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AMENDMENT OF THE VETERINARY MEDICINAL PRODUCTS DIRECTIVES

EXPLANATORY MEMORANDUM AND REPORT TO THE COUNCIL

1. INTRODUCT ION

In accordance with Article 23(1) of Directive 81/851/EEC
on the approximation of the laws of the Member States
relating to veterlnary medicinal products (0.J. L 317,
6.11.1881, »n, 1) and In accordance wilth its leglislative
programme on the completion of the Internal market, the
Commisslion is expected to present to the Councll
proposals containing- all appropriate measures for the
removal of any remalning barriers to the free movement of
veterinary medicinal products. In addition, Article 5 of
Directive 87/22/EEC on the approximation of natlonal
measures retating to the placing on the market of high-
technology mediclinal products, particularly those derived
from biotechnology (0.J. no L 15, 17.1.1987, p. 38),
requires the Commission to present proposals to harmonlze
the <conditions for authorizing the manufacture and
placing on the market of the veterinary medicinal
products referred to In Artlicle 2(2) of Directlive
81/851/EEC, which are currently excluded from the scope

of that Directive.

This package of three leglislative proposals Is Intended
to represent a flrst step towards the Iimplementation of
these mandates. Taken as a whole, the package has four

majoir objectives :




a) The Institution of a centrallsed Community system for
determining binding tolerances (acceptable tevels) for
reslduos of veterinary medicinal products In
foodstuffs of animal origin.

b) The Improvement of the decentralised Community
procedure which enables a person who has obtained
authorlzation to market a veterinary medlicinal product
In one Member State to apply for its extenslon to the
other Member States.

¢) The wupdating of the detailed provislons of the
veterinary mediclines directives, in the light of
developments since 1981.

d) The extenslion of the veterinary medicines directives

to cover Immunological veterinary medicinal products.

The mandate conferred upon the Commission by Dlirective
87/22/LEC also refers to homeopathic veterinary medicinal
products and to radiopharmaceuticals.

At the present time the Commission has little Information
avallable about the basis for or the extent of the use of
homeopathy In veterinary medicine, or the basis on which
such products might be regulated in order to protect
public health. Although it willi keep the matter under
review, the Commisslon does not intend to bring forward
- proposals on these products at this time.

- Radiopharmaceuticais are medlcinal! products based upon
radionucllides (radioactive Isotopes) which are mainly
used er dlagnostfchburposes. Although there has been
FVery' b9nsIdera6lé growth recently In .the use of




radlopharmaceuticals In human medicine, this development
has not yet been paralleled In veterinary medicine. So
far as the Commission Is aware, hardly any
radlopharmaceuticaln are authorlzed for use In veterinary
medicine by the Member States at the present time, and
the IImlted uses which do occur are for experimental
purposes only. in these circumstances, the Commisslon
does not conslider It appropriate to bring forward
specific proposals at this time, although It will keep
the slituation under review. .

JHE EXPERIENCE WITH THE EXISTING DIRECTIVES

The two original directives relating to veterinary
medicinal products (Dlrectives 81/851/EEC and 81/852/EEC)
were closely modelled on the rules existing at that time

for propriletary medicinal products for human use
(Directives 65/65/EEC, 75/318/EEC and 75/319/EEC). In
particular the procedures lald down In order to

facilitate the adoption of a common position by Member
States In respect of marketling authorlizations for
veterlinary medicinal products in Chapter IV of Directive
81/851/EEC were Identlical to the procedures then 1lald
down In respect of proprletary medicinal products for
human use by Directive 75/319/EEC.

In so far as veterinary medicinal products are concerned,
these procedures have not been a success. Only one
application has been forwarded to the Committee for
Veterlnary Mediclina! Products 1{in accordance wlth the
provisions of Article 17 of Direct.ve 81/851/EEC in
respect of a well-known antibiotic for use In dogs and
cats.




The blotechnology-high techhology procedure estadllished
by Directivo 87/22/EEC also appllies to appllications for
vetorinary medlicinal products, and although It Is stiii
too soon to offer a definltive assessment of the
procedure, which only came Into effect on 1 July 1887,
throe 2pplications are currently pending.

THE SCOPE_OF THE PROPOSALS AND THEIR RELATIONSHIP WITH
THE DIRECTIVES ON MEDICINAL PRODUCTS FOR HUMAN USE

Because of the very Ilimited use which has been made, In
‘particutar of the procedures in Directive 81/851/EEC, the
Commission has had to conslder whether it would not be
more appropriate to create an alternative system for the
approval of veterinary medicines wlthlﬁ the Community.

Many of the nprinciples Involved In the regulation of
veterinary medlcinal products are the same as for
proprietary medicinal products. Indesd, In this package
the Commission |Is proposing that a number of changes
which have been made or proposed to the rules appllicable
to proprietary medicinal products should be extended to
cover veterinary medlicinal products. Nevertheless there
are fundamental differences resulting from the widespread
use of medlication for prophylactic prurposes, concern for
the safety of the persons handling veterinary mediclinal
products and administering them to animals, the need to
censider the impact of veterinary medicines on the
environment, and to take account of the practical farming
conditlons under whlch mediclines are administered to
animals.
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In additlon, account must be taken of the fact that the
use of veterinary medicinal products In food producing
animals will result In residues In foodstuffs of animal
orlgin. Differing assessments of the safety of resldues
which may create problems not only for the free movemant
of vetorinary medicinal products but also for the freo
movement of the foodstuffs concerned.

During the preparation of this package of proposals, the
services of the Commission Invited the Member States, the
Industry, consumer groups, and Interested professiona!
organizations to submit comments on the cholce of an
approprlate system for authorlzing the marketing of
veterlinary medicina! products within the Community. As a
result of these consultatlions, It is clear that there I's
substantlal support for the establishment of a
centralised Community procedure for the authorization of
majJor new products. Nevertheless, many questions remain
open on the manner In which such a system would operate,
the resources which would be made avallable to It, and
the Interrelationships between national and Community
responsiblilties. There Is also concern that the running
in perlod for such a system would Inevitably be a per!od
of uncertalnty and some confuslon.

Moreover, a number of the Member States have requested
that any declislons about the cholce of a future system
for the free movement of veterinary mediclinal products
should be made In parallel with the cholce of a system to
guarantee the free movement of proprietary medicinal
products for human use. The Commission |s currently
engaged In detalled consultations on this matter, and iIn
accordance with Its obligations wunder the wexisting
pharmaceutical directives and Its White Paper programme,




the Commlsslon Intends to prasent proposals In the Autumn
of 1989.

In these circumstances, the Commission conslders that |t
would be premature at the present time to propose a
cofinitive procedure for the authorlzation of veterlinary
mediclinal products at the Community lsve!. 1t Intends to
continue consultations, with a view to completing Its
pruposals within one year.

Nevertheless, the Commission conslders that there are
other major changes to the veterinary medicir
directives whlch should be proposed now and on which It
should be posslible to reach rapld agreement. ‘“hese
changes conce v, In particular, residues of veterinary
medicines and the operation of the decentralised "muiti-
stato" procedure for authorlzation of veterinary
medicinal products under direcilve 81/851/EEC.

RESIDUES OF VETERINARY MEDICINAL PRODUCTS

As noted above, the administration of voterinary
medicinal products to food producling animals |Is likely to
result in very small quantitles of the veterinary
medlcinal product being present In foodstuffs of animal
origin. Although the potentiatl risk presented by
resldues has been recognised for some time, the
analytical methods avallable were not sufficlently
sensitive to detect resldues at ths very low levels at
which there are encountered. It was therefore sufficlant
to provide that no detectable raslidues should be presant
In f{oodstuffs and to establish  withdrawal perlods
accordingty. - '




However, In recent years there have been remarkable
development In analytical techniques which mean that, In
some cases, It |le now possible to detect residues at
levels as low as one part per bllillon, or even to detect
whether a single melecule of a given compound Is present
In a carcass. As a rosult of these developments, It has
been posslible to conduct pharmacokinetic studles In
animals treated with certaln vaterinary mediclinal
products which have shown that an iInitial rapid decrease
of drug concentration In the animal Is followed by a
longor and much slower phase of depletion.

It Is therefore clear that the notlon of a zero resldue
Is nho longer adequate elther as a regulatory tool, or as
an iInstrument for consumer protection. In reallty a zero
tolerance is today no more than a function of the
sensltivity of the analytical method used, on the basis
that the more one looks for something, the more |lkely

one Is to find it.

In these clrcumstances; contemporary sclentiflc opinion
suggests that the concept of the zero tolerance has to be
replaced by a careful sclentific evaluation of the
potential risks presented by residues of veterinary
medicinal products In foods. This evaluation, which 1Is
conducted In accordance with broadly simllar principles
to those used for assessing food additives, entalls the
conduct of toxlcologlcal tests iIn laboratory animals.
Using the results of these studles, the toxicological no
etfect level In the most sensitive specles Iis determined
and expressed In terms of millligrams per kilograr,
bodyweight. The no effect level |Is then divided by the
qpproprlate safety factor, usually between 100 and 1000,
"to detarmine the accqptabﬂo dally lIntake in mgn; The
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‘Drugs In Foods.

acceptable dally Intake iIs then dlivided between the
various foodstuffs concerned, on the basis of usual
dlotary Intakes, to arrive at a tolerance for each of the
food products of animal origln concerned (muscle tissue,
liver, kildney, eggs, milk etc.)

In assessing the safety of resldues, other potentlial risk
factors must also be taken into consideration such as
immunological effects (allergic reaction or Immuno-
suppression) and microblological effects, such és the
effects on microblal resistance.

In addition, the effects that residues may have on the
Industrial processing of foodstuffs must also be
conslidered, for example |In the manufacture of dairy
products such as yoghurt and cheese.

Differences In the laws of countries about residues of
veterinary medicines can have a profound Impact not only
onh the free movement of veterinary medicinal products but
also on the free movement of foodstuffs of animal origin,

which are, of course, of far greater economic
slgnificance. For this reason, at the international
level, Increasing Importance has been atached to this
problem, cuimlinating, In 1986, In the establishment of a

Codex Allmentarius Committee for Resldues of Veterinary
L

At the Community level, the Committee for Veterinary
Medlclinal products has set up a working party on the
safety of residues to provide the Commission with advice.
Folilowing the general approach outlined above, the group
has prepared recommendatlions on chloramphenicol, the
sulfonamide group, the nitrofuran group, trimethoprim and
dapsone. These recommendations wlll be finallsed




shortly, and the Commission will pubiish them once they
are avallable. in addition, work on a number of other
compounds Is at &an advanced stage, including the

benzimldazole and the nitroimidazole groups.

At the present time, however, there |s no mechanism by
which thes: recommendations can be glven leglislative
effoct throughout the Community, other than by a serles
of ad hoc directlves to be adopted by the Councll. In
order to ensure tho proper protection of public health,
and In order to progress towards an Internal market for
thls sector, the Commission considers It Indispensibile
that an appropriate procedure shoud be established whlch

will result in the progressive Implementation of approved
tolerances for all substances which are used In
veterinary mediclinal products within the Community. In

view of the fact that some 150 compounds may need to be
assessed, It seems appropriate to allow for a
transitional period of about 8 years for the completion
of this work. Moreover the establishment of tolerances

at the Community leve! wlll enable the Community as a
whole to play a full role In the work in this fleld
currently being under taken by international

organizations.

In the case of new veterinary mediclnal products intended
for use in food producing animals, the establishment of a
tolerance by the Community will be required before any
Member State may authorize the product. In order to
alleviate any burden which this requlrement may Impose on
the industry, It Is proposed that such products should
also be automatically eligible for the -~ Community
coordination procedure estallshed by Directive 87/22/EEC.




So far as the procedure Is concerned, the Commission Iis
proposing that the actual task of evaluating the rlsks
R presented by residues should contlinue to be undertaken
within the Committee for Veterlnary Mediclinal Products.
Thls Committee Is made up of representatives of the
Member States, usually of the offlclals responsible for
the reglstration of veterlnary medicinal products in

thelr own countries. In order to assist the Commlittee In
Its work, a technical secretariat wil} be establlished.
Following examination of a substance, It is envisaged
that the conclusions of the Commlittee will be

communicated to the person responsible for marketing the
substance concerned and to the Member States for comment
before a definltive declision 1is reached. The final
decislion on the establishment of a tolerance wlll be
taken by the Commission in close cooperation with the
Commlittee for Veterlinary Medicinal Products, using the so
called regulatory committee procedure which requlires the
approval of a qualified majority of Member States
(Procedure 111, variant a of Councli| Decisions 87/373/EEC
of 13 July 1987 laying down the procedures for the
exercise of implementing powers conferred on the
Commission, 0.J. No L 197 of 18.7.1987, p. 33).

Once a tolerance Is agreed, the Commisslon will be
required to publish a summary assessment of the safety of
o )

residues of the compound concerned.

There are a limited number of compounds for which it Is

not necessary to establish a tolerance elther because

thelr toxiclty Is very low or because they are substances

~which occur naturhlly In the treated animal. The

~ commlssion’ls propositng that these products should be
. }; , [6¢]&¢36' in a ;Iiét in an additional annex to the
'iregu[azjon whléh would Be'adépted in accordance with the




procedure described above.

THE MULTI-STATE PROCEDURE FOR VETERINARY DRUG
REGISTRATION

Varlous reasons have been advanced for the tallure of the
multi-state reglstration procedure created by Chapter |V
of Dlirectlive 81/851/EEC. In particular, the procedure is
sald to be unattractive to the Industry because of the
high-threshold number of Member States to whom an
application must be addressed and the fact that the
industry has no right to a hearing before the Committes.

As an Interim measure, the Commission |Is therefore
proboslng to transpose Into Directive 81/851/EEC Athe
multi-state procedure established for propriletary
medicinal products for human use by Directlive 83/570/EEC
(0.J. No L 332 of 28.11.1983, p. 1). This directive
requires Member States to take the authorization granted
by the original Member State iInto due consideration when

consldering subsequent applications In respect of the

same product. Only in exceptional cases should the other
Member States not be able to accept the inttal
authorization, In which case the matter Is referred to

the Committee for Veterinary Medicinal Products for
opinion. In addition, the threshold number of Member
States to which an application must be made Is reduced
from five to two and the company Is given a right of a
hearing before the Commlittee.

The Commission Is also proposing that the Council should
Increase the welight of opinions of the Committee for
Veterinary Medicinal Products by requiring Member States
to Implement the oplinions w!th 60 days. Thus where the

‘opinion of the Committee Is favourable, the Member States
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concernod by the application will be expected to
authorlzo the broduct within this timelimit, subject to
the condlitlons lald down In the opinlon. On the other
hand, whero the opinlon s a negative one, the Member
State which originatiy authorlzed tho product will be
oexpected to reconslider |Its poslitlon and withdraw the
product from the market.

In addition to these legfslatlve changes, the Commission
Intends to Increase the resources avallable to the
Committee so that work on tho preparation of guldelines
on the assessment of veterinary medicinal products can be
Intensifled.

THE DETAILED PROPOSALS FOR AMENDMENT OF THE EXISTING
DIRECTIVES

The proposal for a Directive amending Directives
81/851/EEC, 81/852/EEC and 87/22/EEC also contalns a
number of proposals for the amendment of the rules
applicabile to veterinary medicinal products In the
Community. While certain of these proposals are for the
extension to the veterinary medicinal Products sector of
changes whlich have previously been adopted or proposed In
respect of proprietary medicinal products for human use,
other are specific to veterinary medicinal products. The
main changes can be summarlized as follows.




6.1 Tha relationship between the veterinary medliclines

e

- ¢tlves and the rules rolating to additives for

1 In_animal feed

A8 a vresult of technological developments, certain
bractical difficulties have arisen In distinguishing
betweon products which should bo regarded as veterinary
modicinal products and broducts which should bo regardoed
as additives for animal feodingstuffs which fall within
the scopoe of Directive 70/524/EEC  (0.J. No L 270,
14.12.1970, p. 1).

In order to cltarify the sltuation, the Commlsslon Is
proposing that the definltion of a veterinary medicinai
product should be amended to expressliy exclude products
which are administered to animals ora'ly and are intended
for long term-use In healthy animais for nutritionat
purposes. The Commission I's currently pPreparing
amendements to Dlrective 70/524/EEC to ensure that atl
such products are covered by that d'rective.

6.2 The distribution of veterinary medicinal products

Within the Member States, veterinary medicinal products
are distributed through a varlety of different channels.
In some Member States, the veterinarian has a predominant
rofe in distribution, iIn other, the pharmacist, while iIn
certain Member States a considerable proportion of
veterinary medicinal products are distributed through
speclallst animal health product distributors or
agricultural cooperatives. This matter was considered in
detall by the European Parliament in its resolution of 13
April 1984 on the basls of a report prepared by Mr Horg
(0.J. No C 127, 4.5.1984, p. 193).



Afteoer caroful considerattion of the problam, the
Commission has decldod that It would not be approprilatoe,
at the proesont time, to Include In tho directives
retating to vetoerinary medicinal products detaiied rules
laylng down which professions should be permlitted to
distributo veterinary medlcinal products. Nevertheless,
in the iInterests of public health and In order to avold
distortions of competition, the Commission considers It
necessary to bring forward proposals to ensure that the
distribution of veterinary mediclinal products takes place
onty through offliclally authorized channels in each
Momber State. To thils end, the Commlisslon Is proposing
that a new Chapter on the distribution of veterlinary
medlicinal products should be Inserted Into Directive

81/851/EEC which will requlire all distributors to
maintain detallod records of all transactions and to hold
theso record open for Inspection by the competent

authorlities for a period of at least three years.
Simltar otligations are also Imposed on manufactures of
veterinary medicinal products by Article 27(f) and on
manufacturers and distributors of active substances whlch
may be used in the manufacture of voterinary medicinal

products by Articie 1(58).

6.3 Administration of non-authorized veterinary

medicinal products to animals

At the presont time, Artlicle 4(2) of Directive 81/851/EEC
prohiblts any administration to animals of veterinary
medicinal products which have not been authorized by
Membor States oxcept during the conduct of <clinicat
trlals, or In the case of veterinary medlicinal products




which have not beon prepared In advance and are Intended

for tho treatment of a particular animal or a small
number of animals. Exporienceo suggosts that someo
amandmont to thoso provislons Is required.

in the first Instanco, the Commission consliders that as a
mattor of principle the sxemption In favour of products
preparod oxtemporaneously for a limited number of animals
should be restricted to products which are prescribed by
a votoerinarian In respoct of animals which are under his
direct poersgonal care.

Socondly, tho Commission Is aware that a number of
farmers have boen diversifying into new activities such
as flsh-farming or the rearing of goats or other exotic
specles. Inevitably the development of veter Inary
medicinal products Intended for the treatment of such
species takos some time, and In certaln Instances may not
oven bo ceconomically viable. Thus the veterinarlan may
not have an authorized remedy avallabie for the treatment
of sick anitmals under his care. In these speclal
clrcumstancos, Momber States should be abie to permit the
vetorinartan to administer veterlinary medicinal products
which have been authorized for use In other animal
species or medicinal products authorized for use In human
beings provided that detalled records are kept and, in
the case of food-producing animals, a lengthy withdrawal
porlod Is applied to avold any risk to the consumer.

Thirdly, the Commisslion has become aware that the strict
application of Article 4(2) Is causing practical
difflcuities for veterinarians who aro providing services
on a transfrontlior basls In accordance with the



provisions of Directlive 78/1026/EEC concerning the mutua!
rocognition of diplomas, certiflicates and other evidencao
of formal qualifications In veterlnary medicine,
Including measures to facllltateo the effectlve exercilse
of the right of establlishment and freedom to provide
sorvices. (0.J. No L 362, 23.12.1978, p. 1) Veterinarians
usually carry a stock of medicines with them when
providing veterinary services. in order to avoid a
situation where tho veterinarlian Is obliged to hold
soparato stocks of medicines In each Member State, the
Commission is proposing a very limited wexceptlon to
Article 4(2) which wiil enable the veterinarian to carry
with him and administer to animals veterinary medlicinal
products which are authorlzed In the countrv where he is
established, and although not authorized I the country
In which he provides services are, nevertheless,
therapeutically eaquivalent to other veterinary medicinal
products which are authorized In that country,

6.4 Environmental risk

As noted above, the use of veterinary mediclinal products
may In certain Instances result in potential risks for
the environment. In an amendment to Article (7) of
Directive 81/851/EEC, the Commission is therefore
proposing that where nocessary, manufacturers shou!d be
required to Inctude in their application for marketing
authorizatlon a discussion of the potential risks
presented by the product to the environment which can be
conslidored by the competont Community or national
authorities when deciding whether or not to grint
authorization,




6.5 Protectlion of Inrovation

Like other medicinal products, the developemoent of new
votorinary medicinal products has become Increasingly
time consuming and risky. In order to complete all the
tests and trlals which are required, about elight years
research Is roeaqulred for the development of a major new
product together with an Investment In the order of 50
milllon ECUs. Products derived from biotechnology are
having an Increasing Impact, and according to one recent
estimate, by 1995 they will account for approximately one
third of the market.

Within the Community, the market for veterinary medicinal
products Is about § %-10 % of the size of the market for

medicinal products for human use. It Is, in many sectors
a highly competitive market. The funds availabie for the
developement of new products are therefore |imited, and

the number of major new products being introduced into

the market Is relatively low.

If the European Industry (s to remain competitive with
third countries, It Is Important that it should be
offered equivalent prospect for the developement of new
products, The establishment of an efficient procedure of
obtainitng a marketing authorization vatid throughout the
Community will make an Important contribution in 1this
respect. However the problem of the so-~called second

applicant must also be considered.

When an appltlication for a ~ '+ veterinary medicinal
product Is submitted, the applicant must provide not only




the results of tho anatytical tests but aiso ne results
of tho pharmaco-toxicological and cliinical studios which
demonstrate the efficacy «f the product and Its safety In
animals and human belngs. ECy way of an exception another
company way submi t an apptlcation for marketing
authorization In respsct of a veterinary modicinal
product which I8 simiiar to a medicine already authorlzed
by submitting a summary dossier consisting of references
to published Iliterature about the safety and efficacy of
the product togethor with a complete analytical dossler,
and the rosults of any necessary bilovallibllity studlies
which show that the products have equlvalent effocts,

In fact, however, the published literature 1iIs often
Incomplote or inappropriate. Confrc.ted by thils problem,
certaln natlional authorities have tended to be not too
demanding as regards the bibltingraphical evidenco
submitted by the second apptlicant. This practice
seriously penallses the Innovatory manufacturer who has
had to meet the high costs of conducting tre pharmaco-
toxicologlical and clinical studlies, while his product can
be copled within a short perlod and at a very much lower
costs. Moreover the protection of an Innovatory
veterinary medictnal product by patent Is not always
possibie, ocither because of the limited scope of patent
protection or because a substantial proportion of the
effective patent 1ife has been lost due to the time
necessary to complete development work and obtain
authorization.

The proposod amendment to point 10 of Articie 5 of
Dircctive 81/8BB51/EEC Is intended to rationalise the
present slituaticn along the lines that have alroeady boen




accoptod for proprietary medlicinal products in Dlrective
87/721/EEC (O0.J. No L 15, 17.1.19087, p. 36).

The socond appilcant will only be permittod to prasent an
abridged application, omiting tho results of the
pharmaco~-toxicological tests and clinlcal trlials if ho

can :

~ obtaln the consent of tho original manufacturer, or

- provide a completo bibllography which covers all the
points necessary for the assoessmont of the safety and
offlcacy of the oroduct (In practicoe such a complete
bibllograpby is rarely availiablo).

Otherw!se hoe will bo obliged to walt unti!l ton years haveo
olapsod sinco the authorization of the original product.
This }on year period will enable the partial recovery of
the rescarch Investment, hich might not bLe protected
otherwigo, for example by a patent.

Althnugh In the case proprietary medliclnal products for
human use, the Counclii docided that this ten year period
should In cortain cases be reduced to six years, the
commission Is of the opinton that different
conslderatlions apply In the case of veterinary medicinal
products, whlch are not usually the subdbject~of price
controls and whose costs are no' covered by<® Pubiic
funding.

6.6 Information about veterinary medicinal products

A sorles of amondmonts to Directive 81/851/EEC are
destlgnod to Improve the Information avallable about




votorinary medicinal products. The compotent authoritios
of tho Member S5tates or tho Community will be required to
ostablish a summary of tho essontial characteristics of
each authorizoed product. This summary will serve as the
basie for vorifying the accuracy of the Information
Included on tho tabelling of veterinary modicinal
products and on package leaflets, tho use of which wili
be made compulsory unioss all tho reofovant iInformation

can bo provided on tho labols.

In addition a sorles of anmondmentas to Article 14 will
tequlro tho person responsgible for marketing to keep the
compotent authoritios of the Member States or the
Community =~roporly Informod of any changes In the status
of the vetorinary moedicinal product, or of any additional
information which might lead to the roassessment of the
preduct.,

6.7 Exports of veterinary medicinal products

In May 1988 the World Health Assembly approved a proposal
10 oxtond the scope of the WHO Certification Scheme on

the quality of pharmaceutical products moving tn
International trado to covor veterinary medicinal
products, I'n thoe Light of this development, the

Commisslion I8 proposing that tho amendments previously
proposed In respect of oxports of medicinal products for




human use (COM(B7)Y697 final) should also apply to

vetorinary modicinal products.

At tho presont timo, Articlie 24 of Dlrective 81/851/EEC
roquires that all manufacturcrs of veterlnary medlcinal
products muast bo In possession of an authorizatlion., To
avold any abiguity, the Commission Is proposing that the
Directive ecaould oxpressly provide that authorization |Is
roquiroed, oven though ail the products manufactured are
Iintondod for oexport,. Thus the exlisting provislons of
Communlity loglislation, and the new requlrements discussed
In soction 6.5 bolow will apply. At the request of elther
the manufacturer or tho authorities of the recipient
country, the Moembor State concerned will Issue a
cortificate In accordance with the arrangements agreed by
tho Worild Health Organlsation that the manufacturer |Is
authorlzed to manufacture veterinary medicinal products.

In addlitlon, the Member States wiill annexe to tho
cortificato the approvrs. summary of product
characteristics mentlioned .he previous section. This
summary will enable the competent authoritios (In the

trociptont country to verlify rapidly the authorized
conditlions for use of a product In tihe exporting country.
Converseoly, the absoence of a summary wlll (mmedlately
alert the autorities to tho fact that the veterinary
medicinal products concerned are not authorized for use
In the exporting Member State and they will be able to
draw the appropriate concluslions iIn the 1ltight of the
oxplanations glven by the company and the prevaliling
conditlions In the reciplent country,.
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6.8 Obllgations on manufacturors

At the present time, authorlzation to manufacture
voterinary medicinal products Is granted by the competent
authorities of the Member State In which a manufacturer
ls establishod, who are responsible for ensuring that the
manufacturer satisfles the legal requlremonts lald down,
Tho Commisslon s proposing to supplement these
provisions by Introducing Into Directive 81/851/EEC a
speclfic roqulrement for manufacturers to comply with the
principlies of good manufacturling practice for veterinary
modlicinal products. The detalled requirements of good
manufacturing practice would be adopted In g specific
Directive to be adopted by the so-called regulatory
committoe procedure, which requires the agreement of a
qualiflied majority of Member States, In accordance with
the provisions of Directive 81/852/EEC. In fact, work on
the preparalion of a code of good manufacturing practices
for medicinal products Is at an advanced stage of
preparation, and this could, after suitable adjustments,
also provide the basls for a future code of good
manufacturing practices for veterinary medicinal
products.

THE PROPOSAL T0 EXTEND THE DIRECTIVES T0 COVER
IMMUNOLOGICAL PRODUCTS

Tha proposal to extend the scope of the Directives to
cover immunological veterinary medicinal products
establlishes the principle that thess products may be
placed on the market only after an authorization has been
granted by the competent authoritiles. In addition, the



proposal lays down certain fundamental requlreéents for
the category of products concerned. However , it Is
envisaged that the Council will delegate to the
Commission the power to adopt the detailed changes which
are necessary to Directive 81/852/EEC relating to
analyticatl, pharmaco~toxlcologlcal and clinlcal standards
and protocols In respect of the testing of veterinary

medicinal products to take account of the special
characteristlics of these products. In order to Implement
these changes, the Commission will act in cooperation

wlth the Committee on the Adaptation to Technical
Progress of the Directives on the removal of Technical
Barrlers to Trade in the Veterinary Medicinal Products
Sector created by Directive 87/20/EEC, using the so-
called regulatory committee procedure, which requires the
approval of a quallfied majority of the Member States for
the adoption of the measures by the Commission (Procedure
11, varlant a of Councll Decision 87/373/EEC of 13 July
1987 (0.J. No L 197, 18.7.1987, p. 33) laylng down the

procedures fo the exerclse of Implementing powers
conferred on the Commlission.) It Is envisaged that work
on the preparation of these detailed changes will be

undertaken durling 1989, In parallel with the discusslon
of these proposals, so that the changes can be formally
adopted Immediately after the Council approves the
framework Directive and come into effect at the same
time. I'f for any reason, this work |Is delayed, it |Is
envisaged that the entry into force of the framework
Directive will be postponed until it Is comptlete.

In addition to certain detalled changes which are made to
the rutes governing the declaration of the composition of
voter%nary medicinal products to take account of the




biologlcal orlgin of these products, there are two major
areas where the regulation of Immunologlcal veterlnary
mediclinal products requires a somewhat different approach
from the regulation of other categories of veterinary

medlicinal products

1) It Is Important to ensure that manufacturers of
Immunologlcal veterinary mediclinal products are
able to attaln hligh levels of batch-to-batch
conslstency In thelir manufacturing operatlons, and
the proposal contains speclflc provisions to this

effect ;

) the immunization of animals agains dlisease is
closely linked wlith the overall pattern of disease
existing within a glven territory. Thus in

addition to the criteria of quality, safety and
efficacy, Member States should be empowered to
prohibit the use of immunological veterinary
medicinal products for other objectively Justifled

reasons.

The other changes which are necessary to take account of
the particular nature of Iimmunologlcal veterinary
medicinal products, for example the wide variety of
pharmaceutical forms used and the risk of the "shedding"
of vaccines into the environment will be considered
during discusslions on the amendment of the testing

requirements In the annexe to Directive 81/852/EEC.

CONCLUSIONS

In accordance with the provislions of Articles 8A and 8C
of the Treaty establishing the European Economlc
Community, the Commisslon requests the Member States to
take the measures necessary to comply with thls package
of proposals by 1 January 1992.




The Commission has taken into account the requirements of
Article 8C of the Treaty and has concluded that no
speclal provision seems to be Justified at this stage.

The Commission has also studlad the question of the high
levels of health, safety, environmental and consumer
protection ‘equired by the terms cf Article 100 A,
paragraph 3. I* has done so following consultation of
the Industrial and soclal partners concerned, and In the
I1ght of an analysis of the risks inherent in this area
and of the current technlcal capabilities of the European
Industry. The proposals take full account of these
conslderations In the light of the overall objectives of
this provislon of the Treaty.




- 32 -

Proposal for a
COUNCIL REGULATION (EEC)

laying down a Communlity prccedure for the establishment of

tolerances for residues of veterinary medicinal products

THE COUNCIL OF THE EUROPEAN COMMUNITIES,

Having regard to the Treaty establishing the European Economlic
Community, and In particular Articlo 43 thereof,

Having rogard to the proposal from the Commission(1),

Having regard to the opinion of the European Parliament(2),

Having regard to the opinion of the Economic¢c and Soclal
Committee(3),

¥Y¥hereas the use of veterinary medicinal products In food-
producing anlimals may result In the presence of resldues In
foodstuffs obtalined from treated animals,

Whereas In accordance with the princliples lald down by Council
Directive 81/851/EEc(4) 1t s necessary to ensure that the
withdrawal perlod between the last administration of a
veterinary medlicinal product to food-producling animals and the
production of foodstuffs from such animals Is long enough to
ensure that such foodstuffs do not contain any residues which
might constitue a health hazard to the consumer :

1)
(2)
(3)

(4) 0.J. No L 317, 6.11.1981, p. 1




Wheroas, as a rosult of sclentific and toechnical progress 1t
Is posslble to detoct the presonce of residues of vetorinary
modic . nes In foodstuffs at ever loweor levels

Wheroas It Is therefore hecessary to estabilish tolerances for
the maximum levels of roesidues which may be accepted In
foodstuffs of animal orlgin In accordance wlith generally
recognised principles of safety assossmont :

Whoroas the ostablishment of differont tolerances by Member
States may hinder thoe free mo.oment of veterinary medicinal
products and of foodstuffs of animal origin ;

Whoreas thereforo it Is necessary to lay down a procedurs for
the establishment of tolerances for reslidues of veterinary
medlic!inal products by the Community, folilowing a single
sclontiflc assessment of the highest possibla quality ;

Whoreas the need for the establishment of tolerances by the
Community 1|is recognised In the Communlty rules relating to
trade In foodstuffs of animal origin ;

ﬂﬁeﬁeas.. therefore no new veterinary medicinal product
contalning a new active substance not previousty used in food-
producling animals should be authoritzed for use In the
Communlity unliess a tolerance for residues of that substance
has been established by the Community ; whereas the person
responsible for marketing a new veterinary medicinal product
of this nature should be permlitted to avall himself of the
procedures established by Councl! Directive 87/22/EEC of 22
December 1986 on the approximation of natlional measures
relating to the placing on the market of high-technology
medicinal products, particularly those derived from

blotechnology(S)‘;

(5) 04 No L 15, 17.1.1987, p.38.




Whoroeas arrangements must also be mado for the ostablishment
of tolorances for substances which are currontily used In
votorinary medicines administerod to food-producing animalsg ;
whoeroas howevor In view of the comploxlty of thlig matter and
the large numbor of substances Invoilvedy, tong transitional

arrangaments aro requirod :

Whoreas tho tolorances should bo adopted by a rapld procedure
which oensures closo cooperation between the Commission and the
Member States through the Committoo for Veterlinary Medicinal
Products ostablished by Directive 81/851/EEC ; wheroas an
urgent procoeduro Is also required to ensure the swift raview
of any toleranco which may not be sufficlent to protect pubile
health ;

Whoroas the Information hecessary to assess the safety of
resifdues should be prosented In accordance with the principles
lald down by Councl! Directive 81/852/€EEC of 28 September
1681 on the approximation of the laws of the Member States
relating to analytical, pharmaco~toxlicological and c¢linical
standaras and protocols In respeoct of the testing of
voterinary medlicinal products(6), as amended by Directive
87/20/€6¢(7)

HAS ADOPTED THIS REGULATION :

(6) 0.J. No L 317, 6.11,1981, p. 16.

(7) 0.J. No L 15, 17.1.1987, p. 34.




Articlo 1|

For the purposes of this Regutitation, tho followling dofinitiong

shall apply .

1. "reslduet of veterinary moedicinal products”, all active
Ingrodionts of votarinary modicinai products or
maotabollites theraot which remain In meat or othor
foodstuffsy craginating from the animal to which the

medlicinal product In quosgtion has boon administorod.

2, “tolerance”, the maximum level or roeslidues of vetorinary
modlcinal products which may be accepted by the Community
and which oo not presont a hazard for the hoalth of the

consumer of foodstuffs of animal origin,

Atticle 2

A tolorance shall be cestablished In accordance with the
provisions of this FRogulation, having roegard to all the
Iinformation avallavio, and In  accordance with genecrally
recognlised principies of safety asscssment. A tolerance may
be roducod to take account of tho lecvel of rosiduos which s
expoctod to rosult from the correct administration of the
voterinary medicinal product to the animal species concerned.
It may also be reduced whore i1 appears that resldues may

causo difficuttios for the Industrial processing of
foodstufts., A tolerance shatl be expressed In toerms of
micrograms por kllogram (parts per billlon) on a fresh welght
basis. Whoro necossary, a soparate toleranco shall be

ostablichod for oach foodstuff of animal origin (muscle
tissue, Iliver, kidnoy, fat, skin, mitk, eggs., honey otc.),




The tiot of substances usod as active Iingrediants In
vetorinary medlcinal products In respect o which tolerancos
have boon ostablished shall be contalned In Annox ! to thin
fegutation, which ghatl bo adoptod In accordance wlth tho
procedure 1ald down In Articlo ©O. Except as provided for In
Articlo 10, any amendments 1o Antigx | shall be adopted In

accordance with tho same procoduro.

Articlo 3

¥Whoro, having regard to tho nature and pattern of use of »

substance usoed as an active ingrediont In veterlinary medicinal

products, 1t 1s not recessary to ostablish a toleranco for
roslduss of that congtituent or Its metavbolites, that
substance shall be Inciuded in a8 t1gt In Annex 11 to this
Fegulation. Annex 1., shall be adopted iIn accordance with the

proceduro lald down In Articie 9. txcept as provided for iIn
Articloe 10, any amendments to Annex || shatl be adopted 1In

accordanca wlth the same procedure.

Articlo 4

A provislonal tolerance may be adopted for a substance used as
an actlve iIngredient In votarinary medlicinal products provided
that there arc no Qroundgs for supposing that reslidues of the
substance concernod at the level proposcd present a hazard for
the hoealth of the consumer. A provisional tolerance shall
apply for a defined perlod of time, which shall not cxcecd
threo yoars, and shalil not be rencwed more than onco.

The gt of substances used as active ingredients In
veterinary medlicinal products in rospect of which provisionsl
tolerancos have been establlished shall ba contsi* ;4 in




Annox 111 to this Regulation, which shaltl be adopted In
accordanco wlth the procoduro lald dowi, In Article 9, Excopt
a8g provided for In Artilcle 10, any amendments to Annex |11

shall bo auvopted In accordanco with tho same proceduroe.

Article 5

Whoro |t appoears that a tolerance cannot be establlished In
rospect of a gsubstance usod as activo ingrodient 1n voterinary
modlicinal products bocause resldues of the substancos
concornod, at whatover iovel, In foodstuffs of animal origin
congtitute a hazard to the hoalth of the consumer, that
substanco shall boe Inctltuded Iin a Ilist In Annex 1V to th'g
Regulation. Annox 1V shall bo adopted Iin accordanco with theo
procedure lald down In Article 9. Excep! as provided for in
Artlicle 10, any amendements to Annex IV shall be adopted In

accordance with the same procedure.

Tho admindstration of tho substances fisted In Annex IV to
tood-producing .,animals shatl be prohiblited throughout the
Community.,

Article ©

A Member State shall not authorize the marketing of a
voetarinagry mediclinal product Intendod for administration to
food-producing a-lIlmals contalning an arctive substance which
was not asuthorlirod for wuse In veoterinary medicinal products
Intended for adminlistration to fcod-producing animatls In the
Mombor Stato concorned on tho date of entry Into forco of this
Rogulation uniess the substance concerned has beon iIncluded In

Annox 1, 11 or 111,




Unlons It ] devoloped Ly ono of the bintechnologlical

precoestes llstad In Part A of the Annex to Dltective
B7/22/EEC. a veotoerinary medicinal product covered by the
proviglong of the proceding paragraph shalt ba regarded 3as a
high~tochnology modlcinal product to which Part i of the Anner
to Dirnctive B7/22/EEC applles.

Articlo 7
1. In order to obtaln the Incluslon of an active subgstlance
roferroed to In Article 6 In Annex 1, 11 or 111 to thisg

Rogutatlon, the porson responsible for marketing shall
submit an appiication to the Commission. The application
shall contain tho informatlion and particulars referred to
In Annox V and chall conform to the principies laild down
In Direct!ivo 81/852/EEC.

2. Aftor wverifying that the application 18 submitted In
correct form, tho Commisslion stall forthwith submlit the
application for oxamination by tho Committeo for
Veterinary Medicinal Products established by Article 16
of Dlroctive 81/8B51/EEC (hcrp'naf(yr (ofcrted.!? as "the
Committeo"). The Committeo may request onoe of tts
Mombars to act as rapportaur and to undertake an initial
ovaluation o: the application,

3, Within 120 days of referral of the application to the
Comnmittoc, and having regard to the observations
formulated by tho Mmombursg of tho Committco, the
Commisslon shall proparo o draft of the measures to be
takon. Howaver 1f, after consulting ths Commiltce, tha
Commisslion congiderg that tho Information subnmitted bLy
the poerson responnible for marketing s tnsufficient to



onable such a draft to bo prepared, the Commisslion may
request that person Lo provide addltidynal information,

- & .
It the person teaponstblio for markellng agrees to provida
such Informaption; - -the Comnmisslon will prepare a draft of

tho measures to be takon withln 90 days of 118 receipt.

4, Tho draft of the measuron to bo taken shatl be
communica‘ed forthwith by 1tho Commission tO0 the Weanber
States and 1o the porson responsible for wmarveting.
Within a further 60 days the porson tespongible for

Jmarketing may, at hily request, explain himseif orally or
Iin writing botore the Commitice. The Commission may, at
tho rcqubst of the applicant, extend this time lipit,

5 Within a further 60 days the Commission shall subeit the
draft measures to the Committee for adoplion n
accordance with the procedure taild down in Article 9.

Artictle 8
Tho following provisions gshall apply In respect of substances

which aro authorlzoed for use as active Ingredients n

votorinary medlcinatl products on the date of entry Into force

0

1

i

*

thia Regutation

After consulting the Committee, the Commission shall

pubiish a timetabie for tho conslggfallon of these

S .

'éubstEBccs. ]ncluding time timits for submission of
the Information referred to in  Annerxr V., The Merber
States and persons tesponsibile for marketing the
vetarinary medicinal products concerngd shall ensure

ve thate all “rulevant  nformation s submttted




wr

4

to tho Commigsion In accordance with thae requiresants of
Annex VvV and In conformltly with the principles 1ald down
In Diroactive 81/852/8EC baforo tho relevant timeg lioits,

Aftor wvorlfylng that the Information 1s submitted In
correct form, the Commigsion shall forthwith submit the
Information to the Commlitteon for cramination, The
Commtlteo may requost one of Its -=gmbors to act as
rapporteur and to undertake an Initial evaluation of
Information,

Having regard to tho observations formulated by the
members of the Committee, the Commisslion shall prepare 3
draft of the mecasurcs to be taken, However If, after
consuiting the Committeos, the Commission constders that
the Information submitted by the person responsible for
marketing Is Insufficient to enable such a draft to beo

proparod, the Commission may request that person to

provido additional Information, within a specified
perilod.
The draft of the mecasures to be takoen shatll be

communicatod forthwith by the Commisslion to the MWember
States and thoso porsons roasponsiblo for rarketing who
havo submixted Information to the Commissinan, These
porsong may, at thelr request, explain themselves oratiy

or In writing bofore the Committeo.
Tho Commission shall forthwith submit the draft measures

to thoe Committeo for adoption in accordance with the
procodure lald down In Article 9.

.8, .




Articleo 9

Whore tho procoeduro ltald down In thigs Article lg to be
followad, malttors shall bo reforrod to tho Commlittoo by
tho chailrman either on his own Initliative or at the

roquaest of a Mamber State.

Tho roprosontativo of the Commission shall submit to the
Committeo a draft of the mecasurce to be adopted. The
Commlitteo ghall dollver 1tg opintou, on tho draft within a
timoe-1imlit oot by the chalrman, having regard to the
urgoency of tho mattor. It shatl act by a aquatified
majJority, tho votes of the Memboer States beling wolightad
88 provided for In Article 148(2) of the Treaty. The

chalrman shatl not voto.

(a) Tho Commission shall adopt the measures envisaged
whero they are tn accordance with ths oplnlon of

tho Commlitteo.

(b) Whore tho measurecs envisagoed are not In accordance
with the opinion of the Committee, or If no opinlon
Is adoptoed, the Commission shall without delay
propose to the Counclt the moasures to be adopted.
The Counclil shall act by a quallified majority,

(¢) It within three months of the proposal being
submitted to It, the Councll has not acteo, the
proposed measures shall be adopted by the

Commisslon.




Article 10

Whoro a Mombor State, as a rosult of now Information or a
reassesgsmont of eoxlsting Informatlion, considers that the
urgont amendmont of a provision contalnod In Annexes | to
IV Is nocossary In order to protoct human or anlmal
hoalth, and therofore requires swift actlion to be taken,
that Mombor Stute may temporarlly suspend the operation
of the provislion concornoed in Its own torritory. Iin that
caso, it shall Immedlatoly notify the othor Member States
and the Commlission of the measuros, attaching a statement

of tho reasons theroefor.

The Commission shall as soon as possibie oxamline the
grounds glven by the Membor State concerned and shall
consult the Member States wltihin the Committeo and shall
thon doliver Its opinlon forthwith and take approprlate
measuros. Thoe Commission shall Immedlatoly notify the
Counc!l and the Member States of any measures taken. Any
Member State may refor the Commisslon's measures to the
Counci! within 1§ days of such notifilcation. The
Councll, acting by a qualified majority may take a
differont decision within 15 days of the date on which
the mattor was roforrod to It,.

If tho Commisslon considers that It Is necessary to amend
the provislon of Annexes | to 1V concerned in order to
resolve the difficulties referred to In paragraph 1 and
to ensure the protection of human health, It shall
Initlate the prccedure lald down In Article 11 with a
view to adopting those amendments ; the Member State




which has taken measuros undor paragraph 1 may malntain
them untit tho Councl! or the Commission has taken a

declislon In accordance with the abovementlioned procedure.

Article 11

Where tho procedure tald down In this Article is to be
foliowed, matters shall be referred to the Commlittee by
the chalrman elther on his own Initlattve or at the

roquest of a Momber Stato.

The representative of the Commission shall submit to the
Commlittee a draft of the measures to be adopted. The
Committee shall deliver its opinlon on the draft within a
time-1imit set by the chalrman, having regard to the
urgency of the matter. It shall act by a qualified
majJorlty, the votes of the Member States being weighted
as provided for In Article 148(2) of the Treaty. The
chalrman shall not vote.

(a) The Commlssion shall adopt the measures envisaged,
where they are In accordance wlth the opinlion of

the Committee.

(b) Where the measures envisaged are not In accordance
with the opinion of the Committee, or If no oplnlon
Is adopted, the Commission shall without delay
bropose to the Councll the measures to be adopted.
The Councl!l shall act by a qualified majority.

(c) If within 15 days of the proposals baling submitted
to It, the Councll has not acted, the proposed
measures shall be adopted by the Commission.




Article 12

Any <changes which are necessary to adapt Annex V to take
account of sclentiflc and technlcal progress shall be adopted
In accordance with the procedure laid down In Article 2¢ of
Directlive 81/852/E€C.

Article 13

As soon as possible after the amendment of Annexes |, 1, 111

or 1V, the Commission shall publish a summary assessment of

the safety of the substances concerned. The confldential

natutre of any proprletary data shall be respected.
Article 14
Member Stiaies shall ensure that the wlthdrawal perlods between

the last administration of a veterinary medicinal product to
animals and the production of foodstuffs from such animals are
estabiished In such a manner as to ensure that the tolerances
provided for In accordance wlth this Regulatlion are not
exceeded.

e

Article 15

Member States may not prohiblt or impede the putting Into
clrculatlion within their territories of foodstuffs of animal
orlgin on the ground that they contain residues of veter inary
medicinal products If the quantity of residue does not exceeg
the tolerance provided for In Annex | or il, or If the

substance concerned is llisted in Annex !1.




Article 16

With effect from 1 January 1997, the administration to food
producing animals of veterinary medicinal products contalning
active substances which are not mentioned In Annexes |, Il or
Il shall be prohiblited within the Community, except in the
case of clinical trilals which have been notifled to or

approved by the competent authoritles.

Articlte 17
This Regulation shall In no way prejudice the appllication of
Community leglslatlon prohlibiting the use In ilvestock farmling
of certailn substances having a hormonal action.

Article 18
This Regulatlon shall enter into force on 1 January 1992.
This Regulation shall be binding In Its entirety and directly

appilcabls In all Member States.

Done at Brussels For the Councl!
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ANNEX V
. .

Information and particulars to be Included In an appllication
for the establlishment of a tolerance for residues of a

vaeterinary medicinal product.

1. Administrative particulars
o b4
LY 2 o
1.1, Name or corporate name and “dermanant address of the

person responsibie for placing the veterinary

P v O B o anad

medliclnal product on the market ¢
' Tty P ey
1.2, Name of the veterinary medlclna) product -
1.3. Qualitative and qgantltat[ve composition In terms of
» - o

[N Y . s - 9
active princliples, wlth mention of the International

non-proprietary name recommended by the World Health

Oréanlzatlon»wﬁere such name exists. * h
1.4, Manufactdring autharlzad lOR gy et o =~
1.8, Marketing authorlizations
i.6. Summary of the <characterYstics™® 6} 'fhe veterinary

mediclnal product prepared In accordance with Article
6a of Directive 81/854/EEC

e

-, -~
e
o @d en e

LG T K I I




2. ldent ity

2.1, international non-proprletary name .
2.2, IUPAC name .
2.3. CAS name

2.4. Classiflicatlon

- therapoutic
~ pharmacological

2.5. Synonyms and abbreviations

2.6. Structural formula

2.7. Molecular formula

2.8, Molecular welght

2.9, Degree of Impurlty

2.10 Qualltative and quantlitative composition of Impurities
2.11 Description of physical propertles

- fusion polint

- bolliing point

- vapour pressure

- solubliity In watcr and organic solvents expressed
In g/t with Indlicatiun of temperature

- density

- spectra of refraction, roiation, etc.




Toxlcologlcal studlios

Short term toxlcologlical studlosg

Long torm studios

Studios on reproduction

Studles on teratogeniclity

Studies on mutagoenicity

Studles for carcinogonicity

Studies of Immunologica! effects

Studles of micro“~lologica! effets

Observations In humans

Othor blological effects.

Metabollc and resldue studles

Absorption, distribution,
biotransformations.

Detormination of resldues

Methods of residue analysis

Natlonal maximum roesidue !Iimits

excretion and




Rocommendatlons

Lovel causing no toxlcologlcal effoct

Eetimate of temporary acceptable dally Intake for man

Estimate of maximum rasidue levels In food wlith the
spocification of tho residue 6f concern

Methode of resldue snalysis
Furthor work or Information

- required
- doslirabloe

Referencos.




Froposal for »a
cqpu(ercjnicvlyﬁ

-

amending Diroctive B1/B51/7EEC on the approxima‘ion of thes lawsg
of the HWombeor States rolating to va‘é?lnary mediclingl
products.

-

THE COUNCIL OF THE EUROPEAN COMMUNITIES,

-y

Having regard to the Troaty ostablishing the Europsan tconoalc¢
Community, and In particular Articlo 100a theroof,

Having regard to the proposal from the Comnigsion(1), .

In cooporation with the turopean Parllamcnl(z).
.

Having regard to (hb opinion of the Economlic and Soclal
Committoe(3),

-
¥horoas Articlo 23(2) of Councl] Dlroctlv; 81/851/EEC“{
provides that the Commission should submit to the Councii a
proposal containing appropriate measures lcading towards the
climination of any remaining barriers yo_;radc or to the freo
moveiment of veterinary medicinal broducts not later than fowr . .
years after the Imptementation of the abovement loned Directive;

* - v
(1) a'-.
(2) . . @0 L
(3) ‘ e ® rriv e o oa s . .
A i . . .
(4) 0:\’0 NO L 3’7. '6?“;198‘. p\ 1
- ) ) ;V . *» - . . .
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Wheraan the Direct!ivens on tho approrimation of laws retlsting
to vatorinary medlcinal products pugst be 2dapted to scientttle
progroes  and iImproved to take account of the ecrpoarlience

acquired since tholr adoptlon

Whorods It 1s nocessary from tho polnt of vigw of public
hoaith and the free movemant of vetorinary meciclinal productsg
for the compotont authorities to have at thoir disposal atl
tdsoful Informetlion on suthorlzed voterinary redictnal products
In thie form of approved summarios of the characteristics of

products

Whotoaw tho approximation of laws brought about In thig
Eounuctlon mugt ohablo a veteringry medicinal proguct,
manufactured and marketed In one Member State on the basis of
harmunized provisions, to be allowed Into another Member
Stato, taking duo consicoeration of the Inltial Authortzation,
savo In oxcoptional casos submitted for a bL!nding oplinion to
tho Committee. for Votar!Inary Modlicinal rfPoaPcts sot up by
Diroctive 01,851 /EEC

Whotroas the systoem for leaflots accompanying veterinary

modicinal products should be Improved ;

Whoroas It I8 advisable to stipuiate more precisely the cases
In which the results of pharmacolaeglcal and toxlicological
testys or cilinical trials do not have to be provided with a
viow 1o obtainliy authorlzation for a veterinary medicinal
product which 18 oscentlally simlilar to an Innovative product,
while ~onguring that inpovative flrms are not placed at a
dlsadvantagoe ; whureas, howover, there aro reasons of public
policy for not ropeating tusts carried out on animals without
over-riding cause ;




Whereas the ouarantecs of the Qual'lly of volorinary .medlicinal
évﬁduciﬂ manufsclurod within the Conmmunily shouty be
matntaineo by requiring complilance with the orinciples of gocd
manufactur ing practico for modicingd products irrespective of

tho final destination o the products

Whoross tho Commission should bo enpowered to defling In dotall
tho principles of pooc manufacturing practice for veterinary
bedlecinal products In close coo: tion with the Co-nmlittes for
Adaptation to TYechnical Progr of tho ODlrective on the
Romoval of TYochnical Bartlers to Traua In the Veterlinary
Modlclinal Products Sector establishpd by Aztdcle 2¢ of..Loungll,
Directive B1/852/EEC of 28 September 1981 on the approsinmation
of tho laws of the MWember States relating to analytical,
Pharmaco-tosicological and clinical standards and protocols in
In respoct ot the testing of veterinary medicinal products
(5), ap amended by Directive £7/20/7¢LC 6,

Whoroas moasuros should bo taken to Improve the provislion of
Informattion for third countries about the conditions of use of
vetorinary modicinal products within the Mermber States and the

Community ;
Whoreas measuros should be taken to ensure that distributors

of voterinary moedicinal products aro authorised bLy Member

States and waintain adequate recHords,

HAS ADOPTED TYMIS DIRECYIVE:

(5) 0.J. Ho L 317, G.11.1881, p.i6G

(6) 0., No L 16, 17.1,1987, p. 34




ARTICLE ¢

Diroctiive B1/6851/FEC I8 heroby amonded ss follows

In Artilecls 1(2), the firzt indont s replacod by the
following

“Y-'votorlinary modicinal product’ shall moan any

modlieinal product Intondod for animals.

However products or substances which are Intonded for
Iang term use by oral administration to hoalthy
animain {for nutritional purposes shail not bo
consldoerod as voterinary noedicinal products.”®

Articlo 1(5) 1s roplaced by the following

Momber Statos sha!ll take all nocessary measurcs

o

to ensures that no person shall have on hig
proemises or undor his contro! any substance
vhich may bo used as & veterinary medlcinal
product unless oxpressly authorised under tho
tegisiation of tho Member State concorned.

For tno purposes of Implomenting this provision,
Homber States shall maintaln ¢ register of
producors and dealers and other porsons who are
permittod to beo In possession of active
gubgtancouy which may be used In the manufacture
of voterinary medicinal products which are
avallable oniy‘on votarinary prescription. Such
pasrsons shall be roquired to maintaln detaltled
roecords of all dealings In active substances

)}




which may bo usod tn the manufacture of
velerinary modiclnal products and o make thes
records avaltable for Inspection by tho
compotent authorit'ss for a period of at least

three yeara.

Boforo th dato of Implementation of this
Dirocetive, Member States shall communicate to
thoe Commlgslon a st of tho vetorinary

medicinal prodicts which are avaliablo without

vetorinary praoscription.”

In Artieclo 2, the fourth Indent of paragraph 2 is
deletod,

Articlo 4 Ig roplaced by the followling:

"Articlo 4

1. No vetoerinary medicinal product may be marketed In &
Member Stateo unloess authorization has previously been
grantod by the compotent authority of that Member
Stato.

2. No voterinary moedicinal product may bo adminlistered to
animats untess the authorization reforred to abovo has
been losued, oxcept {for the tests of veterinary
medlicinal products referred to in point 10 of Article
5 which have been notifled to or approved by the
compotent natlonal authorities In accordance with the
nationat rules In force,

3. However Mombor ‘ates may pormlt voterinary medlicinal
products preparod oxtomporaneously by a voterinarlian
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or In a8 pharmacy In accordance with the toerms of a
vetorinary prescription or an offlictltal formuia to be
administered to a particutar animal or a smaltl number
of animalg by a vetorinarian or under his dlrect

poersonal responsiblliity.

Moreovor, Membor Statos may permit tho administration

to anlmals of

- vetorinary medlicina: products authorized for use In
tho Membor State concerned In accordance with the
provisions of this Dlirective for use In another

anfmal specles ;

-« medlcinal products which have been authorlzed for
use tn the Member State concerned in human beings
In accordance wlth the provisions of Councll
Directive 65/65/EEC of 26 January 1965 on the
approximation of provislons lald down by law,

regutation or adminlistrative action relating to
)

proprietary medicinal products’ ;
which havo been proscribed by a veterinarian, provided
that the animals to be treated have been examined by
tho veterinarian personally and the veterinarian
concludes that thero s no authorlzed therapy which
will be offective for the treatment of the animals
concornod. The wvotorinarlan shall be required to
malntaln adequate records of the date of examination
of tho animals, the clinial diagnosis, the medicinal
products prescribed, the dosages administered, the
duration of treatment and tho withdrawal perliods

recommendoed, and to make thegse records avallable for

e e AR AP TR A Y e b
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Inspection by the competont authorlitlies for a perlod

of at loeast throee years.

Whoro tho administration of such modicinal products to
food producling animals Is permitted, the veterinarlan
shall be responsible for ensuring that tho withdrawal
portod appliod Is sufficient to ensuro that VYoodstuffs
dorivod from treated animals do not contailn any
roglduos which might constitute a health hazard for

the consumer.

Notwl!lthstancing paragraph 2, Member States shall
ensuro that veterlinarlans providing services In
another Memboer State can take with them and administer
to animals under thelr dlirect care small quantities of
veterinary medicinal products other than Immunological
voetorinary medicinal products which are not authorized
for use In the Member State In which the services are
provided (host Member State), provid!ng that the

followling conditions are satisfled

(a) the marketing authorlizatlion provided for In
paragraph 1 has been granted by the competent
authorities of the Member State In which the

veterinarlian Is established ;

(b) tho veterinary medlcinal products are
transported by the veterinarian in the original

manufacturer’'s packagling ;

e A




(¢)

(d)

(o)

)

in the case of voterinary medlicinal products
Intondec for administration to food—producing
animals, the products carriod have the same
quatlitative and quantltative composition In
torms of actlive principles as products
authorlzed In accordance with paragraph 1 for
uso In the host Member State ;

prlior to the administration of the products to
anlmals, the veter!narian shal! be requlired to
ascertaln the conditlons for use of the
corresponcding veterinary medicinal producis In
the host Member State, Incliuding the withdrawal
perlod, and the veterinarlan shal! be requlred
to take all measures incumbent upon him to
ensure that the rules app!ying In the host
Member State are compliied with ;

the veterinarlan shall not furnish any
veterinary mediclinal product to the owner or
keeper of the animals treated In the host Member
State unless this Is permissibie on the basis of
Community law or the law of the Member State

concerned ;

the veterinarlan shall be required to keep
detalled records of the animals treated, the
clinical dliagnosls, the veterinary medicinal
products administered, the dosage adminlistered,
the duration of treatment and the withdrawal
period applied. These records shall be
avallable for inspection by the competent
authorlitles for a period of at least three years;




(g) the overall range and quantlity of veter inary

medicinal products carried by the veterlinarian
shall not exceed that generally required by good

veterinary practlice."”
Article 5 Is replaced by the following:
"Article 5

For the purpose of obtalning the authorization provided
for In Article 4, the person responsible for marketing
shall lodge an appllication with the competent authority
of the Member State.

The following particulars and documents shall be provided
by the applicant

1. name or <corporate name and permanent address or
registered place of business of the person responslible
for marketing and, If dlfferent, of the manufacturer
or manufacturers involved and of the sites where
manufacturing operations are carried out ;

2. name of the veterlinary medlcinal product (brand name,
nen~-proprietary name, with or without a trade-mark or
name of the manufacturpr ; sclentific name or formula,
witn or without a trade-mark or name of the

manufacturer) ;

3. aualitative and quantitative particulars of all the
constituents of the veterlinary medicinai product,
using the usual terminology but not emplirical chemical




formula and gliving the Internatlonal non-proprletary
name recommended by the World Health Organlisation, If b

such a name exlsts ;

4. doscription of the method of preparation ;

§. therapeutic Indlcatlons, contra-Indications and slde-

effects ;

6. dosage for the varlous specles of animal ftok-whichethe - -

veterinary medlcinal products Intended,”" " Tts® . 7.°
pharmaceuticat form, method and ' route of
admlInistration and proposed sheif life.; = . . - oo
7. If applicabis, reasons for any precautionary and
safety measures to be taken'for the storage of the
product, during Its adminlistration to anlﬂflgdugqq.for . o
the disposal of waste products, tggéther with an
Indication of any potentlal risks pbresented. Ql'ﬂﬁﬁ? . .
product to the environment and the health of humans, . v
animals or plants ; ' - . e
8. Indication of the withdrawal perliod necessary between
the last administration of ths veterinary medlclnq;h .f,l
product to animals under normal conditidHRs*of us‘@.and‘ cear g
e v » - o = e
the productior of foodstuffs from suchk animals In
order to ensure thaf.such ;oodstuffs do not contain
any residues which might constlitute a ﬁéaffh.i&zard to’
the consumer. Where necessary, and In particatray =rn .. &
the case of veterinary medliclinal products containing
an active substance not previousiy used In vgggrlnary_
medicine, whiehl ~ate thé ~“subjeTt &f " a" request for
marketing authorization In the Member States concerned
- .
- Raneeammping ar i
- e &>
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for the flrst time, the app!lcant shall propose and
R B o oo Justify a tolerance level for res!idues which may be

accepted In foodstuffs without risk for the consumer,
together with appropriate vallidated analytical

ntee "  detectlon mathods.

ot " 9. doscription of the control testing methods employed by
o - the manufacturer (qualltative and auantitative
" analyslis of the constlituents and the finilshed product,
speclific tests, e.g. sterllity tests, test for the
presence of pyrogens, for the presence of heavy
metals, stabillty tests, btologlcal and toxlclty

tests, tests on Intermedlate products) ;

-~ 0 e e 10.results of

-~ physico-chemical, biologlcal or microblological
tests,

- toxlcological and pharmacological tests,

- clinlcal trials,

However, and without prejudice to the law relating to

the protection of iIndustrlial and commercial property

a) The appllicant shall not be required to provide the
results of toxlicologlcal and pharmacological tests

and clinical triais if he can demonstrate :

i) eltl.er that the veterinary medicinal product
Is essentially similar to a product
authorized In the country concerned by the
application and that the person responsible
for the marketling of the orliglnal veterlinary




medlicinal product has consented te the

toxlcolegical, pharmacologlcal or <ctlinical
roeferencos contalned In the fi1ie on the
orlglinal veterinary mediclinal product being
used for the purpose of examining the

application In question ;

ir) or by detalied references to the scilentific
ltterature presented In accordance with the
second paragraph of Article 1 of Directive
81/852/EEC that the constlituent or
constituents of the voterinary medicinal
product have a well established mediclnal
use, with recognlized efflcacy and an

acceptable level of satety ;

I11) or that the veterinary medlclnal product |Is
essentially similar to a product which has
been authorlzed wlthin the Community, In
accordance wlith the Community provislons In
force, for not Iless than ten years and |is
marketed In the Member State for which the

application !Is made.

b) In the case of new veterinary medlcinal! products

containing known constituents not hitherto used in
combination for therapeutlc purposes, the results
of toxlicological and of pharmacologlical tests and
of c¢llinical trlals relating to that combination
must be provided, but it shalt not be necessary to
provide references relating to each indlvidual

constituent.



11, a summary In accordance with Article 5a of the

product charactoristics, one or more spocimens or
mock-ups of the salos prosontation of the
votorinary medliclinal product togethor wlth a
package Ingert whero one Is to be onclosed.

12. a document showling the that manufacturor ls
authorlzed In his own country to produce vetorinary
medicinal products.

13, any markeoting authorlzation for the realovant
vetorinary modicinal product which may have been
obtained In another Member State or In a third
country together with a Ilist of those countries to
which an application for marketing authorization
has been made and an explanation of the reasons for
which any Member State or thlird country has refused
to grant authorlzation for the veterinary medicinal
product concerned."

The following Articie 5a Is Inserted :

"Article 5a

The summary of the product characteristics referred to iIn

polint 11 of the second paragraph of Article 5 shall

contalin the following Information

1. Name of the veterinary medicinal product,

2. OQualitative and quantitative composition In terms of
the actlve ingredlients and constituents of the



oxclplont, knowlodge »f which Is essontial for proper
adminlstration of tho medicinal product : the
Intornattional non-propriletary names recommendod by tho
World Health Organization shall be usod, whero such
namos oxitst, or falling this, tho usual common namg Of

chomical doscription.

Pharmacoutical form., .
Pharmacologlical proporties and, In so far as thisg
Information Is usoful for thorapeutlc purposces, -
pharmacoklnotic particulars.

Clinical Particulars

5.0 targot specles,

5,1 therapoutic Indications, specifylng the target
specles, ¢ e  we
5.2 contra-indlcations,
" o Gy
5.3 undeslroable effets (frequency and seriousness),
e L 4 -
5.4 spoecial precautions for usc, .
5.6 use durling pregnancy and lactation, Tty
§.6 Interaction with other medicaments and other
forms of Interactlion, -
L) L 3 .’.-Av . -
5.7 posology and method of administratidn, va
5.8 overdose (symptoms, emergency procedures,

antldotes)(if necessary),
5.9 speclal warnings for each tafyet .specles, ..

5.10 wlithdrawal perlods, e
.. ’t.‘\
§.11 special safety precautions to be takeh by the e
person administering tho product to animals.
t
.- -
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6. Pharmaceutical ¢articulars
6.1 Incompatibitit.es (major),
6.2 sholf |1fn, whon necoessary after reconstitutlon
of thoe product or w.on.the contaltner I3 opengd
o e - {or the first time,

8.3 gpeclal procautlions for storage,
6.4 nature and contents of contalner,
6.5 namo or stylo and permanent addroess or

roglistored placo of business of ho holder of
tho marketing authorization,
8.8 spe~ial precautlions for the disposal of unuseu

product or waste gatorlals. 'f any."
N ) O . *
The tolfowing Article 5b 1s Inserted

. "Artlicle 5b

Whén tho maridtlng authorlzation roferred to In Articlo
4(1) 1Is Issued, tho person responsible for placing that
product on the market shall bo informed, by the competent
authorltlys'of fhe Member State concerned, of the summary
of the p;odhct characteristics as approved by them. The
competent authoritlies shall take al!l necessary measures
to ensure that the information given in the summary Is In
conformity with that accepted when the marketing
authorization Is Issued or subsequently,*®

The last..paragraph of Article 7 Is amended as follows

“The cxperts’ detalled reports shall form a part of the
documentatlon which the applicant shall lodge with the




compotent authorities, A brief curriculum vitae of tho

cxport zhali be sppended to cach ocrpert reoport.”

0. Ar

"2,

10. Art

ticlo 9(2) Is 1eplacod by the following:

may submit the modicinal product, its active
principlos and It necessary Intormedliate products
o othoer consiltuent materlals for testing by 13
State taboratory or by a laboratory doslignated for
that purpose. In order to ensuro that the control
testing mothods employod by the manufacturor and
doscribod N the application dccumonts, in
accordanco with polnt 9 of the seccond paragraph of
Articlo 5, aro satisfactory."

lelo 14 1s replaced by the followling

"Article 14

After an authorlzatlion has been Issued, the person
rosponsibie for placing tre product on the market
must, In respoct of the control methods provided for
In point 9 of tho socond paragraph of Article 5, take
account of technical and sclentific progress and
Introduce any changes that may be required to enable
tho voterinary medicinal product to be checked by
means of gsneraily accepted sclentific methods. Thsse
changes must bo accepted by the competent authorities
of the Member States concerned.

The porson roesponsible for markating shall forthwith
Inform the competent authorities of any new
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Information which might entall tho amendmoht ot
Turthes examination of the particulsrs and documentls
reforrocd to In Articla & or tho approved summary of
the product charactoristlics referred to In Article 5b.
tn particular the porzon rosponslble for markoting
shatl forthwith 1iInform the comrotoent authoritisa of
any prohibition G restriction Inposad by ths
compoteont eauthorit os of any country In which the
vetorinary modlicina’' product Is marketed and of any
sarious unoxpocted reactlion occuring In animnals or

humpn boings.

The porgson responsible for markoting shall be roquiresd
to maintaln records of all repo.ted suspocted adverse
reactlong arlsing In animals and human beings. For
the purpose of 1th.s provigslon, a fallure of the
veterinary medliclinal product to achleve tho expected

thorapoutic effect shatl be conslidered an adverse
reactlon,. Those records shall be kept for at least
flve years and shall be mads avallable to the

comp:tant authoritles upon request.

The person responsibls for marketing shatl Immedliately
Inform the compelent authoritles, with & view to
authortzation, of any alteration he proposes to make
to the particulars and documentes referred to in
A-tlcle 5."




11,

Chapter IV Ig replaced by the following

YCHAPTER 1V
Committoes for Voterinary Madicinal Products

Article 16

In or7or to faclitlitato the adoptlon of a common
positlion by the Membor States with regard to doclislons
onh tho lssuo of markoting authorizations and to
promoto thoreby the freo movemont of vetorinary
modicinal products, a Committee {for Veterinary
Modicinal Products herelnaftoer roferred to as "the
Commlittoo”, I8 hereoby set up. The Committeo shall
consist of representatives of the Momber States and of

tho Commigsgion,

The Committee’'s task shall be to examlines, at the
requost of a Member State or the Commlission and In
accordanco with Articles 17 to 22, qQuestlons
concerning the application of Articles 11, 36 and 49,

The Commltteo shall draw up Its own ruies ol

procoeduro.

Article 17

In order to make |t oaslier to obtain a marketling
authorizatlion (In at t{east two other Member Stat-,
taking Into due conslidoration an authorlization Issued
In one Member State In accordance with Article 4, the




holter of thoe lattor authorlization may subnmit an
application to the competent autheritles of the Member
States concerncd together with the Informattion and
gocuments referred to In Artticles 5, 53 and 5b. Mo
shatl tastify to Its ldentity wlthr thoe dossler
accoptod by ths flrst Womber State, spaclfying any
addittons It may contaln, and shell cortify that all
tho dosslors flled as part of 1this procedure aro

I*eatilcat.

The ho'der of the marketing authorization shall notify
the Committee of this applicatton, Inform It of the
Member States concerned and serd It a copy of thils
authortzatton. He shall also Inform the Member State
which aranted him the Initlail authorization and notify
It of any additlons to tho orlglnal dossier : tnat
State may requlire the appllicant to provide It with all
the particulars and documents necessary to cnable |t
to check the lIcentity of the dJossiers fillzcd wlith the

dossiler on which took Its deciston.

The holder of the marketing authorization shall notify
the Jates on which the dosslers were sent to the
Member States concerned. As soon as the Committee has
noted that all the Member States concerned are In
possesslon of the dosstier, it shall! forthwith Inform
all the Member States and the appllicant of the date on
which the Jlast Member State concerned recelved tho
gosster. The Member State(s) concerned shall elther
grant the authorization valid for their markets withir
a perlod of 120 da,s of the aforementloned date,
taking Into due consivaration the authorlzation Issued
wlithln the moaning of paragraph 1, or put forward a
reasoned objection.




Artictle 18

1. Whore & MombLer State consliders that It I8 unable to
grant a markoting authorlzatlon, It shall forward to
the Committoe and to the roerson responsgsible for
placing tho vetorinary modlclnal product on the markot
its roasonod objectlion tn accordance with Article 11,
within the timo Iimlits stipulatod In Article 17 (3).

2. Upon tho oxpiry of this perlod, the matter shall be
rofoerrod to tho Committoe and the proceduro referred
to In Articlo 21 shaill be applied.

3. On rocolpt of tho roasonecd objection referred to In
paragraph 1, tho person responsible for plactng the
product on the market shall Immedlatoly send the
Committoo a copy of the particutars and documents

onumerated In Articlo 17(1).

Article 19

If soveral appiicatlons submlitted |In accordance wlth
Articles 6 and 5a have been made fer a marketing
authortzation for a particutlar veterinary medicinal
product, and one or more Member States have granted and
authorlitation whilo one or more of the other Member
States have rofused tt, one of the Member States
concerned or the Commisslon may refer the matter to the
Comm!ittee for application of the procedure referred to iIn
Article 21,




Tho same shali apply where ono or more Moember States have

suspondod or rovokod a marketing authorlizatlion whllo one

or more Mombor States have not done so.

In both cases, thoe person responsible for placing the
votorinary medlcinal product on the market shali be
Informed of any declislon of the Committee to apply the
procoduro lald down In Article 14,

Article 20

Tho compotent authorlities of Member States may, In
spoeciflc cascs where the Interests of the Community are
involved, refer the matter to the Committee before
reachlng a declislon on a request for a marketing
autiorization or on the suspension or revocation of an
authorlization.

Article 21

1. The competent authorities shai!l draw up an assesment
report and comments on the dossler as regards the
results of the analytical and toxico-pharmacologlcal
tests on, and clinical trials of, any veterinary
medlicinal products contalning a new actlve substance
which are the subject of a request for a marketing
authorizatlion In the Member States concerned for the
first time.

2. As soon as the notliflcation referred to In Article 17
Is recelved, the competent authoritlies shall
Immedlately communicate to the Member States concerned



any assessmoent report accompanied by a summary of the
dossler relating to a particular veterinary medlicinal
product. This report shali also bo communlcated to
the Commlittee whero a matter |Is referred to the

Committee pursuant to Article 18.

Tho assessment report shall also be forwardoed to the
other Member States concerned and to the Committee as
soon as a mattor Is referred to the Committee under
tho procedure lald down In Article 19. Any assessment

report so forwarded shall remaln confldentlal.

The competent authorlities shall bring the assessment
report up to date as soon as it Is Iin possession of
Information which Is of Importance for the evaluation

of the balance between offectiveness and risk.

Article 22

Where reference |s made to the procedure described In
this Article, the Committee shall consider the matter
concerned and Issue a reasoned opinlon within 60 days
of the date on which the matter was referred to It.

In the case referred to In Article 18 the person
reponsible for placing the product on the maiket may,
at hls request, expiailn himself orally or In writing

and provide addlitional Information before the
Committee Issues lts opinion. The Committee may
extend the time I{Imlt referred tn In the preceding

paragraph to glve the appilicant time to explain

himself orally or in writing.




In the case referred to In Article 19, the person
responsible for placing the product on the market may

be asked to explain himself orally or In writing.

2. The Commlittee's opinion shall corncern the grounds for
the objection provided for In Articie 18(1) and the
grounds on which the marketing authorizatlon has been
refused, suspended or wlthdrawn In the cases descriped
In Article 19,

Tho Committee shal|l Immedlately Inform the competent
authorities and the person responsivie for placing the

broduct an the market of Its opinion.

3. The competent authorities shall Implement the oplinlon

of the Committee with 60 days of |Its recelpt.

4. Where an appllcation for marketing authorization Is
submltted In respect of a product which Is the sublect
of an opinlon of the Committee and the competent
authorlties have reasons for not applying the opinion
of the Commlittee, they shall forthwlith request the
Committee to reconsider its oplnion, iIn accordance

with the procedure lald down In this Chapter.

Articie 23

The Commisslion shal] report to the Counclil and the
European Parljiament every two years on the operation of
the procedure lald down In this Chapter.*
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12. Article 24(1) Is replaced by the following i
oy, MembeF States shall takn all approprlate measures

to ensurae that the manufacturoe ot veterinary

o0 mgETeimalprdduct® Is stibject to the holding of an )
authorlization. This manufarturing'  authorization
shall be . required notwlithstanding that the
T QJeterlnarx medicinal products manufactured are
Intended for sxport."” .
.. . v, .

13. The followlng Article 24a Is insarted

- "Article 24 a

At the request of the manufacturer, the exporter or the
authorlties of an importing third country, Member States
shall certify that a manufacturer of veterinary medicinal
products Is In possession of the authorlization referred
to In Ar{Icle 24. °¥hen Issulng such certiflcates, Member
States shall comply with the following conditions

1. Member <States shall have regard to the prevailing
administrative arrangements of the Wor ld Health

Organization. ca o

2. For veterinary medicinal products intended for export
TTT eewbulgheare already authorized on their terfftory, they
shall supply the summary of the product
characteristics as approved in_accordance with Article

5b or, in the absence thereof, an equivalent document.

> LY &

F T




Where the manufacturer is not in possession of a marketing
authorization, he shall provice the osuthorities responsibtle
for establishing ..e certificate referred to in the first
paragraph with a declaration explaining why no marketing

authorization is available."

14. In Article 27, the following |s addod

1) comply with the princliples and the gulidelines of
good manufacturing practice for medicinal products

latd down by Community law."
15. In Article 27, the following is adoed:

g) maintaln detalled records of ail veterlnary medliclinal
products supplied by him to wholesalers or, where this
is permitted by the laws of the Member State
concérned, to retaitlers, veterinarlans or
farmers. The following IiInformation shall be recorded
In respect »f each transactlon, whether or not It |Is
made for payment :

~ date ;

- name of the veterinary medlicinal product ;
- quantity supplien ;

- name and address of the reclipient.

These records shall be avallable for inspection by the
competent authorities for a perlod of 3 years.
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17.

The following Article 27a ls insertod

YArticle 27 a

Thoe principlos and guldellnes of good manufacturing
practices for moedliclinal products reforred to In Article
27(f) shouid bo adopted In the form of a Dlrect!ve
addressed to Momber States In accordance wlth the
procedure lald down In Article 2¢ of Councll Directive
B1/852/EEC, after taking Into conslideration the speclfic

naturo of veterinary mediclinal products ; dotalled
guldelines shall be published by tha Commission and
rovised as approprilate to take Iinto conslderation

sclentiflc and technical progress."

In Article 34

- The first paragraph Is raplaced by the followling:

“"The competent authority of the Member State concerned
shall ensure by means of repeated inspectlon that the
legal! requlrements relating to veterinary medicinal

products are complied wlth."

- The following third paragraph Is added:

"The offlclals representing the competent authority
shall report after each of the Inspections mentloned
In the first paragraph on whether the manufacturer
complies with the principles and guldelines of good




manufactiurling practlice laid down by Community law.

The manufac.urer shatl be Informed of the content of
such reports and shall be utitled to request a second
Inspection."
18. In Articlo 39, the following second paragraph |s added
“Upon reasoned request, Member States shall forthwith
communicate the reports referred to In the third

paragraph of Article 34 to tho competent authoritles of
anothor Member State. If, after considering the reports,
the Member State recelving the reports consliders that It
cannot accept the conclusions reached by the competent
authority of the Member State In which the report was

oestablished, it shall inform the competent authority
concerned of Its reasons and may request further
Information, In the case of prolonged disagreement
betwoen Member States, the Member State(s) shall Inform
. o <o

the Commisslon,"

19. Article 42 becomes Article 42(1) and the followling
paragraphs are added

"2. The person responsible for the marketing of a
veterinary medicinal product shall be oblliged to
notify the Member States forthwith of any action
taken by him to suspend the marketing of a product
or to wlthdraw a product from the market, together
with the reasons for such actlon. Member States
shall ensure that this Iinformation Is brought to
the attention of the Committee forthwith.




3. Member Statesg shall ensure that appropriate
Information about actlons taken pursuant to
patagraphs 1 and 2 wouich may effect the protection

ity . T v
of health In third countries Is forthwith brought
to thoe attentlion of the retevant International

organisations, with a copy to the Committee."

In the first paragraph of Articioe 43, polnts 2, 7 and 8
are replaced by the following, and the following polnt Qa
Is Inserted :

"2%'"'A statement of the actlve Ingredlents expressed
" " qualltatively and quantitatively per dosage unlt or
according to the form of administration for a
particular volume or welght, using the
Internattional non-proprletary names recommended by
the World Health Organlzation, where such names
exlst, or where no such names exlist, the usual

common names.

7.° The withdrawal pérlod, even If this Is nl!, In the
case of veterinary medicinal products administered

to food-producing animals.

8. Expiry date, In plain language.
9a. Speclal precautlons for disposal of unused product
or waste material, if any."
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22.

23.

In Articlie 48, the first paragraph lg replaced by the
following

“The Incluslon of a packagoe Insert iIn the packagling of
veterinary medlcinal products shall be oblligatory unless
ai!l tho Informatlion requlired by this Articlte can be
convoyed on the packaging Itself., Memboer States shall
taka atll approprlate measures to ensure that the
Information Included on a package Insert of a veterinary
mediclinal product relates solely to the veterinary
medicinal product concerned."

In the socond paragraph of Article 48, pecint (e) Is
replaced by the following and the following point (h) Is
added:

“a) the withdrawal perlod, even If this Is nll, in the
case of veterinary medicinal products administered

to food-producing animals ;

h) speclal precautlons for the disposal of unused

product or waste materlials, If any."

The flinal paragraph of Article 48 is deleted.




24, Tho following Chapter VIII |Is Inserted

“CHAPTER VIl

Nistributlon of vetorinary medliclinal products

Article 51

1. Member States shall take all approprliate measures to
ensure that wholoesale dealing In veterlinary medliclinal
products Is subjJect to the holding of an authorizatlon
and to ensure that the time ta' =n for the procedure
fo, granting this authorlzation does not exceed 90
days fror the date on which the competent author ty

recelives the application,.

2. In order to obtain the authorlization referred to in
paragraph i, the appilicant shall have at hls disposal
sultable and suffliclent premises complying with the
legal requirements lald down In the Member State

concerned as regards the storage and handling of

products.

3. The holder of the authorization referred to In
paragraph 1 shall be required to malntain cetaliled
tecords. The following information shall be recorded

In respect of each Incoming or outgoling transactlon

(a) date ;
(b) name of the veterlnary medicinal product ;

(c) name ¢f the manufacturer ;
(d) manufacturers batch number, expiry date ;
(e) quantity received or supplied ;

(1) name and address of the suppller or reciplent,.




At teast once a year, & detailed audit shall be
carried out, and Incoming and outgolng suppllies shall
bg recconclled with supplles currentiy held in stock

and any dlscrepanclies tecorded.

Thaegse records shali be avaliable for Iinspectlion by the
compoetent author!tios for a perlod of thres yoars.

Mambor States shal! tako all appropriato moasures to
ensuro thu. wholesalers supply vetorinary mediclinal
products only to persons permitted to carry out retall
activities In accordance with the provisions of
Article 652, or to other persons who are lawfully
permlitted to recelve veterinary mediclnal products

from wholesalers.

Article §2
Member States shall take all appropriate measurcs to
ensure that the retall supply of veterinary medicinal
products ls conducted only by persons who are

expressly permitted to carry out such operatlons by
the legislation of the Member State concerned.

Any retaller of veterlnary medlicinal products shall be
r.quired to maintain detalled records. The following
Information shall be recorded In respect of each
Incoming or outgoing transaction

(a) date ;
(b) name of the veterlinary medicinal product ;
(¢c) name of the .nanufacturer ;
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(d) manufacturors batch number, oxpliry date ;
(a) aquantity recelved or supplied ;
(r) name and addicss of the suppller or reciplent

(g) name and address of the prescribing veterinarilan
!71 any, date of prescription ;

At teast ono a yoar, s detalled audit shall be carried
out, and Incoming and outgoing supplies shall be
reconcllod with supplles currently held in stock and
any discrepanclies recorded,

These records shall be avaliable for Inspectlion by the
competent authorities for a period of three years.

However, Member States may dlispense retallers of
veterinary medicinal products from the obllgation to
malntain detalled records 1in respect of products
suppiled by them In smail transactions for the
treatment of companion animals such cats, dogs,
aquarlium fish, cage birds, homing pigeons, terrarium
animals and small rodents provided that such products
do aot contaln substances the use of which requires
veterinary control and aili possible measures have been
taken to prevent the unauthorized use of the products

for other animals.

Article 53

Where, In accordance with the leglslation of a Member
State a person responsible for marketing a veterinary
medicinal product Is permitted to supply samples of the
product directiy to » veterinarian or other authorized

Purson, the veterinarlan or other authorized person shall




5.

bo roquired to maintaln the r.cords referred to In
Article 5§2(2) In respect of mediclnes recelved and
subsequontly suppiied by him, whethoar or not such supply

Is mado for payment."

Chapter VIill becomes Chapter 11X and Articles 51, 52 and
53 bacome Articles 54, 55 and 56 respectively.

Articla 2

1. Member States shall take the hecessary measures to
cemply with this Directive not later than 1 Januay
1992. They shall forthwith Inform the Commission
thereof.

2. Requests for marketing authorizatlon lodged from the
date set out In paragraph 1 must comply wlth the
provisions of this Directive.

3. Within four years of the date set out In paragraph 1,
Article 1 where relevant, shall be progressively
extended to existing vetarinary medicinal products,

Article 3

This Diractive Is addressed to the mMember States.

Dono at Brussels,

For the Council,

The President




Propcsal for o
CUUNCTL DIRECTIVE

oxtendling the scope of Directive 81/851/EEC on the
approximation of the laws of the Member States rolating to
veterinary medicinal products and laying down additional

provislons for Immunologlcal veterinary medicinal products.

THE COUNCIL OF THE EUROPEAN COMUUNITIES,

Having regard to the Treaty establishing the Europsan Economic

Community, and In particular Article 100a thereof,
Having regard to the proposal from the Commission(1),
In cooperation with the European Parllament(2),

Having regard to the oplinfon of the Economlic and Scclal
Committee(3),

Whereas disparlities In the provisions lald down by law,
regulation or administrative action by Member States may
hinder trade In Immunologlical veterlinary medlcinal products

within the Community ;

Whereas the wessentlal aim of any rules governing the
productlion, distribution or use of veterinary medicinal
products must be to ensure a high level of protection of
publlz health ;

(1)
()

(3




Whereas the provislions of Council Dlrective 81/851/66C (4),
although apprepriate, are not adsquate for voeter inary
modiclinal products used In order to produce actlve Itmnunity,
to dlagnosze the statoe of Immunity and to produce passive
Immunity (Immunotoglical veterinary medicinal products) ;
Whereas In accordance with Article 5 of Counclil Dlirectlive
87/22/EEC of 22 December 1986 on the approximation of national

provislons relating to the placing on the market of high-
technology medicinal products, particularly those derlved from
blotechnology(s), the Commisslion I's required to submit

proposals to harmonlze the condltlons for suthorlizing the

manufacture and placlng on the market of immunological

veterinary mecdicinal products ;

Whereas, before an authorlzation to market an Immunotoglcal
veterinary medicinal pr-duct can be Qranted, the manufacturer
must demonstrate his abitlity to attain batch-to-batch
consistency

Whereas the competent authtorities should also be empowered to
prohtbit the use of an Immunological veterinary medlicinal
product when the Immunological responses of the treated
animals will interfere with the operation of a natlonal or
Communlty programme for the eradication or control of animal
disease ;

Whereas changes will be required to the requirements for the
testing of veterinary medicinal products lald down In Annex |
to Council Directive 81/852/EEC of 28 September 1981 on the

approximation of the laws of the Member States relating to

(4) O0.J. No L 317, 6.11.1981, p. 1

(5) 0.J. No L 15, 17.1 1987, p. 38




ananlyticat, pharmaco~toxlicotoglcal and clinical standards and
protocols In respect of thg testing of veterinary mediclinal
products(8), as amended by Directive 87/20/EEC'7), to take
account of the speclal nature of Immunological veterinary
medlicinal products i viheroas tho Commisslon should be
ompowered to adopt the necessary changes In close cooperation
with the Committee for the Adaptation to Technical Progress of
the Dlrectives on the Removal of Technlical Barrlers to Trade
In the Veterlinary Med!iclinal Products Sector, thus ensuring
greater quality, safety and offectiveness,

HAS ADOPTED THIS DIRECTIVE .

(6) 0.J. No L 317, 6.11.1981, p. 16.

(7) 0.J. No L 1§, 17.1.1987, p. 34.

{5)




Article 1

SubJect to the provislons of thls Directive, Dlrective
81/851/EEC shall apply to Immunological veterinary
medliclinal products.

For the purposes of this Directlive “Immuncloglcal
veterinary medlicinal product” shall mean a veterinary
medlicinal product used In ordsr to produce actlve

Immunity, diagnose the state of Immunity or produce

passive Immunlty,

This Dlrective and Dlrective 81/851/EEC shall not apply
to autogenous vaccines which are manufactured from thre
organisms found in discharges from the body of an animal
and used for the treatment of the Indlividual animal from

which the organisms are derived.

Article 2
The quantitative particulars of an Immunological
veterinary medlicinal product shall be expressed by mass

or by International unlts or by units of blological
activity or by specific protein content where possible as
appropriate to the product concerned.

in respect of Immunologlical veterinary medlcinal
products, In Directive 81/8B51/EEC the expressions
*qualiitative and quantitative particulars of the
constituents”" shall Include particulars relating to
bloltoglcal activity or to proteln content and
“quatitative and quantitative composition" shall include

the composition of the product expressed In terms of the
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blological activity or of proteln content.

In any document establlished In accordance with Directive
B1/851/EEC In which the name of an Immunological
veterinary medicinal product Is expressed, the common or
sclentific name of the active constltuents shall a'so be
Included at teast once ; It may be abbreviated In the

remaining references.

.m.’” - - an- LR 4 s O o
Articloe 3
The competent authorities shall ensure that the
manufacturing processes used in the manufacture of

Immunologlcal veterinary medicinal products are properly
validated and attain batch-to-batch comsistency.

L]
For the purpose of Implementing Articie 35 of Directlive
81/851/EEC, the competent authorities may require persons
responsible for marketing Immunologlcal veterinary

medicinal products to submit to a cdﬁpetent authority

coples of all the control reports signed by the cualifled
person In accordance with Article 30 of Directive
81/851/EEC. e ot

The pegson responsibie fbr marketing may be required to
provide the competent authorities with a sampie of each
batch of immunotogical veterinary medicinal products
manufactured, or to hold such samples In stock up to the

explry date for provislog upon request to the competent

authorities.

Where In the Interests of numan or animal healith, the

Ieglsldtfon of a Member State so provides, the ccmpetemnt-

oven Lm AW wp b D O Ao
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authoritlos may requlre persons responsible for marketing
the Immunologtical voterinary medicinal products to submit
to a competant authority samples from each batch of tho
bulk and/or finiched product for examination by a State
laboratory or a laboratory deslgnated for this purpose
bofore rolease onto tho market, unless another compoeteont
authority within the Community has previously examined
tho batch 1n quoestion and doclared It to be In conformity
wlith the approved speciflication. Any such examination
shall bo completed within 60 days of the recoipt of the

samples.

Articlo 4

the absence of specific Communlty leglislatlion and In

accordance with national leglsiation, the use of an

Immunological! veterinary medicinal product may be prohlblted

In

the whole or part of the territory of the Community or a

Member State If It is established that

a)

b)

c)

the admlinistration of the product to animals wiil
interfere with the operation of a rational or Communlity
programme for the control or eradlicatlion of animal

dlseaso, or,

the disease agalnst whlich the product 1Is Intended to
confer Immunity Is substantialiy absent from the

territory In question, or,

the administration of the product wil! cause difficulities
In certifylng the absence of contamination of foodstuffs

obtalned from treated animals.




The compotent authorities of the Member States shall Inform
thoe Commlisston of &all Instances In which the provisions of
this Article are applied.

Article §

The amendments which are necessary In the testing requirements
for veterinary medlicinal products set out In the Annex to
Directive B1/852/EEC to take account of the extension of the
scopo of Directive 861/851/EEC to cover Immunoioglcal
veterinary medlicinal products shall be adopted In 2a2zcordance
with the procedure laltd down |In Article 2¢ of Dlirectlive
B1/852/EEC.

Article 6

1. Member States shall take the necessary measures to comply
with this Dlrectlive not later than 1 January 1992. They
shall forthwith Inform the Commission thareof.

In the event of {(hoe amendments referred to In Article §
not being adopted by 1 January 1991, the date set out in
the first subparagraph shall be postponed to a date one
yoar later than the date of adoption of those amendments.

2. Reguests for marketing authorization for products covered
by thils Dlirective lodged after the date set out In the
first subparagraph of paragraph 1 must comply wlth the
provisions of this Directlve.




@

3. Within throo rears of the date set out in the filrst
subparagraph of paragraph 1 this Dlirective shall be
progressively oxtended to ex|sting ' Immunological

vetorinary products.

Article 7

Thig Directive Isg addressed to the Member States.

Done at Brussels For the Counc!i
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FINANC'AL STATEMENT

relating to the Commisstion proposals for the amendmont of the

Y

vetarinary medicinal products directives

Budget headings
“ue

N® A 1100 salarles of officlal and temporary agents
No

>

2510 travel!llling expensos of members of
Institutionallized committees
N° B 7750 action for the Internal market

Legal basls

Ar}[clp 100 A of the ££C.Tr3£§y

> ot Y )




3. Description of the project

3.1 Goneral objoctive

- the realisation of the internal market In the

veterinary medicinal products sector
3.2 Speclifli¢c objectives

a) the establishment of a centralized Community
procedure for determining safe leveis f>r reslidues
of veterlnary medicines in foodstuffs of animal

orlgin

b) improvement of the Community authortzation
procedure for veterinary medicinal products,
based on the extenslion of authorization from one
Member State to the other Member States of the
Community

¢) the updating of the detailed provislons of the
veterinary medicinal products directives In the
light of developements since 1081

d) the extenslon of the veterinary medicines
directives to cover veterinary vacclnes (mandate
from the Council, Artlcie 5 paragraph 2 of
Directive 87/22/EEC, 0.J. No L 15 of
17.01.19873.
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Justification of the Project

4.1

Justiflcation r* the Type of Project Proposed

The timlted experlence acqulred from the exlsting
Community procedures for the coordination of
natlonal dacislons on the authorlization of
veterinary medliclnal products suggests that real
progress towards and Intern | market In thils sector
can only bo made bv the estaollshment of
centratlsed Community procedures for the assessmen®
of the qua!ity, safety anu efficacy of reterinary
medicinal products and for the 2¢sessment of the
potential risks to the consumer of residues of
veter Inary medicines in foodstuffs of animal

origin.

The present proposals constitute an Interim step
intended to resclve the problem of restdues and
Improve the operation of exlsting procedures.
Further proposals for the establlishment of new
procedures wlll be presented as soon as possible.

Interest of the project at Community level

The realisation of the Internal market Implies that
all categorles of iIndustrially prepered veterinary
medicinal products should be able to <clrculate
throughout the Community. Moreover, differencss
between the rules of the Member Statcs rcgarding
the acceptanco of veterinary medicinal products
must alse be reconciled in order to prevent
repercussions on Intra-Community trade in
foeodstuffts of animal orlgin, which 1Is of far

greater economic signiiicance.
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Financlal Impllcations

5.1

Genoral Conslderatlions

The majJor financlial Implications result from an
Intensiflicatlion of cooperation with Member States
through :

- 10 examination together of applications for
authorization to market veterinary medicinal

products

- eoestablishment of tolerances ‘or residues of
approximately 150 active substances used in
veter inary mediclne over an elght year
transitional period from 1992 onwards

- drug-monlitoring activli‘tes.

Pfarticular Financilal Conslderation

a) Progressive establishment of a technlcal and
scientific secretarlat for the Scientific Committes
for Veterinary Medlicinal Products through the
recruitment of the following additional
personnel ,to be found by IiInternal redeployment or
thrcug normal budgetary process

1991 2 admiristrators (A7)
1 assistant (BS5)
1 sec¢retary (C5)
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18692 1 administrator (A7)
1 sec.etary (C5)

b) Appropriations for addltiona! meetings estimated
at (tho provisiong of funding wl!l be considered In
the context of tho overall budget which will be
granted by the budgetary authority under the
headl 3s "2510").

- 6 addlitional meetings of the Committes for
Veterinary Medliclinal Products each year (2
representatives per Member State) (currentiy =+ 3
meotiings a year at 10,500 ECU per meeting).

- © additional meetings of scientific working
parties a year (1 representative per Member State)
(currently % 5 meetings a year at 540 ECU per
meeting).

- 2 meotings a year of the Committee referred to In
Article 2b of Directive 81/852/EEC ; travel
expenses of two representaiives per Member State
(this committeoc has not yet been -onvened).

c) Approprlations for contracts with expert outslde
consultants ; approximate'y 50,000 ECU In 1982, to
be granted by the budgetary authority, under the
headlng "B7750".

d) Appropriliations for misslons, participation |In

sclientific symposia etc.
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COMPETITIVENESS AND EMPLOYEMENT IMPACT STATEMENT

What Is «he maln reason for Introducing the measure ?

Reallsatlon of the Internal! market ; Improvement of the
protection of gpubllc healtn ; updating of exlstling
Community leglisiation relating to veterinary medlicinal
products.

Features of the buslinesses In question

Becauso of the relatlively small slze of the market, and
the high costs of developing new products, only a Ilimtted
number of large-slzed companies are capable of producing
innovatory veterinary mediclinal products. However, a
number of smalier and medium sized companlcs manufacture

coples of well-establlished products which are off-patent.

The number of smali and medlum sized companies Involved
Iin the distribution of veterinary medlecinal products Is
much greater as In the role of self-employed professional

persons, such as veterinarians and pharmacists.

So far as the Commission Is aware, there Is no particular
concentration of the businesses concerned In the reglons.

What direct obllgations does this measure Impose on
businesses ?

Manufacturers of veterlinary medicinal products :

- obligation to submit data on the safety of residues of
veterinary medicines In foodstuffs of animal origin to
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the Commission ‘o permit the establishment of
harmonlised residus tolerances by the Community. The
submisslion of such data is already required by Member
States.

—- various additional obligatlons designed to Improve the
rotectlion of publlc heaith In the veterinary
medicinegs ssctor, In particular through somewhat
increased obligations to submit data iIn support of
applications for authorlzation and compliance with
principltes of good manufacturing practice. These
provisionc are already applisd by certain Member
States, and Iin many instances are analagous to
measures applied to the manufacturers of medicinal
products for human use.

Distributors of veterinary medicinatl products,
wholesatlers and retallers

- for wholesalers, the obligation to obtain
authortisation to distribute veterinary medicinal
products, to have appropriate premises and .0 maintain
distribution records for a period of three years :

- for retaiilers, to malntain distribution records for a
period of three years.

These requirements are intended to prevent the diversion
of veterinary medicinal products from the fegitimate
distribution clircuilt int> the grey and black market zones
of Jilicit non-authorized used and to facllitate the
detection of abusses. Certain. of these controls are
already applied by Member States.

}V, What indirect obligations are local authorities Ilkely to
- Impose on businesses .7

None foressen.
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Are there any speclal measures In respect or SMEsg ?
No.

What 1s the likely effect on

a) the competitiveness of business
The greater degree of harmonisatlion of the
requirements for authorlzation of veterinary medicinal
products should help Improve the competitiveness of
both Innovatory and goenherlc manufacturers of

veterinary medicinal products.

The provislons relating to distribution, which apply
equally to all types of distributor, should not have
any significant effect on competitiveness.

b) Employment
No significant effets are anticipated.

Have both slides of tndustry been consulted on this
nroposal ?

'n addition to the European federations representing the
manufacturers of pharmaceuticals, veterinary medicinal
products and animal feedingstuffs, assoclations
representing pharmac!sts and veterinarlans have been
consulted on these proposals. There Is gensral support
for the principles underlying the proposals. However,
the pharmaclists and veterlinarians would prefer stricter
controls on dlistribution, each emphasising the role of

its profession.
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