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The Regulations on the Qualification Commission of the Ministry of Health of Ukraine
I. General provisions

1.1. The Qualification Commission of the Ministry of Health of Ukraine (hereinafter – the Commission) is an advisory body acting under the Ministry of Health of Ukraine (hereinafter – MoH). 

1.2. In its activity the Commission shall follow the Law of Ukraine “On Medicines”, Procedure for State Registration (Re-registration) of Medicinal Products approved by the Decree of the Cabinet of Ministers of Ukraine of May 26, 2005 № 376 and other legal acts related to registration of medicinal products, including these Regulations. 

II. Rights and responsibilities of the Commission
2.1. Main responsibilities of the Commission are as follows:
2.1.1. To review the Center’s conclusions on initial expert evaluation of application for state registration of medicinal product in view of  its assignment to prohibited to use in Ukraine medicinal product and qualify such type of application according to the Procedure for Conducting Expert Evaluation of Registration Materials Pertinent to Medicinal Products Submitted for the State Registration (Re-registration) and for Expert Evaluation of Materials about Introduction of Changes to Registration Materials during the Validity Period of Registration Certificate approved by the MoH Ukraine Order of August 26, 2005 № 426 (in wording of the MoH Ukraine Order of January 04, 2013 №3) registered with the Ministry of Justice of Ukraine of September 19, 2005, № 1069/11349 and recommend MoH a type of application submitted for state registration of medicinal product.

2.1.2. To recommend MoH a type of application submitted for state registration of medicinal product in Ukraine.
2.1.3. To recommend MoH to reject a state registration (re-registration), introduction of changes to the materials of registration dossier of medicinal product based on results of preliminary expert evaluation of the materials of registration dossier conducted by the Center.

2.1.4. To recommend MoH to reject a state registration (re-registration), introduction of changes to the materials of registration dossier of medicinal product based on results of specialized assessment of the materials of registration dossier conducted by the Center.
2.1.5. To recommend MoH (based on the Center’s recommendation) to conduct additional studies to medicinal product according to sections XIX and XX of the Procedure for Conducting Expert Evaluation of Registration Materials Pertinent to Medicinal Products Submitted for the State Registration (Re-registration) and for Expert Evaluation of Materials about Introduction of Changes to Registration Materials during the Validity Period of Registration Certificate approved by the MoH Ukraine Order of August 26, 2005 № 426 (in wording of the MoH Ukraine Order of January 04, 2013 №3) registered with the Ministry of Justice of Ukraine of September 19, 2005, №1069/11349.
2.1.6. To comply with the principles of fairness, confidentiality and competence.
2.2. The Commission shall review the Center’s conclusions pertinent to initial expert evaluation of application for state registration of medicinal product, pertinent to refusal of state registration (re-registration), introduction of changes to the materials of registration dossier of medicinal product based on results of expert evaluation. 
2.3. The Commission shall keep documents which have been reviewed for state registration (re-registration), introduction of changes to the materials of registration dossier of medicinal product and refusal during five years after drawing up the Commission’s minutes and then shall submit them to the MoH archive.
2.4. The Commission has a right:
2.4.1. To request the Center to submit additional materials pertinent to registration (registration), introduction of changes to the materials of registration dossier of medicinal product, information about all amendments and changes introduced in the materials of registration dossier, refusal and complications, conflicts related to efficacy, safety and quality of medicinal product (if necessary) required to perform their main tasks.

2.4.2. To submit written proposals to the Center (if necessary).
2.4.3. To participate in conferences, symposia, workshops, schools related to conducting registration (re-registration), introduction of changes to the materials of registration dossier of medicinal product.

2.4.4. To develop and submit to MoH proposals related to improvement of Commission’s activity.

III. Composition and operations of the Commission
3.1. The Commission shall be formed and approved by MoH.

3.2. The Commission’s head is a Chairman.
The Chairman, Deputy Chairman and Executive Secretary shall be elected at the first meeting by an open majority vote of the Commission members present at the meeting.
3.3. The type of Commission’s work is a meeting.

The meetings shall be held as the Center submits the materials in timeframe established in the Procedure for Conducting Expert Evaluation of Registration Materials Pertinent to Medicinal Products Submitted for the State Registration (Re-registration) and for Expert Evaluation of Materials about Introduction of Changes to Registration Materials during the Validity Period of Registration Certificate approved by the MoH Ukraine Order of August 26, 2005 № 426 (in wording of the MoH Ukraine Order of January 04, 2013 №3) registered with the Ministry of Justice of Ukraine of September 19, 2005, № 1069/11349.
3.4. A meeting is quorate provided half or more of the Commission members are present.
3.5. The Commission’s decision shall be taken by an open majority vote of its members present at the meeting, drawn up with the protocol signed by its Chairman and the Executive Secretary. At equal number of votes the Chairman’s vote will be decisive.

Based on the Commission’s recommendation related to refusal of state registration (re-registration), introduction of changes to the materials of registration dossier of medicinal product based on results of preliminary and specialized assessment conducted by the Center, MoH takes the decision drawn up by appropriate order.
3.6. MoH shall provide organizational and technical support for the Commission’s activity.
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