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Ministry of Health of Ukraine

ORDER
	23.09.2009
	Kyiv
	№ 690


	Registered at the Ministry of Justice of Ukraine on 29.10.2009 under № 1010/17026


About Approval of Procedure for Conducting 

Clinical Trials of Medicinal Products and 

Expert Evaluation of Materials Pertinent to

Clinical Trials and Model Regulations 

of the Ethics Committees
According to articles 7, 8 of the Law of Ukraine “On Medicines”, Directive 2001/20/EC of the European Parliament and of the Council of 4 April 2001 on the approximation of the laws, regulations and administrative provisions of the Member States relating to the implementation of good clinical practice in the conduct of clinical trials on medicinal products for human use, as amended, and with the purpose of harmonization with international rules of conducting clinical trials of medicinal products 
I order:
1. To approve Procedure for Conducting Clinical Trials of Medicinal Products and Expert Evaluation of Materials Pertinent to Clinical Trials (attached).
2. To approve Model Regulations of the Ethics Committees.

3. To consider as void the Order of the Ministry of Health of Ukraine dated 13.02.2006 № 66 “About Approval of Procedure for Conducting Clinical Trials of Medicinal Products and Expert Evaluation of Materials Pertinent to Clinical Trials and Model Regulations of the Ethics Committee” registered at the Ministry of Justice of Ukraine on 10.03.2006 under № 252/12126 (as amended), the order of the Ministry of Health of Ukraine of 17.05.2006 № 245 “About Approval of the Procedure for Assigning Specialized Health Care Settings Where Clinical Trials May Be Conducted” registered at the Ministry of Justice of Ukraine on 17.08.2007 under № 950/14217, and the order of the Ministry of Health of Ukraine of 11.08.2006 № 560 “About Approval of a List of Health Care Settings Where Clinical Trials May Be Conducted”.
4. That Yu. B. Konstantinov, Director, Board for Regulatory Policy in Circulation of Medicines and Healthcare Products provides the state registration of the present order at the Ministry of Justice of Ukraine according to the established procedure.
5. I hereby authorize Z.M. Mytnyk, Deputy Minister of Health of Ukraine, to supervise execution of this order.

6. The order shall take effect from the date of its publication.
V. M. Kniazevych

Minister
