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(Acts whose -publication is not obligatory)

COUNCIL

COUNCIL DIRECTIVE
of 16 September 1986

concerning the examination of animals and fresh meat for the presence of
residues

(86/469/EEC)

THE COUNCIL OF THE EUROPEAN COMMUNITIES,

Having regard to the Treaty establishing the European
Economic Community, and in particular Article 43
thereof,

Having regard to Council Directive 64/433/EEC of 26
June 1964 on health problems affecting intra-Community
trade in fresh meat ('), as last amended by Regulation
(EEC) No 3768/85 (%), and in particular Article 4 thereof,

Having regard to Council Directive 81/602/EEC of 31
July 1981 concerning the prohibition of certain
substances having a hormonal action and of any substance
having a thyrostatic action (%),

Having regard to the proposals from the Commission (*),

Having regard to the opinions of the European Parli-
ament (%),

Having regard to the opinions of the Economic and
Social Committee (%),

Whereas Article 4 (2) of Directive 64/433/EEC lays down
as regards examination of animals or meat for residues
that the Council shall adopt:

— the detailed arrangements for controls,

— the tolerances for the substances referred to in the
second subparagraph of Article 4 (1) (b) of that Direc-
tive,

(') OJ No 121, 29. 7. 1964, p. 2012/64.

() OJ No L 362, 31. 12. 1985, p. 8.

() OJ No L 222, 7. 8. 1981, p. 32.

(9 OJ No C 251, 1. 10. 1981, p. 7 and OJ No C 132, 31. 5. 1985,

pP- -

() OJ No C 267, 11. 10. 1982, p. 59 and O] No C 120,
20. 5. 1986, p. 176.

(9 OJ No C 112, 3. 5. 1982, p. 5 and Q] No C 75, 3. 4. 1986, p.
1. ‘

— the frequency of sampling;

Whereas, on 16 July 1985, the Council, by Directive
85/358/EEC  supplementing Directive 81/602/EEC
concerning the prohibition of certain substances having a
hormonal action and of any substances having a thyro-
static action ("), adopted certain rules of control with a
view to guaranteeing the uniform application of Directive
81/602/EEC; whereas supplementary measures would
appear to be appropriate ; '

Whereas the detailed arrangements for controls of
animals and fresh meat for residues, for the frequency of
sampling of animals or meat, for examination for residues,
and for the establishment of maximum permitted limits
of residues of substances having a pharmacological action
and of the conversion products thereof and other
substances transmitted to meat are regulated in a differing
fashion in the Member States ; whereas the consequences
of such residues for human health are assessed differently
in such regulations; whereas these differences lead to
major obstacles in intra-Community trade and to a distor-
tion in the conditions of competition between products
that are the subject of common organizations of the
market ;

Whereas it is therefore necessary to adopt a general solu-
tion concerning controls in the Community of farm
animals and meat and meat products obtained therefrom
for the presence of residues, whether these products are
intended for the national market of Member States or
intra-Community trade ;

Whereas it is desirable that Member States should draw
up plans which take account of their situation ; whereas
these plans must be approved and, if necessary, amended
or amplified by means of a Community procedure ;

() OJ No L 191, 23. 7. 1985, p. 46.
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Whereas it is appropriate to provide that sampling be
carried out officially in the Member States in accordance
with common criteria for the different groups of
substances of concern; whereas it is appropriate that
samples are subject to examination at officially authorized
laboratories ;-

Whereas it is appropriate that the national reference labo-
ratories designated in accordance with Article 4 (1) (b) of
Directive 64/433/EEC should coordinate the standards
and methods of analysis used in their respective territo-
ries ; whereas it is appropriate that for each residue or
group of residues of concern a Community laboratory
should be designated for liaison with the national
reference laboratories ;

Whereas further details of the criteria of operation of
laboratories should be established later;

Whereas, when an examination reveals the presence of
residues, it is necessary that common control measures are
taken to ascertain and eliminate the cause of the residue,
and which ensure that meat showing residues which
exceed the permitted level is excluded from consump-
tion ;

Whereas, in order to make it easier to implement the
provisions envisaged, provision should be made for a
procedure which establishes close cooperation between
the Member States and the Commission within the Stan-
ding Veterinary Committee set up by Decision
68/361/EEC (') ;

Whereas it is necessary to keep under review the details of
the controls carried out in particular in terms of the
results which are found;

Whereas it is necessary to provide for the amendment
and, where necessary, supplementation of technical provi-
sions concerning controls and frequency of sampling to
take account of new knowledge and scientific and tech-
nical developments ;

Whereas it is desirable that Community control measures
be introduced to guarantee uniform application in all
Member States of the provisions of this Directive ;

Whereas provision should be made for a procedure

designed to settle any conflict which might arise between
Member States on the efficiency of the controls provided
for by this Directive ;

Whereas the adoption of a harmonized set of rules in the
Community leads to the setting-up of arrangements for
imports from third countries, offering equivalent guaran-
tees; whereas, in this connection, Council Directive
72/462/EEC of 12 December 1972 on health and veter:-
nary inspection problems upon importation of bovine
animals and swine and fresh meat from third countries (3
should be amended ;

Whereas the decisions necessary to set up the arrange-
ments for imports from third countries must be adopted
both in the framework of Directive 72/462/EEC and that
established by this Directive ;

"N OJ No L 255, 18. 10. 1968, p. 23.
) O] No L 302, 31. 12. 1972, p. 28.

Whereas it is desirable to entrust the Commission with
the task of taking certain measures for the application of
this Directive ; whereas, with this in mind, provision
should be made for a procedure which establishes close
and efficient cooperation between the Commission and
the Member States within the Standing Veterinary
Committee,

HAS ADOPTED THIS DIRECTIVE:

Article 1

Member States shall ensure that examination of animals,
their excrement and body fluids and of tissues and fresh
meat for the presence of residues is carried out in accor-
dance with the requirements of this Directive or provi-
sions to be added at a later date, in particular those which
will be adopted in accordance with Article 16.

Article 2

The definitions given in Article 2 of Directive
64/433/EEC and, where necessary, those given in Article
1 of Directive 85/649/EEC (%) shall apply for the purposes

of this Directive.

In addition :

(a) ‘official sample’ means a sample, taken by the compe-
tent authority, which bears, for the examination of the
residue concerned, a reference to the species, the type,
the amount and the method of collection and the
identification of the origin of the animal and the
meat ; this sample is to be taken without prior
warning ;

(b) ‘approved laboratory’ means a laboratory approved by
the competent authorities of a Member State to make
an examination of an official sample in order to detect
the presence of residues;

(c) ‘residue’ means residue of substances having a phar-
macological action and of conversion products thereof
and other substances transmitted to meat and which
are likely to be dangerous to human health.

Article 3

Member States shall assign a central department or body
to coordinate implementation of the inspections provided
for in this Directive. In particular, that department or
body shall be responsible for:

— drawing up the plans provided for in Article 4
enabling the competent departments to carry out the
required inspections,

— coordinating the activities of regional departments
responsible for carrying out inspections for different
residues,

— collecting the results of those inspections and the data
which must be sent to the Commission.

() O] No L 382, 31. 12. 1985, p. 228.
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Article 4

1. Member States shall submit to the Commission :

— by 31 May 1987, a plan setting out the national
measures to be taken to achieve the stated objective of
this Directive in respect of the substances referred to
in Annex I, Group A, I and II,

— by 31 May 1988, a plan stating the measures relating
to the examination for residues in substances from the
other groups.

Both of these plans will have to take into account the
specific situation of each Member State and specify inter
alia :

— legislation on the use of substances, and in particular
on their prohibition or authorization, distribution,
placing on the market and rules for administration,

— the infrastructure of the services (in particular giving
details of the authorities associated with the imple-
mentation of the plans, and the type and size of the
bodies involved in such implementation),

— a list of approved laboratories indicating their capacity
for processing samples,

— whether there is a total or partial ban on using the
substances referred to in Annex I, Group A, in parti-
cular in the absence of Community regulations,

— a list of the substances investigated, the methods of
analysis and standards for interpreting the findings,

— the number of official samples to be taken in conjunc-
tion with the number of animals slaughtered with
regard to the species concerned during preceding
years,

— a list of the substances referred to in Annex I, Group
B, indicating the number of samples and the reasons
for this number,

— details of the rules observed when official samples are
collected, in particular the rules permitting the indica-
tion of the details specified in point (a) of the second
paragraph of Article 2,

— the type of measures laid down by the competent
authorities with regard to products in which the
presence of residues has been detected.

2. The Commission shall examine the plans communi-
cated in accordance with paragraph 1, in order to deter-
mine whether they conform to the provisions laid down
in this Directive.

3. In accordance with the procedure provided for in
Article 15, the Commission shall approve the plans
referred to in paragraph 1. In accordance with the same
procedure, the Commission may decide that the Member
State concerned must amend or supplement the plan
which it has submitted. The abovementioned decisions
must be adopted by 30 September 1987 for plans relating
to inspection for the substances referred to in Annex I,
Group A, I and II and by 30 September 1988 for plans
relating to inspection for the other residues.”

4. At the request of the Member State concerned, and
in order to take account of developments in the situation
in that Member State or in one of its regions, the
Commission may decide, in accordance with the proce-
dure provided for in Article 14, to approve any amend-
ment or addition to a plan previously approved pursuant
to paragraph 3.

5. In accordance with the procedure provided for in
Article 14, the Commission may decide that a Member
State must amend or supplement a plan previously
approved pursuant to paragraph 3 in order to take account
of the developments in the situation in that State or of
findings established under Articles 5, 11 and 12.

Article 5

1.  Veterinary experts from the Commission may, in
cooperation with the competent authorities of the
Member States, make on-the-spot checks in so far as that
is indispensable for ensuring uniform application of this
Directive.

A Member State within whose territory a check is being
carried out shall give all necessary assistance to the
experts in carrying out their duties. The Commission
shall inform the Member State concerned of the results of
the investigation.

The Member State concerned shall take any measures
which may prove necessary to take account of the results
of the investigation. If the Member State does not take
those measures, the Commission may, after the situation
has been examined by the Standing Veterinary
Committee, have recourse to the provisions of Article 4

(5)-

2. The general provisions for implementing this
Article, especially as regards the frequency and method of
carrying out the checks referred to in the first subpara-
graph of paragraph 1, shall be laid down in accordance
with the procedure set out in Article 15.

Article 6

Member States shall ensure that during examination for
the presence of residues :

— the minimum frequencies for inspections, as laid
down in Annex II, are complied with.

However :

(i) Luxembourg shall be authorized to inspect
0,01 and 0,2 % of animals instead of a random
statistical frequency of 300 and 700 official
samples respectively.

(i) In the case of the substances referred to in Annex
I, Group A, I and II:

— for the initial stage Denmark shall be autho-
rized to carry out inspections using 750 official
samples,
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— until the total ban on the use of anabolic
substances in production for the national
market is extended, the United Kingdom shall
be authorized to inspect only 0,15 % of
animals  slaughtered in  slaughterhouses
approved and inspected in accordance with
Articles 8 (1) and 9 of Directive 64/433/EEC,
the rest of the bovine population being offici-
ally sampled annually at a frequency which
gives 99,9 % assurance that in the absence of
positive findings, the proportion of the bovine
fattening population liable to contain residues
will be less than 1 %,

— the inspections are applied in accordance with the
procedures to be specified in the plan which will be

approved, amended or supplemented pursuant to
Article 4. .

Al

Article 7

1. The foliowing shall be inserted in Article 3 (2) of
Directive 72/462/EEC :

‘(f) that country’s legislation on the use of substances,
in particular legislation concerning the prohibition
or authorization of substances, their distribution,
release on to the market and their rules covering
administration and inspection ;.

/

2.  Admission to, or retention on, the list referred to in
Article 3 of Directive 72/462/EEC shall be subject to the
submission, by the third country concerned, of a plan
giving details of the guarantees afforded by the said
country for the checking of residues.

The effect of these guarantees must be at least equivalent
to that resulting from the guarantees provided for by this
Directive.

In accordance with the procedure provided for in Article
14, the Commission shall approve the plans in question.
Likewise in accordance with this procedure, guarantees
alternative to these resulting from the application of this
Directive may be allowed.

Decisions to be taken in this context must be adopted :

(i) not later than 31 December 1987 as regards the
substances referred to in Annex I, Group A, I and II;

(ii) not later than 31 December 1988 as regards the
substances referred to in Annex I, Group A, III and
Group B, I and IL

3. Where no decision within the meaning of paragraph
2 is taken with regard to a given third country by the said
dates, entry of that country on the list referred to in
Article 3 of Directive 72/462/EEC shall be suspended in
accordance with the procedure provided for in Article 14.

4. Compliance by the competent authorities of third
countries with the execution of the plans shall be verified

when the inspections referred to in Article 5 of Directive
72/462/EEC are carried out.

Article 8

1. Member States shall seek to ensure, when imple-
menting this Directive, that:

(a) official samples are taken from animals, their excre- .
ment and body fluids and from tissues and fresh meat
for examination at approved laboratories for residues
in accordance with Annex II; |

(b) the national reference laboratories designated in accor-
dance with Article 4 (1) (b) of Directive 64/433/EEC
coordinate standards and methods of analysis for each
residue or group of residues concerned, including the
arrangement of periodic comparative tests of split
samples by approved laboratories, and compliance
with the limits laid down.

2. The Council, acting by a qualified majority on a
proposal from the Commission, shall designate for each
residue or group of residues a Community reference labo-
ratory which shall be responsible for coordinating inspec-
tions, to be selected from among the various national
reference laboratories, and shall determine, according to
the needs of this Directive, the powers and conditions of
operation of those reference laboratories.

3. The analysis of samples referred to in paragraph 1
must be carried out in accordance with methods which
are applied by the Member States and have been
submitted to the Commission under their inspection
plans.

All positive findings must, if challenged, be confirmed by
a laboratory officially approved for that purpose by the
competent authorities, using the reference methods esta-
blished pursuant to Article 4(1)(b) of Directive
64/433/EEC.

Article 9

1. Where an examination of an official sample taken in
accordance with Annex II reveals the presence of residues
of prohibited substances or quantities of authorized
substances exceeding the levels set by Community law or,
in their absence, national levels permitted on 16
September 1986 the competent authorities shall seek to
ensure that it obtains without delay :

(a) all information, to be established according to the

procedure laid down in Article 15, needed to identify
the animal and the farm of origin;

(b) the result of the examination.

Where the results of the controls carried out in one
Member State indicate the need for investigation or action
in one or more other Member States or in one or more
third countries, the Member State concerned shall inform
the other Member States and the Commission thereof.

Member States in which an investigation or action proves
to be necessary shall take the appropriate measures.
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2.  The competent authorities shall thereupon ensure
that :

(a) an investigation is carried out at the farm of origin to
determine the reasons for the presence of residues;

(b) an investigation of the source or sources of the
substances concerned is carried out as necessary at the
levels of manufacture, handling, storage, transport,
administration, distribution or sale.

3. The competent authorities shall also ensure that:

(a) the herd or animals at the farm of origin and herds
which, as a result of the investigations referred to in
paragraph 2 may be regarded as containing the resi-
dues in question, bear an official marking and are
subjected to appropriate examinations ;

(b) if the examination reveals the presence of prohibited
substances, the animals may not be placed on the
market for human or animal consumption ;

(c) if the conditions of use of an authorized substance
have not been respected and, in particular, if the
examination reveals the presence of residues of autho-
rized substances above the permitted levels referred to
in paragraph 1, the slaughter of animals for human
consumption is prohibited until it can be ensured that
the amount of residue no longer exceeds the permis-
sible levels. This period may under no circumstances
be shorter than the waiting period prescrlbed for the
substances in question ;

(d) during the period of examination, the animals are
disposed of to other persons only subject to the
control of the official veterinarian.

4. By way of derogation from paragraph 3 (c), animals
whose slaughter is prohibited may be slaughtered before
the end of the prohibition period if the competent autho-
rity has been informed before the envisaged slaughter
date, and the place of slaughter has been indicated to it.
The officially marked animals must be accompanied to
the place of slaughter by an official veterinary certificate
containing the information required under paragraph

1 (a).

The meat of each animal whose slaughter is notified
pursuant to the first subparagraph shall be officially
sampled for the residue concerned and shall be detained
until the result of the examination is known.

Meat in which the presence of residues is confirmed must
be excluded from human consumption.

5. The competent authorities shall also ensure that the
production establishment or animal holdings in the same
region or locality supplying the establishment are subject
to additional monitoring for the substance concerned.

6. For the effective application of this Directive, a
Member State may require that, within its own territory, a
register be kept, in particular, on the farm, at the slaught-
erhouse or at markets.

_Article 10

Without prejudice to Atticle 4, the competent authority
may — where there is suspicion that residues are present

— subject the animals of the species concerned or the
fresh meat in question to examinations to establish the
presence of such residues in its national production.

Article 11

1. Where a Member State considers that, in another
Member State, the checks provided for in this Directive
are not being, or have ceased to be, carried out, it shall
inform the competent central authority of that State
accordingly. Following an investigation in accordance
with Article 9 (2), that authority shall take all necessary
measures and shall, at the earliest opportunity, notify the
competent central authority of the first Member State of
the decisions taken and the reasons for such decisions.

If the first Member State fears that such measures are not
being taken or are inadequate, it shall, together with the
Member State which has been challenged, seek ways and
means of remedying the situation ; if appropriate, this
may involve a visit.

Member States shall inform the Commission of disputes
and of solutions arrived at.

If the Member States involved are unable to reach agree-
ment, one of them shall bring the matter to the notice of
the Commission within a reasonable period of time and
the latter shall entrust one or more experts with delive-
ring an opinion.

Pending the experts’ conclusions, the Member States of
destination may carry out checks on products coming
from the establishment or establishments or from a
holding or holdings challenged by the dispute and, if the
result is positive, take measures similar to those provided
for in Article 10 (4) of Directive 64/433/EEC.

In the light of the experts’ opinion, appropriate measures
may be taken in accordance with the procedure provided
for in Article 15.

These measures may be reviewed in accordance with the
same procedure should the experts deliver a new opinion
within a period of 15 days.

2. The general rules for the application of this Article
shall be adopted in accordance with the procedure set out
in Article 15.

Article 12

Every year the Member States shall inform the Commis-
sion and the other Member States of the implementation
of the plans approved in accordance with Article 4. In the
light of that information, Article 4 (5) may be invoked.

Within the Standing Veterinary Committee the Commis-
sion will inform the Member States periodically — and at
all events whenever it sees fit on public health grounds —
of the development of the situation in the various regions
of the Community. '
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Article 13

The Annexes may be amended or supplemented by the
Council acting by a qualified majority on a proposal from
the Commission.

Article 14

1. Where the procedure laid down in this Article is to
be followed, matters shall without delay be referred to the
Standing Veterinary Committee set up by the Council
Decision of 15 October 1968 (hereinafter referred to as
‘the Committee’) by its chairman, either on his own initi-
ative or at the request of a Member State.

2.  Within the Committee, the votes of the Merﬁber
States shall be weighted as provided in Article 148 (2) of
the Treaty. The chairman shall not vote.

3. . The Commission representative shall submit a draft
of the measures to be taken. The Committee shall deliver
its opinion on those measures within two days. Opinions
shall be delivered by a majority of 54 votes.

4. The Commission shall adopt the measures and
implement them immediately where they are in accor-
dance with the opinion of the Committee. If they are not
in accordance with the opinion of the Committee, or if
no opinion is delivered, the Commission shall forthwith
submit to the Council a proposal concerning the
measures to be taken. The Council shall adopt the
measures by a qualified majority.

If, 15 days after the proposal was submitted to it, the
Council has not adopted any measures, the Commission
shall adopt the measures proposed and implement them
immediately unless the Council has rejected those
measures by a simple majority.

Article 15

1.  Where the procedure laid down in this Article is to
be followed, matters shall without delay be referred to the
Committee by its chairman, either on his own initiative
or at the request of a Member State.

2. Within the Committee the votes of the Member
States shall be weighted as provided for in Article 148 (2)
of the Treaty. The chairman shall not vote.

3. The Commission representative shall submit a draft
of the measures to be taken. The Committee shall deliver
its opinion on those measures within a time limit which
the chairman may set according to the urgency of the
matter submitted. Opinions shall be delivered by a majo-
rity of 54 votes.

4.  The Commission shall adopt the measures and
implement them immediately where they are in accor-
dance with the opinion of the Committee. If they are not

in accordance with the opinion of the Committee, or if
no opinion is delivered, the Commission shall forthwith
submit a proposal to the Council concerning the
measures to be taken. The Council shall adopt the
measures by a qualified majority.

If, three months after the proposals were submitted to it,
the Council has not adopted any measures, the Commis-
sion shall adopt the measures proposed and implement
them immediately unless the Council has rejected those
measures by a simple majority.

Article 16

Acting on a proposal from the Commission, to be
submitted before 1 January 1989, the Council shall, as a
first stage, lay down the measures to be taken for the
examination of residues in poultry and poultrymeat and,
subsequently, the measures for fish-farming products.

Article 17

In accordance with the procedure laid down in Article 14,
possible transitional measures may be decided on for a
maximum duration of one year.

Article 18

Member States shall bring into force the laws, regulations
and administrative provisions necessary to comply :

(a) with the provisions of Articles 3 and 4 not later than 1
April 1987 ;

(b) with the provisions of Articles §, 11 and 12 not later
than 31 December 1987 ;

(c) with the remaining provisions

() not later than 31 December 1987 as regards the
substances referred to in Annex I, Group A, I and

IT;
(i) not later than 31 December 1988 as regards the
substances referred to in Annex I, Group A, III

and Group B, I and IL

Article 19

This Directive is addressed to the Member States.
Done at Brussels, 16 September 1986.
For the Council

The President
M. JOPLING
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ANNEX I

RESIDUE GROUPS

A. GROUPS COMMON TO ALL MEMBER STATES

Group I

(a) Stilbenes, stilbene derivatives, their salts and esters.

(b) Thyrostatic substances.

(c) Other substances with oestrogenic, androgenic or gestagenic action, with the exception of substances
in Group II

Group 11

Substances authorized in accordance with Article 4 of Directive 81/602/EEC, and Article 2 of Directive

85/649/EEC. ‘

Group III

(@) Inhibitors
Antibiotics, sulphonamides and similar antimicrobial substances.

(b) Chloramphenicol,

B. SPECIFIC GROUPS

Group I: Other medicines

(@) Endo- and ectoparasitic substances.
(b) Tranquillizers and beta-blockers.
(c) Other veterinary medicines.

Group II: Other residues

(a) Contaminants present in feedingstuffs.
(b) Contaminants present in the environment.
(c) Other substances.



26. 9. 86 Official Journal of the European Communities No L 275/43

CHAPTER 1

RESIDUE SAMPLING

A. SAMPLING CONDITIONS AND RANDOMIZATION

(a) Member States shall ensure that official samples are taken in accordance with the appropriate
sampling system and the following variable criteria.

(b) Variable criteria
Account shall be taken of:

(i) legislation in force regarding the use of the substances referred to in the residue groups (in parti-
cular the prohibition of use or authorization of use);

(i) factors liable to encourage fraud or misuse;
(iii) the animal population concerned as regards :

— total size of population,
— homogenity of population groups,
— age of animals, in particular in respect of Group B, I and II, substances,

— sex of animals in particular as regards Group A, I and II, substances ;
(iv) the environment of farms as regards :

— regional differences,
— the relation to industrial activity, in particular for Group B, I and II, substances,

— relation to arable farming in particular for Group B, II (a) and (b) substances ;
(v) farm production systems including :

— intensive farming units,
— fattening systems, in particular as regards Group A substances,

— husbandry systems, in particular feeding regimes and animal health care measures;
(vi) problems liable to arise, in the light of known precedents and other information ;

(vii) the required degree of consumer protection, according to the nature and toxicity of the substance
in question.

B. SAMPLING SYSTEM
Member States shall apply, for each group of substances, and according to the health-protection level and

variable criteria appropriate to their territory, a sampling and examination system in accordance with the
provisions of Chapter II.

CHAPTER 1II
SAMPLING LEVELS AND FREQUENCY

I. FOR RESIDUES REFERRED TO IN ANNEX I, A, I AND 1II
During the first year following the implementation of this Directive, Member States shall comply with at
least the following frequencies :
A. Group A, I
1. In the case of young bovine animals for fattening (less than two years old):

(a) initial inspection on at least 0,15 % of those bovine animals of which at least 0,10 % are
slaughtered animals and the rest — i.e. at least 0,05 % — are inspected at the farm;
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(b) if, over a six-month period, one positive finding for 1 000 samples (') is officially confirmed

during the above sampling operations, Member States shall measure the quantity of possible
residues by application of an intensive sampling frequency on a minimum of 0,25 % of those
bovine animals of which at least 0,1 % are inspected at the farm. :

This intensification of inspections may be restricted to the category of animals and the
substance which was the subject of the positive finding.

Furthermore, it may be confined to the production region in which the positive finding was
confirmed.

The regions will be determined at the time the plans referred to in Article 4 are approved ;

If, after one year’s application of the sampling frequency indicated in paragraph (a), no positive
findings are officially confirmed during the following year, Member States may apply the
sampling corresponding to the routine stage, viz. 300 samples per year.

These samples must be taken in such a way as to give at least a 95 % assurance that there will
be residue in less than 1 % of the bovine fattening population if no positive findings are
made.

If, following the sampling mentioned above, one positive finding is officially confirmed,
Member States shall measure the quantity of possible residues by application of the sampling
frequency for the initial stage referred to in (a) above.

2. Culled cows:

— initial stage : 700 samples,

— intensive stage : 0,25 % of slaughtered cows,

— routine stage : 300 samples

3. Pigs, sheep and goats and solipeds:

— initial stage: 700 samples,

. — routine stage : 300 samples,

— intensive stage : for the species concerned, double the inspection carried out in the routine

stage, with a minimum of 0,1 % of animals slaughtered.

The criteria for the transition between stages of inspections specified in point 1 apply by analogy to
Groups 2 and 3.

B. Group A, II

— initial stage : 700 samples,
— intensive stage: 0,25 % of cows slaughtered,

— routine stage : 300 samples.

The general criteria for the transition between stages of inspections specified in point A (1) above
apply to this group by analogy.

During the initial stage the samples must be taken in such a way as to give at least a 99,9 % assu-
rance that there will be residue in less than 1 % of the animals if no positive findings are made.

I. FOR GROUP A, 1II (a)

o1

Member States shall carry out inspections on 0,10 % of animals slaughtered. For these inspections
Member States shall be authorized to:

— adapt their inspection measures to take account of marketing authorization and conditions for

such marketing,

— carry out inspections on groups of substances,

— restrict the inspections to regions producing the species likely to be affected by these substances.

In the event of a positive finding at the slaughterhouse, Article 9 shall apply.

(") For Luxembourg and Greece : one positive finding per six-month period.
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II. FOR GROUP A, III (b)

1. Member States which prohibit the use of this substance — including thereapeutic treatment — for
animals intended for human consumption shall take at least 300 samples per year.

2. The other Member States shall inspect at least 0,01 % of slaughtered animals of the species
concerned, up to a maximum of 300 samples of each species. . ~

If a positive finding is confirmed at the slaughterhouse, Article 9 shall apply.

If, during a one-year period, no positive findings are confirmed, inspections shall be carried out on at
least 300 samples per year.

These samples must be taken in such a way as to give at least a 95 % assurance that, if no positive
findings are made, there will be residue in less than 1 % of the animals.

3. For each positive case found in a Member State, Article 9 shall apply, with an increase in the inspec-
tions to 0,05 % of slaughtered animals of the species concerned in the administrative region where
the positive case has been detected.

IV. FOR THE SUBSTANCES SPECIFIED IN GROUP B

Minimum annual sampling frequency: 700 samples.

Inspection procedures will be specified in the plans which the Member States will submit pursuant to
Article 4.

The frequency of inspections must comply with the following criteria :

— the application of inspections may be regionalized (regions of a size such that the national result is
not distorted) and confined to certain species representative of production in those regions,

— monitoring of substances may be carried out using pools of substances in which each substance or
group of substances will have to be subject to a minimum inspection, with the possibility of stag-
gered inspections.




