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Ministry of Health of Ukraine

ORDER
	04.01.2013
	Kyiv
	№ 3




Registered at the Ministry of Justice of Ukraine on March 15, 2013 under N 425/22957
On introduction of changes to the MoH Ukraine Order of August 26, 2005 № 426 and declaration as invalid of some MOH Ukraine Orders pertinent to registration of medicinal products
According to item 2 of  the 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,

I order:

1. To introduce changes to the 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 approved by the MoH Ukraine Order of August, 2005 № 426, registered at the Ministry of Justice of Ukraine on September 19, 2005 under № 1069/11349 in the new wording (attached).

2. To approve Regulations on Attestation Commission of the Ministry of Health of Ukraine (attached).
3. To declare as invalid:

The MoH Ukraine Order of November 01, 2001 № 443 "On registration of some types of medicinal products", registered at the Ministry of Justice of Ukraine on November 20, 2001 under № 975/6166;

Procedure for Conducting State Registration (Re-Registration)  of Medical Immunobiological Products in Ukraine approved by the MoH Ukraine Order of December 06, 2001 № 486, registered at the Ministry of Justice of Ukraine on February 28, 2002 under № 204/6492;

The MoH Ukraine Order of April 17, 2007 № 190 “On approval of the Procedure for conducting additional studies of medicinal products during expert evaluation of registration materials” registered at the Ministry of Justice of Ukraine on August 17, 2007 under № 949/14216;

Procedure for conducting expert evaluation of registration materials for medicinal products produced according to the approved specification approved by the MoH Ukraine Order of December 17, 2008 № 754, registered at the Ministry of Justice of Ukraine on January 21, 2009 under № 45/16061;

The MoH Ukraine Order of January 26, 2010 № 55 “On Approval of Procedure for Conducting 
Expert Evaluation of Materials Pertinent to Medicinal Products of Limited Use which are Submitted for State Registration (Re-registration)” registered at the Ministry of Justice of Ukraine on February 13, 2010 under № 156/17451;

The MoH Ukraine Order of March 17, 2010 № 236 “On approval of the Procedure for inspecting manufacturing site for medicinal products submitted for state registration” registered at the Ministry of Justice of Ukraine on May 13, 2010 under № 323/17618.

4. That the Chief of the Administration of Medicinal Products and Health Care Products (L.V. Konoshevych) arranges for the submission  of the present order to the Ministry of Justice of Ukraine for the state registration according to the established procedure.
5. The order shall take effect from the date of its official publication.
6. I hereby authorize R.M. Bogachev, Deputy Minister of Health of Ukraine, to supervise execution of this order.

O. Tolstanov

Deputy Minister

AGREED UPON WITH:

M.Yu. Brodskyi

Head, State Service for Regulatory Policy and Entrepreneurship Development

O.S. Soloviov

Head, State Service of Ukraine on Medicinal Products

