Minister of Labor, Health and Social Affairs of Georgia and Minister of Internal Affairs of Georgia

Joint order №01-14/N/№117
March 28-27, 2016 

C. Tbilisi



On certain substances subject to special control that are not subject to international control and determination of internal quotas of the country on individual medicines equal to the pharmaceutical product subject to special control.

Article 1
"On narcotics, psychotropic substances, precursors and narcological assistance”,   
Georgian law, article 9, paragraph 3 "on structure, authority and 
activity rules of Government of Georgia ", article 20, paragraph 5 and “on normative acts", according
 to Georgian law, article 9, On certain substances subject to special control that are not subject
 to international control and determination of internal quotas of the country on individual medicines equal
 to the pharmaceutical product subject to special control, shall be defined in accordance with the annex.

Article 2
The order shall enter into force upon promulgation.
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Annex №1

On certain substances subject to special control that are not subject to international control and determination of internal quotas of the country on individual medicines equal to the pharmaceutical product subject to special control. 





Article 1. General provisions

1. On certain substances subject to special control that are not subject to international control and  determination of internal quotas of the country on individual medicines equal to the pharmaceutical product subject to special control (hereinafter - Internal quotas of the country), constitutes a limitation determined by the country's annual demand, which is set as necessary, on individual medicines equal to the pharmaceutical product subjected to one or more special controls and for certain substances under special control (later in the text - pharmaceutical product), which are not subject to international control.  
2. The internal quota of the country/quotas will be established on the basis of the Council conclusion, by the joint act of the Minister of Internal Affairs of Georgia and Minister of Labor, Health and Social Affairs of Georgia.
3. In the joint order of the Minister of Internal Affairs of Georgia and Minister of Labor, Health and Social Affairs of Georgia shall be indicated the generic name of the pharmaceutical product and the quantity specified by the quota for the relevant year.
4. In case of calculation/determination of quota, there will not be taken into account the educational, scientific-research, expert and forensic purposes, cases of import of pharmaceutical products to Georgia subject to special control or/and equivalent to it for individual needs of a physical person, as well as the registration samples to be submitted to the registry body for access of pharmaceutical product on the Georgian market. 


Article 2. Council

1. The advisory body – Council shall be created for the purpose of developing proposals and recommendations on the expediency of determining the internal quota of the country for pharmaceutical products if necessary by the Minister of Internal Affairs of Georgia and the Minister of Labor, Health and Social Affairs of Georgia. 
2. The Council shall be guided by the Constitution of Georgia, international treaties and agreements of Georgia, the Georgian law on narcotics, psychotropic substances, precursors and narcological assistance, other legislative and subordinate normative acts and this regulation.

3. The Council consists of:

a) Minister of Labor, Health and Social Affairs of Georgia, Chairman of the Council; 
b) Minister of Internal Affairs of Georgia, Co-Chair of the Council;
c) Deputy Minister of Labor, Health and Social Affairs of Georgia, member of the Council; 
d) Deputy Minister of Internal Affairs of Georgia, member of the Board;
e) Legal Entity of Public Law subject to state control of the Ministry of Labor, Health and Social Affairs of Georgia – representative(s) of State Regulation Agency for Medical Activities, Council member(s);
f) Representative(s) of the Central Criminal Police Department of the Ministry of Internal Affairs of Georgia, Council member(s);
g) Representative(s) of Forensic-Criminalistics Department of the Ministry of Internal Affairs of Georgia, Council member(s);
h) Representative(s) of Health Care Department of the Ministry of Labor, Health and Social Affairs of Georgia, Council member(s);
i) Representative(s) of Social Service Agency of Legal Entity of Public Law under the state control of the Ministry of Labor, Health and Social Affairs of Georgia, Council member(s);
j) Legal Entity of Public Law subject to state control of the Ministry of Labor, Health and Social Affairs – Representative(s) of L. Sakvarelidze National Center for Disease Control and Public Health, Council member (s)

        4. The personal composition of the Council shall be approved by the individual administrative-legal act of 
        the Minister of Labor, Health and Social Affairs of Georgia.
        5. Members of the Parliament of Georgia and other members of the government, heads of state agencies, 
        NGOs and international organizations, independent experts (with or without the membership status of the
        Council) may participate in the activities of the Council.

 


Article 3. Functions and powers of the Council

1. Council:

a) Assess the risks of outflow of substances subject to special control and the equivalent medications from legal turnover to illegal turnover;  
b) listens to the competent national body - Legal entity of public law under state control of the Ministry of Labor, Health and Social Affairs - the information presented by the State Regulation Agency for Medical Activities (hereinafter referred to as the Agency) on the consumption (spending) of the individual substances subject to special control or/and individual medicines equal to it and really necessary amount of money for the relevant calendar year
c) discusses the issue of introducing the internal quota(s) of the country of individual substances subject to special control or/and individual medicines equal to it; develops recommendations and proposals and submits them to the Minister of Labor, Health and Social Affairs of Georgia and the Minister of Internal Affairs of Georgia;
        d) discusses the proposals for changes to the internal quota of the country;
       e) on the basis of analysis of the information received on extinguishing the relevant substances into illegal
        channels, and for the purposes of non-medical use, it will discuss the planning of the appropriate 
 measures and in case of need, the issue of determining the fixed and internal quotas for individual      substances;
       f) is authorized to hear/discuss the information/proposals about processes, results and associated risks related
       to determination of the quota and, if necessary, develop the appropriate recommendations.
       2. In order to implement the objectives and tasks, the Council is authorized to:
a) request information from the state agencies and institutions of Georgia in accordance with the procedure established by the legislation;
  b) create working groups and invite independent experts to study issues within their competence and for the
   purpose to develop the appropriate recommendations;
c) cooperate with relevant state agencies working on relevant topics, with local and international organizations based on the activities of the Council.
            3. Other matters relating to the activities of the Council, which are not regulated by this regulation, shall 
            be decided by the Council.

Article 4. Organizing work of the Council
1. The Council is headed by the chairman of the Council and in case of his/her absence a co-chair of the Council.
       2. The Council shall be convened by the decision of the chairman/co-chair of the council, as required.
            3. The chairman of the Council represents the Council in relation to the third persons, or grants the   
            representive authority to the competent persons/body.
            4. In addition, in case of absence of members of the Council (business trip, vacation, temporary disability,  
            etc.), the acting member of this Council shall take part in the meeting of the Council.
       5. The Agency fulfills the organizational-technical support and functions the Board and functions of the
       Council Secretariat
     

    6. Council Secretariat:
 
    a) notifies the members of the Council about the date of holding the meeting and sends them the agenda of the meeting;
b) prepares for the signature the minutes of the Council meeting and sends the report to the Council members as well as to the appropriate relevant institutions (Ministry of Labor, Health and Social Affairs of Georgia, Ministry of Internal Affairs of Georgia);
     c) exercises other organizational-technical functions necessary to work properly for the Council.

7. The council meetings are usually held at the Ministry of Labor, Health and Social Affairs of Georgia.
8. The agenda of the Council meeting shall be approved by the chairman of the Council.
9. The Chairman and other members of the Council have the right to issue a question at the meeting.
10. The Council meeting shall be formalized with a protocol signed by the chairman and secretary and shall be sent to all the members taking participation in the meeting.
11. The Council is authorized if it is attended by more than half of the total composition. 
The decision is made by a simple majority of the attendees. If the vote is divided, the voice of the chairman of the Council is decisive.














jerovnad vflob qarTul da inglisur enebs da pasuxs vageb Targmanis sisworeze.
mTargmneli:				       i. daviTaSvili
I know Georgian and English languages properly and I am responsible for accuracy of my translation
Translator:					I. Davitashvili

[bookmark: _GoBack]

