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EXPLANATORY MEMORANDUM

On 13 September 1993 the Council adopted Directive 93/74/EEC of 13
September 1993 on feedingstuffs intended for particular nutritional purposes', the
use of which has expanded considerably over the past few years.

Applying solely dietary principles (the use of medicines being excluded), those
feedingstuffs were able to cover the specific needs of certain categories of animal
in particular s;tuatlons and thus prevent physiological imbalances at critical
periods which could entail significant production losses (for example: to reduce
the risk of calving fever in dairy cows, stress in pigs, or urinary concretions in
ruminants). ‘

In accordance with the provisions of Directive 94/39/EC the Commission adopted
on 25 July 1994 the hst of intended uses of feedmgstuffs intended. for particular
nutritional purposes

That list contains the nutritional purposes both for productive livestock and for
pets; feedingstuffs intended for particular nutritional purposes can also be used to
help pets suffering from a chronic metabolic disorder such as renal insufficiency.

It now appears necessary to expand the scope of Directive 93/74/EEC to include

a new generation of products called "nutritional supplements for animals".

Like feedingstuffs intended for particular nutritional purposes, nutritional
supplements for animals are intended to meet the requirements of animals in
certain physiological conditions or in particular environmental conditions.

However, because of their nature, concentration and method of administration
they cannot be likened to complementary feedingstuffs or additive premixes.

OJNoL 237, 22.9.1993, p. 23.
@J No L 207, 10.8.1994, p. 20.
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In fact, they are preparanons likely to contain high levels of mmerals trace
elements, vitamins, amino acids, etc., which are admlmstered orally over an often -
-very short perlod in the form of an md1v1dual dose in drmkmg water or via daily-
feed.

For example, nutritional supplements are very useful in coping with unforeseeable
situations such as heat-stroke which affects pig and poultry farms in summer; in
that case, the animals need the rapid administration of a muiti-vitamin supplement
_‘over a short period to offset a reduction in, or even the ceasing of, feed intake.

Individual supplements-to feedingstdffs mziy also be needed in the case of calving,
weaning or large- litters where the mother is not lactating. sufficiently.

To prevent. nutritional supplements from evading any form “of regulation, it is -
proposed to extend the principles applying to feedingstuffs intended for particular -
nutritional purposes to this new generation of products. - ,
This approach is justified for safety reasons: the administration of high doses. of
~ vitamins, trace elements or minerals. may have an adverse effect on animal health
or on public health if residues are left in animal products.” Like feedingstuffs
intended for particular nutritional purposes, nutritional supplements will be
subject to a Community registration procedure - intended to verify their
effectiveness and safety vis-a-vis the purpose claimed for them. Authorisations -
will also, be granted by the Comm1ss10n after consulting the Standing Committee-
for Feedingstuffs.

Just as for feedmgstuffs mtended for partlcular nutrltlonal purposes, the
+ Commission will draw up the list of approved supplements, indicating for each its
precise use, particular nutritional. characteristics, obligatory and optional
declarations and condmons ofuse. -~ - . o “

The general rules applying to feedingstjuffs intpnded for particular mitriﬁohal

purposes with regard to controls, safeguard clauses, free circulation, etc., will
also be extended to nutritional supplements. ' :
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DIRECTIVE OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL
| of .
amending Council Directive 93/74/EEC on feedingstuffs intended for pérticular
nutritional purposes ‘and amending Directives 74/63/EEC, 79/373-/EEC and
82/471/EEC

THE EUROPEAN PARLIAMENT AND THE COUNCIL OF THE EUROPEAN UNION,

Having regard to the Treaty establishing the European Community,.and in particular
Article 100a thereof,

- Having regard to the proposal from the Commission’,
Having regard to the opinion of the Economic and Social Committee?,
Acting in accordance with the procedure laid down in Article 189b of the Treaty3 |

- Whereas, since the adopiion of Council Directive 93/74/EEC of 13 September 1993 on
feedingstuffs intended for particular nutritional purpose:s4 and Commission Directive
94/39/EC of 25 July 1994 establishing a list of intended uses of énimal feedingstuffs for
particular nutritional purposess, a new category of -products called "nutritional \

- supplements for animals” has appeared on the market;

OJNo -

OJ No

OJ No : .
0OJ No' L 237, 22.9.1993, p. 23.
~0OJ No L 207, 10.8.1994, p. 20.
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" Whereas while nutritional supplements are similarly intended to satisfy the particular

nutritional rf:quirements' of'animals,-',th'ey:j cannot be cortsidered feedingstuffs for particular '-
nutritional purposesi within the 'méaning"of Directive‘93/74/EEC ‘because of their -

composition, method of administration and, in certain cases, their specific purpose;

_whereas the scope of Directive 93/74/EEC should therefore be extended to include this -

new category of products and prov1s1ons similar to those laid down for the authorlsatlon

.and marketing of feedmgstuffs intended for particular nutritional purposes should be -

.mtrod_uced for the new category;

Whereas it will also be necessary to amend Directive 94/39/EC to take account of the

extension of the scope of DerCthC 93/74/EEC to include nutrtttonal supplements for

. anunals

Whereas nutritional supplements for animals cannot be deemed to bé compound

féed_ingstuffs; whereas they are not therefore subject to the general prdvisions of Council

‘Direotive'79[37‘3(E-EfC of 2 April 1979' on‘_tﬁe marketing- of compound feedingstuffs®;

whereas labelling and packaging rules applicable to those products.must therefore be laid

down;

Whereas any authorisation .of a new type of feedingstuff intended for a partieular,

nutrmonal purpose 1mp11es the need for prior verlﬁcatron of the composmon method of

: admlmstratron and intended use of the product so as to ensure that 1t actually meets the

nutritional requrrements of the categories of animals for which it is. mtended whereas to

aid that ‘verification Member States and the Commission should possess a dossier

containing all the seientiﬁc and technical information demonstrating the beneficial effect

of the product on the category of ammal concerned; whereas the Commission will, if .'

necessary, have to lay down gu1del1nes for the presentation of the dossiers;

% . OJINoL 86, 6.4.1979, p. 30.



Whereas the other provisions of Community legislat.ion apply where necessary to animal
feedingstuffs for particular nutritional purposes and to nutritional supplements for
animals, in particular with regard to the use of additives; whereas, however, those
provisions will have to be inserted into Council Directive 70/524/EEC of 23 November
1970 concerning additives in feedingstuffs7, to téke account of the special requifements of
-the animals receiving the pfoduct_s in question; whereas establishments manufacturing the
‘nutritional supplements for animals shou'ld also be subject to the provisions gover_ning' the
approval of manufacturers of premixés in Council Directive 95/69/EC of 22 December
1995 .léying down the conditions and arrangefhents for ‘approi}ing and registering certain
establishments and intermediaries operating in the animal feed sector and amending
 Directives 70/524/EEC, 74/63/EEC, 79/373/EEC and 82/471/EEC®,;

Whereas, , in view of the large number of amendments to be made to Directive

93/74/EEC, for the sake of clarity and rationality the current text of that Directive should

be replaced by a new text,

HAVE ADOPTED THIS DIRECTIVE:

7 0JNoL 270, 14.12.1970, p. 1.
8 OJ No L 332, 30.12.1995, p. 15.
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1. - This Directive concerns feedingstuffs intended for particular nutritional

purposes and nutritional supplements for animals.
2. Member States shall prescribe that:

@) feedingstuffs intended for particular nutritional purposes may be |
marketed only if: ' T
- ‘they fulfil the conditions referred to in Article 3,

— they are labelled "in accordance with the- prov1sidns laid

down in Article 6, and .
— their intended uses are mclud;.d_m_xhe_hsun_ﬁan_B_Qf_me
Anncx_m_Dmcﬁuc_Qﬂl%EQ and they fulfil the other

prov1srons lald down in that list.




L For the purposes of this Directive, the following definitions shall apply:

@

®

©

'feedingstuffs' shall mean products of végetable or animal origin
in their natural state, fresh or preserved, and products derived
from the industrial processing thereof, and organic or inorganic
substances, used singly or in nliktures, whether or not containing

additives, for oral animal feeding;

'‘compound feedingstuffs' shall mean mixtures of products of
vegetable or animal origin in their natural state, fresh or
preserved, and products derived from the industrial processing
thereof, or of organic or inorganic substances, whether or not
containing additives, for oral animal feeding in the form of

complete feedingstuffs or complementary feedingstuffs;

'feedingstuffs intended for particular nutritional purposes' shall
mean compound feedingstuffs which, Sy virtue of their particular
composition or method of manufacture,' can be clearly
distinguished from both ordinary fe.edingstuffs and the products
defined in Council Directive 90/167/EEC of 26 March 1990'1aying
down the conditions governing the preparation, placing on the
market and use of medicated feedingstuffs in the Cornmunityg, ‘and

are presented as intended to meet specific nutritional requirements;

OJ No L 92, 7.4.1990, p. 42.

P



© 'particular nutritional purpose' ‘shall mean the "p.l.lrpQSC of
vsatisfyi_r_lg' the specific nutritional needs of certain pets or
productive livestock whese process of assirnilation, absorption or-
“metabolism could be ‘temporarily ‘impaired or is temporarily or
: ixreversibly i_mpaired and are therefore able to derive benefit from

" ingestion of feedirlgstuffs appropriate to their condition. -

feed sector shal wherever necessa

'cle‘

The Member States shall requrre that the nature or composmon of the

- feedlngstuffs an@_u_tr_tmngl_sgpp_emems_fgummals referred to in Article 1(1)

shall be such that the products are approprrate for their 1ntended partlcular,

nutritional purpose.

N

“
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Aricle 4

ThlS Directive, shall apply, subject to the specific provisions laid down thereiri,
without prejudice to the Community provisions on: |

(@ compdund feedihgsmffs;

(®) additives used in.}feed'ingstuffs;

(c) undesirable substances and products in animal nutrition;

(d)  certain products used in animal nutrition;

(e) ] . . l E . . ] E i'- I Eﬂ ;

In addition to the labelling provisions in Article 5 of Directive 79/373/EEC of
2 April 1979 on the marketing of compound feedingstuffs, the Member States

shall require that:



the following additional indications appear in the space provided for the

purpose on the 'packaging, on the eontainer' or on the label -of the

>- feedmgstuffs referred to in Article 1(1) ,

(@) ~ the quahfymg expresswn 'dietetic’ together with the descrlptron of

. the feedmgstuff _ |

- (b) the prec1se use, i.e. the partlcular nutrrtlonal purpose

(c) mdlcatron of the essential . nutrltlonal characteristics of ‘the

‘ | feedmgstuffs 1 ‘ - - |
(d) - ‘the declarations prescnbed in column 4 and where applicable,
" column. 6 of 1;11; Annex_to lgzmcn ve 94 ZEQ[EQ concerning the

partrcular nutritional purpose

(e) the recommended length of time for use of the feedmgstuff

The indications referred to in pomts (a) to. (e) must cornply w1th the

_content of the list of mtended uses in the Annex LQ Dlregnvc 94 32[ C

and the general prov151ons Iald down in accordance with Article 8(3);

indications other than those _referred to in point 1 majf be supplied in the _
space provided_ for the purpose, insofar as they are covered by Article

81 -

without prejudice to Article Se of Directive 79/373/EEC, the labelling of
feeoingstuffs as referred to in Article 1(1) mé.)r rrrerke’ reference to a
_specific oathologicél condition inSofar_as that condition corresponds "to-the ,
nutritidnail purpose laid dor;vn in the’ iist_ of intended uses drawn up in )

" accordance with Article 8(1);



the label or the directions for use of the feedingstuffs referred to in Article
1(1) must bear the indication 'It is recommended that a specialist's opinion
be sought before use.' '

It may, however, be provided in the list of intended uses in the Annex to

Directive 94/39/EC that this declaration shall be replaced for speciﬁc'

dietetic feedingstuffs with a recommendation to request the prior opinion

of a veterinarian,

the provisions of Article 5c(5) of Directive 79/373/EEC shail also apply
to the feedingstuffs referred to in Article 1(1) and intended for animals

other than pets; - : ' .

the labelling of . the feediﬁgstuffs referred to in Article 1(1) may also

highlight the presence or the low level of one or more énalytical

constituents which are essential for the description of the feedingstuff. In

such E:ases,- the minimum or maximum level of the analytical constituents
‘expressed as a percentage by weight of the feedingstuff must be clearly

. indicated in the list of declared analytical constituents;

the qua]ifying expressioh 'dietetic'’ shall be reserved . solely for
feedingstuffs as referred to in Article 1(1).
Qualifying éxpre_ssions other than 'dietetic' shall be prohibited in the

labelling and presentation of these feedingstuffs;

notwithstanding the provisions of Article 5c(3) of Directive 79/373/EEC,

the declaration of ingredients may be made in the form of categories -

grouping several ingredients, even where the declaration of certain
ingredients by their specific name is 're‘quired to justify the nutritional

characteristics of the feedingstuff.

10
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the deglafaﬁgns list_e' d in column 4 and, where g-ppligable_. column
6 of the Annex; |
the duration of use o f the supplement;

11



(h) mg_m_wggm_as_a_ummﬁmasuoughds_aanLQLqumm
@) the date of manufacture; » o

k) the batch reference number:
)

Indications other than those referred to.in point 1 may be supplied in the

rovi for_th i r e \
802).
e ‘the directi ' h riti “su for
ni f in i _the indication 'It j
I h ialist’' ini use'

12
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Article 8

Pursuant to the procedure laid down in Article 12 a__Jm_Qf__mLend_cd_us_Qs

shall contain:

— the indications referred to in Afticlé 6(1)(), (c), (d) and (e), and
—_ where a—ppropriate, the indications referred to in Article 6(2) and

the second subparagraph of Article 6(4);

2.
no | Iy I
—  the indications referred to in Article 7(1Mb). (c). (d) and (¢), and
— where applicable, the indications referred to in Article 7(2) and the -
n ag icle 7(4);
3. general provisions regarding the application of the indications referred to

in points 1 and 2, including applicable tolerances, may be established; -

4.  the measufes'édopted in accordance with this Article may be modiﬁ_ed,

following developments in scieﬁtiﬁc and technical knowledge.

14



Aticle 10
The Member States shall ensure that feedingstuffs amwmm

. animals as referred to in Article 1(1), are not, for reasons concerning the
provisions of this Directive, subject to marketing restrictions other than those

provided for in this Directive.

Article 11

1. Where a Member State establishes that the use of a-feedingstuff or a -

nutritional supplement for animals as referred to in Article 1(1) or its use
in the prescribed conditions presents a hazard for animal or human health.
or for the efvironment, it shall immediately inform ‘the Commission,

giving the reasons for its decision.

2. The Commission shall initiate as soon as p»éssib’le the procedure laid down -

in Article 12 with a view to adopting any .appropriate measures.

15 -



16



Article 13

To allow effectlve official inspection of f'eedmgstuffs and_numl_s_upplcmgnm
- for animals as referred to in Article 1(1) the fo]lowmg spec1ﬁc provnslons shall

apply:

1. Member States shall make all necessary arrangements -for official
inspection during manufacture or marketing, at least by sampling, in order
to ensure cdmpliance with the requirements of this Directive;

2. Where appropriéte, the co\{npetent authority shall be empowcréd to rg:quiré. .

the person responsible for placing the product on the market to produce

data and information establishing the conformity of the feedingstuffs and
the nutritional supplements for animals with this Directive. '

If suéh data have been published 'in readily accessible forin, a reference to

the publicgtidﬁ shall suffice."

17



3. The Annext

_ (mode

eplaced

irective i

4

Particular nutritional | Essential nutritional | Animal species or Labelling Recommended Other provisions
purpose characteristics category - declarations length of time of use. |
2 3 5 6

18




Labelling

Length of time of

Particular nutritional | Essential nutritional | Animal species or Other provisions
purpose characteristics category declarations | use
1 2 3 4 6

19




oal Am}c—z
The following Directives are here‘by amended as follows:

1. The following is added to Article 1(2) of Council Directive 74/63/EEC of
17 December 1973 on the fixing of maximum permitted levels for

undesirable substances and products in feedingstuffs”:

"0 ’f_eedingstuffs for particular nutritional purposes and nutritiopal

2. In Directive 79/373/EEC:
(@)  the following is added to Article 1(2):

"(h) feedingstuffs for particular nutritional purposes and

tional sunp] for animals.”

(b) the first indent of the second subparagraph of Article Se is replaced
by the following: | '

t OJ No L 38, 11.2.1974, p. 31.
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~ "—  may not be designed to indicate the presence or content of
analytical constituents other than those the declaration of :
which is provided for in. Article 5 of this Directive or
Article 5(2) of Council. Directive. 93/74/EEC of
13 September 1993 on feedingstuffs intended for parucu]ar. '
nutritional purposes and_nmm&nal_mpglgmmm_fm
animals'’;"

~

the following is added to Article 1(2) of Council Directive 82/471/EEC:

"(®) feedingstuffs for particular nutritional purposes .and” nuiritical

Y icle 3

- The Member States shall bring into ‘fo!rce the --Jl.aws, regulations and

administrative provisions necessafy for them to 'comply: with this Directive | .

no later than 30 June 1999. They shall f'orthwith'inform the Commission

; _thereo_f ..

When Member States adopt those provisions, they shall include references
to this Directive or shall accompany them with such references on their

official publication. The Member States shall lay down the manner in

Wthh such references shall be made

- OJ No L 237, 22.9.1993, p. 23. )

21



This Directiv¢ is addressed to the Member States.

Done at Brussels,

- For the European Parliament
The President

22

For the Council
. The President
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