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Protocol between Food and Drug Administration of Islamic Republic of Iran R. of Georgia FDA
On cooperation in the fields of Pharmaceutical Products and Medical Devices

     In the framework of cooperation between the Food and Drug Administration of Ministry of Health and Medical Education of the Islamic Republic of Iran and Food and Drug Administration of  R. of Georgia, hereinafter referred to as the Parties;    

This protocol is aiming both Parties to cooperate in the field of pharmaceutical products and medical devices and sign the protocol as below:
In the development of cooperation regarding the regulation of registration of medicines and medical devices in order to strengthen ties between the Parties involved in the development of medicines and medical devices;
In line with strengthening and expanding mutual cooperation, respecting to national sovereignty, territorial integrity, and laws and regulations of each other;
Determining on development of sincere cooperation in the related areas, in accordance with this Protocol, have put emphasized on the following mutual arrangements, and in any necessary situation the joint committee of this Protocol will be conducted on the basis of agreed condition by each party; 
The outcomes of this joint committee will be reported on a regular basis to Joint Working Group, the Ministries of Health of each Party;
1. Both parties intend to develop cooperation in the following areas:

    - Exchange mutual updated information on the current regulations of registration of medicines in the territories of the Parties, as well as the exchange of lists of locally manufactured medicines and medical devices;
   -Providing the needs of each Party of the medicines, active pharmaceutical ingredients (APIs) and   medical devices;
   -Providing facilities for the process of medicines and medical devices’ registration according to regulation of each country; 
  -Providing facilities for joint venture production of medicines, active pharmaceutical ingredient (API), medical devices, biotechnology products and vaccines, according to each Party’s regulations;
    -Providing a framework of common regulatory activities, with particular focus on inspection  laboratory controls, alert system and monitoring plans;
    - Collaboration the joint clinical trials for the purpose of registration of the new medicines in the territory of Iran and Georgia;
    - Technology transfer of innovative medicines, and medical devices based on agreed framework between private sectors of the two Parties;
    - Developing the compromised framework of action on mutual recognition of results of clinical trials of medicines;

  – Establishing the direct cooperation between relevant subordinate agencies and
     other forms of cooperation agreed upon by each Party.

2. A joint committee chaired by the deputy ministers from each party will supervise and facilitate the implementation of this Protocol.
3. Amendments to this Protocol may be made at any time by mutual written consent of the Parties.
4. This Protocol is not an international agreement and does not create any rights and obligations governed by international law for the Parties.
5. This Protocol will enter in to force from the date of signing.
6. Either Party may terminate the application of this Protocol by giving written notice to the other party 6(six) months inadvanced. In the case of Force Major, application of the Protocol will cease after 90 days from the date of agreed Force Major.
    Signed in the city of ______________ on ___ _________, in two copies, 
    in English,. 


	For the Iranian  FDA ………..                                

	For the Georgian FDA…



