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STATUTE

of

“Bulgarian Generic Pharmaceutical Association”

/approved at the General Meeting of the Association held on April 09, 2003, and amended by decision of General Meeting of the Association held on September 24, 2008/
GENERAL PROVISIONS

. Art. 1
The Bulgarian Generic Pharmaceutical Association /hereinafter referred to as”the Association”/ is a non-profit legal entity and it is an Association engaged in activities in private interest.
. Art. 2
The name of the Association is “БЪЛГАРСКА ГЕНЕРИЧНА ФАРМАЦЕВТИЧНА АСОЦИАЦИЯ”. In English the name is written in the following way:  “Bulgarian Generic Pharmaceutical Association”. The Association may use the abbreviation „БГФармА”, written in English - “BGPharmA”.
. 
(1) The seat of the Association is Sofia

(2) 
The registered office of the Association shall be in Sofia, 3, Trayko Stanoev Str.

OBJECTIVES AND ACTIVITIES 

. 
(1) Major objectives of the Association and Means of their attainment:  

1.
The Association defends the economic and professional interests of its Members.

2.
The Association declares stands and recommendations to the legislative and executive authorities, as well as proposes projects about new and amendments of current Regulations which regulate the pharmaceutical industry and the health services.

3.
The Association co-operates with its Members in the creation of contacts with local and foreign pharmaceutical producers, distributors and the attraction of foreign investment in the pharmaceutical industry.

4.
The Association co-operates and facilitates its Members’ contacts with local and foreign Governmental and Non-Governmental Organizations (Associations) and Institutions.

5.
The Association assists in the establishment of co-operation on the issues of the generic medicines with the institutions of the European Union, including the Unit Pharmaceuticals to the Directorate General Enterprise and Industry to the European Commission, including other General Directorates of the European Commission having direct or indirect relation to the generic industry, The European Medicines Agency (EMEA), etc. 
6.
The Association creates conditions for co-ordination of its Members common interests in pharmaceutical, health services and health insurance legislation, as well as in the sphere of innovations, production and the pharmaceutical products market.

7.
The Association will control its member’s observation of high professional standards, which will guarantee the production of high quality, effective and safe medicines and in this manner ministers to life and health protection of the country population.

8.
The Association co-operates for coordination and concordance of the interests of its Members with strict observation of their right of independence and noninterference in the Members activities, the regulations for loyal competition and ethics, protection of confidentiality and loyalty in the commercial relations.

9.
The Association gathers and provides to its Members information, concerning the pharmaceutical manufacturing in Bulgaria and abroad, co-operates with its Members in participations in exhibitions, fares, symposia etc. of the pharmaceutical industry in the country and abroad.

10.
The Association works for the enhancement of the information of the medical professionals (pharmacists and doctors) and patients about the generic medicines.

11.
The Association co-operates for the strengthening and observance by its Members of the ethical practices in trading, marketing and advertising of generic medicines in Bulgaria. 

(2) 
For the purpose of achieving its objectives the Association may become a member of appropriate Bulgarian and foreign organizations and non-profit legal entities, including The Confederation of the Employers and Industrialists in Bulgaria, The National Committee in Bulgaria of the International Commercial Chamber, the European Generic Medicines Association – EGA, Europharm SMCs, etc. 

(3) 
For the attainment of its objectives and financing its activities, the Association may exercise additional business activity in the country and abroad, including publishing, preparation of reports and studies, compilation of data bases in the pharmaceutical sector, organization of seminars, conferences, working meetings, workshops and other activities of similar character in the sphere of pharmaceutical industry, drugs regulation and health services, acquisition and expropriation of movables and property, limited real rights and undertakings, as well as other economic activities, connected with the activities of the Association in conformity with the law, the present statute and the decisions of the General Meeting.

(4) 
The additional business activity according to the preceding section can be pursued only provided they are related to the subject of the basic scope of activities specified in the Association registration, and in case the income of such activities are utilized for the attainment of the Association objectives – as stipulated in the present Statute.

MANAGING BODIES 
COMPETENCES OF THE MANAGING BODIES 
MODE OF REPRESENTATION OF THE ASSOCIATION 

. 
(1) The managing bodies of the Association are:

1.
General meeting;

2.
Managing board;

3.
Executive director;

(2) 
The controlling body of the Association is the Controller.

(3) 
Subsidiary bodies of the Association are:

1.
Secretarial staff to the Executive director;

2.
Consultancy Council to the Managing board;

4.
Ethics Committee

General meeting

. 
Article 7    (1) The General Meeting comprises all full status members of the Association.

(2) 
The Legal entities, members of the Association are represented in the General Meeting by the persons, who are their lawful representatives.

(3) 
The Legal entities, members of the Association may be represented in the General Meeting by the persons, who are explicitly authorized for that.

Competences of the General Meeting

. 
 (1) The General Meeting:

1.
amends and supplements the Statute;

2.
approves other internal by-laws;

3.
elects and dismisses the members of the Managing Board;

4.
expels members of the Association;

5.
takes decisions for establishment and closing of branches;

6.
takes decisions for transformation or dissolution of the Association; 

7.
takes decisions on collection and amounts of membership fees or property contributions; 

8.
adopts basic guidelines and program for the activities of the association; 

9.
approves the Association budget;

10.
approves the report on the activities of the Managing Board;

11.
repeals decisions of other bodies of the association, such as may be contrary to the law, the statute or other by-laws governing the activities of the association; 

12.
dispenses from responsibility the members of the Managing Board;

13.
takes other decisions as well, such as may be provided for by the statute. 

(2)
The General Meeting decisions are obligatory for the other bodies of the Association.

(3)
Decisions of the bodies of the Association that have been taken contrary to the law, the statute or preceding decision of the General Meeting, may be challenged before the General Meeting by request of concerned members of the Association or by a body of the Association, submitted within one month following the coming of knowledge of such decision, but not later than one year after the date when such decision has been taken.

Convening of General Meeting

. 
(1) General meeting shall be convened by the Managing Board on its own initiative, or upon request by the Controller, or by one third of the members of the Association, in the settlement where the domicile of the association is located.  Where in the latter case the Managing Board fails to forward within one month invitations in writing for convening of General Meeting, the General Meeting shall be convened by the court by domicile of the Association upon request in writing by the concerned members or a person authorized thereby.  The Managing Board is obligated to convene the General Meeting at least once a year.

(2)
The invitation shall include the agenda, the date, time and place for holding the General Meeting and reference to the initiators of the meeting. 

(3)
The invitation shall be delivered to the members by a registered mail to their domicile address, or to another indicated by the members address, and shall be placed on the board for notifications in the building where the head office of the Association is located, at least one month prior to the specified date. 

(4)
The printed materials related to the agenda of the General Meeting should be placed at the member’s disposal at the Association domicile on the date of sending the invitation for the convening of the General Meeting, the latest. In addition the materials could be published for the member’s access on the Association web site.

Quorum

. 
The General Meeting shall be legitimate if attended by more than half of the total number of members. In the event of lack of quorum the meeting shall be postponed by one hour and shall be held at the same place and with the same agenda, regardless of the number of attending members.

Decision taking

. 
(1)  Decisions of the general meeting shall be taken by the votes of the majority of the attendees.

(2)
Decisions under Article 7, paragraph 1, p. 1, 4 and 6 shall be taken by majority of 2/3 of the attendees.

(3)
Decisions may not be taken on issues not included on the agenda notified in the invitation. 

Managing Board

. 
(1) The Managing Board comprises seven legal persons – full members of the Association, who are represented at the managing Board meetings by their lawful representatives or by persons explicitly authorized by them. 

(2)
The members of the Managing Board shall be elected for a term of two years and can be re-elected without limitations.  They have the right and are obliged to continue to perform their functions even after the expiration of their mandate until the election of new members of the Managing Board. 

(3)
The Managing Board shall elect one of its members Chairman and a Vice- Chairman. 

(4)
The members of the Managing Board are not entitled to remuneration for their work in the Board. 

Competences of the Managing Board

. 
The Managing Board:

1.
Elects one of its members Chairman, who represents the Association before all third parties;

2.
Defines the representative power of its other members;

3.
Defines the scope of the representative power of the Executive director and takes the respective decision on his empowerment by the Chairman

4.
Ensures the implementation of decisions of the General Meeting; 

5.
Elects new members, proposes the exclusion of members to the General Meeting, and notes the membership drop out.

6.
Takes decisions about the Association property disposal in accordance with the statute requirements;

7.
Prepares and submits draft budget to the General Meeting;

8.
Prepares and submits Report of the Association activities to the General Meeting;

9.
Directs and organizes the Association activity, including that for common benefit, and bears the responsibility for that;

10.
Approves Regulations for the Association activity;

11.
Defines the Association address;

12.
Appoints the Executive Director and defines his remuneration;

13.
Approves the secretarial staff to the Executive Director at the Executive Director’s proposal.

14.
Takes decisions for the formation of a Consultancy Council, working groups and commissions; 

15.
Takes decisions for membership in other Organizations; 

16.
Ensures the proper book-keeping and providing of registers of the Association in accordance to current Directives;

17.
Takes decisions on all issues, which according to law or the Statute are beyond the competence of other body;

18.
Keeps the duties stipulated by the Statute.

Chairman and Vice-Chairman

. 
(1) The Association Chairman: 

1.
Represents the Association before third persons in the country and abroad;

2.
Implements the General Meeting’ decisions;

3.
Presides the meetings of the Managing Board;

4.
Concludes a Labour Agreement or a Management Agreement with the Executive Director of the Association in accordance with the Managing Board decision; 

5.
Controls the Executive Director’s activities.

(2)
The Managing Board may also assign the representation of the Association to other persons from its members. In such a case the Chairman as well as the empowered persons may represent the Association together or alone, unless otherwise decided by the Managing Board.

(3)
The Vice-Chairman shall, in the absence of the Chairman, exercise the authorities of the latter.

(4)
In cases of discharge, resignation or permanent incapability of the Chairman to do his duties, until the election of a new Chairman, his authorities are exercised by the Vice-Chairman. 

(5)
The Managing Board may authorize the Vice-Chairman to implement its certain decisions.

Meetings of the Managing Board

. 
(1) The meetings of the Managing Board shall be convened by the Chairman or the Executive director and are conducted by the Chairman. The Chairman shall be bound to convene a meeting of the Managing board upon request in writing by one third of its members.  If the Chairman fails to convene a meeting within one week, such meeting may be convened by any member concerned of the Managing Board or by the Executive director.  In the event of absence of the Chairman the meeting shall be chaired by the Vice-Chairman.

(2)
The Managing Board can take decisions provided its meeting is attended by more than half of its members. 

(3)
A person is attending provided there is a two-way telephone or other type connection, which guarantee the establishment of his identity, and allows his participation in discussions and taking of decisions. The voting of such a member is certified by the Chairman of the meeting in the protocol. 

(4)
Decisions shall be taken by the majority of the votes of the attendees, and decisions under Article 12, p. 1, 2,5,6,9 and Article 30, paragraph 2 – by the majority of all the members.

(5)
The Managing Board can take a decision without the convening of a meeting, provided the protocol of the taken decision is signed without notes or objections about that by all Managing Board members.

Executive director

. 
(1) The Executive director of the Association is appointed by the Managing Board for the mandate term of the Managing board.

(2)
The Association Executive director:

1.
Implements the decisions of the Managing Board and the General Meeting.

2.
Takes part in the Managing Board meetings having the right to vote;

3.
Represents the Association before third persons in the country and abroad by explicit authorization; 

4.
Organizes the performing of additional business activities;

5.
Directs the secretarial staff of the Association;

6.
Fulfils other functions assigned by the Managing Board.

(3)
The Executive director’s activity is assisted by a secretariat; The Secretariat:

1.
Prepares the meetings of the Managing Board and is responsible for the technical preparation of meetings protocols;

2.
Performs book-keeping functions and is responsible for the technical preparation and keeping of the Association documentation and correspondence. 

3.
Organizes the co-operation, communication and contacts with other associations and organizations;

4.
Fulfills other tasks assigned by the Chairman or the Executive director.

Consultative council

. 
(1) A Consultative council can be created by decision of the Managing Board. The Consultative council can be created as a permanently functioning body or ad hoc. The consultative council shall consist of three to nine persons, who may not be representatives of the Association members.

(2)
In case when it is a permanently functioning body, the Consultative council members are elected by the Managing Board for the mandate term of the Managing Board.

(3)
The powers of the Consultative council are connected with assistance of the Managing Board in its activities of presenting positions and recommendations to the regulatory and executive authorities, as well as in preparation of projects of new and amendment of current regulatory acts, regulating the pharmaceutical industry.

(4)
The Consultative council is convened for meetings by the Chairman of the Managing Board.

Controller

. 
(1). The Association Controller is elected by the General Meeting from persons nominated by the Association members, for a two years term.

(2)
The Controller:

1.
Controls and certifies the annual report of the Managing Board about the Association financial state.

2.
Has the right of access to all accounting documents of the Association.

3.
He has the authority to convene a Special General Meeting of the Association when violations on behalf of the managing Board are ascertained. 

(3)
The Controller is independent from the managing Board and reports to the Association General meeting only.

Ethics Committee

. 
(1). The Ethics Committee comprises of five persons - representatives of the Association members, who convene at least once every six months. The members of the Committee are elected by the General Meeting for a two years term.  The Committee elects one of its members Chairman.

(2)
The Committee prepares and submits a draft Association Code of Ethics to the General Meeting. The approved by the General meeting Code of Ethics is endorsed separately by the representatives of all full members of the Association and has the power of a separate agreement, which is binding for the term of their membership in the Association.

(3)
The Committee controls the Association members observing of the Code of Ethics, approved by the General Meeting.  The Committee has the right to submit proposals to the General Meeting, when violations on behalf of a certain Association member are ascertained.

(4)
The Committee possesses authority to take a stand on occurred disputes between the Association members in connection with their commercial activity. The Committee can ascertain violations of the Code of Ethics and recommend to the members certain measures for resolving of the dispute.  The measures prescribed by the Committee do not have obligatory characteristics.

(5)
The Committee can be approached by every Association member, as well as by the members of the Consultative cousil.

(6)
The Ethics Committee approves regulations of its activities.

(7)
The members of the Ethics Committee are not remunerated for their work in the Committee. 

MEMBERSHIP 
Rights and obligations 

. 
(1) The Association has full, associated and honorable members, who’s rights and obligations are defined by the present Statute.

(2)
Full members of the Association shall be: 

1.
Companies with activities related with production of generic medicines and their distribution on the Bulgarian market, irrespective of the type of their property, including foreign entities may become full members of the Association;

2.
Commercial Chambers and trade organizations, irrespective of local or foreign origin, regional or national, including bilateral chambers representing foreign business in Bulgaria may become full members of the Association, provided they are related to pharmacy, medicine, health care and health insurance in Bulgaria.

(3)
All legal entities and active physical persons, who take an interest and are willing to co-operate for the implementation of the Association objectives and to participate in its activities may be elected as associated members.

(4)
Bulgarian scientists, lecturers, professionals and other physical persons, who are engaged in pharmacy, medicine or health care, may be invited to become honorable members of the Association. Renowned Bulgarian persons, having considerable contribution for the achievement of the Association objectives, may be invited. 

. 
(1) Membership in the Association shall be voluntary. 

(2)
The founder-members of the Association are full members by rights.

(3)
New members are admitted by the Managing Board. The candidate-members are provided with the Statute, the Code of Ethics and the Regulations for the Association activity. The candidate-members submit a request in writing to the Managing Board, by which they express their wish to become members, choose the membership type and confirm, that they are acquainted with the Statute, the Code of Ethics and the Regulations for the Association activity. 

(4)
To the request for membership they attach: 

1.
documents certifying, that the candidate conform with the requirements of Article 19, paragraph 2;

2.
actual status or other substituting document, showing the registration of the entity-candidate and its form of representation;

3.
power of attorney for the person, who will represent the candidate before the Association, in case when that person does not have representative power of the candidate by law or by the constitutive act.

(5)
The Managing Board may require additional information from the Association candidate-members, as far as it is not a trade secret.

. 
 (1) The full members are entitled to:

1.
participate in the management of the Association, including to be elected in the Association bodies and to participate in the General Meeting with the right to vote;

2.
to be informed of the Association activities;

3.
to use its property and the results of its activities, pursuant to the General Meeting decisions;

4.
to approach the Ethics Committee.

(2)
The associated and the honorable are entitled to:

1.
Unless for any specific case the General Meeting does not decide otherwise – to attend the General Meeting conventions without voting rights, but they have the right to participate in discussions and to raise issues for discussion.

2.
to be informed of the Association activities;

3.
to use the results of the Association activities, pursuant to the General Meeting decision to be otherwise for the specific case;

4.
to approach the Ethics Committee.

(3)
The associated and honorable members of the Association can not be elected in its bodies with exception of the Consultative council, committees and working groups, created  ad hoc by decision of the Managing Board.

. 
(1) The full members are obliged to make property contributions by terms and to the amount determined by the General Meeting decision.

(2)
Additional property contributions could be provided as an exception by the General Meeting decision.

(3)
The associated members are obliged to make property contributions, provided such contributions are decided by the General Meeting, provided that their amount is less than the full member’s annual property contribution. The associated members do not make additional property contributions.

(4)
The honorable members do not make annual or additional property contributions.

(5)
The full and associated members are obliged to work for the achievement of the Association objectives.

(6)
All members are obliged to observe the present Statute.

Termination of membership

. 
(1) Membership is terminated

1.
by unilateral statement to the Association; 

2.
upon death, in the event of enforcement of full restraint or dissolution of the entity – member of the Association;

3.
upon expulsion; 

4.
upon dissolution of the Association legal entity; 

5.
upon cancellation. 

(2)
The decision for expulsion of an Association member is taken by the General Meeting for instances of behaviour that render further membership out of compliance, Including systematic breach of the Statute and non-compliance with the obligations provided in it or ascertained by the Ethics Committee severe violation of the Ethics Code.

(3)
The members are responsible for all property contributions towards the Association, which have arisen before the date of termination of their membership. The annual property contribution for the current year in which the membership is terminated is deducted in proportion to the period of time to the date of termination to the end of the year. All property contributions are executable immediately to the date of the membership termination. In cases of delayed execution the Association may claim the receivables to the Court of justice.

. 
 (1) The membership is cancelled:

1.
Due to failure to make the specified property contributions for a period of more than one year;

2.
Systematic failure to participate in the Association activities.

(2)
The grounds for cancellation shall be ascertained by the Association book-keeping documents and meetings protocols of the Association managing bodies.

(3)
The Executive director prepares and provides to the Managing Board a report about the presence of grounds for the cancellation of membership in the Association to the first meeting of the Managing Board after the occurrence of circumstances according to paragraph 1. The membership cancellation is stated at the same meeting by a decision of the Managing Board.

FINANCES AND PROPERTY

. 
(1). The Association possesses its own property and budget, its own finance and book-keeping activities, bank accounts both in Bulgarian and foreign currency.

(2)
The Association property consists of ownership of movable and immovable property, other ownerships, claims and other rights in compliance with the current regulations.

. 
The earnings for the Association financing are collected from:

1.
members annual property contributions;

2.
additional property contributions;

3.
grants and sponsorship;

4.
earnings from additional business activity.

. 
In cases when losses occur according to the annual balance, the General Meeting may decide to cover them through additional property contributions by the Association members.

TERM

. 
The Association is constituted for an unlimited term.

DISSOLUTION OF THE ASSOCIATION

. 
The Association is dissolute:

1.
by a decision of the General Meeting;

2.
by a decision of the district court by domicile in the cases provided in Art. 13, paragraph 1 of NON-PROFIT LEGAL ENTITIES ACT;

3.
when it has been declared bankrupt.

LIQUIDATION

. 
(1) At dissolution of the Association liquidation is accomplished.

(2)
The liquidation is accomplished by the managing body or a person assigned thereby. 

(3)
Where no liquidator has been assigned pursuant to paragraph   (2), as well as under the circumstances of Article 29, paragraph 1, т. 1, person shall be assigned by the district court by domicile of Association.

(4)
The relevant provisions of the Commerce Act shall apply to insolvency, bankruptcy, the liquidation procedure and the authority of the liquidator, respectively. 

. 
 (1) The distribution of the property remaining after the satisfaction of creditors shall be done equally amongst the Association members, by a decision of the General Meeting. Where no decision to that effect has been taken prior to the dissolution, such decision shall be made by the liquidator.

(2)
Persons who have acquired property in result of the liquidation conducted pursuant to paragraphs shall be liable for the obligations of the dissolved Association to the amount of the gain. 

TRANSITIONAL AND CONCLUDING PROVISIONS

. 
Changes in the present Statute are subject to rules provided in it and in the NON-PROFIT LEGAL ENTITIES ACT

. 
The interpreting and enforcement of the rules and procedures of the present Statute shall be governed by the rules of the current Bulgarian law.

The Statute of the Association herein were approved at the General Meeting of the Association held on September 09, 2003 and amended by decision of the General Meeting held on September 24, 2008.
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