamente:

Text propus de Comisie Amendamentele Parlamentului

Amendamentul 1

CONSIDERENTUL 6
(6) De aceea, este necesar sa se limiteze (6) De aceea, este necesar sa se limiteze
domeniul de aplicare al prezentei directive domeniul de aplicare al prezentei directive
doar la animalele de la care se obtin produse doar la animalele de la care se obtin produse
alimentare si sa se retraga interdictia privind alimentare, sa se retraga interdictia privind
animalele de companie. animalele de companie, precum si sd se

adapteze definitia tratamentului terapeutic.

Justificare
The definition of Therapeutic Treatment must also include the possibility to treat navicular

disease and laminitis in horses raised for purposes other than meat production. These two
relevant diseases cause important suffering in horses and should be adequately treated.

Amendamentul 2

2 "Report concerning the availability of alternative veterinary medicinal products to those
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Articolul 1 — alineatul 2 — litera b (Directiva 96/22/CE)

(-1) La articolul 1 alineatul (2) litera (b) se
inlocuieste cu urmdatorul text:

»(b) ,tratament terapeutic”: administrarea,
in conformitate cu articolul 4 din prezenta
directiva, in mod individual, unui animal
de fermd, a unei substante autorizate, in
vederea tratarii, dupd examinarea
animalului de citre un medic veterinar, a
unei vreunei tulburdri a fecunditatii,
inclusiv intreruperea unei gestatii nedorite,
si, in cazul substantelor beta-agoniste, in
vederea inducerii tocolizei la vacile
gestante, precum si in vederea tratdrii unor
tulburari respiratorii, a bolii naviculare si
laminitei si inducerea tocolizei la ecvideele
crescute cu alt scop decit cel al productiei
de carne;

Justificare

The definition of Therapeutic Treatment must also include the possibility to treat navicular
disease and laminitis in horses raised for purposes other than meat production. These two
relevant diseases cause important suffering in horses and should be adequately treated.

Amendamentul 3
ARTICOLUL 1 — PUNCTUL 1A (nou)
Articolul 4 — punctul 2 — litera i (Directiva 96/22/CE)
(la) La articolul 4 alineatul (2) litera (i) se
inlocuieste cu urmdtorul text:

(i) alil trembolon, pe cale orala, sau
substante beta-agoniste ecvideelor crescute
cu alt scop decit cel al productiei de carne,
atdta vreme cdt sunt utilizate in
conformitate cu indicatiile fabricantului;

Justificare

The reference to pet animals should be removed form Article 4, point 2(i), in accordance with

containing oestradiol 17f or its ester-like derivatives for the treatment of fetal maceration or
mummification in cattle, and for the treatment of pyometra".
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the new scope of the Directive. Furthermore, Member States should be allowed to authorise
the use of beta-agonists to treat respiratory problems, navicular disease and laminitis in
horses since alternatives are limited.

Amendamentul 4
ANEXA
Anexa II (Directiva 96/22/CE)

Lista substantelor interzise: Lista substantelor interzise:
Lista A: Lista A: substante interzise
- Substantele tireostatice, - Substantele tireostatice,
- Stilbenele, derivatii de stilbene, sarurile si - Stilbenele, derivatii de stilbene, sarurile si
esterii acestora, esterii acestora,
- Estradiolul 17 B si derivatii esterificati ai - Estradiolul 17 B si derivatii esterificati ai
acestuia. acestuia.
Lista B: Lista B: substante interzise cu derogari
- Substante beta-agoniste” - Substante beta-agoniste”
Justificare

It is important to clarify that beta-agonist, although prohibited in general, may be used in
certain specific cases
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