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[bookmark: _GoBack]Decree of the Government of Georgia
# 349 (16/11/2010, Tbilisi) 

Regarding recognition of the list of International, Regional and National GMP standards, adoption and implementation of National GMP standard for pharmaceuticals (amendment # 580 28.12.2017, shall enter into force 31/12/2017)

Article 1 (amendment # 580 28.12.2017, shall enter into force 31/12/2017)

	In accordance with the provisions laid down in Article 12, paragraphs 4 and 8 of the Law on Medicines of Georgia, the following is determined: 
1. the list of International, Regional and National GMP standards which are being recognized until the full implementation of the National GMP standard for pharmaceuticals (annex 1); 
1. National GMP standard for pharmaceuticals and timelines for the stepwise implementation on a risk-based approach (annex 2).   

Article 11 (amendment # 580 28.12.2017, shall enter into force 31/12/2017)

Prior to the full implementation of the National GMP Standard for pharmaceuticals, the Regulatory Body is obliged to accept application for marketing authorization accompanied by the certificate of compliance to any GMP standard recognized under paragraph (a) of article 1  (annex 1)  issued by the appropriate competent authority. 
Article 12 (amendment # 580 28.12.2017, shall enter into force 31/12/2017)
After the timelines determined for the implementation of National GMP standard for pharmaceuticals, the manufacturing of pharmaceutical products should comply with the requirements of adopted GMP standard.  

Article 2. Deleted (amendment # 580 28.12.2017, shall enter into force 31/12/2017)

Article 3. 
     Article  3.  The decree shall enter into force upon signature. 
 
	   Prime Minister                                            Nika Gilauri
	                                  





Annex 1  (amendment # 580 28.12.2017, shall enter into force 31/12/2017)

The list of International, Regional and National GMP standards
recognized by Georgia

1. WHO Good Manufacturing Practices for Pharmaceutical Products.
1. Guidelines on GMP published by European Commission (EC GMP).
1. Food and Drug Administration – cGMP for finished pharmaceuticals.
1. Pharmaceutical Inspection Co-operation Scheme – PIC/S GMP guide.
                      
    
Annex 2  (amendment # 580 28.12.2017, shall enter into force 31/12/2017)

National GMP standard for pharmaceuticals and timelines for the stepwise implementation 
on a risk-based approach
1. Guidelines for Good Manufacturing practices for medicinal products (Basic Requirements for Medicinal Products, Basic requirements for active substances used as starting materials all annexes published up to date should be adopted as National GMP standard for pharmaceuticals (amendments to existing guidelines, published new annexes become an integral part of the National standard).
1. Ministry of Labour, Health and Social Affairs should ensure:  
1. development and approval of strategic plan for implementation of National GMP standard;
1. establishment of National GMP Inspectorate before 1st July 2019. 
1. After 1st July 2019, Manufacturing Authorization for local manufacturing sites or Authorization for additional manufacturing operations, not covered by existing authorization should be granted only upon inspection and proved compliance with National GMP Standard. 
1. After 1st January 2022 holders of Manufacturing Authorization should ensure compliance with National GMP Standard.
1. Since 1st July 2019 (prior to the mandatory implementation deadlines), regulatory body responsible for granting Manufacturing Authorization, upon request and payment of appropriate fees by the holder of manufacturing authorization, has a right to inspect manufacturing site against National GMP Standard and issue GMP certificate in the case of positive outcome.  
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