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ΠΑΡΑΡΤΗΜΑ ΠΡΩΤΟΝ 

ΤΗΣ ΕΠΙΣΗΜΟΥ ΕΦΗΜΕΡΙΔΟΣ ΤΗΣ ΔΗΜΟΚΡΑΤΙΑΣ 
ύπ Άρ. 1307 της 22ας ΟΚΤΩΒΡΙΟΥ 1976 

ΝΟΜΟΘΕΣΙΑ 

Ό περί Συμβάσεως δια τήν Έπεξεργασίαν Ευρωπαϊκής Φαρμακοποιίας 
Νόμος τοϋ 1976 εκδίδεται δια δημοσιεύσεως εις τήν έπίσημον εφημε­
ρίδα τής Κυπριακής Δημοκρατίας συμφώνως τω "Αρθρω 52 τοϋ 
Συντάγματος. 

Αριθμός 47 τοϋ 1976 

ΝΟΜΟΣ ΚΥΡΩΝ ΤΗΝ ΣΥΜΒΑΣΙΝ ΔΙΑ ΤΗΝ 
ΕΠΕΪΕΡΓΑΣΙΑΝ ΕΥΡΩΠΑΪΚΗΣ ΦΑΡΜΑΚΟΠΟΙΊΑΣ 

Ή Βουλή των Αντιπροσώπων ψηφίζει ώς ακολούθως : 

1. Ό παρών Νόμος θά άναφέρηται ώς ό περί Συμβάσεως δια Συνοπτικός 
τήν 'Επεξεργασία ν Ευρωπαϊκής Φαρμακοποιίας Νόμος τοϋ 1976.

 τίτλο
$· 

2. Έν τω παρόντι Νόμω, έκτος έάν εκ τοϋ κειμένου προκύπτη Ερμηνεία. 
διάφορος έννοια : 

«Σύμβασις» σημαίνει τήν Σύμβασιν διά τήν ΈπεΕεργασίαν 
Ευρωπαϊκής Φαρμακοποιίας, τήν γενομένην έν Στρασβούργω 
τήν 22.7.1964, τής οποίας τό κείμενον έν τω Άγγλικω πρωτοτυπώ 
εκτίθεται εις τό Μέρος Ι και έν μεταφράσει εις τήν Έλληνικήν π[ναξ 
είς τό Μέρος 11 τοϋ Πίνακος : Μέρος ι 

Νοείται ότι έν περιπτώσει αντιθέσεως μεταξύ των δύο κειμέ­
νων, υπερισχύει τό είς τό Μέρος Ι τοϋ Πίνακος έκτιθέμενον 
κείμενον. 

Μέρος 11. 

3. Ή Σύμβασις, είς τήν οποίαν ή προσχώρησις τής Κυπριακής κύρωσις 
Δημοκρατίας απεφασίσθη διά της ύπ' αριθμόν 14.656 και ήμερο­

 Συ
μ

6ασεω
ς 

μηνίαν 12 Φεβρουαρίου, 1976 'Αποφάσεως τοϋ Υπουργικού Συμ­
βουλίου, διά τοϋ παρόντος Νόμου κυροΰται. 

♦ (609) 
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Π Ι Ν Α Ξ 
("Αρθρον 2) 
ΜΕΡΟΣ Ι 

C O N V E N T I O N 
ON THE ELABORATION 

OF A EUROPEAN PHARMACOPOEIA 
The Government of the Kingdom of Belgium, the French Republic, the 

Federal Republic of Germany, the Italian Republic, the Grand Duchy of 
Luxembourg, the 'Kingdom of the Netherlands, the Swiss Confederation and 
the United Kingdom of Great Britain and Northern Ireland, 

Considering that the Parties to the Brussels Treaty of 17th March 1948, 
as amended on 23rd October 1954, resolved to strengthen the social ties 
by which they are united and to make every effort in common, both by 
direct consultation and :in specialized Agencies, to raise the standard of 
living of their peoples and promote the harmonious development of social 
services 'in their respective countries ; 

Considering that the social activities governed by the Brussels Treaty 
and carried on, until 1959, 'under the auspices of the Brussels Treaty Orga­
nisation and the Western European Union are now conducted within the 
framework of the Council of Europe, in accordance with the decision 
taken on 21st October 1959 by the Council of Western European 
Union and with Resolution (59) 23 adopted on 16th November 1959 by the 
Committee of Ministers of the Council of Europe; 

Considering that the Swiss Confederation has participated since 6th 
May 1964 in activities in the field of public health carried on under the 
aforesaid Resolution ; 

Considering that the aim of the Council of Europe is the achievement 
of greater unity between its Members in order to promote, inter alia, eco­
nomic and social progress by the conclusion of agreements and by common 
action in economic, social, cultural, scientific, legal and administrative 
matters ; 

Considering that, so far as possible, they have endeavoured to promote 
progress both in the social! field and in the related field of public health and 
that they have undertaken the harmonisation of their national laws in pur­
suance of the aforementioned provisions ; 

Considering that such measures are now more than ever necessary in 
respect of the manufacture, circulation and distribution of medicines in 
Europe; 

Convinced that it is desirable and necessary to harmonise specifica­
tions for medicinal substances which, in their original state or in the form of 
pharmaceutical­preparations, are of general interest and importance to the 
peoples of Europe ; 

Convinced of the need to hasten the drawing up of specifications for 
the growing number of new medicinal substances appearing on the market; 

Considering that this aim can best be achieved by the progressive 
establishment of a common pharmacopoeia for the European countries 
concerned, 

Have agreed as fol'lows: 
ARTICLE 1 

Elaboration of a European Pharmacopoeia 
The Contracting Parties undertake : 
(a) progressively to elaborate a Pharmacopoeia which shall be common 

to the countries concerned and which shall be entitled "European Pharma­
copoeia" ; 
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(b) to take the necessary measures to ensure that the monographs 
which will be adopted by virtue of Art-idles 6 and 7 of the present 
Convention and which will constitute the European Pharmacopoeia shall 
become the official standards applicable within their respective countries. 

ARTICLE 2 
Organs concerned with the elaboration of the European 

Pharmacopoeia 
The elaboration of the European Pharmacopoeia shall be undertaken 

by: 
(a) The Public Health Committee whose activities are carried on within 

the framework of the Council of Europe, in accordance with Resolution 
(59) 23 mentioned in the. Preamble to the present Convention, hereinafter 
referred to as "the Public Health Committee" ; 

(b) A European Pharmacopoeia Commission established by the 
Public Health Committee for this purpose, 'hereinafter referred to as "the 
Commission". 

ARTICLE 3 
Composition of the Public Health Coimmittee 

For the purposes of the present Convention, the Public Health 
Committee shall be composed of national delegations appointed by the 
Contracti ηg Parties. 

ARTICLE 4 . 
Functions of the Public Health Committee 

1. The Public Health Committee shall exercise a gene rail oversight over 
the activities of the Commission and for this purpose the Commission shall 
submit a report on each of its sessions to the Public Health Committee. 

2. All decisions taken by the Commission, other than those, of a 
technical or procedural character, shall be subject to the approval of the 
Public Health Committee. If the Public Health Committee does not approve 
a decision< or approves it only partially, the Committee shall refer it back 
to the Commission for further consideration. 

3. The Public Health Committee, having regard to the recommendations 
of the Commission under Article 6(d), snail fix the time limits within which 
decisions of a technical character relating to the European Pharmacopoeia 
shall be implemented within the territories of the Contracting Parties. 

ARTICLE 5 
Membership of the Commission 

1. The Commission shall be composed of national delegations 
appointed by the Contracting Parties. Each delegation shall consist of not 
more than three members chosen for their competence in matters within 
the functions of the Commission. Each Contracting Party may appoint the 
same number of alternates similarly competent. 

2. The Commission shall draw up its own Rules of Procedure. 
3. The Commission shall elect a Chairman from among its members 

by secret vote. The term of office of the Chairman and the conditions 
governing his re-election shall be laid down in the Rules of Procedure of 
the Commission, provided that the term of office of the first Chairman shall 
be three years. While he holds office, the Chairman shall not be a member 
of any national delegation. 

ARTICLE 6 
Functions of the Commission 

Subject to the provisions of Article 4 of the present Convention, the 
functions of the Commission shall be : 

(a) to determine the general principles applicable to the elaboration of 
the European Pharmacopoeia; 
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(b) to decide upon methods of analysis for that purpose ; 
(c) to arrange for the preparation of and to adopt monographs to be 

included in the European Pharmacopoeia ; and 
(d) to recommend the fixing of the time limits within which its decisions 

of a technical character relating to the European Pharmacopoeia shall be 
implemented within the territories of the Contracting Parties. 

ARTICLE 7 
Decisions of the Commission 

1. Each of the national delegations mentioned in Article 5(1) shall be 
entitled to one vote. 

2. On all technical matters, including the order in which the mono­
graphs referred to in Article 6 are to be prepared, decisions of the 
Commission shall ibe taken 'by a unanimous vote of delegations casting a 
vote and a majority of the delegations entitled to sit on the Commission. 

3. All other decisions of the Commission shall be taken by a two­
thirds majority of the votes cast and a majority of the delegations entitled 
to sit on the Commission. 

ARTICLE 8 
Seat and meetings of the Commission 

1. The Commission shall hold its meetings at Strasbourg, the seat 
of the Council of Europe. 

2. It shall be convened by its Chairman and meet as often as 
necessary, but at least twice a year. 

3. It shall meet in private; the working languages shall be the 
official languages of the Council of Europe. 

4. The Public Health Committee may appoint an observer to attend 
meetings of the Commission. 

ARTICLE 9 
Secretariat of the Commission 

The Commission shall have a Secretariat, the head and the technical 
staff of which shall he appointed by the Secretary­General of the Council 
of Europe on the advice of the Commission and in conformity with the 
Administrative Regulations of the Council of Europe staff. The other 
members of the Secretariat shaN be appointed by the Secretary­General 
in consultation with the head of the Commission's Secretariat. 

ARTICLE 10 
Finances 

1. The expenses of the Secretariat of the Commission and aid other 
common expenses incurred in the execution of the present Convention shall 
be borne by the Contracting Panties in accordance with the provisions of 
paragraph 2 of this Article. 

2. Pending the conclusion of a special arrangement agreed to by all 
Contracting Parties for this purpose, the financial administration of opera­
tions carried out under the present Convention shall be dealt with in 
accordance with the provisions of the Partial Agreement Budget in the social 
field relating to the activities covered by Resolution (59) 23 referred to in 
the Preamble to the present Convention. 

ARTICLE 11 
Entry into force 

1. The present Convention shall be ratified or accepted by the 
Signatory Governments. Instruments of ratification or acceptance shall be 
deposited with the Secretary­General of the Council of Europe. 
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2. The present Convention shall enter into force three months after 
the date of deposit of the eighth 'instrument of ratification or acceptance. 

ARTICLE 12 
Accessions 

1. After the date of the entry into force of the present Convention, the 
Committee of Ministers of the Council of Europe, sitting with 'its member­
ship limited to the Representatives of the Contracting Parties, may invite, on 
such conditions as it considers appropriate, any other Member State of the 
Council to accede to the present Convention. 

2. After the expiry of six years from the said date, the Committee of 
Ministers may invite, on such conditions as it considers appropriate, Euro­
pean States not members of the Council of Europe to accede to the 
present Convention. · 

3. Accession shall be effected by depositing with the Secretary­
General of the Council of Europe an instrument of accession, which shall 
take effect three months after the date of fits deposit. 

ARTICLE 13 
Territorial Application 

1. Any Government may, at the time of signature or when depositing 
its instrument of ratification, acceptance or accession, specify the territory 
or territories to which the present Convention shall apply. 

2. Any Government may, when depositing its instrument of ratification, 
acceptance or accession or at any later date, by declaration addressed 
to the Secretary­General of the Council of Europe, extend the present 
Convention to any other territory or territories specified in the declaration 
and for whose 'international relations it is responsible or on Whose behalf 
it is authorised to give undertakings. 

3. Any declaration 'made in pursuance of the preceding paragraph may, 
in respect of any territory mentioned in such declaration, be withdrawn 
according to the procedure laid down in Article 14 of the present Con­
vention. 

ARTICLE 14 
Duration 

1. The present Convention shall remain in force indefinitely. 
2. Any Contracting Party 'may, so far as it is concerned, denounce 

the present Convention by means of a notification addressed to the Secre­
tary­Ceneral of the Council of Europe. 

3. Such denunciation shall take effect six months after the date of 
receipt by the Secretary­General of such notification. 

ARTICLE 15 
Notifications 

The Secretary­General of the Council of Europe shall notify the 
Contracting States of : 

(a) any signature ; 
(b) the deposit of any instrument of ratification, acceptance or 

accession ; 
(c) the date of entry into force of the present Convention in accor­

dance with Article 11 ; 
(d) any declaration received in pursuance of the provisions of Article 

13; 
(e) any notification received iin pursuance of the provisions of Article 

14 and the date on which denunciation takes effect. 


