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M. I. Zhyla 
State Scientific-Research Control Institute of Veterinary Medicinal Products  

and Feed Additives 
 

TO THE QUESTION OF CONTROL OVER THE CONDUCTING OF 
CLINICAL TRIALS OF VETERINARY MEDICINAL PRODUCTS AND FEED 

ADDITIVES 
The control of the conducting of clinical trials should be performed by the Sponsor 

and regulatory authorities. Such approach helps to guarantee the quality and the 
objectivity of obtained data concerning studied medicinal product or feed additive. The 
quality guarantee of clinical trials is provided by means of conducting of periodic 
inspections: monitoring, audits, inspections. The control by Sponsor or pharmaceutical 
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company (Manufacturer) should cover all the stages of clinical trial conducting, 
beginning from the planning of test to obtaining and processing of results and reporting, 
and the cooperation between Monitor, Auditor and Researcher helps to get high quality 
of efficacy and safety studying of veterinary medicinal product or feed additive.  

The Monitor is authorized person on behalf of the Sponsor in the process of 
clinical trial conducting that must control the course of trial and help the Researcher to 
conduct it. The Audit ensures the quality of data obtained during the trial, meets 
necessary requirements and control of clinical trial is conducted on behalf of the 
Sponsor. 

The inspection of clinical trial conducting due to the correspondence to approved 
is performed by the collaborators of authorized institution independent on the subjects of 
trial and they do not directly participate in the conducting of such trials. 

Key words: clinical trials, veterinary medicinal products, feed additives, 
monitoring, audit, inspection. 
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