Order (N 02-749/ო) of the Director of Agency for Medical and Pharmaceutical Activities, Ministry of Internally Displaced Persons from the Occupied Territories, Labour, Health and Social Affairs of Georgia, on issuing permission for a Clinical Trial of pharmaceutical products (as per relevant local laws and resolutions (listed in original document) as well as approved Annex N1):
1.Permission to be issued on the Ministry of Internally Displaced Persons from the Occupied Territories, Labour, Health and Social Affairs, for a Clinical Trial of medical products: “An International Randomised Trial of additional Treatments for COVID-19 in Hospitalized patients who are all receiving the local standard of care” (WHO COVID-19 main Protocol).
2.Trial will be conducted in the following medical facilities:
2.1.JSC “Infectious Diseases, AIDS and Clinical Immunology Research Center” (16, Al. Kazbegi Ave., Tbilisi);
2.2.LEPL “First University Clinic of the Tbilisi State Medical University” (4, Gudamakari St., Tbilisi);
2.3.Ltd “Academician Vakhtang Bochorishvili Clinic” (16, Al. Kazbegi Ave., Tbilisi);
2.4. Ltd “Academician Nikoloz Kipshidze Central University Clinic” (29 Vaja-Pshavela Ave., Tbilisi);
2.5. JSC “Sachkhere Regional Hospital Policlinic Unification” (17 Gomarteli St., Building N01, Sachkhere);
2.6.”Medalpha” (Nikoloz Gogoli lane2, Batumi).

3. Clinical Sponsor of the Trial: World Health Organization, Switzerland.
4. pharmaceutical products:
4.1.Remdesivir
4.2.Lopinavir/Ritonavir
4.3.Chloroquine
4.4.Hydroxychloroquine Sulfate
4.5.Interferon (β1a).
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5.Manufacturer of pharmaceutical products:
5.1.Gilead Worldwide, USA
5.2.CIPLA, India
5.3.MERCK, Italy
5.4.Mylan, India
5.5.ABBVIE, Germany.
6.Permission as per item 1 is issued untill May 10, 2021.
7.An order can be appealed within 1 month from the moment of submission, at the Board of Administrative affairs of the City Court (Tbilisi, 64, Agmashenebeli Alley).
8. Order is effective from the moment of signing.
9. Permission certificate is valid together with an Annex of Permission certificate.

Reference: Letter Report (N 01-4270, 08.05.2020) from Tamar Gabunia, First Deputy Minister of the  Ministry of Internally Displaced Persons from the Occupied Territories, Labour, Health and Social Affairs of Georgia.










