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GEORGIA BRIEF
Pharmaceutical Sector in Georgia: 
Moving towards harmonization of regulations to
 European Union legislation 






Introduction
[bookmark: _GoBack]Georgian pharmaceutical legislation and regulatory system harmonization with European Union legislation and regulatory model aims to protect public health and ensure availability of high-quality, safe and effective medicines for Georgian citizens. This is one of the important components for overall success of Health Care System Reform in Georgia.  
Taking into the account an excessive liberalization of regulations that took place in 2009, implementation of the harmonized rules will face a lot of challenges. From one perspective, liberalization contributed to the rapid growth of pharmaceutical market and affordability of medicines, on the other hand it led to the formation of rather complex system that is difficult to effectively regulate. Despite the fact that key regulatory functions are in place, introduction of new rules will be painful and new regulations should be implemented step-by-step in order to mitigate this painful process.  

Key achievements and developments
· The system of prescription and OTC products was elaborated and implemented in 2014. Recently, Electronic prescription system is developed and undergoes testing. 
· After extensive consultations with experts and stakeholders, Government decree № 580 was issued in December 28, 2017, according which EU GMP guidelines are recognized as national standards. After July 1, 2019 manufacturing license will be issued only in the case of compliance with national GMP standard; January 1, 2022 is a deadline for all pharmaceutical product manufacturers to operate in accordance with national GMP rules.  
· New law on medicines which is harmonized with EU legislation is drafted. Secondary legislation is under the development. Stakeholders were invited for the comments and feedback is provided. Revision of the draft is ongoing.   
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