	
	
	Annex 6 

to Item 4.1 of the Procedure for Conducting Expert Evaluation of Materials Pertinent to Medicinal Products Submitted for the State Registration (Re-registration) and for Expert Evaluation of Materials about Introduction of Changes to Registration Documents during Validity Period of Registration Certificate

(in wording of MoH Ukraine Order 
as of 01.03.2006 № 95)


Changes requiring new registration of medicinal product

The changes requiring new registration of the medicinal product include:

1. Changes of active substance:

· Addition of one or more active substance(s); 

· Deletion of one or more active substance(s); 

· Quantitative change of active substance(s); 

· Replacement of the active substance by its salt/isomer derivative having similar therapeutic effect;

· Replacement of isomers and their mixtures; 

· Replacement of natural source substance or product of biotechnology by a substance or product with different chemical structure;

· New carrier for radiopharmaceuticals.

2. Changes of therapeutic indications:


- Addition of indications in a different therapeutic area (treatment, diagnosis or prophylaxis - to be defined according to ATC classification);


- Change of indications in a different therapeutic area (treatment, diagnosis or prophylaxis - to be defined according to ATC classification).

3. Changes of strength, pharmaceutical form and method of use:

-
Changes of bio-availability;

· Changes of pharmacokinetics;

· Changes of strength;

-
Changes or addition of a new pharmaceutical form;

-
Changes or addition of a new route of administration (for parenterals because of differences in efficacy and safety of the product under intraarterial, intravenous, intramuscular and other routes of administration).

When introducing such changes the applicant shall submit appropriate sections of registration materials with reasons of the need of changes which would substantiate the above mentioned changes and are sufficient for the expert evaluation of the medicinal product.

______________________________________________________________________

 (Annex 6 in wording of MoH Ukraine Order as of 01.03.2006 № 95)
























