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The Governments of the Menber States and the ConnlEsion of the
European Conmunities nere represented as follows:

Belqiun

Mr Robert TIRBAIN:

Denmark:

Mr Bo BRÀI,ISEN

Germany:

Mr Johann EEKIIOFF

Greece:

Mrs AnNa PSÀROT,DÀ-BENN(I

![r Georges TIIEOFÀNOUS

Spain:

MT CaTIos WESTENDORP

I]æ,:
I'Ir Pierre SELLAL

Ireland:

Mr Desmond O|!{ALLEY

Italy:

Mr Raffaele COSTÀ

Mr ÀIberto RONCHEY

Minister for Foreign Trade and
European Àffairs

State Secretary for fndustry

State Secretary,
Federal Ministry of Econonic
Affairs

Minister for Culture

Secretary-General, ![lnlstry of
Trade

§tate Secretary for Relations
with the European Cornnunitles

Deputy Permanent
Representative

Minister for fndustry and
Connerce

MlnLEter for Connunity
Policies

MLniEter for Culture
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Luxembourq:

Itlr Georges IÙoHLFART state secretary for Foreign
ÀffaLrs and Foreign Trade

Netherlands:

l{r Piet DÀ}IKERT State Secretary for Foreigrn
ÀffalrE

Portuqal:

l{r Vitor l[ÀRTfNS State Secretary for European
Integrration

United Kinqdom:

Mr Richard NEEDIIÀ}I Minister for Trade and
Industry

Mr NeiI HAI,IILTON ParlLamentary Under-Secretary
of State for Trade ênd
Industry

oo

Commission:

Mr Mart,in BÀl[GEXtlÀNN

MT üeAn DONDELINGER

Vice-President

üember
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FTIIT'RE SYSTM{ FOR THE FREE MOVB.TENT OF I,IEDICINÀI. PRODUSTS

The Council reached broad agreement on the principles of the future
system for the free movement of nedicinal products as dravn up by
the Pernanent RepresentativeE Connittee on the baEis of the
political guidelines laid down by the fnternal Market Council on

18 ilune L992.

The main aspects of the system arê as follows:

- the creation of a new, centralLzed Conmunity procedure for thà
most innovatory medicinal products, leading to a Conmunlty
authorization valid in all Member Statee. The Conmunity iE,
moreover, responsible for monitoring the medicinal product
authorized in accordance with that procedure and for the technical
updating of the authorizatlon;

- a decentralized procedure, based on the principle of mutual
recognition of national authorizationE and allowlng the extension
of marketing authorizations from one Member State to other Member

States.

The above procedure, which is based on experience with the
nultl-State procedure introduced in this sector in 1983, should
enable accompany which haE obtalned an authorizatlon in one

Member State to ask one or more Member States to accept that
authorization, with binding arbitratlon at Community leve1 ln the
event of non-acceptance by one of the Menber States concerned.

The cornrnission proposes that, following an inltial 3-year period
during which the decentralized procedure would remain optional,
the procedure should become compulsory each tine the request for
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authorization concerns Dore than one Member stater so as to ensure
unlforn decisions throughout the internal market;

the establlshnent of a E\rropean Ageney for the Evaruatl.on of
Medicinal Products, providlng appropriate logisticar support for
the proper functioning of the two procedures. The new Àgency w[.ll
enoompags in particular the current connl.ttee for proprietary
Mediclnal Products and the connittee for veterinary Medicinal
Products, which will be at the head of lts ecientifLc strueturesl

co-operation ls also envisaged and, where appropriate,
co-ordination wlth regard to pharnacovigilance (nonltoring of the
secondary effects of medicinal products).

The Petmanent Representatives Cornnittee waa called upon to finallze
the texts vith a view to thelr formal adoption in the near future.
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REGI'IÂTION ON THE COMMT'NITY TRADE MARK

wlth a view to adopting the Regulation on the Community trade mark
at its next meet,ing, or in Decenber at the latest,, the Council
conducted a policy debate on certain basic issues still outstanding.
The Council discussed the foLlowing questlons in partlcular:

- form of the act to be adopted (Cornmunity Regulation or
international convention) i

- powers of the Court of First, Instance (CF.I) with regard to
disputes;

- number and possible select,ion of working languages;

- Ievel and means of protectLon of earlier Community and national
marks;

- budgetary provisions (financial independence of the Office or
inclusion in the Community budget);

- poyer to appoint the senior officials of the Office.

At the end of the discussion the Council recorded hroad agreement on

a number of options and points; as the detaiLs thereof remained t,o
be defined, they were passed on to the Pernanent Representatives
Conmittee with a view to reach5-ng an overall compromise proposal,
possibly for submission to the neeting on L0 November.
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T'NFÀIR TERMS IN CONST'MER CONTRACTS

The Council adopted a common position on the Directive on unfalr
tetms in eonsumer contracts, further to the agtreement reached at the
Consumer Council on 29 June L992 (see press release,
7459192 presse !.31).

The text ln guestion should contribute to the conpletlon of the
Single Marketr âB it oonstitutes an iuportant step towardE lnprovlng
consuner protection by approximat,ing, by 31 Decernber L994 at the
latest, the laws, regrulations and administrative provisions of the
Menber States relating to non-negotiated unfair terms in contracts
concLuded between a consumer and a selrer or supprier acting for
purposes relating to his public or private trade, busines§ or
profession.

IÀBELLING OF HOUSEIIOIJD APPLIÀIICES

Followlng the procedure for co-operation with the European
Parliament and consultation of the Economlc and Social Connittee,
the Council adopted the Directive on the lndication by labelling and
standard product lnformation of the consumption of energ'y and other
resources by household appliances.

The Directive, the text of which is in line with the conmon positlon
adopted by the councir on 21 May 1992, shourd enabre consuners to
choose appliances with a better energry yield.

It represent,s an important aspect of the Comnunity strategy to
improve energy efficiency, in particular wlth a vies to the
conpletion of the internal market on 1 January 1993.
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ÀFTER 1992

on the basls of a Presidency note, the Council held a policy
discusslon on the neans requlred to ensure the proper functioning of
the Slng1e llarlcet after the end of L992.

Pending the report which the Sutherland Committee is to subnit to
the Conmission in october, the Council decided to resume its
examinatlon of the issue at itE neeting scheduled for
10 November L992.

ÀBOI,TTION OF BORDER CONTROI,S ON GOODS, CAPTTÀL AT{D SERVICES

The Council took note of an oral statement by
Vice-President BAI{GEMAI{N on two Connission comnunicatlonE
concerning:

- the abolition of border controls on goods, capital and servlcesl

- progress towards completing the internal market.
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CT'LTT'RÀL GOODS

The Council continued the dLscuEsion on the proposal for a
Reguration on the export of curtural goods and the proposar for a
Directlve on the return of cultural obJects unlaufully removed fron
the territory of a ![enber State.

Àt the end of the discuEsion the Council instructed the Permanent
Representatives Comittee to continue proceedings with a vl.ew to
adoptlon of the Regulatlon and of a comnon position on the Directive
at its neeting on 10 Novenber Lgg2.
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OTHER DECISIONS IN THE FIEIJD OF TTIE TNTERNÀL !{ÀRKET

Medicinal products

Following completlon of the procedure for co-operatlon wlth the
European Parliament, the Council adopted:

- the Directive widening the scope of DlrectiveE 65l65lEEC
and 75l3L9lEEC on the approximation of the laws, regulations and
adminlstrative provisions of the Menber States on medicinal
products and laying down additional provisions on honeopathic
nedicinal products;

- the Directive widening the scope of Directive SL|SSL|EEC on the
approxination of the laws, regulations and adninlstrative
provisions of the Menber States on veterinary nedicinal products
and laying down additional provislons on homeopathic veterinary
nedicinal products.

The purpose of theEe two Directives is to extend Coronunity
pharmaceutlcal legislation to honeopathic roediclnal products for
human and veterinary uses.

FoodstuffE

= Contaminants in food

The Councll adopted a common position on the Regulatlon aLmed at
laying down harmonized Cornmunity procedures for the deternination
of the possible toxiclty of contaninants in food.
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The maLn obJect,ive of Èhe DirectLve ts to prohibtt, the placing
the rtarkeE of food contalning a contaminant, in an a$c[lnÈ which
unacceBtable in publlc health and toxicological Eerms.

It should be noted that, the DirecÈ,Ive sEaEes thaE, trconÈanLnanE"

means any substa"rce noE int,entlonally added to food as a result,
production, manuf,acEure, proceeeing, preparaEion, treaEænE,
packJ.ng, packaging, t,ransport or holding, or as a resulE of
environmental coaÈaminaEion.
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Co-operation Ln the scienE,ifLc exaninaÈioa of cnrestiotrs relaElnq
t,o food

The Council adopted a common posltion on the Directive al-ned at
provJ.ding Èhe Scientlflc Corurlttee for Food with the necessary
resourees for carrylng out the rrarioue ecient,ifie and

pre-IeglslaÈLve casks required by Èhe progra!ilme on the lnteraal
market, and by the iûplementation of exist,ing LegieJ.atLon oa food.

More speclflcally, the DLrecÈive sEipulat,es thaÈ Ehe

Menber Stat,est conpeÈenE authorLties and bodtes shall co-operaÈe

with the CouurLssion and lend it the assietance iu needs i.a the
scientiflc examLnaÈion of quest,Lons of public Lnt,erest La the
fteld of publlc healÈh, Èhrough disctplines euch as those
associaEed with medlcine, nuÈrLt,Lon, Eoxlcology, bJ.ology, hygiene,
food tectraology, biotechnology, novel foode and processe§, rJ.sk

assessmênt technLçpes, phyeJ.cE and cherntstry.
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AcEion plan for the exchanqe of naEional offl,cials who are enqaqed
in Èhe implenrenEation of ComnrnLÈv leqislaÈion reqlrired to achleve
the int,ernal markeE

Further to conrpreELon of the procedure for co-operaElon wlth the
European Parllanent,, the Council adopt,ed the Decieion on Ehe

adoption of an action plan for Ehe exchanEe, beÈween Member stat,e
adninistrat,Lons, of naÈlonal officlals who are engaged in the
implenentat,lon of Conmtrntty legis1aE,Lon requlred to achieve Ehe

inEernal narket,.

IE, should be not,ed that, the act,ion plan uses as a model the
nMatthaeustr programe, ext,endtng it t,o the internal markeE field ae
a whole. Ttre obJect,ive of Ehe exchanges is Eo allow a more
homogeneous approach t,o the iqtlenentat,ion of ComsuniÈy J.egislat,ion,
in particular by making nat,ioaal officials aware of the European
dl-meneLon of thelr work and by building unrtual coafLdence between
Menber SÈat,e admlnlEt,rat,Loas. Exchanges beEween Meurber SEat,e

adninisErat,ionE are in prlnclple for a minlmur of two monthe.

The act,ion plan is epread over f lve years. Ttre ConunrnLty f J.nancial
resources est,Lmat,ed as necessary for lts lmpleurenEat,Loa amount, to
ECU 17,3 million, correspondlng Èo an overall figure of
1 900 parEicipant,s. The flnancing of the prograrue ls shared
beEween Ehe Corunrnity and ite Member SÈates.
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MISCELT,ÀT{EOUS DECISION

Àppointment

The Council replaced an

on Vocational Training.
alternate nember of the Advisory Connlttee


