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Decree #01-45/n

issued by the Minister of Labor, Health and Social

Protection of Georgia

on the 8th of July, 2014, Tbilisi City

“About entering  of amendments into the Decree #22/n issued by the Minister of Labor, Health and Social Protection of Georgia on the 22nd of January, 2004 “About approval of a list of therapeutic preparations containing narcotic drugs, psychotropic substances, precursors and separate psychoactive substances and rules of their legal turnover”

According to the paragraph 4 of the Article 20 of the Law of Georgia “About normative acts”
Order:

Article 1
To enter the following amendment into the Decree #22/n issued by the Minister of Labor, Health and Social Protection of Georgia on the 22nd of January, 2004 “About approval of a list of therapeutic preparations containing narcotic drugs, psychotropic substances, precursors and separate psychoactive substances and rules of their legal turnover” (GLB 111, 04.02.2004, #12, Article 112):

1.In the Decree

a) to form the heading in the following edition:

‘About approval of the list of therapeutic preparations leveled to the pharmaceutical products being subject to a special control and rules of their legal turnover”;

b) To form the paragraph 1 in the following edition:

“1. To approve the list of therapeutic preparations leveled to the pharmaceutical products being subject to a special control (Attachment # 1) and rules of legal turnover of therapeutic preparations leveled to the pharmaceutical products being subject to a special control (Attachment #2);

2. To form the Attachment #1 (the list of therapeutic preparations leveled to the pharmaceutical products being subject to a special control) and Attachment #2 (rules of legal turnover of therapeutic preparations leveled to the pharmaceutical products being subject to a special control) approved by this Decree in the following edition.
Article 2

The Decree enters into force from the 10th day after its publishing.

Minister of Labor, Health and Social Protection of Georgia:


Davit Sergeyenko
Attachment #1
The list of therapeutic preparations leveled to the pharmaceutical products being subject to a special control
1. Thioridazine;
2. Clophelin (only eye drops and ampules);

3. Combined preparations containing narcotic substances;

4. Trihexilphenidyle hydrochloride;

7. Baclofen;
8. Gabapentin;
9. Combined preparations containing dextromethorphan; 

10. Zopiclone;

11. Zaleplone;

12. Tropicamid.
Note:
a) All dosage forms of therapeutic preparations included into the list are appropriated to it, with any trading name (if there is no other provision in the list);
b) Isomers and simple and compound ethers of the substances  included into the list are appropriated to it, if existence of  them is possible;

c) Salts of Isomers and simple and compound ethers of the substances  included into the list are appropriated to it, if existence of them is possible;

d) All dosage forms of substances and their salts included into the list are appropriated to the list (registered and non-registered in Georgia) with any trading names, if existence of such dosage forms is possible;

e) Combined preparations containing narcotic compounds mean the combined therapeutic preparations which, according to the Law of Georgia “About narcotic drugs, psychotropic substances, precursors and narcological aid” aren’t appropriated to the list of narcotic drugs, psychotropic substances, precursors being subject to a special control in Georgia;
f) The List may include the therapeutic medicines which aren’t registered in Georgia. In case of their allowance at the Georgian market, the requirements stipulated by the present Decree will be applied over them automatically.
Attachment #2

Rules of legal turnover of therapeutic preparations leveled to the pharmaceutical productions which are subject to a special control.

1. The body with a relevant authorization for turnover of the substances which are subject to a special control has a right to manufacture, import-export and realize the therapeutic preparations leveled to the pharmaceutical products which are subject to a special control.

2. Import and export of the therapeutic medicines is conducted on the basis of the preliminary agreement issued by the Legal Entity of Private Law “State Regulation Agency for Medical Activities” subordinate to the Ministry of Labor, Health and Social Protection of Georgia (hereinafter – “Agency”) or a permitting certificate issued by the same Agency or the Legal Entity of Private Law “Service of Revenues” subordinate to the Ministry of Finances of Georgia.

3. Placement in the storage/terminal using commodity operations of the storage of therapeutic medicines is allowed.

4. Importing of the therapeutic medicines being subject to importing in Georgia and their  placement into the storage/terminal using the commodity operation of the storage is permitted only within the term of validation of the document on a preliminary agreement issued by the Agency.
5. Importing of the therapeutic preparations which aren’t subject for importing in Georgia and their placement into the storage/terminal using the commodity operation of the storage is provided without a preliminary agreement and permitting certificate.

6. A mode of control and rules of legal turnover established for psychotropic substances stipulated by the Georgian legislation is applied for the therapeutic medicines as well.

7. The therapeutic preparations are prescribed only  on the sheet of the receipt’s form #2 “A sheet of a receipt of subscribed non-narcotic therapeutic preparations which are subject to a special control” approved by the Decree of the Minister of Labor, Health and Social Protection of Georgia. Number of the sheet of the receipt’s form #2 and grounds for subscription of the medicine must be registered with relevant records in the medical report of the patient.
8. All state organizations and entities, which conduct the activity connected with the legal turnover of therapeutic preparations are obliged, to submit information to the Agency according to the rule established by the legislation.

