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With this letter the Ministry of Internally Displaced Persons from the Occupied Territories, Labour, Health and Social Affairs of Georgia would like to inform Director General of the World Health Organization about willingness of Georgia to join the WHO Certification scheme on the quality of pharmaceutical products moving in international commerce.

The competent authority in Georgia within the meaning of the WHO Certification scheme on the quality of pharmaceutical products moving in international commerce, authorized to issue and receive certificates on behalf of the Government is:
LEPL - State Regulation Agency for Medical Activities
144 Ak.Tsereteli ave., 0119, Tbilisi, Georgia; 
Tel.: (+995 32) 725 384
E-mail: regagency@moh.gov.ge



The Ministry of Internally Displaced Persons from the Occupied Territories, Labour, Health and Social Affairs of Georgia hereby confirms that the competent authority mentioned above is legally established to regulate and control both: the medicines that are used in the country, as well as exported medicines/ან their export ones. The authority possesses:
· functional national licensing system, not only for pharmaceutical products, but also for the responsible manufacturers and distributors;
· GMP requirements, consonant with those recommended by WHO, to which all manufacturers of finished pharmaceutical products are required to conform;
· effective controls to monitor the quality of pharmaceutical products registered or manufactured within the country, including access to an independent quality control laboratory;
· [bookmark: _GoBack]a national pharmaceuticals inspectorate, operating as an arm of the national drug regulatory authority, and having the technical competence, experience and resources to assess whether GMP and other controls are being effectively implemented, and the legal power to conduct appropriate investigations to ensure that manufacturers conform to these requirements by, for example:, by examining premises and records and taking samples;
· administrative capacity to issue the required certificates, to institute inquiries in the case of complaint, and to notify expeditiously both WHO and the competent authority in of any Member State known to have imported a specific product that is subsequently associated with a potentially serious quality defect or other hazard.

Once again, tThe Ministry of Internally Displaced Persons from the Occupied Territories, Labour, Health and Social Affairs of Georgia` once more would like to express its gratitude to the World Health Organization for this the opportunity to participate in the Certification Scheme.

We also confirm that changes in the name and address of the competent authority, as well as other changes will be promptly communicated to the World Health Organization.


Minister                               	David Sergeenko 

