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Ministry of Health of Ukraine

ORDER

	27.12.2006
	№ 898


Kyiv

	About Approval of Procedure for Surveillance over Adverse Reactions to Medicinal Products Permitted for Medical Use
	


(Registered with the Ministry of Justice of Ukraine on 29.01.2007 № 73/13340)

In accordance with the Law of Ukraine “On Medicines”, the Decree of the Cabinet of Ministers of Ukraine of 26.05.2005 № 376 “On Approval of Procedure of State Registration (Re-Registration) of Medicinal Products and Amounts of Fees for Their State Registration (Re-Registration)”, the Order of the Ministry of Health of Ukraine of 26.08.2005 № 426 “On Approval of Procedure for Conducting Expert Evaluation of Materials Pertinent to Medicinal Products which are Submitted for State Registration (Re-Registration) and Expert Evaluation of Materials about Introduction of Changes to the Registration Documents during the Validity Period of Registration Certificate” (as amended) registered with the Ministry of Justice of Ukraine on 19.09.2005 № 1069/11349,  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 with the Ministry of Justice of Ukraine on 10.03.2006 № 252/12126, Directive of the European Parliament and the Council 2001/83/EEC of 06.11.2001, Council Regulation (EEC) 2309/93 of 22.07.1993 as well as in order to achieve a harmonization with international rules for  surveillance over adverse reactions to medicinal products permitted for medical use
I ORDER:

1. To approve the Procedure for Surveillance over Adverse Reactions to Medicinal Products Permitted for Medical Use (attached herewith).

2. that the Minister of Health of the Autonomous Republic of Crimea, Chiefs of Health Departments of the Oblast and  Sevastopol City State Administrations, and the Central Health Department of the Kyiv City State Administration:
2.1. Assure execution of this order;
2.2. Include regional representatives of the Pharmacovigilance Department of the Public Enterprise “State Pharmacological Center” MoH Ukraine (hereinafter – the Center) in the certification boards within subordinated health care authorities.
3. That V.T. Chumak, Director of the State Pharmacological Center MoH Ukraine, submits the present order to the Ministry of Justice of Ukraine for state registration.

4. To consider as void the Order of the Ministry of Health of Ukraine of 19.12.2000 № 347 “On Approval of Instructions for Surveillance over Adverse Reactions/Effects of Medicinal Products” (as amended), registered with the Ministry of Justice of Ukraine on 26.12.2000 № 947/5168, as well as to abolish Orders of the Ministry of Health of Ukraine of 08.02.2001 №51 “About Reporting Adverse Effects of Medicinal Products” and of 16.07.2001 №292 “About Improvement of Reporting Adverse Effects of Medicinal Products”.

5. I hereby authorise O.M. Orda, Deputy Minister of Health of Ukraine, to supervise execution of this order.

Yu.V. Poliachenko

Minister
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