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Law of Georgia on Medicinal Products
Chapter I - General Provisions

Article 1 - Subject and purpose of the Law

1. This Law regulates legal relations related to the circulation of medicinal products, as well as determines the rights and obligations of public authorities, legal entities of any organizational and legal form and form of ownership (hereinafter - legal entities), individual entrepreneurs and natural persons.
2. The purpose of this Law is to ensure the circulation of quality, safe and effective medicinal products in Georgia, as well as their accessibility, safe and proper medical use.
Article 2 - Legislation of Georgia on medicinal products
Legislation of Georgia on medicinal products consists of the Constitution of Georgia, this Law, international treaties and agreements of Georgia, as well as other legislative and subordinate acts that regulate legal relations in the sphere of circulation of medicinal products.
Article 3 - Definition of terms used in the Law
For the purposes of this Law, the terms used in this Law have the following meaning:
1) Agency - a competent service within the scope of the Ministry of Labour, Health and Social Protection of Georgia, in accordance with this Law carrying out state regulation in the sphere of circulation of medicinal products in Georgia;
2) Package insert - an insert containing information for consumers about a medicinal product and its application and accompanying the medicinal product;
3) Pharmacy - a complex of premises, equipment and tools intended for the retail sale of medicinal products and other goods of the pharmacy range and owned by a legal entity or individual entrepreneur on the basis of the right of ownership or on other legal grounds, who is registered in the manner established by the legislation of Georgia and authorized to carry out activities on the retail sale of medicinal products, granted in accordance with the requirements of this Law.

The pharmacy can also manufacture (produce) medicinal products according to prescriptions of doctors (by magistral inscriptions) and/or pharmacopoeial inscriptions (by officinal inscriptions) for individual patients and/or medical institutions by their order on the basis of a permit to carry out activities on the retail sales medicinal products with the right to manufacture (produce) medicinal products under the conditions of a pharmacy, granted in accordance with the requirements of this Law;

4) Safety of a medicinal product - a positive characteristic of the medicinal product based on a comparative evaluation of the benefits of its use and potential harm that may be caused to the patient when using this medicinal product;

5) Bioavailability - speed and degree of absorption of an active substance or its active ingredient from the dosage form in the systemic blood flow, as a result of which it becomes available in the locus of action;

6) Biological medicinal product – a medicinal product containing an active substance, obtained or extracted from a biological source (biological active substance).

Biological medicinal products include:

immunological medicinal products;

medicinal products derived from human blood or human plasma;

medicinal products of progressive therapy;

medicinal products obtained with the help of one of the following biotechnological processes:

1) technology of recombinant DNA;

2) the controlled expression of genes encoding biologically active proteins in prokaryotes and eukaryotes, including transformed mammalian cells;

3) methods of hybridoma and monoclonal antibodies;

7) Bioequivalence - the degree of similarity of the bioavailability of pharmaceutical equivalents or pharmaceutical alternatives administered at the same molar dose and under identical conditions, guaranteeing in reality the same effects of these medicinal products;

8) Bioequivalent medicinal product – a pharmaceutical equivalent or pharmaceutical alternative whose bioavailability after administration at the same molar dose under similar conditions is similar to such an extent that the effects of this medicinal product are in reality the same;

9) Departmental Registry of Pharmaceutical Products of Georgia - a document containing records (data) on medicinal products registered in Georgia and medicinal products, for which the Agency has issued parallel trade licences;
10) Permit holder - the term is interpreted in accordance with the Law of Georgia on Licences and Permits;
11) Parallel trade licence holder - an importer implementing parallel imports of medicinal products in accordance with this Law and being responsible for its placement in the market Georgia, ensuring the implementation of pharmacovigilance in Georgia, as well as for the reliability of information contained in the application and materials for obtaining a parallel trade licence;
12) Trade licence holder (applicant) - an individual entrepreneur, legal entity, branch (representative office) of a foreign legal entity registered in the territory of Georgia in the manner prescribed by law, responsible for the quality, safety and efficacy of medicinal products, placing them in the market of Georgia, ensuring the implementation of pharmacovigilance for medicinal products in Georgia, as well as for the reliability of the information contained in the registration dossier of medicinal products;

13) Excipient - a substance in the composition of a medicinal product that is not an active substance and is not a packaging material;

14) Secondary packaging - a package in which the primary packaging containing a medicinal product is placed. The secondary packaging does not include a package intended for transportation or unloading of medicinal products (transport (group) packaging);

15) Generic medicinal product - a medicinal product with the same qualitative and quantitative composition of active substances and in the same dosage form as the reference medicinal product and whose bioequivalence with the reference medicinal product is proved by appropriate bioavailability studies.

Various salts, ethers and esters, isomers, mixtures of isomers, complexes or derivatives of the active substance are considered to be the same active substance, provided that they do not significantly differ in properties with regard to safety and/or efficacy.

Various dosage forms for oral administration with immediate release are considered to be the same dosage form;

16) Homeopathic medicinal product - a medicinal product derived from a substance(s) called homeopathic raw material, according to the methods of preparing a homeopathic medicinal product described in the European Pharmacopoeia (EP) or in the absence of its description in the European Pharmacopoeia (EP) - in the German Homeopathic Pharmacopoeia (GHP), the Homeopathic Pharmacopoeia of the United States (HPUS), the British Homeopathic Pharmacopoeia (BHP), the Homeopathic Pharmacopeia Schwabe or other leading pharmacopoeia;
17) State registration of a medicinal product - a procedure that is carried out in accordance with this Law with a view to placing a medicinal product in the market of Georgia for use by consumers;

18) State control in the sphere of circulation of medicinal products - a complex of organisational and legal measures aimed at ensuring the circulation of quality, safe and effective medicinal products in Georgia, their safe use, by fulfilling the functions provided by this Law by the Agency to identify and prevent violations by entities, carrying out activities related to the circulation of medicinal products, the requirements of legislation in the sphere of circulation of medicinal products;

19) Finished medicinal product - a medicinal product in the form in which it is used by a consumer, which has passed all stages of the production process, including the stage of the final packaging;

20) Active substance (active pharmaceutical ingredient, API) - a substance or combination of substances intended for use in manufacturing a medicinal product and which during such use becomes an active ingredient of the medicinal product used for the purpose of restoration, correction or modification of physiological functions to make a medical diagnosis with the help of its pharmacological, immunological or metabolic action; 
21) Distributor of medicinal products - a legal entity or an individual entrepreneur registered in accordance with the procedure established by the legislation of Georgia, having a permit for the wholesale realisation (distribution) of medicinal products obtained in accordance with the requirements of this Law;
22) Preclinical testing - a complex of chemical, physical, biological, microbiological, pharmacological, toxicological and other scientific studies. A preclinical testing of a medicinal product includes preclinical studies in laboratory conditions and/or experiments on laboratory animals to study the specific activity and safety of the medicinal product;
23) Site master file - a document developed by a producer and/or importer of medicinal products and containing information on the policy and activities about quality management at a production site, production and/or quality control during manufacturing operations for the medicinal product carried out at this site, as well as about any closely related work in neighbouring buildings and those that adjoin. If only part of the production operations are carried out in the given site, only they (in particular, quality control, packing operations, etc.) must be described in the file of the production site;

24) Product specification file - a file containing all the information (or references to the relevant documents) necessary to compile detailed written instructions for the preparation, packaging, quality control tests, issuance of permits for the release of the series and the supply (shipment) of the testing medicinal product;
25) The European Medical Agency (EMA) - the competent authority of the European Union responsible for the evaluation of medicinal products, supervision (control) and pharmacovigilance for medicinal products in the European Union;
26) Legal representative in the clinical testing of a medicinal product - parents, adoptive parents, guardians, custodians, representatives of institutions acting as guardians and custodians;
27) Abuse of medicinal products - continuous or one-time deliberate and/or excessive consumption of medicinal products, accompanied by harmful physical or mental effects; 
28) Immunological medicinal product - vaccines, toxins, serums or preparations of allergens, which include, in particular:
1) substances used to develop active immunity (e.g. cholera vaccine, BCG vaccine, poliomyelitic vaccines, smallpox vaccine);

2) substances used to diagnose the state of immunity (e.g. tuberculin and Purified Protein Derivatives of tuberculin (tuberculin PPD), toxins for Schick reaction and Dick’s test, brucellin);

3) substances used to produce passive immunity (e.g. diphtheria antitoxin, anti-smallpox globulin, anti-lymphocyte globulin);

4) a medicinal product designed to detect or cause a specific acquired change in the immunological reaction (response) to a substance that causes an allergy;

29) Import of medicinal products - activities related to the importation by an importer of finished medicinal products into the territory of Georgia for the purpose of their further distribution or use in clinical trials, which includes: storage, quality control and release of series of medicinal products specified in the permit for preparation of medicinal products;
30) Importer of medicinal products - a legal entity or an individual entrepreneur registered in accordance with the procedure established by the legislation of Georgia, authorised to manufacture medicinal products obtained in accordance with the requirements of this Law, and importing medicinal products in accordance with this Law;

31) Inspection of clinical trials - the procedure for testing the Agency’s materials (documents), premises, equipment, records, quality assurance measures, and other resources relevant to the clinical trial and that may be located at the test site, in the premises of sponsors and/or contracting research organisations or any other structures;

32) Informed consent - a decision to participate in a clinical trial, described in writing, dated and signed by a person having legal capacity who can give consent, or (if the person is legally incapable and cannot give consent) his/her legal representative to participate in such a trial. Such decision can be taken only voluntarily after the subject of the clinical trial (his/her legal representative) has been properly informed about the nature of such trial, its significance, consequences and risks.

If the said person cannot write, he/she may give an oral consent in the presence of at least one witness confirming the consent of the subject of the clinical trial to participate in such trial, certified by a notary in accordance with the legislation of Georgia;

33) Investigator - a doctor having sufficient professional training and experience in the treatment of patients, knowing the rules of good clinical practice (GCP) of medicinal products and relevant regulations. The investigator is responsible for conducting a clinical trial at the trial site (medical facility). If a trial is conducted by a group of individuals at a specific site of trial, the investigator is the leader responsible for the work of the group (principle investigator);
34) Investigational medicinal product - a dosage form of an active substance or a placebo that is tested or used as a reference for comparison in a clinical trial, including medicinal products for which a trade licence has been issued but are used or produced (unpackaged or packaged) in a different way than the registered drug forms, or are used according to unregistered therapeutic indications, or are used to obtain additional information about the registered drug forms;

35) Source (generator) of radionuclides - a system containing a fixed primary (maternal) radionuclide, from which secondary (daughter) radionuclides are formed, extracted by elution or otherwise, and used in a radiopharmaceutical medicinal products;
36) Quality of a medicinal product - a set of properties (characteristics) that give the medicinal product the ability to satisfy consumers according to its purpose and characterising the compliance of the medicinal product with the specification;

37) Clinical trial (study) – research involving people aimed at establishing or confirming the clinical, pharmacological and/or other pharmacodynamic effects of one or more investigational medicinal products and/or determining any adverse reactions associated with one or more of investigational medicinal products, and/or studying absorption, distribution, metabolism and excretion of one or more investigational medicinal products in order to confirm its safety and / or efficiency.

This concept includes clinical trials conducted at one or more clinical trial sites (medical facilities) in one or more countries;

38) Critical inconsistency with licensing conditions - violation (inconsistency) of licensing conditions that led or may lead to the risk of production, import, wholesale or retail sale of low-quality medicinal products that may harm human health or life;

39) Dosage form - a form of the medicinal product that is convenient for administration and use by a person and provides the necessary therapeutic effect;

40) Medicinal product - any substance or combination of substances possessing the properties necessary for the treatment or prevention of human diseases, as well as for the restoration, correction or modification of physiological functions of human beings, or the establishment of a medical diagnosis through their pharmacological, immunological or metabolic actions.

Substances may include substances of human, animal, plant, microbial and chemical origin, chemical products obtained by chemical reactions or synthesis, and substances obtained using biotechnology;

41) A medicinal product prepared in accordance with an approved prescription - a medicinal product that meets the criteria set out in this Law and for which the Ministry has approved a prescription (information on the composition, preparation, quality control and use of the medicinal product);

42) A medicinal product subject to special control - the term is interpreted in accordance with the Law of Georgia on Narcotic Drugs, Psychotropic Substances and Precursors, and Narcological Assistance;

43) Advanced therapy medicinal products - a medicinal product, which includes:

1) the medicinal product of gene therapy - a biological medicinal product:
a) that is used or administered to a human being to regulate, restore, replace, add or remove a genetic sequence and an active substance of which contains or consists of the recombinant nucleic acid;

b) the therapeutic, prophylactic or diagnostic effect of which is directly related to the sequence of recombinant nucleic acid it contains, or to the product of the genetic expression of this sequence.

The medicinal products of gene therapy do not include vaccines against infectious diseases;

2) the medicinal product of somatocellular therapy - a biological medicinal product:

a) that contains or consists of cells or tissues that are significantly affected in such a way that the biological characteristics, physiological functions or structural properties relevant to the application vary, or of cells or tissues that are not intended for use with the same function by the recipient and donor;

b) when applied or administered to a person for the purpose of treating, preventing or diagnosing a disease, has the properties of providing pharmacological, immunological or metabolic effects on human cells and tissues;

3) the medicinal product of tissues engineering - a medicinal product containing or consisting of engineering cells or tissues and which, when applied or administered to a person, has the properties of restoring, correcting or replacing a human tissue;

44) Medicinal product with well-studied medical use - a medicinal product containing an active substance with medical application well studied within the boundaries of EU and/or Georgia for at least 10 years, and having a recognized efficacy and acceptable level of safety, as evidenced by detailed bibliographic data;

45) Medicinal products derived from human blood or human plasma - blood component medicinal products manufactured under industrial conditions, including, in particular, albumin, blood coagulation factors and immunoglobulins of human origin;

46) Persons carrying out the inspection – Agency’s employees, as well as experts (natural persons, both residents and non-residents of Georgia) and/or specialists of quality control laboratories of medicinal products involved in conducting inspections by the Agency’s decision;

47) Labelling - information related to a medicinal product applied to its packaging;

48) Master file of the pharmacovigilance system - a detailed description of the pharmacovigilance system used by a trade licence-holder for one or more medicinal products for which the trade licence has been issued;

49) Ministry - Ministry of Labour, Health and Social Protection of Georgia;

50) Minister - Minister of Labour, Health and Social Protection of Georgia;

51) Kit – a medicinal product, which must be combined or mixed with radionuclides in the finished radiopharmaceutical preparation, usually before its use;

52) Name of a medicinal product - the name given to a medicinal product, which may be the scientific name either invented by a holder of trade licence or manufacturer, or generally accepted, accompanied by a trademark or name of the holder of trade licence;

53) Unreliability of the data in applications and/or in documents submitted by applicants for obtaining a permit - the discrepancy between the data stated in the application and/or in the documents submitted by the applicant for obtaining permit to carry out the types of activities provided for by this Law, and the results of the inspection at the place of implementation of activities;

54) Non-intervention study - a study where a medicinal product is administered in the usual way in accordance with the approved summary of product characteristics and package leaflet, and a patient is not assigned to the group with the established method of treatment in the test report in advance, while the prescription of the medicinal product is dictated by the existing practice and does not depend on the decision to include the patient in the test. No other diagnostic or monitoring procedures for patients are applied, and epidemiological methods are used to analyse the collected data;

55) Poor-quality medicinal product - a medicinal product, the quality of which does not meet the requirements of the specification and the registration dossier for the medicinal product. Low-quality medicinal products also include medicinal products with expired shelf life, medicinal products that have been subjected to mechanical, chemical, physical, biological or other effects that make their further use impossible;

56) Unforeseen side reaction - an adverse reaction, nature, severity or outcome of which does not agree with the indications in the approved summary of the medicinal product or in the information for the investigational medicinal product;

57) Bulk medicinal product (bulk products, products in bulk) - a medicinal product that has passed all the stages of technological process, except for the stage of packaging and/or final packaging and labelling;

58) Non-serious side reaction (a minor suspected adverse reaction) - an undesirable and harmful reaction of a human body to a medicinal product that is not a serious side reaction (a serious suspected adverse reaction);

59) Circulation of medicinal products in Georgia - activities related to the development, preclinical research, clinical trials, state registration, production, manufacturing under the pharmacy, import, export, quality control, transportation, storage, wholesale realisation (distribution), retail sales, advertising, application, recall, disposal of medicinal products and other related activities;

60) Common name - an international non-proprietary name recommended by the World Health Organization, or, if it does not exist, the usual common name;

61) Wholesale realisation (distribution) of medicinal products - all activities related to the procurement, storage, supply, including export of medicinal products, with the exception of dispensing them to the public;

62) Original (innovative) medicinal product - a medicinal product that was first registered in the world on the basis of a complete registration dossier;

63) Orphan medicinal product (an orphan drug) - a medicinal product intended for the diagnosis, prevention or treatment of a rare disease, i.e. a disease which, at the time of filing an application for state registration of a medicinal product, threatens life or leads to a loss of capacity of not more than 5 people per every 10,000 inhabitants, provided that:

1) there is no other satisfactory method for diagnosing, preventing or treating the rare disease, or

2) in the presence of any other satisfactory method of diagnosis, prevention or treatment of the rare disease, the medicinal product shall bring significant benefits to patients;

64) Responsible Person (RP) – a natural person, appointed by a permit-holder accordingly, for the wholesale realisation (distribution) of medicinal products or by a permit-holder for the retail sale of medicinal products who is responsible for the functioning of the system for ensuring the quality of medicinal products for their wholesale or retail sale (respectively) and for drawing conclusions of incoming quality control of each series of medicinal products received and sold;

65) Withdrawal of a medicinal product from circulation - an action aimed at stopping the sale and withdrawal of a medicinal product placed on the market of Georgia for reasons related to its quality, safety, effectiveness or its inconsistency with the requirements of the registration dossier;

66) Parallel trade licence - a document that contains information on a medicinal product imported in parallel that gives the right to sell and use this medicinal product in the territory of Georgia;

67) Parallel import of medicinal product - import of a medicinal product, registered in Georgia in accordance with this Law, to the territory of Georgia from a country with a strict regulatory system in the sphere of medicinal products circulation by an importer of medicinal products that does not have contractual relations with the owner of a trade licence of medicinal products for the right to import medicinal products;

68) Primary packaging - a package directly contacting with the medicinal product;

69) Risk management plan in the field of pharmacovigilance - a detailed description of the risk management system in the field of pharmacovigilance;

70) Adverse reaction during a clinical trial - all adverse and undesirable responses of the human body to the administration of an investigational medicinal product at any dose;

71) Adverse reaction (suspected adverse reaction) – an undesirable and harmful reaction of the human body to a medicinal product;

72) Adverse event - any adverse clinical manifestation in the patient or subject of the clinical trial to whom the medicinal product was administered, regardless of the causal relationship with its use;

73) Similar biological medicinal product (biosimilar) - a biological medicinal product similar in quality, safety and effectiveness to the reference biological medicinal product. The similarity of quality, safety and efficacy of such medicinal product to the referent one must be demonstrated by appropriate quality studies, as well as by preclinical studies and clinical trials in comparison with the reference biological medicinal product;

74) Complete registration dossier for a medicinal product - a registration dossier for a medicinal product containing the results of conducted pharmaceutical studies, preclinical studies and clinical trials of the medicinal product provided for in Article 13(5)(5.20) of this Law;

75) Post-authorisation study of medicinal product safety - a study of a registered medical product conducted to determine, examine the degree of risk/hazard during its use, as well as confirm the medicinal product safety profile, or assess the effectiveness of risk management measures;

76) Good Manufacturing Practices (GMP) - a set of rules that represent part of the quality assurance system and ensure that the product (active substance, intermediate product, bulk medicinal product, finished medicinal product, investigational medicinal product) is continuously produced and controlled in accordance with quality standards, which meet its targeted use;

77) Good pharmacovigilance practices (GVP) - a set of guidelines for the conduct of pharmacovigilance by the holders of trade licences for medicinal products and the Agency in accordance with the requirements of this Law;

78) Good distribution practices (GDP) - a set of guidelines that are part of the quality assurance system, and compliance with which ensures the quality of medicinal products at all stages of wholesale realisation (distribution);

79) Good laboratory (preclinical) practices (GLP) - a set of guidelines that establish requirements for a quality system related to the organisational process and conditions where preclinical safety studies for human health and the environment are planned, conducted, monitored, documented, drawn up in the form of reports and archived;

80) Good clinical practices (GCP) - a set of guidelines governing the planning, execution, implementation, monitoring, audit, documentation, analysis and drawing up the results of clinical trials in the form of reports, compliance with which ensures the reliability and accuracy of data and clinical trial results, as well as the protection of rights, inviolability and confidentiality of information regarding subjects of the clinical trial;

81) Representative of the holder of a trade licence - a legal entity or an individual entrepreneur registered in the territory of Georgia in accordance with the procedure established by law or a natural person residing in the territory of Georgia who is appointed by the holder of a trade licence to represent his/her interests in Georgia;

82) Radionuclide precursor - any radionuclide intended to add a radioactive label to another substance before its use;

83) Manufacturer of medicinal products - the holder of a permit for the manufacture of medicinal products or another document entitling him/her to carry out activities for the production of medicinal products issued by a competent authority of the country where the production is located and carrying out all the stages of the production process or one or more of them;

84) Production process (technological process, manufacturing) - operations related to the manufacture of a medicinal product, starting with the processing of raw materials, followed by the production of intermediate and bulk products, prepacking, labelling and ending with packaging and obtaining the finished medicinal product;

85) Production of medicinal products - an activity that includes all operations for the procurement of materials and products (active substances, intermediate products, bulk medicinal products and other products necessary for the manufacture of medicinal products), as well as the manufacture, quality control, issuance by an authorised person of a permit for release (realisation) of series of medicinal products, storage, as well as wholesale realisation (distribution) of medicinal products of own production;

86) Intermediate production (products) - partially processed raw materials, which must pass the subsequent stages (operations) of the production process, before it becomes a bulk remedy (a bulk product, production in bulk);
87) Clinical trial protocol - a document that sets out the purpose, model, methodology, statistical aspects and the organisation of a clinical trial;
88) Public evaluation report of a medicinal product – the reports published on the Agency’s web site on a medicinal product containing data on its registration, re-registration, changes to the registration dossier, information on the use of the medicinal product, as well as information (except confidential information) explaining to the public grounds for making by the Agency a decision on the state registration of the medicinal product or its refusal to do so;

89) Radiopharmaceutical medicinal product - a medicinal product that is the ready-to-use remedy which contains one or more radionuclides (radioactive isotopes) added to it for medical purposes;

90) Permit - the term is interpreted in accordance with the Law of Georgia on Licences and Permits;

91) Permissive conditions - requirements approved by the ordinance of the Government of Georgia on the basis of this Law, which must be observed by an owner of the permit when carrying out the activity specified in the permit;

92) Herbal substances - whole, fragmented or shredded plants, parts of plants, algae, fungi, lichen in an untreated, usually dried form, or fresh ones. Certain exudates secreted by plants that have not undergone special treatment are also considered plant substances. Plant substances are precisely determined by the morphological part of the plant used and its botanical name in accordance with the binomial system (genus, species, variety and author);

93) Herbal medicinal products - a medicinal product containing one or more herbal substances as active ingredient, or one or several herbal preparations, or one or several herbal substances in combination with one or more herbal preparations;

94) Herbal preparations - preparations obtained as a result of processing of herbal substances, such as extraction, distillation, expression, fractionation, purification, concentration and fermentation. They include grounded or powdered herbal substances, tinctures, extracts, essential oils, expressed juices and processed exudates;

95) Registration dossier for a medicinal product - a set of documents and data on a medicinal product in accordance with the structure and requirements approved by the Government of Georgia, on the basis of which it is possible to make a justifiable conclusion about the quality, safety and efficacy of the medicinal product;

96) Advertising of a medicinal product - direct provision of information about a medicinal product, conducting surveys among the population, using incentives that facilitate the prescription, delivery, sale or use of such remedy;

97) Prescription for a medicinal product - a prescription for a pharmacist, issued by a certified doctor, on the basis of which a medicinal product is manufactured and/or dispensed;

98) Referent medicinal product - a medicinal product which, first of all, is an original (innovative) medicinal product with proven efficacy, safety and quality, and in the case when the original (innovative) medicinal product cannot be established or is absent from the market - a medicinal product which is selected in accordance with the procedure approved by the Government of Georgia;

99) Risks associated with the use of a medicinal product - the risks associated with the quality, safety or efficacy of a medicinal product with respect to the health of patients or the society as a whole, as well as any risks of adverse effects on the environment;
100) Retail sale - activities related to the purchase, storage and sale of medicinal products to the public, medical institutions or other institutions without the right to resell (further sale);
101) Batch - a specific quantity of homogeneous products (units of dosage form) produced from a specific quantity of starting materials and passing the stage of the manufacturing process in a single production cycle or homogenized in the production process. During a continuous technological process - all units of production manufactured for a certain period of time;

102) Serious adverse reaction (a serious suspected adverse reaction) - an adverse reaction that leads to death, poses a threat to life, requires hospitalisation or prolongation of hospitalization, causes persistent or significant incapacity or disability, or congenital anomaly/pathological development of organs and tissues;

103) Strength of a medicinal product - the content of active substances expressed in terms of quantity per unit dose or unit of volume, or unit of mass in accordance with the dosage form;

104) Risk management system in the sphere of pharmacovigilance - a set of measures and actions for pharmacovigilance designed to identify, characterize, prevent or minimize the risks associated with a medicinal product, including an evaluation of the effectiveness of such measures and actions;

105) Pharmacovigilance system - a system for monitoring the safety of registered medicinal products and identifying any changes in their risk/benefit ratio that must have the owner of  a marketing licence and the Agency for the implementation of Pharmacovigilance in accordance with this Law;
106) Licence applicant in the sphere of circulation of medicinal products - an individual entrepreneur or legal entity of any organisational and legal form and form of ownership registered in the manner established by the legislation of Georgia, seeking to obtain permission to carry out activities in the sphere of circulation of medicinal products provided for by this Law;

107) Risk/benefit ratio - evaluation of the positive therapeutic actions of a medicinal product with respect to the risks associated with the use of the medicinal product;

108) Specification - a list of tests (analyses, tests), references to quality control methods (analysis and analytical techniques) and relevant acceptance criteria that represent numerical thresholds (limits), intervals or other criteria for the tests described. The specification establishes a set of criteria that the product (active ingredient, excipient, material, bulk products, finished medicinal product, and other products) must meet to be considered suitable for its intended use. “Compliance with the specification” means that products that are tested according to the analytical techniques specified in the specification will meet the acceptance criteria;

109) Sponsor – a legal entity, individual entrepreneur or natural person responsible for initiating, managing and/or financing a clinical trial;

110) States with a strict regulatory system for the circulation of medicinal products - member states of the European Union, Australia, Israel, Iceland, Canada, Liechtenstein, New Zealand, Norway, USA, Switzerland, Japan;

111) Subject (a patient, a healthy volunteer) of a clinical trial - a person participating in a clinical trial who either takes an investigational medicinal product or placebo or is included in the control group;

112) Entity carrying out activities related to the circulation of medicinal products - an individual entrepreneur, a legal entity, a branch (representation) of a foreign legal entity or a natural entity engaged in the circulation of medicinal products and active substances;

113) Trade licence for a medicinal product - a document that contains information on a medicinal product registered in Georgia and gives the right to sell and use the medicinal product in the territory of Georgia;

114) Traditional herbal medicinal product - a herbal medicinal product that meets the criteria set out in Article 15(2) of this Law;
115) Qualified Person (QP) - an individual who must be at the disposal of the owner of a permit for the manufacture of medicinal products responsible for carrying out the duties provided for in Article 40 of this Law and Good Manufacturing Practices (GMP);

116) Simplified procedure for the state registration of medicinal products - special provisions for the state registration of homeopathic medicinal products, traditional herbal medicinal products, medicinal products manufactured under approved prescriptions, as well as medicinal products registered in the European Union in a centralized procedure provided for in Articles 14 to 17 of this Law;

117) Adulterated medicinal product - deliberate adulteration of a medicinal product, including intentional mislabelling of the medicinal product with respect to its authenticity and/or origin.

Medicinal products are not considered adulterated in case of unintentional quality defects, when intellectual property rights are not violated;

118) Pharmacovigilance - activities related to the collection, identification, evaluation and examination of data (information) about adverse reactions that occur in a human being as a result of the use of a medicinal product in accordance with and/or not in accordance with the approved summary of product characteristics and package leaflet, or other problems related to the use of the medicinal product in order to prevent and minimize risks; 
119) Pharmacopoeia - a normative and technical document that establishes a minimum level of general requirements for the quality of medicinal products, quality control methods (analysis and analytical methods), packaging, reagents, containing monographs on excipients and active substances, herbal medicinal products, dosage forms, ready-made medicinal products, as well as general texts and information materials relating to the quality of medicinal products;

120) Pharmacopoeias used in Georgia (leading pharmacopoeias) - European Pharmacopeia (EP), British Pharmacopoeia (BP), US Pharmacopoeia (USP), Japan Pharmacopoeia (JP), and pharmacopoeias used for homeopathic medicinal products defined in this Law. The use of other pharmacopoeias for herbal medicinal products, herbal substances, and herbal preparations shall be permissible;
121) Pharmaceutical quality system - a quality management system that directs and controls the activity of an entity, involved in the sphere of circulation of medicinal products, on quality issues;

122) Pharmaceutical alternatives of medicinal products – the medicinal products containing the same active substance in the form of different salts, ethers, esters, isomers, mixtures of isomers, complexes or derivatives of the active substance, or differing in dosage form or strength;

123) Pharmaceutical equivalents of medicinal products – the medicinal products containing the same active substance in the same amount and in the same dosage form and meeting the requirements of the same standards. Pharmaceutical equivalence does not necessarily imply bioequivalence, since differences in excipients and/or in the manufacturing process may lead to faster or slower dissolution and/or absorption;

124) Centralised procedure for the registration of a medicinal product in the European Union - the procedure for the registration of a medicinal product, which is carried out in accordance with Regulation No. 726/2004 of the European Parliament and of the Council of Europe of 31 March 2004 on laying down Community procedures for the authorisation and supervision of medicinal products for human and veterinary use and establishing an European Medicinal products Agency, and as a result of which the marketing licence for a medicinal product applies throughout the territory of the European Union, as well as in Iceland, Liechtenstein and Norway; 
125) The Ethics Committee - an independent body composed of health professionals and persons of other specialties which is responsible for protecting the rights, safety and welfare of subjects of clinical trials, and for providing safeguards of such protection that includes assessment of the clinical trial protocol, the compliance of the investigator and the suitability of the test site, as well as the methods and documents to be used to inform the subjects of the clinical trial and obtain their informed consent;
126) Efficacy of a medicinal product - a characteristic of the degree of the positive diagnostic, therapeutic or prophylactic action of a medicinal product for preventing the disease, determining the nature of the disease, its course, duration or correction of the condition or physiological functions of the human body in accordance with the indications for use indicated in the summary of product characteristics of the medicinal product and package leaflet;

127) Brokerage in the wholesale realisation (distribution) of medicinal products - all activities related to the purchase and sale of medicinal products, with the exception of their wholesale realisation (distribution), which are carried out by a broker by negotiation on his/her own behalf or on behalf of other entities; such actions do not include the physical operation of medicinal products by the broker;

128) Broker - a legal entity of any organisational and legal form and form of ownership or an individual entrepreneur registered in the manner established by the legislation of Georgia who are engaged in brokerage in the wholesale realisation (distribution) of medicinal products in Georgia.

Article 4 - Scope of the Law

1. This Law is applied to legal relationships arising from the circulation of medicinal products in the territory of Georgia.

If there is any doubt about a product which, considering all its characteristics, falls within both the definition of a medicinal product and the definition of a product regulated by other provisions of the legislation of Georgia, such product shall be subject to regulation of this Law.

2. This Law shall not apply to:

2.1 any radionuclides in the form of isolated radiation sources;

2.2 whole blood, plasma or blood cells of human origin, with the exception of plasma obtained under conditions of industrial production;

2.3 medicinal products used in veterinary medicine.

3. This Law shall apply to bulk medicinal products in the part where they are used according to the text of the Law.
Article 5 - State regulation in the sphere of circulation of medicinal products

1. The basis of the state policy in the sphere of public health and circulation of medicinal products shall be determined by the Parliament of Georgia.

2. The Government of Georgia, in accordance with the Constitution of Georgia, through the system of state bodies shall implement the state policy in the sphere of circulation of medicinal products, organise and ensure the implementation of relevant state programs, as well as ensure control over compliance with the legislation on medicinal products.

3. When implementing state regulation in the sphere of circulation of medicinal products, the state through the state regulatory bodies is guided by the priority interests of final consumers - patients - in quality, safe and effective medicinal products and their accessibility.

4. The state policy in the sphere of circulation of medicinal products is based on:

4.1 creation of conditions for provision of final consumers (population) with quality, safe and effective medicinal products;

4.2 introduction and application of requirements for the circulation of medicinal products in accordance with the norms harmonised with the legislation of the European Union;

4.3 ensuring transparency and impartiality of state regulation in the sphere of circulation of medicinal products;

4.4 observance of public interests and involvement of all stakeholders in the formation of a system of state regulation in the sphere of circulation of medicinal products;

4.5 implementation of international cooperation in the sphere of circulation of medicinal products.

5. State regulation in the sphere of circulation of medicinal products shall be carried out by the Ministry and the Agency in accordance with this Law and the legislation of Georgia.

6. The Ministry’s functions in the sphere of circulation of medicinal products are:

6.1 formation of the state policy in the sphere of circulation of medicinal products;

6.2 approval of normative legal acts in the sphere of circulation of medicinal products provided for by this Law and the legislation of Georgia;

6.3 interaction with international organisations in the sphere of circulation of medicinal products;

6.4 other functions defined by the legislation of Georgia.

7. The functions of the Agency in the sphere of circulation of medicinal products are:

7.1 state registration of medicinal products in Georgia and issuance of marketing licences for medicinal products;

7.2 issuance of parallel trade licences for medicinal products;

7.3 maintaining a departmental register of registered medicinal products in Georgia and ensuring its publicity;

7.4 issuance of permits for the import of unregistered medicinal products into the territory of Georgia in accordance with the requirements of this Law;

7.5 issuance of permits for clinical trials of medicinal products and maintenance of the register of clinical trials of medicinal products in Georgia;

7.6 issuing permits for production, wholesale realisation (distribution), retail sale of medicinal products, in accordance with the requirements of this Law, as well as maintaining a departmental register of issued permits;

7.7 certification of legal entities, branches (representative offices) of foreign legal entities, individual entrepreneurs and their quality systems (irrespective of their location) for compliance with the international requirements aimed at ensuring the quality, safety and efficacy of medicinal products that are in circulation in the market of Georgia (including the requirements of GMP, GDP, GLP, GCP, GVP);
7.8 conducting expertise in the sphere of circulation of medicinal products;

7.9 attestation of experts in the sphere of circulation of medicinal products provided for by this Law;

7.10 authorisation of laboratories carrying out state quality control of medicinal products;

7.11 implementation of state control in the sphere of circulation of medicinal products;

7.12 maintaining the register of qualified persons (QP) and responsible persons (RP) specified in Articles 40, 45 of this Law;

7.13 maintaining a register of producers, importers and distributors of active substances of Georgia;

7.14 maintaining the register of brokers of Georgia;

7.15 coordination of advertising and control over the advertising of medicinal products in Georgia;

7.16 implementation of pharmacovigilance and maintenance of a pharmacovigilance system for medicinal products placed on the market of Georgia;

7.17 participation in international cooperation in the sphere of circulation of medicinal products;

7.18 other functions defined by the legislation of Georgia.

8. In order to fulfil its functions of state regulation in the sphere of circulation of medicinal products, the Agency may attract experts (individuals, both residents and non-residents of Georgia) in the manner established by the legislation of Georgia, as well as create advisory commissions and committees.
Chapter II - PHARMACEUTICAL DEVELOPMENT AND PRE-CLINICAL STUDIES OF MEDICINAL PRODUCTS

Article 6 - Pharmaceutical development of medicinal products

1. Pharmaceutical development - studies aimed at the search for new pharmacologically active substances or new combinations of substances, the development and rationale of the composition of the medicinal product, the study of its properties, the choice of dosage form, the selection of packaging, closures and the study of their compatibility with the medicinal product, the development and justification of the production process (technology), specifications and quality control procedures.

2. Developers of medicinal products may be legal entities or individuals, regardless of registration and residence in the territory of Georgia.

3. The rights of a developer of the medicinal product are regulated by the legislation of Georgia.

Article 7 - Preclinical studies of medicinal products

1. Preclinical studies of medicinal products are conducted with a view to establishing their safety and efficacy in the manner approved by an ordinance of the Government of Georgia.

2. Preclinical studies of medicinal products must be conducted in accordance with the good laboratory practices (GLP), as well as observing international principles of bioethics and humane treatment of laboratory animals.

3. Good laboratory practices (GLP) in Georgia, harmonised with the relevant procedures adopted and applied in the European Union, are approved by an ordinance of the Government of Georgia.

4. Inspection of compliance of preclinical studies of medicinal products with the requirements of the good laboratory practices (GLP) is carried out by the Agency by conducting inspections in the institutions involved in conducting such studies.

5. The procedure for conducting inspections of compliance of preclinical studies of medicinal products with the requirements of the good laboratory practices (GLP) is approved by an ordinance of the Government of Georgia.

Chapter III - CLINICAL TRIALS OF MEDICINAL PRODUCTS
Article 8 - General Provisions

1. A clinical trial of a medicinal product is conducted to establish and confirm its safety and efficacy in accordance with international ethical principles for ensuring the protection of the rights, safety and well-being of subjects of clinical trials.

2. A clinical trial of a medicinal product may be carried out only in case if its expected benefit justifies the risk.

3. Conducting clinical trials of gene therapy products, the use of which may lead to a change (modification) of the genetic sequence of haploid cells of a subject of clinical trial, shall be prohibited.

4. The basis for the commencement of a clinical trial is the authorisation of the Agency for its conduct and the positive protocol of the Ethics Committee on observance of the ethical and moral aspects in the course of the clinical trial.

5. In order to obtain a permit for the conduct of a clinical trial of the medicinal product, a sponsor submits an application to the Agency for its conduct, which is attached by the materials for the conduct of the clinical trial (hereinafter - clinical trial materials).

If the sponsor is a non-resident of Georgia, he/she must have a representative in Georgia – a natural person who is a resident of Georgia, or a legal entity or an individual entrepreneur registered in Georgia in the manner prescribed by law who act on behalf of the sponsor on the basis of a power of attorney issued by him/her.

6. The authorisation to conduct a clinical trial of a medicinal product is given by the Agency following the results of evaluation of clinical trial materials of the medicinal product.
7. To receive the results of evaluation of the ethical, moral and legal aspects of clinical trial materials, a sponsor submits an application to the Ethics Committee, to which the clinical trial materials are attached.

8. The procedure of conducting clinical trials, the requirements for an application of conducting a clinical trial, the requirements for clinical trial materials and the procedure for their expertise, the requirements for the labelling of an investigational medicinal product, as well as the procedure for evaluating the ethical, moral and legal aspects of clinical trial materials shall be approved by an ordinance of the Government of Georgia.

9. A Regulation on the Ethics Committee that assesses the ethical, moral and legal aspects of clinical trials of medicinal products conducted with the participation of subjects, and the supervision of ensuring their rights, safety and well-being during such trials shall be approved by an ordinance of the Government of Georgia.

10. The Agency shall decide not to issue a permit for conducting a clinical trial if based on the results of evaluating clinical trial materials the following is established: 
10.1 a sponsor does not meet the requirements for carrying out clinical trials provided for by this Law;

10.2 the clinical trial materials are incomplete or do not comply with the approved requirements;

10.3 the risk from the use of the medicinal product prevails over the expected benefit for the subject of the clinical trial;

10.4 the clinical trial is scientifically unjustified and inexpedient;

10.5 there is a high risk to the health and/or life of the subject of the clinical trial.

11. The ethics Committee shall refuse to issue a positive protocol if, based on the results of the evaluation of clinical trial materials, it is established that the ethical, moral and legal aspects are not observed as a result of such trial, and the rights, safety and well-being of the subject of the clinical trial are violated.

12. During a clinical trial, a sponsor shall be liable to inform the Agency of any additions and changes that he/she makes to clinical trial materials. If such additions and changes can affect the safety of the subjects of the clinical trial, the scientific value of the clinical trial, the conduct of the clinical trial, as well as the quality and safety of the investigational medicinal product, the sponsor shall keep informed the Ethical Committee on it.
13. The procedure of informing about the additions and changes in clinical trial materials, their expertise, evaluation and approval, as well as the requirements for the clinical trial materials shall be approved by an ordinance of the Government of Georgia.

14. During a clinical trial, a sponsor shall be liable to inform the Agency and the Ethics Committee in the manner approved by an ordinance of the Government of Georgia on the occurrence of cases involving a clinical trial or the development of an investigational medicinal product that may affect the safety of subjects of the clinical trial, as well as the urgent measures to eliminate these cases.

15. During a clinical trial, a researcher/a responsible researcher shall be liable to inform a sponsor and the sponsor shall be liable to inform the Agency and the Ethics Committee of adverse events and serious adverse reactions, in the manner and within the time limits approved by an ordinance of the Government of Georgia.

16. A sponsor, a researcher/a responsible researcher or the Agency may temporarily or completely stop a clinical trial.
17. A researcher/a responsible researcher shall be obliged to suspend a clinical trial or its certain stages in case of an increase in the risk to the health or life of a subject of the clinical trial, with the obligatory notification of the sponsor, the Agency and the Ethical Committee about it.

18. The Agency temporarily or completely shall stop a clinical trial if there are objective reasons to believe that the conditions set forth in the application for the conduct of the clinical trial are not met or there are data that call into question the safety of the subjects of the clinical trial or the scientific validity of the clinical trial.

19. The Agency shall notify a sponsor, a researcher/a responsible researcher and the Ethics Committee about its decision to temporarily or completely stop the clinical trial, as well as the reasons for its adoption.

20. The procedure for temporary or complete suspension of a clinical trial shall be approved by an ordinance of the Government of Georgia.

21. Data on clinical trials of medicinal products that are carried out on the territory of Georgia must be contained in the register of clinical trials of medicinal products kept by the Agency in the manner approved by the Government of Georgia.

22. Clinical trials of medicinal products, including studies on bioavailability and bioequivalence, must be conducted in accordance with the guidelines of good clinical practice (GCP).

23. The guidelines of good clinical practice (GCP) in Georgia, harmonised with the relevant guidelines adopted and applicable in the European Union, shall be approved by an ordinance of the Government of Georgia.

24. The Agency shall verify that the conduct of a clinical trial of the medicinal product meets the requirements of the guidelines of Good Clinical Practice (GCP) by carrying out inspections in institutions participating in the clinical trial (the location where the trial of the investigational medicinal product is conducted, the place of its production and quality control, the sponsor’s units, related to the clinical trial).

25. The procedure for conducting inspections for the compliance of clinical trials of medicinal products with the requirements of the rules of Good Clinical Practice (GCP) shall be approved by an ordinance of the Government of Georgia.
Article 9 - Protection of a subject of the clinical trial

1. A subject of the clinical trial shall be protected by assessing a risk/benefit ratio both before conducting each clinical trial, including on the basis of previous trials conducted, and during the trial.

2. A subject that can personally give informed consent shall be involved in a clinical trial. If the said person cannot write, he/she may give an oral consent in the presence of at least one witness certifying the consent of the subject to participate in such trial that is notarised in accordance with the legislation of Georgia. 
3. If a subject of the clinical trial cannot personally give informed consent, informed consent shall give his/her legal representative.

4. A subject that cannot personally give informed consent to participate in a clinical trial shall not be included in the trial if it may be conducted with the participation of a subject of the clinical trial that can personally give informed consent to participate in the trial.

5. A subject that cannot personally give informed consent for participation in a clinical trial shall be included in the trial only if there are grounds for the expected benefit for the subject of the clinical trial from the use of the investigational medicinal product that prevails over the risk.

6. A clinical trial may be conducted if:

6.1 the expected risk and inconvenience were commensurate with the expected benefit for the subject of the clinical trial, as well as for others, including future subjects;

6.2 the subject of the clinical trial or, if he/she cannot provide informed consent, his/her legal representative had the opportunity, in a conversation with the researcher responsible for obtaining informed consent, to understand the goals, risks and disadvantages of the clinical trial, the conditions in which the trial is to be conducted, and was informed of his/her right to refuse to participate in the trial at any time;

6.3 the subject of the clinical trial or, if he/she cannot provide informed consent, his/her legal representative has provided his/her informed consent;

6.4 the rights of the subject of the clinical trial for physical and mental well-being, privacy and protection of personal data guaranteed by the legislation of Georgia shall be observed;

6.5 the subject of the clinical trial or his/her legal representative who provides informed consent may at any time stop participating in the clinical trial without any related harm to himself/herself (the subject), having withdrawn his/her informed consent;

6.6 the subject of the clinical trial is insured by the sponsor in case of damage to the health and/or life of the subject.

Article 10 - Clinical trial involving minors

1. A clinical trial involving minors shall be conducted only if:

1.1 there is informed consent of the parents or the legal representative, which may be withdrawn at any time without any harm, associated with the recall of informed consent, to the minor;

1.2 the minor is provided with information (in a form appropriate to his/her ability to understand it) about the trial, its risks and benefits by medical personnel having experience of work with minors;

1.3 financial incentives or incentives are not provided, except for compensation in the event of damage to health and/or life to a minor during the clinical trial;

1.4 as a result of the clinical trial, direct benefit is obtained for a group of patients and if such trial is necessary to confirm data obtained in other clinical trials involving persons able to provide informed consent or to confirm data obtained by other methods of research; in addition, the clinical trial concerns a clinical condition from which a minor is suffering or a clinical trial has features that may only be performed on minors;

1.5 the clinical trial is designed in such way that the pain, discomfort, fear or other foreseeable risk associated with the disease and the stage of its development are minimised. The risk threshold and degree of discomfort must be clearly defined and monitored continuously by a sponsor and a researcher/a responsible researcher;

1.6 the interests of the minor dominate the interests of science and society.

2. A researcher/a responsible researcher must take into account the clear desire of a minor who is able to form his/her opinion and evaluate the information provided to him/her regarding the clinical trial, to refuse participation or to be withdrawn from the clinical trial at any time.
Article 11 - Clinical trial with participation of legally incapable persons

1. Clinical trials of medicinal products involving persons, who due to dementia or mental illness, are recognised by the court as legally incapable and cannot give informed consent to participate in the clinical trial, are conducted in accordance with all requirements established by this Law, with the participation of persons able to provide such consent. Inclusion in a clinical trial of such incapable persons after their incapacitation shall be permitted if:

1.1 the informed consent of the legal representative has been obtained, which may be withdrawn at any time without any harm, associated with the withdrawal of consent, to a subject of the clinical trial;

1.2 a legally incapable person receives information about the clinical trial, the risks associated with it and the benefit in the form corresponding to his/her ability to understand;

1.3 financial incentives or incentives are not provided, except for compensation in the event of damage to the health and/or life of a legally incapable person during a clinical trial;

1.4 a clinical trial is necessary to confirm the data obtained in other clinical trials with the participation of persons able to provide informed consent, or to confirm data obtained by other research methods and such clinical trial is directly related to a clinical condition that threatens life or afflicts harm to the health of the legally incapable person involved in the trial;

1.5 a clinical trial is designed in such way that the pain, discomfort, fear or other foreseeable risk associated with the disease and the stage of its development are minimised. The risk threshold and degree of discomfort must be clearly defined and monitored continuously by a sponsor and a researcher/a responsible researcher;

1.6 the interests of the subject of a clinical trial dominate the interests of science and society;

1.7 there is reason to expect that the use of an investigational medicinal product shall bring a subject of the clinical trial benefit in excess of the risk, or does not, at all, create risks.

2. A researcher/a responsible researcher must take into account the clear desire of a legally incapable subject of a clinical trial, able to form his/her opinion and evaluate the information provided to him/her regarding the clinical trial, as well as refuse to participate in the clinical trial or be withdrawn from the clinical trial at any time.

Article 12 - Clinical trial involving pregnant and breast-feeding women

1. In addition to the requirements of Article 9 of this Law, a clinical trial involving pregnant and lactating women may be conducted only if:

1.1 the clinical trial brings a pregnant or breast-feeding woman, her embryo, foetus or child after his/her birth, a direct benefit prevailing over the risks and burdens associated with the clinical trial;

1.2 in the course of the clinical trial involving breast-feeding women, actions have been taken to avoid adverse effects on the health of a child;

1.3 financial incentives or incentives are not provided, except for compensation in the event of damage to the health and/or life of a pregnant or breast-feeding woman, her embryo, foetus or child after his/her birth.

2. In the absence of direct benefit to a pregnant woman or a breast-feeding woman, her embryo, foetus or child after his/her birth, a clinical trial may be conducted only if all of the following conditions are met:

2.1 the clinical trial of comparable efficacy cannot be performed on women who are not pregnant or breast-feeding;

2.2. the clinical trial contributes to obtaining of results that can give benefits to pregnant and breast-feeding women or other women with respect to reproduction, or other embryos, foetuses and children;

2.3 the clinical trial carries a minimal risk and burden on a pregnant or breast-feeding woman, her embryo, foetus or child after his/her birth.

Chapter IV - MARKET PLACEMENT AND STATE REGISTRATION OF MEDICINAL PRODUCTS

Article 13 - General provisions regarding state registration of medicinal products

1. A medicinal product may be placed on the market of Georgia if it has passed the procedure of state registration and a trade licence has been issued to it, except for the cases provided for by this Law.

2. The following shall not be subject to state registration:

2.1) active substances (active pharmaceutical ingredients (API, active substances);

2.2) bulk medicinal products (bulk products, production in bulk) and intermediate products;

2.3) radiopharmaceuticals that are manufactured from registered sources (generators) of radionuclides, radionuclide kits or precursors in accordance with the manufacturer’s instructions, during application in medical institutions authorised to carry out medical activities and work with such medicinal products;

2.4) medicinal products prepared in a pharmacy under the prescription of a doctor (extemporaneous/magistral inscription);
2.5) medicinal products prepared in a pharmacy in accordance with the prescriptions of the pharmacopeia (official inscription).

3. The state registration of a medicinal product shall be carried out by the Agency, which results in issuing a marketing licence for the medicinal product.

4. The state registration of a medicinal product shall be carried out on the basis of an application and registration dossier, which are submitted to the Agency. The application form and the requirements for it shall be approved by an ordinance of the Government of Georgia.

5. The registration dossier for a medicinal product contains the following data and documents:

5.1) the name and address of an applicant;

5.2) the name and address of a manufacturer;

5.3) the name of a medicinal product;

5.4) the qualitative and quantitative composition of a medicinal product;

5.5) assessment of potential risks associated with the effect of a medicinal product on the environment;

5.6) therapeutic indications, contraindications and adverse reactions;

5.7) information on dosage, a dosage form, methods and routes of administration, as well as a shelf life;

5.8) any precautions and safety measures when storing a medicinal product, administering it to patients and recycling waste, with indication of the potential risks that the medicinal product poses to the environment, specifying the reasons for their adoption;

5.9) description of the method of production of a medicinal product;

5.10) description of the control methods used by a manufacturer;

5.11) written confirmation of a manufacturer of the medicinal product on the implementation of conformity control of production of active substances to the guidelines of Good Manufacturing Practices (GMP API);

5.12) a brief description (summary) of an applicant’s pharmacovigilance system;

5.13) a risk management plan describing the risk management system and its brief description (summary);

5.14) a brief description of the medicinal product that meets the requirements of paragraph 37 of this article, samples of secondary and primary packaging containing the data specified in Article 23 of this Law, together with the leaflet accompanying the medicinal product and meeting the requirements of Article 22 of this Law;

5.15) a copy of the document certified by an applicant for the right to carry out activities for the production of medicinal products in the declared medicinal form and at the address specified in the application for state registration issued by a competent authority of the country where the production is located. If according to the legislation of the country where the production is located, the production permit (licence) exists only in electronic form, a reference listing shall be provided with a link to the relevant official site certified by the applicant;

5.16) copies of trade licences issued by the competent authorities of other countries, together with a list of those countries where the application for a marketing authorisation is pending; a brief description of the medicinal product and the leaflet approved by the competent authority of another country;

5.17) detailed information on any decision to refuse a marketing authorisation for a medicinal product adopted by a competent authority of another country, specifying the reasons for making such decision;

5.18) a brief description of safety data, including the data contained in periodically updated safety reports, if any, and reports of suspected adverse reactions;

5.19) a copy of the decision of the competent authority to award a medicinal product the status of an orphan drug (an orphan medicinal product) (in case of registration of an orphan drug (an orphan medicinal product));

5.20) documents and information concerning the results of pharmaceutical studies (physic and chemical, biological or microbiological); preclinical testing (toxicological and pharmacological); clinical trials, as well as reviews and summaries of studies (trials);

5.21) information on experts who evaluated the pharmaceutical, preclinical and clinical documentation of a medicinal product.
6. The structure of a registration dossier for a medicinal product and the requirements for the registration dossier shall be approved by an ordinance of the Government of Georgia.

7. When registering a generic medicinal product, an applicant shall not require to provide the results of preclinical testing and clinical trials if he/she provided the results of studies on certifying the bioequivalence with a reference medicinal product. The requirements for conducting bioequivalence studies, the type and volume of such studies, as well as the procedure for selecting a reference medicinal product, shall be approved by an ordinance of the Government of Georgia.

8. Registration of a generic medicinal product is possible only if from the moment of the first registration of an original (innovative) medicinal product or equivalent procedure (the procedure for admitting the medicinal product to the market by the competent authorities of other countries) in any country has passed not less than 6 years.

9. A generic medicinal product that meets the requirements of paragraphs 7 and 8 of this article may not be placed on the market of Georgia until the expiration of 6 years from the date of the first registration of the original (innovative) medicinal product in any country or equivalent procedure.  The six-year period is extended to seven years if, during the first 6 years, a competent authority that registered the original (innovative) medicinal product approved one or more new therapeutic indications for the use of the original (innovative) medicinal product considered to be those that have significant clinical advantages over compared with existing methods of treatment.

10. The rules and criteria for determining therapeutic indications considered to be those that have significant clinical advantages over existing methods of treatment shall be approved by an ordinance of the Government of Georgia.

11. If a medicinal product does not fall within the definition of a generic medicinal product, or if its bioequivalence cannot be proved by bioavailability studies, or in the case of a change in the active substance, therapeutic indications, strength, dosage form or routes of administration compared with the reference medicinal product, an applicant must provide the results of preclinical studies and/or clinical trials, the type and scope of which shall be approved by an ordinance of the Government of Georgia.

12. When registering such biological medicinal product (biosimilar), which cannot be considered the generic medicinal product due to the specifics of the production process, the raw materials used, the features of the molecular structure and the therapeutic effect, an applicant must provide the results of preclinical studies and/or clinical trials, the type and volume of which shall be determined by an ordinance of the Government of Georgia.

13. An applicant shall not require to provide the results of preclinical studies and clinical trials if he/she can prove that the active substance of a medicinal product with medical application well studied in Georgia and/or in the Member States of the European Union has at least 10 years of recognised efficacy and acceptable level of safety. In this case, the results of preclinical studies and clinical trials may be replaced by appropriate scientific literature.
14. A well-studied medical use of a medicinal product shall be assessed by an expert when examining the registration dossier for the medicinal product in the manner approved under an ordinance of the Government of Georgia.
15. When a medicinal product containing two or more active substances (a combination medicinal product) is registered, an applicant shall be provided with the results of preclinical studies and/or clinical trials of such combined medicinal product if it meets all of the following conditions:

15.1) the active ingredients of the combined medicinal product have been used as part of individual registered medicinal products;

15.2) the active substances in the composition of individual registered medicinal products have not previously been used in medical practice for the same purpose, in the same scheme and doses as the combined medicinal product.

16. Upon receipt of a marketing authorisation for a medicinal product, its holder may authorise another applicant to use his/her pharmaceutical documentation, data of preclinical studies and clinical trials contained in the registration dossier for the medicinal product, for the purpose of state registration by this applicant of the medicinal product with the same qualitative and quantitative composition of active substances and in the same dosage form.

17. In addition to the requirements set forth in paragraphs 5, 7, 8, 9 of this article, an application for state registration and the registration dossier of the source (generator) of radionuclides may also contain the following information and characteristics:

17.1) a general description of the system, together with a detailed description of its components that may affect the composition or quality of the medicinal product containing secondary (daughter) radionuclides;

17.2) qualitative and quantitative particulars of the eluate or the sublimate.
18. The state registration of a medicinal product includes:
18.1) examination of an application for compliance with the requirements established by this article;

18.2) examination of a medicinal product for the purpose of drawing up an opinion on its quality, safety and efficacy. The constituent part of the examination is:

a) examination of the registration dossier for a medicinal product;

b) quality control of a medicinal product in order to confirm the reproducibility of the quality control methods declared in the registration dossier;

c) inspection of the production of a medicinal product, regarding compliance of the information contained in the registration dossier with the requirements of the guidelines of Good Manufacturing Practices (GMP);

18.3) making a decision on state registration and issuance of a marketing authorisation for a medicinal product or refusal to do so.

19. The procedure for conducting state registration of a medicinal product shall be approved by an ordinance of the Government of Georgia.

20. The Agency shall conduct an examination of an application for state registration of a medicinal product and a registration dossier.

21. During the examination of a registration dossier for a medicinal product in the manner established by the Government of Georgia, the Agency shall inspect the production of a medicinal product submitted for state registration to meet the requirements of the guidelines of the Good Manufacturing Practices (GMP).

22. The inspection of the production of a medicinal product for compliance with the requirements of the guidelines of the Good Manufacturing Practices (GMP) may not be carried out for one of the following reasons: 
22.1) a production site carrying out the serial production of a medicinal product is located in the country that is included in the list approved by an ordinance of the Government of Georgia and the conformity of the production site with the requirements of the guidelines of the Good Manufacturing Practices (GMP) is confirmed by a competent authority of any country included in such list. In this case, the medicinal product must be registered in one of the countries included in the list approved by an ordinance of the Government of Georgia;

22.2) the conformity of a production site with the requirements of the guidelines of the Good Manufacturing Practices (GMP) adopted in Georgia, is confirmed by the Agency in the manner established by the legislation of Georgia.
23. During the examination of a registration dossier for a medicinal product, the Agency may decide to conduct an inspection of the production of the medicinal product submitted for state registration for compliance with the information contained in the registration dossier for the medicinal product in the manner established by an ordinance of the Government of Georgia.

24. The quality control of a medicinal product under the state registration shall be carried out in order to confirm the reproducibility of the quality control methods stated in the registration dossier and shall be implemented in accordance with the requirements of Chapter XIV of this Law.

25. Based on the results of the examination, the Agency shall draw up an opinion on the efficacy, safety and quality of a medicinal product.

26. The procedure for the examination of a medicinal product shall be approved by an ordinance of the Government of Georgia.

27. Based on the results of the examination, the Agency shall take a decision on the state registration of a medicinal product within one month or refusal to do so.

28. A brief description and a leaflet of a medicinal product, as well as the text of the package marking shall be approved by a decision on state registration of the medicinal product, a registration number shall be assigned to the medicinal product that is entered in the departmental register of registered medicinal products of Georgia.

29. A trade licence for a medicinal product shall be issued to an applicant within a period not exceeding 10 working days from the date of the Agency’s decision to register such medicinal product.

30. The following information shall be entered in the departmental register of registered medicinal products of Georgia: name of the medicinal product (trade name and international non-proprietary name (if any)), active substance (s), strength, dosage form, package size, routes of administration of the medicinal product, the holder of the trade licence, the number of the trade licence, the date of state registration and its duration, the conditions for dispensing the medicinal product, the producers, the producer country, the leaflet and the brief description of the medicinal product, as well as the obligations specified in Article 21 of this Law, together with the timeframes of their implementation (if available).
31. The Agency shall maintain the Departmental Register of Registered Medicinal Products of Georgia. The procedure and form of maintaining the Departmental Register of Registered Medicinal Products is approved by the order of the Minister.

32. At the request of the holder of a marketing license, the Agency may issue a certificate of a pharmaceutical product (CPP) - a document confirming the state registration of a medicinal product in Georgia. The form of the pharmaceutical product certificate (CPP) and the procedure for issuing it are approved by the order of the Minister.

33. Medicinal products that meet the conditions set forth in Articles 14 to 17 of this chapter shall be subject to a simplified procedure for state registration in the manner prescribed by this Law.

34. After making a decision on the state registration of a medicinal product or refusal to do so, the Agency shall prepare a public evaluation report of the medicinal product and a summary of such report that do not contain confidential information.

35. Public evaluation reports of medicinal products and summaries of reports are entered in the electronic database created by the Agency, which is posted on the site and updated by the Agency when new information becomes available.

36. Requirements for the form, content and procedure for maintaining a public evaluation report shall be approved by an order of the Minister.

37. A brief description of the medicinal product must include the following information in accordance with the sequence given below:

37.1. Name of a medicinal product, strength and dosage form.
37.2. Qualitative and quantitative composition of the medicinal product.

37.3. Dosage form.

37.4. Clinical data:

37.4.1) therapeutic indications;

37.4.2. doses and methods of use;

37.4.3) contraindications;

37.4.4) special warnings and precautions for use;

37.4.5) interaction with other medicinal products and other forms of interaction;

37.4.6) use during pregnancy and lactation;

37.4.7) influence on the ability to drive vehicles and work with machinery;

37.4.8) adverse reactions;

37.4.9) overdose (symptoms, first aid measures, antidotes).

37.5. Pharmacological properties:

37.5.1) pharmacodynamic properties;

37.5.2) pharmacokinetic properties;

37.5.3) preclinical safety data.

37.6. Pharmaceutical data:

37.6.1) excipients;

37.6.2) basic incompatibilities;

37.6.3) Shelf life (expiration date after dissolution of a medicinal product or first opening of the primary packaging, if necessary);

37.6.4) special precautions for storage;

37.6.5) the type and composition of the primary packaging;

37.6.6) special precautions for disposal of used medicinal product or waste derived from such medicinal product, if necessary.

37.7. The owner of the marketing license.

37.8. Number (s) of the marketing authorisation.

37.9. Date of receipt of the first marketing licence or its renewal date.

37.10. Date of revision of the text of the short characteristic.

37.11. For radiopharmaceuticals - information on internal irradiation dosimetry, detailed instructions for the extemporaneous preparation and quality control of this preparation and, if necessary, the maximum shelf life during which any intermediate product, such as eluate or a ready-to-use medicinal product, shall meet its specifications.

37.12. A brief description of a generic medicinal product should not contain those parts of the brief description of the reference medicinal product that contain new indications or new dosage forms under patent protection at the time the generic medicinal product is placed on the market.

37.13. A brief description of all medicinal products must contain a standard text that obliges medical personnel to report any suspected adverse reactions and other problems associated with the use of the medicinal product.

37.14. A brief description of a medicinal product must contain additional information that the medicinal product is subject to additional monitoring with regard to the receipt of data on its safety in cases where:

a) the trade license of the medicinal product includes one or several obligations specified in Article 21(1)(1.2 - 1.4) of this Law;

b) such information is indicated in a brief description of the medicinal product registered in the European Union under the centralised procedure.

Information in the summary of a medicinal product that it is subject to additional monitoring with respect to the receipt of safety data must be accompanied by a black triangle symbol.
38. The Agency shall decide on the refusal of the state registration of a medicinal product if, following the results of the examination of the medicinal product, one or more of the following circumstances are established:

38.1) the medicinal product is harmful to human health (the risk of using the medicinal product in accordance with its brief characteristics prevails over the expected benefit);

38.2) there is no evidence of the therapeutic effectiveness of the medicinal product;

38.3) the qualitative and/or quantitative composition of the medicinal product does not correspond to the declared one;

38.4) an application for the state registration of a medicinal product and/or the registration dossier does not comply with the requirements established by the legislation of Georgia;

38.5) the manufacturer of a medicinal product does not comply with the requirements of the guidelines of the Good Manufacturing Practices (GMP);

38.6) inconsistency of the production of a medicinal product with the information contained in the registration dossier on the medicinal product;

38.7) the labelling of a medicinal product or its leaflet does not comply with the requirements of Chapter V of this Law and/or with this brief characteristic of the medicinal product.

39. The owner of a marketing licence shall be responsible for the reliability of the submitted documents and information, as well as for the circulation of a medicinal product. Appointment of representatives shall not exempt the owner of the marketing licence from the liability provided for by the legislation of Georgia.
Article 14 - Special provisions regarding the state registration of homeopathic medicinal products

1. Homeopathic medicinal products are subject to compulsory state registration in Georgia in the manner prescribed by this Law for the state registration of medicinal products, taking into account the specifics provided for by this article.

2. Homeopathic medicinal products are subject to a simplified procedure for state registration if they fully satisfy the following conditions:

2.1) medicinal products are intended for oral administration or external application;

2.2) the label of the medicinal product or any relevant information does not provide a specific therapeutic indication for use;

2.3) the degree of dissolution/dilution of the medicinal product is sufficient to ensure its safety; in particular, the medicinal product may not contain more than 1 part per 10 000 of the mother tincture or more than 1/100th of the smallest dose used in allopathy with regard to active substances, whose presence in the allopathic medicinal product requires the prescription of a doctor.

3. An application for state registration of a medicinal product that meets the conditions set out in Part 2 of this Article, which is submitted to the Agency in the manner prescribed by this Law, may cover a series of medicinal products obtained from the same homeopathic raw material or the types of raw material. To confirm the pharmaceutical quality of medicinal products and their homogeneity from series to series, an application shall be accompanied by:
3.1) the scientific name or other name of homeopathic raw materials or types of raw materials described in the European Pharmacopoeia (EP) or in the absence of its description in the European Pharmacopoeia (EP) - in the German Homeopathic Pharmacopoeia (GHP), the Homeopathic Pharmacopoeia of the United States (HPUS), the British Homeopathic Pharmacopoeia (BHP), the Homeopathic Pharmacopeia Schwabe or other leading pharmacopoeia, as well as the data on the different routes of administration, dosage forms and dilutions subject to registration;

3.2) the materials describing the way of obtaining and controlling homeopathic raw materials, substantiating their homeopathic application on the basis of the relevant bibliography;

3.3) a description of the production and control for each dosage form and a description of the method for diluting and enhancing the effect of the medicinal product;
3.4) a copy of the document certified by an applicant for the right to carry out activities for the production of medicinal products in the declared medicinal form and at the address specified in the application for state registration, issued by a competent authority of the country in which the production is located. If according to the legislation of the country in which the production is located, a production permit (licence) exists only in electronic form, a reference listing is provided with a link to the relevant official site certified by the applicant;

3.5) copies of trade licences issued by competent authorities of other countries;

3.6) samples of secondary and primary packaging of a medicinal product subject to registration meeting the requirements of Article 25 of this Law;

3.7) data on the stability of a medicinal product.

4. An application form, the structure of a registration dossier, as well as the requirements to them shall be approved by the Government of Georgia.

5. Homeopathic medicinal products that do not meet the requirements of Part 2 of this article shall be subject to the state registration procedure in accordance with Article 13 of this Law.

6. Chapter XIII of this Law shall not apply to homeopathic medicinal products that meet the requirements of Part 2 of this article.
Article 15 - Special provisions for the state registration of traditional herbal medicinal products

1. Traditional herbal medicinal products shall be subject to a compulsory state registration in Georgia in the manner prescribed by this Law for the state registration of medicinal products, taking into account the specifics provided for in this article.

2. Traditional herbal medicinal products shall be subject to a simplified procedure for state registration if they meet all of the following criteria:

2.1) the indications for the use of a medicinal product are applicable exclusively to traditional herbal medicinal products, which due to its composition and action characteristics are designed and intended for independent use without medical supervision;

2.2) medicinal products are intended for use solely in accordance with the strength and the scheme of application;

2.3) medicinal products are intended for oral, external and/or inhalation use;

2.4) the period of the traditional use of a medicinal product in medical practice covers at least 30 years throughout the whole period preceding the date of filing a application, including at least 15 years in Georgia and/or in the Member States of the European Union;

2.5) sufficient data on the use of a medicinal product during the period specified in subparagraph 2.4 of this paragraph; the medicinal product is not harmful under normal conditions of use, pharmacological effects or efficacy are proven by the experience of its long-term use.

3. The presence of vitamins and minerals in the composition of a herbal medicinal product, the safety of which is confirmed by scientific data, may not be an obstacle to its registration as a traditional herbal remedy, provided that the effect of vitamins and minerals is auxiliary to enhance the effect of active ingredients of plant origin in accordance with the indicated indication.

4. State registration of a traditional herbal medicinal product that meets the conditions set out in paragraph 2 of this Article shall be conducted on the basis of an application and a registration dossier submitted to the Agency.

5. An application form, the structure of a registration dossier, as well as the requirements for them, shall be approved by an ordinance of the Government of Georgia.

6. The registration dossier for a traditional herbal medicinal product contains such data and documents:

6.1) the name and address of an applicant;

6.2) the name and address of a manufacturer of the traditional herbal medicinal product;

6.3) the name of the traditional herbal medicinal product;

6.4) the qualitative and quantitative composition of the traditional herbal medicinal product;

6.5) assessment of potential risks associated with the effect of traditional herbal medicinal product on the environment;

6.6) therapeutic indications, contraindications and adverse reactions;

6.7) information on dosage, a dosage form, a method and route of administration, as well as shelf life;

6.8) any precautions and safety measures when storing a traditional herbal medicinal product, administering it to patients and recycling waste, with indication of the potential risks that the medicinal product poses to the environment, specifying the reasons for their adoption;

6.9) a description of the method of production of the traditional herbal medicinal product;

6.10) a description of the control methods used by the manufacturer;

6.11) a copy of the document certified by an applicant for the right to carry out activities for the production of medicinal products in the declared medicinal form and at the address specified in the application for state registration issued by a competent authority of the country where the production is located. If according to the legislation of the country where the production is located, the production permit (licence) exists only in electronic form, a reference listing shall be provided with a link to the relevant official site certified by the applicant;

6.12) documents and information relating to the results of pharmaceutical studies (physic and chemical, biological or microbiological);

6.13) a brief description of the traditional herbal medicinal product that meets the requirements of Article 13(37) of this Law, without the data specified in Article 13(37)(37.4) of this Law;

6.14) samples of secondary and primary packaging containing the data specified in Articles 23, 26 of this Law, together with the leaflet accompanying the traditional herbal medicinal product and meeting the requirements of Articles 22 and 26 of this Law;
6.15) if a traditional herbal medicinal product is combined as specified in Article 3(93) of this Law, or in paragraph 3 of this article - the information pursuant to subparagraph 2.5 of paragraph 2 of this article related to the combination; if the individual active substances are not sufficiently known, the data relating to the individual active substances are also indicated;

6.16) copies of trade licences issued by the competent authorities of other countries, as well as detailed information on any decision in refusing to issue a marketing authorisation for a traditional herbal medicinal product taken by a competent authority of another country, specifying the reasons for such decision;

6.17) bibliographic or expert evidence that a traditional herbal medicinal product under consideration or the like is being used in medical practice for at least 30 years throughout the whole period preceding to the date of filing an application, including at least 15 years in Georgia and/or in the Member States of the European Union. Such medicinal product has the same active substances, regardless of the excipients used, is intended to be used for the same or similar indications, the same strength and dosage, and the same or similar route of administration as the medicinal product for which the application is filed. The requirement to provide evidence of the use of a medicinal product in medical practice for 30 years is also considered to have been fulfilled if the release of the medicinal product to the market was not based on a specific trade licence or if the number or quantity of the ingredients of the medicinal product was reduced during this period; 
6.18) a bibliographic review of safety data, together with an expert’s conclusion and/or data provided at the Agency’s request for assessing the safety of a traditional herbal medicinal product.

7. If a traditional herbal medicinal product contains an active substance that is included in the list of herbal substances, herbal preparations or combinations thereof for use in traditional herbal medicinal products, and if information concerning the use of the traditional herbal medicinal product is consistent with the information specified in such list , the documents and information specified in subparagraphs 6.16 - 6.18 of paragraph 6 of this article of the Law shall not be provided in the registration dossier on the traditional herbal medicinal product.

8. The list of herbal substances, herbal preparations or combinations thereof for use in the combination of traditional herbal medicinal products and information about them shall be approved by the Government of Georgia and must comply with the list of herbal substances, herbal preparations or combinations thereof for use in traditional herbal medicinal products approved by the Decision No. 2008/911/EC of the European Commission of 21 November 2008. The specified list of herbal substances, herbal preparations or combinations thereof for use in traditional herbal medicinal products shall be reviewed by the Government of Georgia if the relevant Decision No. 2008/911/EC of the European Commission of 21 November 2008 is amended.

9. The Agency shall decide on the refusal to register a traditional herbal medicinal product if the requirements of paragraphs 1 to 6 of this article are not complied with, or if, following the results of the examination, the following is established:

9.1) the qualitative and/or quantitative composition of a traditional herbal medicinal product does not correspond to the declared one;

9.2) indications for the use of a traditional herbal medicinal product do not comply with the conditions set forth in subparagraph 2.1 of paragraph 2 of this article;

9.3) a traditional herbal medicinal product is harmful to health under normal conditions of its use;

9.4) data on the traditional use of a medicinal product is insufficient, especially if pharmacological effects or efficacy are not confirmed by long-term application in medical practice;

9.5) the pharmaceutical quality of a traditional herbal medicinal product is not confirmed;

9.6) the manufacturer of a traditional herbal medicinal product does not comply with the requirements of the guidelines of the Good manufacturing Practices (GMP);

9.7) the discrepancy between the production of a traditional herbal medicinal product and the information contained in the registration dossier.

10. Traditional herbal medicinal products that do not meet the requirements of paragraph 2 of this article shall be subject to the state registration procedure pursuant to Article 13 of this Law.
Article 16 - Special Provisions regarding the state registration of medicinal products manufactured under approved prescriptions
1. Medicinal products manufactured according to approved prescriptions shall be subject to compulsory state registration in Georgia in the manner prescribed by this Law for the state registration of medicinal products, taking into account the specifics specified in this article.

2. A medicinal product manufactured according to an approved prescription shall be subject to a simplified procedure of state registration, if it meets all of the following criteria:

2.1) contains an active substance with medical application well studied in Georgia and has a recognised efficacy and an acceptable level of safety;

2.2) the composition of a medicinal product, the technology of production, specification, quality control, a brief description and a leaflet correspond to the approved prescription;

2.3) an active substance contained in the medicinal product complies with the requirements given in the approved prescription.

3. The list of medicinal products manufactured according to approved prescriptions, as well as the prescriptions themselves, shall be approved by an order of the Minister.

4. The state registration of a medicinal product manufactured under an approved prescription that meets the conditions set forth in paragraph 2 of this article shall be conducted on the basis of an application and a registration dossier submitted to the Agency.

5. An application form, the structure of a registration dossier, as well as the requirements to them shall be approved by the Government of Georgia.

6. Medicinal products manufactured according to approved prescriptions that do not meet the requirements of paragraph 2 of this article shall be subject to the state registration procedure in accordance with Article 13 of this Law.

7. Chapter XIII of this Law shall not apply to medicinal products manufactured according to approved prescriptions that meet the requirements of paragraph 2 of this article.
Article 17 - Special provisions for the state registration of medicinal products registered in the European Union under the centralised procedure

1. Medicinal products registered in the European Union under the centralised procedure shall be subject to state registration in Georgia in the manner prescribed by this Law for the state registration of medicinal products, taking into account the specifics provided for in this article.

2. Medicinal products registered in the European Union under the centralised procedure shall be subject to a simplified procedure for state registration.

3. Simplified state registration of a medicinal product registered in the European Union under the centralised procedure shall be carried out by the Agency on the basis of an application submitted by an applicant for the state registration of the medicinal product, the materials of a registration dossier and an evaluation report compiled by the Committee for Medicinal Products for Human Use of the European Medicinal products Agency, on the basis of which a decision was made to register  a medicinal products in the European Union under the centralised procedure. 

4. The state registration of a medicinal product includes:

4.1) evaluation of an application for compliance with the requirements established by Article 13 of this Law;

4.2) assessment of the completeness of a registration dossier for a medicinal product for compliance with the requirements approved by an ordinance of the Government of Georgia;

4.3) evaluation of the texts of a summary characteristics of the given medicinal product, the leaflet and the labelling of the package for compliance with the requirements of Chapter V of this Law, the materials of the registration dossier and the evaluation report of the Committee on Medicinal Products for Human Use of the European Medicinal products Agency;

4.4) making a decision on state registration and issuance of a marketing authorisation for a medicinal product or refusal to do so.

5. The requirements for an application for state registration of a medicinal product, as well as the materials of a registration dossier, and the procedure for their evaluation shall be approved by an ordinance of the Government of Georgia.
6. In the course of the state registration of a medicinal product in Georgia which is registered in the European Union under the centralised procedure, examination of a registration dossier for a medicinal product, quality control of the medicinal product in order to confirm the reproducibility of the quality control methods declared in the registration dossier, as well as the inspection of the production of the medicinal product on the compliance with the information contained in the registration dossier and the requirements of the guidelines of the Good Manufacturing Practices  (GMP) shall not be carried out.

7. A trade licence for a medicinal product registered in the European Union under the centralised procedure shall be issued by the Agency for a period not exceeding the time limit for the registration (trade licence) of such medicinal product in the European Union.

8. If at the time of registration of a medicinal product in Georgia, which is registered in the European Union under the centralised procedure, the validity of the marketing authorisation in the European Union is unlimited, the Agency shall issue a trade licence for a period of five years.

9. The Agency shall decide to refuse state registration of a medicinal product registered in the European Union under the centralised procedure if:

9.1) an application for state registration of the medicinal product does not comply with the requirements established by Article 13 of this Law;

9.2) a registration dossier and/or an evaluation report of the Committee on Medicinal Products for Human Use of the European Medicinal products Agency are not provided to the Agency;

9.3) based on the results of the evaluation of the completeness of the registration dossier for a medicinal product, it is established that it does not meet the requirements approved by an ordinance of the Government of Georgia;

9.4) based on the results of the evaluation of the texts of a summary characteristics of the given medicinal product, the leaflet and the labelling of the package, it is established that they do not comply with the requirements of Chapter V of this Law, the registration dossier and/or the evaluation report of the Committee on Medicinal Products for Human Use of the European Medicinal products Agency. 

10. The re-registration in Georgia of a medicinal product registered in the European Union under the centralised procedure shall be conducted in the manner prescribed by this Law for state re-registration of medicinal products.

11. In accordance with the procedure established by the Government of Georgia, the Agency shall decide to suspend, amend or cancel the validity of the marketing authorisation for a medicinal product registered in Georgia under the simplified procedure pursuant to this article, in cases provided for by this Law, and if the decision to suspend, change or cancel the validity of the marketing authorisation in respect of this medicinal product was adopted by the European Commission in the European Union.
Article 18 - Validity of a marketing authorisation and re-registration of a medicinal product

1. The validity period of a marketing authorisation for a medicinal product is five years, except for the cases stipulated by this Law, after expiry of which its validity may be extended on the basis of state re-registration of the medicinal product.

2. The state re-registration of a medicinal product shall be carried out by the Agency in accordance with the procedure approved by an ordinance of the Government of Georgia, based on the results of the examination of a registration dossier in order to confirm the quality, safety, efficacy of the medicinal product, as well as the results of the assessment of the ratio of the expected benefit to the possible risk of use of the medicinal product.

3. The examination of the registration dossier for a medicinal product submitted for the purpose of state re-registration shall be carried out by the Agency.

4. The procedure of examination of the registration dossier for a medicinal product submitted for the purpose of state re-registration shall be approved by an ordinance of the Government of Georgia.

5. For the state re-registration of a medicinal product, the holder of a marketing licence shall submit an application for state re-registration of the medicinal product and a registration dossier to the Agency, not later than 9 months before the expiration of the marketing authorisation.
6. A registration dossier for the state re-registration of a medicinal product includes data and materials on the quality, safety and efficacy of the medicinal product, evaluation of data contained in reports of suspected adverse reactions and periodically updated safety reports submitted in accordance with Chapter XIII of this Law, as well as information about all changes taken since the receipt of the marketing authorisation for the medicinal product.

7. The requirements for an application for state re-registration and a registration dossier shall be approved by an ordinance of the Government of Georgia.

8. The Agency shall conduct an examination of the application for state re-registration and the registration dossier for a medicinal product, based on the results of which shall decide to:

8.1) extend the validity of the marketing authorisation for the medicinal product for an indefinite period;

8.2) for valid reasons related to pharmacovigilance, including when the medicinal product is used by an insufficient number of patients, extend the validity of the marketing authorisation for the medicinal product for five years, after which its validity may be extended on the basis of additional state re-registration;

8.3) refuse to extend the validity of the marketing authorisation for the medicinal product, in the case of:

a) identifying the circumstances provided for in Article 13(38) of this Law;

b) obtaining negative results of examination of the registration dossier provided for in paragraph 2 of this article.
Article 19 - Amendments to the registration dossier for a medicinal product during the validity of a marketing authorisation

1. After the state registration (re-registration) of a medicinal product, the holder of a marketing licence must take into account scientific and technological progress in the production and quality control of the medicinal product and implement any changes that may be required for the medicinal product to be manufactured and tested using generally accepted scientific methods.

2. The holder of a marketing licence must immediately inform the Agency of any changes in the data and documents of the registration dossier for a medicinal product, the prohibition or restriction imposed by the competent authorities of other countries where the medicinal product is sold, and other data that may affect the evaluation of benefits and risks of the medicinal product, and make appropriate changes to the registration dossier for the medicinal product.

3. Information must include both positive and negative results of clinical trials and other studies on all indications and populations included or not included in the marketing licence, as well as data on the use of the medicinal product, where such use is beyond the scope of the marketing authorisation.

4. The procedure for amending the registration dossier for a medicinal product, the application form for making changes, as well as the requirements for an application and materials for making changes to the registration dossier shall be approved by an ordinance of the Government of Georgia.

5. The holder of a marketing licence must ensure that the information about a medicinal product is in accordance with modern scientific knowledge.

Article 20 - The term of examination of a medicinal product

1. The timing of the examination of a medicinal product shall be established by an ordinance of the Government of Georgia and shall not exceed:

1.1) 210 working days - upon registration and re-registration of the medicinal product;

1.2) 90 working days - upon registration and re-registration of the medicinal products that meet the conditions set forth in Articles 14 to 17 of this Law.

1.3) 90 working days - when making changes to the registration dossier for the medicinal product.

2. The deadlines for an applicant to prepare responses to the Agency’s comments related to the conduct of examination, as well as the deadlines for receiving responses from third parties at the request of the Agency related to the conduct of examination, shall not be included in the timing of the examination of the medicinal product provided for in this article.

Article 21 - Obligations of the holder of a marketing licence upon registering a medicinal product and during the post-authorisation period

1. When issuing a marketing authorisation for a medicinal product, the Agency may require the holder of a marketing licence to:

1.1) include the medicinal product in the risk management system in order to take measures to ensure the safety of its use;

1.2) conduct post-authorisation studies of medicinal product safety in the presence of fears about the risks of this medicinal product;

1.3) conduct post-authorisation studies of the efficacy of the medicinal product, if some aspects of the efficacy of the medicinal product can be identified and resolved only after the medicinal product has been put into circulation in the market of Georgia;
1.4) comply with obligations that are stricter than those provided for in Chapter XIII of this Law, in compiling and submitting to the Agency information on suspected adverse reactions;

1.5) provide periodically updated safety reports for medicinal products specified in Article 67(10(10.1-10.4) of this Law.

2. The introduction of the obligation must be justified, stated by the Agency in writing, and also entered in the trade licence, indicating the goals and terms of their implementation.

3. The holder of a marketing authorisation for a medicinal product after obtaining a marketing authorisation shall be obliged to:

3.1) at the request of the Agency, in particular within the framework of pharmacovigilance, provide all data relating to the volume of sales of the medicinal product and any information at his/her disposal on the number of prescriptions issued;

3.2) at the request of the Agency, provide data indicating that the risk/benefit ratio of a medicinal product remains favourable and/or a copy of the master file of the pharmacovigilance system in full and by the deadlines;

3.3) notify the Agency in writing of the date of putting a medicinal product into circulation in the market of Georgia;

3.4) notify the Agency in writing of the temporary or complete termination of placing a medicinal product in the market of Georgia not later than 2 months before the termination of such placement, specifying the reasons.
Chapter V – LABELLING AND LEAFLETS FOR MEDICINAL PRODUCTS

Article 22 - Requirements for a leaflet accompanying the medicinal product

1. The presence of a leaflet is mandatory for all medicinal products, except for cases when all the information required in accordance with paragraph 4 of this article and Article 27(1) of this Law is presented directly on the secondary or primary packaging of the medicinal product.

2. The text of a leaflet for the medicinal product must be formulated in the Georgian language accurately and clearly for patients. At the request of an applicant and/or a manufacturer, text in other languages ​​may be additionally attached, provided that the texts in all languages ​​contain the same information.

3. The structure of a leaflet shall be approved by an order of the Minister.

4. A leaflet on the medicinal product, with the exception of homeopathic medicinal products that meet the conditions set forth in Article 14(2) of this Law, must be drawn up in accordance with the brief characteristic of the medicinal product and contain the following information:

4.1) the name of the medicinal product, its strength and dosage form, and, if necessary, an indication that the medicinal product is intended for children under 1 year old, over 1 year old or other age groups; an international non-proprietary name of the medicinal product, and in case of its absence, a generally accepted name;

4.2) therapeutic group or type of action, set out in a form understandable to patients;

4.3) therapeutic indications;

4.4) contraindications;

4.5) appropriate precautions for use;

4.6) forms of interaction with other medicinal products, as well as other forms of interaction (for example, with tobacco, alcohol, food), which may affect the action of the medicinal product;

4.7) special warnings;

4.8) dosing;

4.9) the method of application and, if necessary, the route of administration;

4.10) the frequency of application, indicating (if necessary) the appropriate time when the medicinal product can or must be taken;

4.11) duration of treatment, if it must be limited;

4.12) measures to be taken in case of an overdose (e.g., symptoms, emergency measures);

4.13) actions to be taken in case of missed intake of one or more doses of the medicinal product;

4.14) indicating, if necessary, the risk of developing a withdrawal syndrome of the medicinal product;

4.15) recommendations for consultation with a doctor or pharmacist (if necessary) for any clarifications on the use of the medicinal product;

4.16) a description of adverse reactions that may occur when the medicinal product is used in accordance with the leaflet and, if necessary, the actions to be taken in such cases;

4.17) reference to the expiry date indicated on the package;

4.18) a warning on the prohibition of the use of the medicinal product after the expiry date indicated on the package;

4.19) special storage conditions (if any);

4.20) a warning on visual signs of the inapplicability of the medicinal product (if any);

4.21) the complete qualitative composition (active ingredients and excipients) and the quantitative composition of the active substances, using generally accepted names for each form of release of the medicinal product;

4.22) a dosage form indicating the contents in terms of mass, volume or number of doses of the medicinal product for each form of release;

4.23) the name and address of a manufacturer;

4.24) the name and address of the holder of the marketing authorisation for a medicinal product and, if necessary, the name of its representative;

4.25) the date of the last revision of the leaflet.
5. A leaflet must contain information on the need for patients to report any suspected adverse reactions to their doctor, pharmacist, and the Agency as well.

6. A leaflet of the medicinal product must contain additional information that the medicinal product is subject to additional monitoring with regard to the receipt of data on its safety in cases where:

6.1) one or more of the obligations specified in Article 21(1)(1.2-1.4) of this Law are included in the marketing licence of the medicinal product;

6.2) such information is indicated in the leaflet for the medicinal product registered in the European Union under the centralised procedure.

7. The information in the leaflet of a medicinal product that it is subject to additional monitoring with regard to the receipt of safety data must be accompanied by a black triangle symbol.

8. The information specified in subparagraphs (4.4 – 4.7) of paragraph 4 of this article shall:

8.1) take into account the characteristics of certain categories of patients (children, pregnant or breast-feeding women, elderly people, and patients with specific types of pathology);

8.2) contain information (if necessary) on the possible effects of the medicinal product on the ability to drive vehicles or work with mechanisms;

8.3) contain information on excipients that are important for safe and effective use of the medicinal product and be included in the list determined by an order of the Minister.
Article 23 - Requirements for labelling of medicinal products

1. The secondary packaging of a medicinal product, or in its absence - the primary packaging, shall contain the following information:

1.1) the name of the medicinal product, its strength and dosage form, and, if necessary, an indication that the medicinal product is intended for children under 1 year old, over 1 year old or other age groups; international non-proprietary name of the medicinal product, and in case of its absence, the generally accepted name;

1.2) the qualitative and quantitative composition of the active substances, indicating their quantity per unit dose or, depending on the route of administration, per unit volume or mass using their international non-proprietary or generally accepted names;

1.3) a dosage form indicating the contents in terms of mass, volume or number of doses of the medicinal product;

1.4) a list of excipients that are important for safe and effective use of the medicinal product and are included in the list approved by an order of the Minister. If the medicinal product is intended for parenteral administration, topical application, or is used in ophthalmic practice, all excipients are indicated;

1.5) the method of administration and, if necessary, the route of administration of the medicinal product;

1.6) caution that the medicinal product must be stored out of the reach of children, as well as out of sight of children, or other special warnings about the medicinal product;

1.7) expiry date (month/year);

1.8) special storage conditions (if any);

1.9) if necessary, special instructions on what to do with the unused medicinal product or wastes that remain after the use of such medicinal product, as well as an indication of the appropriate on-site waste collection systems;

1.10) the name and address of the manufacturer (at least the manufacturer responsible for the production of the series of medicinal product is indicated), as well as the name and address of the holder of the marketing authorisation for the medicinal product;

1.11) number of the marketing licence;

1.12) the serial number of the production lot of the medicinal product assigned by the manufacturer;

1.13) if the medicinal product is dispensed without a prescription - information on its use.

2. The information specified in paragraph 1 of this article shall also be indicated on the primary packaging, except for the cases described in paragraphs 3 and 4 of this article.
3. On the primary packaging in the form of a blister, which is put in the secondary packaging, meeting the requirements set forth in paragraph 1 of this article and in paragraph 1 of Article 27 of this Law, at least the following information shall be indicated:

3.1) the name of the medicinal product, its strength of action and dosage form, and, if necessary, an indication that the medicinal product is intended for children under 1 year old, over 1 year old or other age groups; the international non-proprietary name of the medicinal product or, in the case of its absence, a generally accepted name;

3.2) the name of the holder of the marketing authorisation;

3.3) expiry date (month/year);

3.4) the serial number of the production lot of the medicinal product assigned by the manufacturer.

4. On the primary packaging of a small size, where information specified in paragraph 1 of this article and paragraph 1 of Article 27 of this Law cannot be placed, at least the following information shall be indicated:

4.1) the name of the medicinal product, its strength and dosage form, and, if necessary, an indication that the medicinal product is intended for children under 1 year old, over 1 year old or other age groups; the international non-proprietary name of the medicinal product or, in the case of its absence, a generally accepted name, and, if necessary, the route of administration;

4.2) the route of administration;

4.3) the expiry date of the shelf life;

4.4) the serial number of the production lot of the medicinal product, assigned by the manufacturer;

4.5) mass, volume or number of dosing units contained in the package;

4.6) the name of the manufacturer responsible for the production of the series of medicinal product and/or its logo.

5. The data specified in paragraphs 1-4 of this article and paragraph 1 of article 27 of this Law shall be clear, understandable and indelible.

6. The requirements of paragraphs 1, 2, 3, 4 of this Article shall not apply to homeopathic medicinal products that meet the conditions set forth in Article 14(2) of this Law.

7. The name of the medicinal product, its strength and dosage form, and, if necessary, an indication that the medicinal product is intended for children under the age of 1 year, older than 1 year or other age groups must be printed in Braille on the secondary packaging of the medicinal product, or in its absence – on the primary packaging; the international non-proprietary name of the medicinal product or, in the case of its absence, a generally accepted name. 
8. In the case of requesting organisations protecting the rights of patients, the holder of a marketing licence must provide leaflets in an appropriate format for the blind and visually impaired persons.

9. In order to combat the falsification of a medicinal product, a unique identifier shall be applied to the packaging of the medicinal product, allowing to track the circulation of the medicinal product from the manufacturer to the final consumer.

10. The list of medicinal products on the packaging of which a unique identifier is applied, the requirements to it and the procedure for its application shall be approved by an ordinance of the Government of Georgia.

Article 24 - Additional requirements for package labelling and leaflets of radiopharmaceuticals, sources of radionuclides, radionuclide kits, radionuclide precursors

1. The secondary and primary packaging of radionuclide-containing medicinal products shall be labelled in accordance with the rules for the safe transportation of radioactive materials and meet the following requirements:

1.1) the label on the protective container must contain a detailed information specified in Article 23(1) of this Law, fully explain the coding on the vial and, if necessary, indicate the number of units of radioactivity of the medicinal product in a dose or in the vial at the moment (time and date) of determining these units as well as the number of capsules or, in the case of a liquid, the number of millilitres in the container;

1.2) the labelling of the vial must contain the following information:

1.2.1) the name or code of the medicinal product, including the name or chemical symbol of the radionuclide;

1.2.2) serial number and expiry date;

1.2.3) the international symbol of radioactivity;

1.2.4) the name and address of the manufacturer;

1.2.5) the number of units of radioactivity, as specified in subparagraph 1.1 of paragraph 1 of this article.

2. A leaflet must be inserted in each package with a radiopharmaceutical remedy, a source (generator) of radionuclides, a radionuclide set or a precursor of a radionuclide. The text of the leaflet must comply with the requirements of Article 22 of this Law and contain a description of all precautions that must be followed by medical personnel and the patient during the preparation and use of the medicinal product, as well as special precautions for the disposal of the package and its unused contents.
Article 25 - Requirements for package labelling and leaflets of homeopathic medicinal products

1. The labelling of a package and a leaflet of homeopathic medicinal products that meet the conditions set forth in Article 14(2) of this Law shall contain the following clear and readable information:

1.1) the scientific name of raw materials or types of raw materials with the indication of the degree of dilution, applying the articles of the European Pharmacopoeia (in the absence of its description in the European Pharmacopoeia (EP) - in the German Homeopathic Pharmacopoeia (GHP), the Homeopathic Pharmacopoeia of the United States (HPUS), the British Homeopathic Pharmacopoeia (BHP), the Homeopathic Pharmacopeia Schwabe or other leading pharmacopoeia); if a homeopathic medicinal product consists of two or more types of raw materials, the scientific name of the raw material may be supplemented with the name invented by the manufacturer;

1.2) the name and address of the manufacturer (at least the producer responsible for the production of the series of medicinal product is indicated), as well as the name and address of the holder of the marketing authorisation for the medicinal product;

1.3) the method of application and, if necessary, the route of administration;

1.4) Expiry date (month/year);

1.5) dosage form;

1.6) the contents of the package in the pharmaceutical form for sale;

1.7) if available, special storage conditions;

1.8) if any, special warnings regarding the medicinal product;

1.9) the serial number of the production lot of the medicinal product assigned by the manufacturer;

1.10) number of the marketing licence;

1.11) the phrase “homeopathic medicinal product without approved therapeutic indications for use”;

1.12) a warning to the patient about the need for consultation with a doctor if the symptoms of the disease persist after the application of the homeopathic remedy.

2. The labelling of the package and a leaflet of homeopathic medicinal products that do not meet the conditions set forth in Article 14(2) of this Law, shall comply with the requirements of Articles 22, 23, 27 of this Law, and also identify their homeopathic nature.
Article 26 - Additional requirements for package labelling and leaflets of traditional herbal medicinal products

1. The labelling of the package and the leaflet of a traditional herbal medicinal product, in addition to the requirements set forth in Articles 22, 23, 27 of this Law, shall contain additionally such information:

1.1) the formulation that the medicinal product is a traditional herbal remedy for use in accordance with the indicated instructions based on long-term use experience;

1.2) the formulation that the consumer must consult a physician or a qualified medical professional if symptoms of the disease persist when using a traditional herbal remedy or if there are side effects not indicated in the leaflet.

Article 27 - Other requirements relating to a package labelling and leaflet of a medicinal product 
1. Symbols or pictograms may be placed on the secondary packaging and leaflet of a medicinal product, which help to clarify the information specified in Article 22(4-7) of this Law and in Article 23(1) of this Law, as well as other information corresponding to a brief description of the medicinal product and useful for patients, with the exception of any elements of the nature of advertising which promotes the medicinal product in the market.

2. The text of labelling is formulated in Georgian. At the request of an applicant and/or a manufacturer, the texts in other languages ​​may be additionally attached, provided that the texts in all languages ​​contain the same information.

3. Information shall be allowed to apply on the secondary packaging and in its absence - on the primary packaging of a medicinal product, using a sticker in cases approved by an order of the Minister. The information contained on the sticker must be presented in the registration dossier for the medicinal product and comply with the requirements for labelling of medicinal products established in this Chapter.

4. The activity of applying information on a package of the medicinal product using a sticker shall be carried out by legal entities and individual entrepreneurs on the basis of a permit for the production of medicinal products that is issued in accordance with this Law.

5. In cases where the owner of a marketing licence does not comply with the requirements for the labelling of a package and a leaflet specified in this Law after placing the medicinal product on the market, the Agency may decide to suspend the marketing authorisation.

6. The Agency shall take a decision on the renewal of a marketing authorisation after the licence-holder adjusts the package labelling and the leaflet in accordance with the requirements of this Law.

7. The procedure of suspension and renewal of a marketing authorisation for a medicinal product shall be approved by an ordinance of the Government of Georgia.

Chapter VI - CATEGORIES OF DISPENSING MEDICINAL PRODUCTS

Article 28 - Categories of dispensing medicinal products

1. Medicinal products are divided into two categories:

1.1) prescription medicinal products;

1.2) non-prescription medicinal products.

2. Medicinal products dispensing on prescription may be divided into separate subgroups according to the following classification:

2.1) the medicinal products dispensed on a one-time or multiple-use prescription;

2.2) the medicinal products dispensed by a special prescription;

2.3) the medicinal products dispensed on prescription with a limited scope.

Article 29 - Criteria for determining the category of dispensing medicinal products

1. A medicinal product shall be dispensed on a one-time or multiple-use prescription if:

1.1) it may pose a direct or indirect threat to human health, even with proper application, but without medical supervision, or

1.2) it is often and widely used incorrectly, as a result of which a direct or indirect threat to human health may arise, or
1.3) it contains substances or their preparations, the effect and/or side reactions of which require further study, or

1.4) the medicinal product is intended for parenteral administration.

2. A medicinal product shall be dispensed on a special prescription if:

2.1) it is the medicinal product subject to special control;

2.2) being misused, it may lead to abuse, addiction or use for illegal purposes, or

2.3) it contains a substance which, in view of its novelty or properties, may be attributed to the medicinal products specified in subparagraphs 2.1, 2.2 of this paragraph.

3. A medicinal product shall be dispensed by prescription with a limited scope, if:

3.1) the medicinal product in connection with its pharmaceutical characteristics, or novelty, or in the interests of public health protection is intended for use only in hospital settings, or

3.2) it is used for the treatment of diseases, the diagnosis of which may be established in hospitals or institutions that have the necessary diagnostic equipment, although a medicinal product intake and further monitoring may be carried out in other conditions, or

3.3) the medicinal product is intended for outpatient treatment of patients, but its use may lead to serious adverse reactions, as a result of which it is necessary that the prescription is prescribed by a doctor and the treatment is carried out under medical supervision.
4. When classifying a medicinal product as part of a certain category of release, the following factors are also taken into account:

4.1) a maximum single dose of the medicinal product;

4.2) a maximum daily dose of the medicinal product;
4.3) the strength of the medicinal product;

4.4) dosage form, types and sizes of the package;

4.5) other factors affecting the safety of the use of the medicinal product.

5. Medicinal products shall be dispensed without a prescription if they are not assigned to prescription medicinal products.

6. The list of medicinal products that are released according to the prescription of a doctor on the territory of Georgia shall be approved by an order of the Minister and updated as necessary.

Article 30 - Change in the category of dispensing medicinal products

1. The Agency may change the category of dispensing a medicinal product:

1.1) at the request of the holder of a marketing licence in accordance with the procedure provided for in Article 19 of this Law;

1.2) based on the results of the examination of new data on the use of the medicinal product, taking into account the criteria specified in Articles 28 and 29 of this Law and in accordance with the procedure provided for in Article 19 of this Law.

2. If the category of dispensing a medicinal product is changed at the request of the holder of a marketing licence in accordance with the procedure provided for in Article 19 of this Law, based on the results of preclinical studies and/or clinical trials, the change in the category of the release of another medicinal product with the same active substance by another owner of the marketing authorisation shall be possible only after the expiration of one year after the initial change in the category of dispensing the medicinal product.

Chapter VII - PERMISSIONS FOR IMPLEMENTATION OF ACTIVITY IN THE SPHERE OF CIRCULATION OF MEDICINAL PRODUCTS
Article 31 - General requirements for permits to carry out activities in the field of circulation of medicinal products

1. Activities related to the production, import and sale of medicinal products in Georgia shall be carried out on the basis of permits, as specified in paragraph 2 of this article.

2. Permission shall be required for the following activities:

2.1) production of medicinal products, including investigational medicinal products, bulk medicinal products and intermediate products (hereinafter - Production of medicinal products), the requirements to which are established in chapter VIII of this Law;

2.2) import of ready-made medicinal products, investigational medicinal products (hereinafter - Import of medicinal products), the requirements to which are established in chapter VIII of this Law;

2.3) wholesale realisation (distribution) of medicinal products, the requirements for which are established in Chapter IX of this Law;

2.4) retail sale of medicinal products (including retail sale of medicinal products via the Internet, as well as the manufacture (production) of medicinal products in pharmacies), the requirements for which are established in Chapter X of this Law.

3. A permit for the relevant type of activity shall issue the Agency in accordance with this Law in the manner established by the permit conditions. Permit conditions for the implementation of the respective type of activity shall be approved by an ordinance of the Government of Georgia.
4. An entity carrying out the activities provided for in subparagraph 2 of this article must have a permit for each address of the location of the relevant activity (the actual place of business).

5. An entity carrying out activities related to the production, import or sale of medicinal products (according to Chapters VII, VIII, IX, X of this Law) may be a legal entity of any organisational and legal form and form of ownership or an individual entrepreneur registered in the manner prescribed by the legislation Georgia (hereinafter - the Subject), except for the case stipulated by Article 92(4) of this Law.

6. For the issuance of a permit for each type of activity envisaged by this Law, including for each address of the location where the activity is carried out, an applicant shall pay a fee in the amount and manner determined by the Law of Georgia on Licence and Permit Fees.
7. For issuing a duplicate of the permit and/or attachments to it, the owner of a permit for carrying out the relevant activity in the sphere of circulation of medicinal products shall pay a permit fee in the amount established by the Law of Georgia on Licence and Permit Fees in order to obtain a permit for the respective type of activity.

8. The owners of permits to carry out activities in the field of the circulation of medicinal products provided for by this Law shall be prohibited to transfer for use in whole or in part a relevant permit for carrying out activities in the sphere of circulation of medicinal products to other persons.

Article 32 - Conditions for issuing and amending permits to carry out activities in the sphere of circulation of medicinal products 

1. In order to obtain a permit for the relevant type of activity, an applicant shall submit an application to the Agency, the requirements for which are established by the permit conditions.

2. A set of documents supporting the compliance of the applicant with the permit conditions shall be attached to the application. An exhaustive list of documents attached to the application is established by this Law:

2.1) for the production of medicinal products - in Article 36 of this Law;

2.2) for the activity of importing medicinal products - in Article 36 of this Law;

2.3) for wholesale realisation (distribution) of medicinal products - in Article 43 of this Law;

2.4) for activities related to the retail sale of medicinal products (including the retail sale of medicinal products via the Internet, as well as the manufacture (production) of medicinal products in pharmacies) - in Articles 48, 50, and 52 of this Law.

3. The compliance of an applicant with the permit conditions shall be established through an expert evaluation of the application and the submitted set of documents, as well as the inspection at the location of implementation of the relevant activity by the applicant that is carried out by the Agency in the manner approved by an ordinance of the Government of Georgia and within the time limits determined for issuing the permit.

4. The procedure and terms for consideration of an application for permission to carry out activities related to the production, import and sale of medicinal products, and the adoption of a decision by the Agency shall be carried out in accordance with this Law and the Law of Georgia on Licence and Permit Fees.

5. The Agency may, if necessary, require an applicant to provide additional information relating to the details of the material and technical base and/or a quality professional(s) (QP) or a responsible person(s) (RP). In this case, the counting of time for consideration of the application and decision making shall be suspended until the required additional information is received.

6. An application for a permit shall be left without consideration if:

6.1) the application is submitted (signed) by a person who has no authority to do so;

6.2) the set of documents for the relevant type of activity does not comply with the requirements of this Law and permit conditions.

7. The Agency shall inform an applicant in writing that his/her application is left without consideration, specifying the reasons and within the timeframes envisaged for consideration of an application by this Law and the Law of Georgia on Licences and Permits.
8. After eliminating the reasons that were the basis for the Agency’s decision to leave an application without consideration, an applicant may repeatedly apply to the Agency by submitting a new application and a set of documents confirming compliance of the applicant with the permit conditions in the manner established by this Law and the permit conditions.
9. In addition to the grounds provided for in Article 27 of the Law of Georgia on Licences and Permits, the Agency may refuse to issue a permit for one or more of the following reasons:

9.1) inaccurate data in the application and/or in documents submitted by the applicant for obtaining a permit have been revealed;

9.2) critical inconsistencies to permit conditions are established when carrying out the inspection at the location of implementation of the relevant activity by an applicant;

9.3) non-compliance by the applicant with restrictions related to obtaining permits for carrying out activities in the sphere of circulation of medicinal products, provided for in Article 34 of this Law;

9.4) the applicant’s incompatibility with the requirements of Article 47(6) of this Law - when issuing a permit for the retail sale of medicinal products;
9.5) the persons carrying out the inspection draw up an act on the refusal by the applicant to conduct the inspection.

10. The validity of a permit shall apply only to those premises and medicinal products, and to the address of the location of implementation of the relevant type of activity, which are indicated in the permit.

11. A permit shall specify the type of activity to which it is applied.

12. Annexes shall be completed and attached to the permit which are an integral part of it.

13. Requirements for the form and content of attachments to permits for relevant activities shall be established by permit conditions.

14. The Agency shall decide to issue a permit under the simple administrative procedure defined by Chapter VI of the General Administrative Code of Georgia, in accordance with the Law of Georgia on Licences and Permits and taking into account the specifics established by this Law.

15. Permission for the types of activity specified in this Law shall be granted for an indefinite period.

16. In accordance with the procedure provided for by the Law of Georgia on Licences and Permits, the Agency shall maintain a departmental register of permits for:

· production of medicinal products;

· wholesale realisation (distribution) of medicinal products;

· retail sale of medicinal products (including the retail sale of medicinal products via the Internet, as well as the manufacture (production) of medicinal products in pharmacies).

17. A permit-holder shall be obliged to inform the Agency of any changes in the data contained in the documents that were submitted along with the application for a relevant permit.

18. In case of occurrence of changes specified in paragraph 17 of this article of the Law, the owner of a permit shall be obliged to submit to the Agency a written notification together with documents confirming the validity of these changes.

19. The term and procedure for filing a notification of changes shall be determined by the permit conditions.

20. The notification of amendments and the documents attached thereto shall be subject to review by the Agency in the manner established by the permit conditions and within a time frame not exceeding the period of consideration of the application for issuance of a permit.

21. Based on the results of consideration of the notification of amendments and documents attached thereto, the Agency shall take one of the following decisions:

21.1) accept the changes, declared by the owner of a permit;

21.2) deny the owner permission to accept the changes declared by him/her.
22. If, within the time frame established by paragraph 20 of this article of this Law, the Agency does not take decisions on the changes declared by the owner of a permit, such changes shall be considered accepted by the Agency.

23. When reviewing the notification of changes and the documents attached thereto, the Agency may conduct an inspection of the holder of a permit in the manner and on the grounds established by the permit conditions.

24. The Agency shall, within no more than three working days after its adoption, inform a permit-holder of the decision taken on the results of the review of the changes.

25. If the changes are related to the information contained in the authorisation certificate and/or annexes thereto, the Agency shall make changes to the authorisation certificate and/or annexes to it in the manner prescribed by the permit conditions.
Article 33 - Control over compliance with permit conditions
1. The Agency shall monitor compliance with permit conditions by permit holders through conducting inspections.
2. The procedure of carrying out inspections shall be approved by an ordinance of the Government of Georgia.
3. Inspections are divided into planned and unplanned inspections.
4. A decision of the Agency to conduct an inspection is an administrative act.
5. Planned inspections of compliance with permit conditions by permit holders for each address of the location of implementation of the relevant type of activity shall be conducted no more than once a year.
6. The Agency shall conduct unplanned inspections: 
6.1) in case the Agency is addressed by the owner of a permit to conduct an inspection at his/her request;

6.2) in case the Agency receives notification about the violation by a permit-holder of the permit conditions;

6.3) for the purpose of verifying the implementation of the Agency’s decision (administrative act) on the removal by a permit-holder of violations of the permit conditions;

6.4) in case of suspicion or receipt of a notification regarding:

6.4.1) production, import (including parallel) or the sale of counterfeit medicinal products;

6.4.2) the sale of unregistered medicinal products, except as provided for in this Law;

6.4.3) the sale of medicinal products for which the Agency didn’t issue a Parallel Trade Licence;

6.4.4) the sale of medicinal products with expired shelf life;

6.4.5) the sale of substandard medicinal products that have been banned from sale or whose distribution was suspended by the Agency.
7. By decision of the Agency, representatives of another administrative authority, as well as experts, professionals of quality control laboratories of medicinal products, attracted by the Agency in the manner established by the legislation of Georgia, may participate in the inspection.
8. Based on the results of the inspection, the Agency shall draw up an inspection report, which shall be entered in a register specially created for this purpose.
9. One copy of the inspection certificate shall be transmitted to a permit-holder.
10. In case of violation of permit conditions, the Agency shall issue an administrative act on elimination of violations within ten working days after the completion of the inspection.
11. Upon receipt of an administrative act on the elimination of violations, a permit-holder shall be obliged to inform the Agency, within the time frames established in the administrative act, of the elimination of the violations indicated therein.
12. In appropriate cases, based on the results of an inspection, the following may be compiled:

12.1) an act on the refusal by a permit-holder to conduct an inspection;

12.2) an act on the non-performance by a permit-holder of the administrative act of the Agency to eliminate violations of the permissive conditions;

12.3) an act on repeated violation of the permit conditions by a permit holder.

13. The procedure and form of developing acts on inspection shall be approved by an ordinance of the Government of Georgia.

14. In accordance with the procedure approved by the Government of Georgia, the Agency shall have the right to suspend or cancel a permit on the following grounds:

14.1) a request of the permit-holder;

14.2) critical violations of the permit conditions established during the inspection at the location of implementation by the permit-holder of the relevant activity;

14.3) realisation by the permit-holder:

14.3.1) of unregistered medicinal products, with the exception of cases provided for in this Law;

14.3.2) of medicinal products for which a Parallel Trade Licence has not been issued by the Agency;

14.3.3) of counterfeit medicinal products;
14.3.4) of medicinal products with expired shelf life;

14.3.5) of medicinal products prohibited for sale or sale of which have been suspended by the Agency;

14.4) production and import by the permit-holder:

14.4.1) of counterfeit medicinal products;

14.4.2) of medicinal products prohibited for sale or sale of which has been suspended by the Agency;

14.5) identification of discrepancies between the data stated in an application and/or in documents submitted by an applicant for obtaining permission to carry out the types of activities provided for by this Law, and the data established by the results of the inspection at the place of business;

14.6) exclusion of a permit-holder from the Register of Entrepreneurs and Non-entrepreneurial (Non-commercial) Legal Entities;

14.7) the persons carrying out an inspection developed an act on the repeated violation of the permit conditions by the permit-holder;

14.8) the persons carrying out an inspection, developed an act on the non-performance by a permit-holder of the administrative act of the Agency to eliminate violations of the permit conditions;

14.9) the persons carrying out an inspection developed an act on the refusal of the permit-holder to conduct the inspection;

14.10) violation of the rules of production, storage, sale and dispensing of medicinal products subject to special control in the course of carrying out the relevant activity;

14.11) non-compliance by the permit-holder with the restrictions provided for in Article 34 of this Law;

14.12) violation by the permit-holder of the condition established in Article 47(6) of this Law (in respect of a permit-holder for the retail sale of medicinal products);

14.13) the persons carrying out an inspection detected the fact of termination by the permit-holder of his/her activity, including in relation to the pharmacy, on his/her own initiative for a period of more than one week, without notice to the Agency.

15. The decision to suspend or revoke a permit shall be taken by the Agency in the form of an administrative act within ten working days from the date of establishing the grounds for its suspension or revocation.

16. In case of cancellation of a permit pursuant to subparagraphs 14.3, 14.4, 14.8, 14.9, 14.10, 14.11, 14.12 of paragraph 14 of this article of the Law, a permit-holder shall have the right to apply to the Agency for a new permit for this type of activity not earlier than one year from the date of the decision to annul the previous permit.

17. Decisions to suspend or revoke a permit may be appealed by a permit-holder in the Ministry or in court.

Article 34 - Restrictions connected with obtaining permits for carrying out activities in the sphere of the circulation of medicinal products

1. A legal person of a private law and/or an individual entrepreneur may be the owner of a permit to perform only one of the activities in the field of the circulation of medicinal products provided for in Article 31(2) of this Law, except for the cases specified in paragraphs 2 to 4 of this article of the Law.

2. An importer of medicinal products shall have the right to carry out the activity of repackaging and/or re-labelling the medicinal products imported by him/her, if he/she has a permit for the production of medicinal products in the part of repackaging and/or re-labelling, obtained in accordance with the procedure established by Chapter VIII of this Law.

3. A manufacturer of medicinal products shall have the right to import bulk medicinal products that are used by him/her for the manufacture of medicinal products in accordance with his/her licence to manufacture such medicinal products obtained in accordance with the procedure established by Chapter VIII of this Law.

4. A hospital pharmacy with a permit for the retail sale of medicinal products shall have the right to import medicinal products for its own needs, provided there is a permit for the production of medicinal products obtained in accordance with the procedure established by Chapter VIII of this Law.

5. A legal entity of private law that is the owner of a permit for the retail sale of medicinal products may not include:

5.1) shareholders or participants (founders) who are the shareholders or participants (founders) of a legal entity of private law that is the manufacturer and/or the importer and/or the distributor of medicinal products and/or the owner of a permit for carrying out medical activities;

5.2) persons as shareholders or participants (founders) that are entitled to prescribe medicinal products under prescriptions;

5.3) shareholders or participants (founders) of both legal entities and individual entrepreneurs, who are producers and/or importers, and/or distributors, and/or owners of permits for carrying out medical activities;

5.4.) shareholders or participants (founders) as legal entities of private law, whose shareholders or participants (founders) are the producers and/or the importers, and/or the distributors of medicinal products and/or the owners of permits for carrying out medical activities;

5.5) legal entities of private law as shareholders or participants (founders), beneficiary-owners of which are the beneficiary-owners of legal entities of private law who are the producers and/or the importers and/or the distributors of medicinal products and/or the owners of permits for carrying out medical activities.

6. A legal person of private law, which is a distributor of medicinal products, may not include:

6.1) shareholders or participants (founders) who are the shareholders or participants (founders) of a legal entity of private law that is the manufacturer and/or the importer of medicinal products and/or the owner of a permit for the retail sale of medicinal products and/or for the performance of medical activities;

6.2) persons as shareholders or participants (founders), which are entitled to prescribe medicinal products under prescriptions;

6.3) shareholders or participants (founders) of both legal entities and individual entrepreneurs who are the producers and/or the importers of medicinal products, and/or the owners of permits for the retail sale of medicinal products, and/or the performance of medical activities;

6.4) shareholders or participants (founders) of legal entities of private law whose shareholders or founders are the producers and/or the importers of medicinal products and/or the owners of permits for the retail sale of medicinal products and/or the performance of medical activities;

6.5) legal entities of private law as shareholders or participants (founders), beneficiary-owners of which are the beneficiary-owners of legal entities of private law who are the manufacturers and/or the importers of medicinal products and/or the owners of permits for the retail sale of medicinal products and/or the performance of medical activities.

7. A legal entity of private law, which is a producer of medicinal products, may not include:

7.1) shareholders or participants (founders) who are the shareholders or participants (founders) of a legal entity of private law that is the  importer and/or the distributor of medicinal products and/or the owner of a permit for the retail sale of medicinal products and/or the performance of medical activities;

7.2) persons as shareholders or participants (founders), which are entitled to prescribe medicinal products under prescriptions;

7.3) shareholders or participants (founders) of both legal entities and individual entrepreneurs who are the importers and/or the distributors of medicinal products, and/or the owners of permits for the retail sale of medicinal products, and/or the performance of medical activities;

7.4) shareholders or participants (founders) of legal entities of private law, whose shareholders or participants (founders) are the importers and/or the distributors of medicinal products and/or the owners of permits for the retail sale of medicinal products and/or the performance of medical activities;

7.5) legal entities of private law as shareholders or participants (founders), beneficiary-owners of which are the beneficiary-owners of legal entities of private law who are the importers and/or the distributors of medicinal products and/or the owners of permits for the retail sale of medicinal products, and/or the performance of medical activities.

8. A legal person of private law, which is the importer of medicinal products, may not include:

8.1) shareholders or participants (founders) who are the shareholders or participants (founders) of a legal entity of private law that is the producer and/or the distributor of medicinal products and/or the owner of a permit for the retail sale of medicinal products and/or the performance of medical activities;

8.2) persons as shareholders or participants (founders) that are entitled to prescribe medicinal products under prescriptions;

8.3) shareholders or participants (founders) of both legal entities and individual entrepreneurs who are the producers and/or the distributors of medicinal products, and/or the owners of permits for the retail sale of medicinal products, and/or the performance of medical activities;

8.4) shareholders or participants (founders) of legal entities of private law, the shareholders or participants (founders) of which are the producers and/or the distributors of medicinal products and/or the owners of permits for the retail sale of medicinal products and/or the performance of medical activities;

8.5) legal entities of private law as shareholders or participants (founders), beneficiary-owners of which are the beneficiary-owners of legal entities of private law who are the producers and/or the distributors of medicinal products and/or the owners of permits for the retail sale of medicinal products, and/or the performance of medical activities.

9. An owner of the permit for the retail sale of medicinal products may not be a shareholder or a participant (founder) of the legal entity of private law that is the producer and/or the importer and/or the distributor of medicinal products and/or the permit-holder for the performance of medical activities.

10. A distributor of medicinal products may not be a shareholder or a participant (founder) of the legal entity of private law that is the producer and/or the importer of medicinal products and/or the permit-holder for the retail sale of medicinal products and/or the performance of medical activities.

11. A manufacturer of medicinal products may not be a shareholder or a participant (founder) of the legal entity of private law that is the importer and/or the distributor of medicinal products and/or the owner of a permit for the retail sale of medicinal products and/or the performance of medical activities.

12. An importer of medicinal products may not be a shareholder or a participant (founder) of the legal entity of private law that is the producer and/or the distributor of medicinal products and/or the owner of a permit for the retail sale of medicinal products and/or the performance of medical activities.

13. Restrictions established by this article of the Law shall not apply to legal persons of public law and persons cooperating within the framework of public-private partnership.
Chapter VIII - PRODUCTION AND IMPORT OF MEDICINAL PRODUCTS

Article 35 - General requirements for the activity on the production and import of medicinal products

1. Activities on the production of medicinal products in the territory of Georgia, including for the purpose of their export, shall be carried out by entities on the basis of a permit for the production of medicinal products, which is issued by the Agency in the manner prescribed by this Law and the relevant permit conditions.
2. A permit for the production of medicinal products is required if the entity carries out all the stages of the production process or one or more of them. A permit for the manufacture of medicinal products is also required if the entity carries out the stages of prepacking, packaging, repackaging, labelling, and re-labelling of medicinal products.

3. Import of medicinal products to the territory of Georgia shall be carried out by the entities if they have permission to manufacture medicinal products.
4. Authorisation for the production of medicinal products shall entitle a manufacturer of medicinal products to carry out wholesale realisation (distribution) of medicinal products that he/she produces in accordance with his/her permission to manufacture medicinal products and shall not require the authorisation to carry out wholesale activities (distribution) of such medicinal products.
5. Authorisation to manufacture medicinal products shall entitle a manufacturer of medicinal products to import the bulk medicinal products that he/she uses to manufacture medicinal products in accordance with his/her permission to manufacture such medicinal products.

6. An importer of medicinal products on the basis of his/her permission to manufacture medicinal products shall have the right to carry out wholesale realisation (distribution) of medicinal products imported by him/her, for which the Agency issued appropriate trade licences, without obtaining permission to carry out wholesale realisation (distribution ) of such medicinal products.
7. A manufacturer of medicinal products that manufactures medicinal products and bulk medicinal products under a contract for third persons (parties) may not be engaged in the wholesale realisation (distribution) of such medicinal products.
8. A manufacturer and/or importer of medicinal products carrying out the repackaging and/or re-labelling of medicinal products for third persons (parties) under a contract, may not be engaged in the wholesale realisation (distribution) of such medicinal products.

9. A permit to manufacture medicinal products that are manufactured in pharmacies by magistral or officinal inscriptions is not required.
Article 36 - The procedure for issuing a permit for the manufacture of medicinal products

1. In order to obtain a permit for the production of medicinal products, an applicant, in accordance with Article 32 of this Law, shall submit to the Agency an application and the following set of documents confirming its compliance with the permit conditions:

1.1) for an applicant (a legal entity of private law and an individual entrepreneur) - a copy of the extract from the Register of Entrepreneurs and Non-entrepreneurial (Non-commercial) Legal Entities certified by the applicant and for a legal entity of public law - certified copies of constituent documents;

1.2) a dossier of the production site, signed by an applicant;

1.3) a list of medicinal products and their medicinal forms, the production and/or import of which shall be carried out, indicating the place of production and/or control of medicinal products;

1.4) a list of investigational medicinal products and their dosage forms, the production and/or import of which shall be carried out, indicating the place of production and/or control of the investigational medicinal products;

1.5) information about a quality professional (quality professionals) (QP);

1.6) information on the production and quality control of medicinal products that are carried out for an applicant by a third party under a contract;

1.7) information on the document certifying the right to use by an applicant the material and technical base (property, rent, leasing, etc.);

1.8) a document certifying the payment of the permit fee.

2. Requirements for the form and content of an application and the set of documents attached to it shall be established by the permit conditions.

3. To obtain a permit for the manufacture of medicinal products, an applicant must meet the following minimum requirements:

3.1) have an appropriate material and technical base - facilities, equipment to ensure the production, storage and quality control of medicinal products;

3.2) have appropriate personnel;

3.3) have at least one quality professional (QP) at his/her disposal who must comply with the requirements of Article 40 of this Law;

3.4) fulfil the permit conditions.

4. Requirements for the material and technical base and personnel shall be determined by the permit conditions.

5. A permit shall be attached by the annexes, being its integral part, in accordance with the permit conditions, where the following information is provided (each in a separate annex):

5.1) information on activities related to the production and/or import of medicinal products - in case an applicant carries out these activities;

5.2) information on inspections of applicants/holders of permits for the manufacture of medicinal products;

5.3) information on a quality professional (quality professionals) (QP);

5.4) information on the production and quality control of medicinal products that are carried out for a manufacturer and/or an importer of medicinal products by a third party under a contract;

5.5) a list of medicinal products that are manufactured/imported.

6. Requirements for the form and content of applications shall be determined by the permit conditions.

Article 37 - Duties of manufacturers of medicinal products

1. A manufacturer of medicinal products shall be obliged to:

1.1) sell medicinal products in accordance with the legislation of Georgia;

1.2) have at his/her disposal a proper staff of qualified personnel that meets the requirements of the law and the permit conditions;

1.3) have a qualified professional (s) (QP) at his/her disposal and allow him/her to fulfil his/her duties in accordance with the requirements of Article 40 of this Law;

1.4) inform the Agency of all changes that he/she intends to make to the documentation, submitted in accordance with Article 32(17-19) of this Law, including the replacement of a qualified professional (QP);

1.5) comply with the guidelines of the Good manufacturing Practices for medicinal products (GMP);

1.6) use only those active substances for the production of medicinal products that:

1.6.1) are indicated in the registration dossier for the medicinal product;

1.6.2) are produced in accordance with the rules for the proper production of active substances (GMP API), with the guidelines of the good Manufacturing Practices for active substances (GMP API), ensure their delivery in accordance with the rules of proper distribution for active substances (GDP API). 
In order to comply with paragraph 1.6 of this article, the owner of a production permit must:

a) make sure that the producers, importers or distributors from which he/she receives the active substances are entered in the register of producers, importers and distributors of the active substances of Georgia;

b) monitor compliance of the manufacturers with the rules for the proper production of active substances (GMP API), and the importers and distributors of active substances – with the rules of proper distribution (GDP API) through conducting regular audits of manufacturers, importers and distributors of active substances at the place of their activities for production, storage and sale of active substances. Such audits the owner of a permit for the production of medicinal products may carry out either personally or with the involvement of appropriate auditors on a contractual basis;

1.7) in the case of producing medicinal products from bulk medicinal products, use only those bulk medicinal products that:

1.7.1) are indicated in the registration dossier for the medicinal product;

1.7.2) are produced in accordance with the rules of proper production (GMP);

1.8) ensure the supply of bulk medicinal products in accordance with the rules of proper distribution (GDP);

1.9) ensure that the excipients used for the production of medicinal products comply with the requirements of the registration dossier for the medicinal product;

1.10) immediately inform the Agency and the holder of a marketing authorisation if information is received that the medicinal products covered by the production authorisation are falsified or are suspected of being falsified, regardless of the methods of distribution of these medicinal products;

1.11) at any time ensure that the persons conducting inspections have access to premises and equipment that are involved in the production, quality control and storage of medicinal products;

1.12) have an emergency action plan that guarantees the effective withdrawal of the medicinal product from circulation, conducted by the Agency’s decision or carried out on his/her own initiative or the initiative of the holder of the marketing licence;

1.13) check the quality of the active substances and excipients, as well as the intermediate and bulk products, the medicinal product in accordance with the requirements of the registration dossier for the medicinal product.
Article 38 - Active substances

1. Production, import and wholesale realisation (distribution) of active substances on the territory of Georgia, including for the purpose of their export, shall be carried out in accordance with the requirements of the rules for the proper production of active substances (GMP API) and the rules of proper distribution of active substances (GDP API).

2. Rules for the proper production of active ingredients (GMP API) in Georgia and the rules for their distribution (GDP API) in Georgia, harmonized with the relevant rules adopted and applicable in the European Union, shall be approved by an ordinance of the Government of Georgia.

3. The Agency shall supervise the implementation and monitoring of compliance with the rules for the proper production of active substances (GMP API) and proper distribution of active substances (GDP API) approved by an ordinance of the Government of Georgia.

4. Production, import and wholesale realisation (distribution) of active substances on the territory of Georgia may be carried out only by entities that are entered by the Agency into the register of producers, importers and distributors of active substances in Georgia.

5. Producers of active substances must meet all of the following minimum requirements:

5.1) have an appropriate material and technical base - facilities, equipment, and technics to ensure the production, quality control, storage and distribution of active substances in accordance with the rules of proper production of active substances (GMP API) in Georgia;

5.2) have appropriate personnel;

5.3) comply with the rules for the proper production of active substances (GMP API) in Georgia.

6. Importers and distributors of active substances must meet all of the following minimum requirements:

6.1) have an appropriate material and technical base - facilities, equipment, technics for storage and transportation of active substances in accordance with the rules of proper distribution of active substances (GDP API) in Georgia;

6.2) have appropriate personnel;

6.3) comply with the rules of proper distribution of active substances (GDP API) in Georgia.

7. Producers of active substances in Georgia shall be obliged to immediately inform the Agency and the owner of a marketing licence if they receive information that the active substances produced by them are falsified or are suspected of being falsified.

8. Importers and distributors of active substances in Georgia shall be obliged:

8.1) immediately inform the Agency if they receive information that the active substances are falsified or are suspected of being falsified;

8.2) make sure that the suppliers of active substances comply with the rules for the proper production of active substances (GMP API) and/or the proper distribution of active ingredients (GDP API).

9. For entering into the register of producers, importers and distributors of active substances of Georgia, an entity shall submit to the Agency an application containing confirmation of its compliance with the requirements of:

9.1) paragraph 5 of this article - in the case of a manufacturer of active substances;

9.2) paragraph 6 of this article - in the case of an importer and a distributor of active substances.
10. For entering into the register of producers, importers and distributors of active substances of Georgia, an entity shall pay registration fees in the manner and amount established in the Law of Georgia on Licencing and Licencing Fees.

11. The Agency shall conduct an expert evaluation of the application within a period not exceeding 30 working days from the date of its receipt by the Agency, during which the Agency may inspect a manufacturer, importer or distributor of active substances in Georgia for compliance with the requirements provided for in paragraphs 5 and 6 of this article.

12. Based on the results of an expert assessment specified in paragraph 11 of this article, the Agency shall, within a period not exceeding five working days, decide on the entry of an entity in the register of producers, importers and distributors of active substances in Georgia or refusal to do so.

13. The Agency shall make a decision on entering an entity in the register of producers, importers and distributors of active substances of Georgia, if according to the results of the expert assessment specified in paragraph 11 of this article, the entity’s compliance with the requirements of paragraphs 5 and 6 of this article is established.

14. The Agency shall enter information on an entity in the register of producers, importers and distributors of active substances of Georgia within a period not exceeding five working days from the moment of making a decision on entering the entity in the register of producers, importers and distributors of active substances in Georgia and issue a registration certificate to the entity.

15. The Register of Producers, Importers and Distributors of Active Substances of Georgia shall be maintained by the Agency and must contain such information:

15.1) the name, address of the place of business and contact information (phone, fax, e-mail) of a manufacturer, importer or distributor;

15.2) a list of names of active substances, production, import or wholesale realisation (distribution) of which is carried out.

16. The Agency shall make a decision on refusal to include an entity in the Register of Producers, Importers and Distributors of Active Substances of Georgia due to one or several of the following reasons:

16.1) according to the results of the expert evaluation of an application, inconsistencies of the entity with the requirements stipulated in paragraphs 5 and 6 of this article are established;

16.2) according to the results of an inspection, incompatibilities of the entity with the requirements stipulated in paragraphs 5 and 6 of this article are established.
17. The subjects entered in the register of producers, importers and distributors of the active substances of Georgia are obliged to immediately notify the Agency of any changes in the conformity of the subject to the requirements of Parts 5 and 6 of this Article that may affect the quality or safety of the active substances.

18. Amendments specified in part 17 of this article shall be subject to review by the Agency in the manner and within the timeframe established by this article for entry of the subject in the register of producers, importers and distributors of active substances in Georgia.

19. If, following the results of the review of the amendments specified in paragraph 17 of this article, the Agency makes a decision to introduce changes and they entail the introduction of changes in the Register of Producers, Importers and Distributors of Active Substances in Georgia, the Agency shall make appropriate changes to this Register and issue to an entity a registration certificate containing the amendments.
20. If, following the results of consideration of the amendments specified in paragraph 17 of this article, the Agency makes a decision to amend and this does not entail changes to the Register of Producers, Importers and Distributors of Active Substances in Georgia, the Agency shall notify an entity of such changes.
21. An entity must notify the Agency of changes that do not affect the quality or safety of active substances, not later than the end of the year, during which such changes occurred to the entity.
22. The Agency shall, within a period not exceeding 30 working days, review the changes specified in paragraph 21 of this article and, on the basis of the review results, adopt the decisions provided for in paragraphs 19 and 20 of this article.
23. The Agency shall exclude an entity from the Register of Producers, Importers and Distributors of Active Substances of Georgia on the following grounds:

23.1) the appeal of the entity to exclude him/her from the Register of Producers, Importers and Distributors of Active Substances in Georgia;

23.2) inconsistencies of the entity to the requirements provided for in paragraphs 5 and 6 of this article, established following the inspection results of the entity at the place where he/she carried out the relevant activities;

23.3) production, import or distribution of active substances that are not entered in the Register of Producers, Importers and Distributors of Active Substances in Georgia;

23.4) manufacture, import or distribution of adulterated active substances;

23.5) exclusion of the entity from the Register of Entrepreneurs and Non-entrepreneurial (Non-commercial) Legal Entities.
24. The procedure for entering entities into the Register of Producers, Importers and Distributors of Active Substances in Georgia, including the requirements for an application and the procedure for its expert evaluation, the procedure for inspections of manufacturers, importers and distributors of active substances, the procedure for making changes, the procedure for maintaining the Register of Producers, Importers and Distributors of Active Substances of Georgia, as well as the requirements for the form and content of a registration certificate shall be approved by an ordinance of the Government of Georgia.
Article 39 - Duties of an importer of medicinal products

1. An importer of medicinal products must establish, document and operate a pharmaceutical quality system in accordance with:

1.1) the requirements of permissive conditions;

1.2) the rules of proper production (GMP).

2. In addition to the duties stipulated by Article 37(1)(1.1 -1.5, 1.10 - 1.12) of this Law, an importer of medicinal products shall be obliged to:

2.1) import medicinal products in accordance with a contract (agreement) with the manufacturer or supplier for these medicinal products, in which the following must be defined:

2.1.1) responsibility for the quality and safety of imported medicinal products, taking into account the requirements of the registration dossier/dossier of specifications for the investigational medicinal product, as well as the legislation of Georgia and permissive conditions;

2.1.2) the interaction of qualified persons (QP) of the producer and importer of medicinal products when issuing a permit for the release of a series of medicinal products;

2.1.3) obligations of the parties to handle claims, handling refunds and withdrawals of medicinal products from the circulation, including destruction (disposal);

2.1.4) measures to prevent imports of poor-quality, incorrectly labelled, falsified and unregistered medicinal products in Georgia;

2.1.5) issues of ensuring proper conditions for transportation, storage of archival and control samples, as well as other issues of quality assurance of imported medicinal products;

2.2) import medicinal products in such a way as to ensure compliance of imported medicinal products with the requirements of the registration dossier/dossier of specifications for the investigational medicinal product;

2.3) ensure quality control of imported medicinal products registered in Georgia in accordance with the requirements of the registration dossier and in accordance with Article 79 of this Law.

Article 40 - Qualified Person (QP)

1. A qualified person (QP) must have a qualification and practical work experience, the requirements to which shall be established in appropriate permissive conditions.

2. A qualified person (QP) shall be obliged to:

2.1) ensure the functioning of a quality system of medicinal product when they are produced/imported;

2.2) certify each series of finished medicinal product/investigational medicinal product produced in Georgia for compliance of the produced series with the requirements of the legislation of Georgia and the registration dossier/dossier of specifications for the investigational medicinal product;

2.3) certify each series of registered medicinal product imported into Georgia for compliance of the series of imported medicinal product with the requirements of the registration dossier after carrying out quality control in accordance with the procedure established by Article 79 of this Law;

2.4) certify each series of investigational medicinal product that is imported into Georgia to the compliance of the imported series of the investigational medicinal product with the requirements of the dossier of specifications for the investigational medicinal product;

Certification of the series of finished medicinal product/investigational medicinal product by a qualified person (QP) - the procedure for confirming, in the manner established by an ordinance of the Government of Georgia, by the qualified person that the series of finished medicinal product/investigational medicinal product has been manufactured and controlled in accordance with the requirements of the registration dossier/dossier of specifications for the investigational medicinal product, as well as the legislation of Georgia regarding production, quality control and ensuring the quality of medicinal products.
3. A qualified person (QP) must be entered in the Register of Qualified Persons (QP), which is maintained by the Agency.

4. The procedure for the entry of qualified persons (QP) in the Register of Qualified Persons (QP), as well as the procedure for maintaining such a registry, shall be approved by an ordinance of the Government of Georgia.

5. The owner of a permit for the manufacture of medicinal products may replace a qualified person (QP) only in consultation with the Agency. Replacement of the qualified person (QP) requires the re-registration of the relevant annex to the permit in the manner approved by the permissive conditions.

6. If the Agency detects the facts of violation by a qualified person (QP) of his/her duties provided for in this article of this Law in the course of state control over the circulation of medicinal products, the Agency may decide to exclude him/her from the Register of Qualified Persons (QP) in the manner established by an ordinance of the Government of Georgia.

Article 41 - Rules for the proper production (GMP) of medicinal products

1. Production and import of medicinal products must comply with the rules of proper production (GMP) of medicinal products.

2. The rules for the proper production (GMP) of medicinal products in Georgia, harmonized with the relevant rules adopted and applicable in the European Union, shall be approved by an ordinance of the Government of Georgia.

3. The Agency shall confirm conformity of production and import of medicinal products to the rules of proper production (GMP) in the manner approved by an ordinance of the Government of Georgia.

4. The Agency shall supervise the implementation and monitoring of compliance with the rules of proper production (GMP) of medicinal products, which, in accordance with the procedure approved by an ordinance of the Government of Georgia, controls the compliance of manufacturers and importers of medicinal products with GMP.

Chapter IX - WHOLESALE REALISATION (DISTRIBUTION) OF MEDICINAL PRODUCTS AND BROKERAGE

Article 42 - General requirements for wholesale realisation (distribution) and brokerage activities in the wholesale realisation (distribution) of medicinal products
1. Only registered medicinal products and parallel imported medicinal products, for which the Agency has issued appropriate trade licences in accordance with this Law, shall be subject to wholesale realisation (distribution) on the territory of Georgia.

2. The wholesale realisation (distribution) of unregistered medicinal products shall be allowed if they are imported into the territory of Georgia during natural disasters, accidents, epidemic diseases with the permission of the Agency issued in accordance with the procedure established by this Law.

3. Wholesale realisation (distribution) of medicinal products in the territory of Georgia shall be carried out by entities on the basis of a permit for the wholesale realisation (distribution) of medicinal products, which is issued by the Agency in accordance with Chapter VII of this Law and Article 43 of this Law.

4. The wholesale realisation (distribution) of medicinal products shall be prohibited:

4.1) without the permission of a responsible person (RP);

4.2) poor-quality medicinal products (as confirmed by the results of quality control);

4.3) medicinal products with expired shelf life;

4.4) medicinal products realisation of which has been prohibited or suspended by the Agency in accordance with the procedure established by law.

5. Brokers while implementing brokerage activities in the wholesale realisation (distribution) of medicinal products in Georgia must comply with the requirements of the rules of proper distribution of medicinal products (GDP) in Georgia, which are established in these rules for brokers.

6. To implement brokerage in the wholesale realisation (distribution) of medicinal products, a broker must be entered in the Register of Brokers of Georgia, which is maintained by the Agency.

7. The Register of Brokers of Georgia is public and is to be placed by the Agency on its official website.

8. For entering into the register specified in paragraph 6 of this article, a broker shall submit to the Agency an application containing at least his/her name, legal and actual address, as well as contact information (a contact person’s data, telephone, fax, e-mail) before the start of the brokerage in the wholesale realisation (distribution) of medicinal products.
9. The Agency shall decide to enter a broker in the Register of Brokers of Georgia within 20 working days from the date of receipt of an application specified in paragraph 8 of this article.

10. A document confirming a broker’s entry into the Register of Brokers shall be the broker’s registration certificate issued by the Agency.

11. The Agency shall have the right to inspect brokers for compliance with the requirements of the rules for the proper distribution of medicinal products (GDP) in Georgia, which are established in these rules for brokers.

12. Brokers shall be obliged to immediately notify the Agency of any changes in the data that they submitted for the entry in the Register of Brokers in Georgia.

13. The agency shall remove a broker from the Register of Brokers of Georgia on the following grounds:

13.1) upon the broker’s request to exclude him/her from the Register of Brokers of Georgia;

13.2) exclusion of the broker from the Register of Entrepreneurs and Non-entrepreneurial (Non-commercial) Legal Entities;

13.3) non-compliance of the broker with the requirements of the rules of proper distribution of medicinal products (GDP) in Georgia, which are established in these rules for brokers;

13.4) failure by the broker to notify the Agency of any changes in the data that were submitted by him/her for entry into the Register of Brokers of Georgia.
14. The procedure for entering brokers into the Register of Brokers in Georgia, including the requirements for an application, the procedure for its assessment, the procedure for conducting inspections of brokers, the procedure for making changes and excluding brokers from the register of Brokers of Georgia, the procedure for maintaining the Register of Brokers in Georgia, as well as the requirements for the form and content of the registration certificates of the broker shall be approved by an ordinance of the Government of Georgia.

15. Wholesale realisation (distribution) of medicinal products subject to special control shall be carried out by entities in accordance with the requirements of this Law and the Law of Georgia on Narcotic Drugs, psychotropic Substances, Precursors, and Narcological Assistance.

Article 43 -The procedure for issuing a permit for the wholesale realisation (distribution) of medicinal products

1. In order to obtain a permit for the wholesale realisation (distribution) of medicinal products, an applicant, in accordance with Article 32 of this Law, shall submit to the Agency an application and the following set of documents confirming its compliance with the permissive conditions:

1.1) for an applicant (a legal entity of private law and an individual entrepreneur) - a copy of the extract from the Register of Entrepreneurs and Non-entrepreneurial (Non-commercial) Legal Entities certified by the applicant and for a legal entity of public law - certified copies of constituent documents;

1.2) a list of groups of medicinal products, the distribution of which is planned or is carried out;

1.3) information on the responsible person (responsible persons) (RP);

1.4) a statement on the availability of the material and technical base for ensuring the proper storage and sale of medicinal products that meet the requirements established by the permissive conditions for the wholesale distribution of medicinal products, which is attached by a floor plan of the building (or part thereof) used by the applicant at the address of the place where wholesale realisation (distribution) of medicinal products is implemented;

1.5) information on the document certifying the right of the applicant to use the material and technical base (property, rent, leasing, etc.);

1.6) a document certifying payment of the authorization fee.

2. Requirements for the form and content of an application and the set of documents attached to it are established by the permissive conditions.

3. Medicinal products are divided into groups, depending on the conditions of their storage, transportation, and other factors and are determined by the permissive conditions.

4. To obtain a permit for wholesale realisation (distribution) of medicinal products, an applicant must meet the following minimum requirements:

4.1) have an appropriate material and technical base - facilities, equipment and technics to ensure proper storage and sale of medicinal products;

4.2) have appropriate personnel;

4.3) to have at his/her disposal a responsible person (RP) who must comply with the requirements of Article 45 of this Law;

4.4) fulfil the permissive conditions.

5. Requirements for a material and technical base and personnel shall be determined by the permissive conditions.

6. In the annex to the permit for wholesale realisation (distribution) of medicinal products, the following information is provided:

6.1) information on the responsible person (responsible persons) (RP);

6.2) the list of groups of medicinal products, the wholesale realisation (distribution) of which is carried out by a distributor;

6.3) Information on inspections of an applicant/holder of the permit for the wholesale realisation (distribution) of medicinal products.

Article 44 - Duties of the owner of a permit for wholesale realisation (distribution) of medicinal products

1. The owner of a permit for the wholesale realisation (distribution) of medicinal products shall be obliged to:

1.1) purchase medicinal products only from the owners of a permit for wholesale realisation (distribution) or for the production of medicinal products;

1.2) supply ready-made medicinal products only to owners of a permit for wholesale realisation (distribution) or retail sale of medicinal products, to owners of a permit for medical activity without the right to further realisation, as well as to legal entities for scientific activities without the right to further realisation;

1.3) have at least one responsible person (RP) at his/her disposal for each address of the place of business and give him/her the opportunity to fulfil his/her duties in accordance with the requirements of Article 45 of this Law;

1.4) make sure that the medicinal products received (purchased, delivered) are not falsified. Immediately inform the Agency, as well as a holder of the marketing authorisation (parallel trade licence), a manufacturer and/or importer of medicinal products that the medicinal products that he/she receives or is offered, have been proved to be falsified or are suspected to be falsified;

1.5) ensure an immediate implementation of the Agency’s decisions on the prohibition of the sale or suspension of the implementation of certain series or names of medicinal products;
1.6) comply with the storage conditions of medicinal products in accordance with the information contained in their labelling;

1.7) have an emergency action plan that guarantees the effective withdrawal of the medicinal product from circulation, conducted by decision of the Agency or carried out jointly with a producer/importer of medicinal products or the holders of the marketing authorisation and the parallel marketing authorisation for the medicinal product;

1.8) store financial and shipping documents on paper or electronic media for each transaction for the receipt (delivery) or dispatch (sale) of medicinal products, which contain at least the following information:

1.8.1) the date;

1.8.2) the name of the medicinal product;

1.8.3) the amount of medicinal product received, delivered or sold;

1.8.4) the name and address of a supplier or consignee of the medicinal product;

1.8.5) the serial number of each name of the medicinal product;

1.9) organise the storage and accessibility of documents specified in subparagraph 1.8 of this paragraph within the period established by the legislation of Georgia for the storage of such documents;

1.10) at any time ensure that the persons conducting the inspection have access to premises, equipment, and technics that are involved in the wholesale realisation (distribution) of medicinal products;

1.11) sell medicinal products only if authorised by a responsible person (RP);

1.12) comply with the requirements of the rules of proper distribution (GDP) of medicinal products;

1.13) make sure that when obtaining medicinal products with the participation of a broker, such broker is included in the Register of Brokers of Georgia and meets the requirements of the rules of proper distribution of medicinal products (GDP) in Georgia, which are established in these rules for brokers.

Article 45 - Responsible person (RP) of the holder of a permit for wholesale realisation (distribution) of medicinal products

1. A responsible person (RP) must have the qualification and have practical work experience, the requirements to which are established in the appropriate permissive conditions.

2. Responsible person (RP) shall be obliged to:

2.1) ensure the functioning of a quality system of medicinal products during their wholesale realisation (distribution);

2.2) organise an incoming quality control and reach a conclusion of the incoming quality control for each series of medicinal product obtained.

3. A responsible person (RP) must be entered in the Register of Responsible Persons (RP), which is maintained by the Agency.

4. The procedure for entering responsible persons (RP) in the Register of Responsible Persons (RP), as well as the procedure for maintaining such a registry, shall be approved by an ordinance of the Government of Georgia.

5. The owner of a permit for wholesale realisation (distribution) of medicinal products may replace a responsible person (RP) only in agreement with the Agency. Replacement of the responsible person (RP) shall require the re-registration of the relevant annex attached to the permit in the manner approved by the permissive conditions.

6. If the Agency establishes, in the course of state control over the circulation of medicinal products, the facts of violation by a responsible person (RP) of his/her duties stipulated by this article of this Law, the Agency may decide to exclude him/her from the Register of Responsible Persons (RP) in the manner approved by an ordinance of the Government of Georgia.

Article 46 - Rules for proper distribution (GDP) of medicinal products

1. The wholesale realisation (distribution) of medicinal products in Georgia must be carried out by entities in accordance with the rules of proper distribution (GDP) of medicinal products.

2. The rules for the proper distribution of medicinal products in Georgia, harmonized with the relevant rules adopted and applicable in the European Union, shall be approved by an ordinance of the Government of Georgia.

3. Confirmation of compliance of wholesale realisation (distribution) of medicinal products with the rules of proper distribution (GDP) of medicinal products shall be carried out by the Agency in the manner approved by an ordinance of the Government of Georgia.

4. The Agency shall supervise over the implementation and monitoring of compliance with the rules of proper distribution (GDP) of medicinal products, which, in accordance with the procedure approved by an ordinance of the Government of Georgia, controls the compliance of the entities with the rules for the proper distribution (GDP) of medicinal products.
Chapter X - RETAIL SALES OF MEDICINAL PRODUCTS

Article 47 - General requirements for retail sale of medicinal products

1. Only registered medicinal products and parallel imported medicinal products, for which the Agency has issued appropriate trade licences in accordance with this Law, shall be subject to wholesale realisation (distribution) on the territory of Georgia, shall be subject to retail sales, with the exception of cases provided for by Article 49(6) of this Law, as well as medicinal products manufactured in a pharmacy. Retail sales in of territory of Georgia are subject
2. Retail sale of medicinal products in the territory of Georgia shall be carried out by entities on the basis of a permit for the retail sale of medicinal products, which is issued by the Agency in accordance with Chapter VII and Article 48 of this Law.

3. Permission for retail sales of medicinal products shall be also necessary for the implementation of activities:

3.1) on the retail sale of medicinal products via the Internet;

3.2) on the manufacture (production) of medicinal products in a pharmacy.

4. Retail sales of medicinal products may be carried out in pharmacies and retail outlets.

5. Dispensing medicinal products to medical institutions or their units based on their orders may be carried out by hospital pharmacies.

6. The head of a pharmacy may be a person who has a higher education in pharmaceutics and works there. The head of the pharmacy cannot simultaneously work with other owners of permits for production, wholesale realisation (distribution) and retail sales of medicinal products.
7. Pharmacies may carry out:

7.1) retail sale of prescription medicinal products;

7.2) retail sale of non-prescription medicinal products;
7.3) retail sale of medicinal products subject to special control;

7.4) retail sale of medicinal products via the Internet;

7.5) production (manufacture) of medicinal products in a pharmacy.

8. A retail outlet may only implement retail sales of non-prescription medicinal products, the list of which is approved by an order of the Minister.

9. A hospital pharmacy is a structural subdivision of a medical institution and may carry out:

9.1) dispensing medicinal products to the units of a medical institution, the structural unit of which is a hospital pharmacy, based on their orders;

9.2) dispensing medicinal products, subject to special control, to the units of a medical institution, the structural unit of which is a hospital pharmacy, based on their orders, under the following conditions:

9.2.1) the hospital pharmacy has the right to handle medicinal products subject to special control; and

9.2.2) the medical institution has permission to carry out medical activities related to the use of medicinal products subject to special control;

9.3) production (manufacture) of medicinal products in a pharmacy and supply of manufactured medicinal products to the units of a medical institution, the structural unit of which is a hospital pharmacy, based their orders;

9.4) supply of medicinal products to legal entities of any organisational and legal form and form of ownership and/or to individual entrepreneurs authorised to carry out medical activities on the basis of contracts concluded with them and according to their orders;

9.5) production (manufacture) of medicinal products in a pharmacy and supply of manufactured medicinal products to legal entities of any organisational and legal form and form of ownership and/or to individual entrepreneurs authorised to carry out medical activities on the basis of contracts concluded with them and according to their orders;

9.6) supply of medicinal products, subject to special control, to legal entities of any organisational and legal form and form of ownership and/or to individual entrepreneurs on the basis of contracts concluded with them and according to their orders, and provided that they have the permission to carry out medical activities related to the use of medicinal products subject to special control.

10. A hospital pharmacy shall operate on the basis of a permit for the retail sale of medicinal products received in accordance with the requirements of this Law and permissive conditions.

11. A hospital pharmacy shall have no right to carry out retail sales of medicinal products to the public.

12. The retail sales of medicinal products subject to special control, as well as the production (manufacture) of such medicinal products in a pharmacy shall be carried out by entities in accordance with the requirements of this Law and the Law of Georgia on Narcotic Drugs, Psychotropic Substances, Precursors, and Narcological Assistance.

13. A pharmacy may have pharmacy points and/or mobile pharmacies, which are its structural units.

14. Requirements for the structural units of pharmacies shall be established by permissive conditions.

15. Activity on retail sales of medicinal products by the structural units of pharmacies must be carried out by the owner of a permit in accordance with the permissive conditions on the basis of entering data on them into the appendix to the permit.

16. The procedure for entering data on the structural units of a pharmacy shall be established in permissive conditions.

17. Structural units of a pharmacy shall have no right to carry out retail sales of medicinal products subject to special control.

18. In the absence of pharmacies in populated rural areas (in high-altitude and inaccessible places), retail sales of medicinal products may be carried out by staff of hospitals and/or outpatient clinics with a pharmaceutical or medical education, on the basis of agreements with the owner of a permit for the retail sale of medicinal products. In such places, the retail sale of medicinal products, subject to special control, shall be prohibited.

19. The Government of Georgia may set quotas on:

19.1) the number of pharmacies which have the right to be engaged in the retail sale of medicinal products subject to special control;

19.2) the number of pharmacies within the administrative-territorial units, depending on the limits of the borders and the population of such administrative-territorial units.

20. The procedure for establishing quotas specified in paragraph 19 of this article shall be approved by an ordinance of the Government of Georgia.
Article 48 - The procedure for issuing permits for the retail sale of medicinal products

1. In order to obtain a permit for the retail sale of medicinal products, an applicant, in accordance with Article 32 of this Law, shall submit to the Agency an application and the following set of documents confirming its compliance with the permissive conditions:

1.1) for an applicant - an individual entrepreneur - a copy of the extract from the Register of Entrepreneurs and Non-entrepreneurial (Non-commercial) Legal Entities certified by the applicant;

1.2) for an applicant – a legal entity of private law - copies of the extract from the Register of Entrepreneurs and Non-entrepreneurial (Non-commercial) Legal Entities, and constituent documents certified by the applicant;

1.3) for an applicant - a legal entity of public law - certified copies of constituent documents;

1.4) information on a responsible person (responsible persons) (RP);

1.5) a statement on the availability of the material and technical base for ensuring the proper storage and sale of medicinal products that meet the requirements established by the permissive conditions for the retail sale of medicinal products, to which a floor plan of the building (or part thereof) is attached, used by the applicant at the address of the place of activity for retail sale of medicinal products;

1.6) information on a document certifying the right of an applicant to use the material and technical base (property, rent, leasing, etc.);

1.7) a document certifying the payment of authorisation fees.

2. Requirements for the form and content of an application and the set of documents attached to it shall be established by the permissive conditions.

3. To obtain a permit for retail sale of medicinal products, an applicant must meet the following minimum requirements:

3.1) have an appropriate material and technical base - facilities, equipment, technics to ensure the proper storage and sale of medicinal products;

3.2) have appropriate personnel;

3.3) have a responsible person (RP) at his/her disposal who must meet the requirements of Article 53 of this Law;

3.4) correspond to the permissive conditions.

4. Requirements for the material and technical base and personnel shall be determined by the permissive conditions.

5. The following information shall be given in the appendix to a permit for the retail sale of medicinal products:

5.1) information on a responsible person (responsible persons) (RP);

5.2) the list of dosage forms that may be manufactured (produced) by an entity in a pharmacy (in the case of carrying out such activities);

5.3) information on inspections of an applicant/a permit-holder for the retail sale of medicinal products;

5.4) information on the structural units of a pharmacy (if any).
Article 49 - Conditions for the retail sale of medicinal products

1. The sale of medicinal products shall be implemented by a prescription or without a prescription.

2. Determination of the category of dispensing of medicinal products shall be carried out in accordance with the requirements of Chapter VI of this Law in the case of their state registration (re-registration, modification of the registration dossier for medicinal products).

3. The procedure for writing prescriptions shall be approved by an order of the Minister.

4. Medicinal products sold to individuals shall not be refundable for re-sale.

5. Retail sale of medicinal products shall be prohibited:

5.1) without the permission of a responsible person (RP);

5.2) low-quality medicinal products (as confirmed by the results of quality control);

5.3) medicinal products with expired shelf life;

5.4) medicinal products realisation of which has been prohibited or suspended by the Agency in accordance with the procedure established by law.

6. After the expiration of a marketing authorisation and/or a parallel marketing licence for medicinal products, they may be sold by entities, holding a permit for retail sales of medicinal products before the expiration date of such medicinal products, provided that their sale is not prohibited or suspended by the Agency.
Article 50 - Retail sales of medicinal products via the Internet

1. Retail sales of medicinal products via the Internet shall be carried out by entities on the basis of a permit for their retail sale, issued by the Agency in accordance with this Law and permissive conditions. At the same time, the permit specifies such type of activity as the retail sale of medicinal products via the Internet.

2. Retail sales of only non-prescription medicinal products may be carried out via the Internet.

3. A licence applicant must have a website through which the retail sale of medicinal products is planned, containing at least the following information:

3.1) the name of an entity and the permanent address of the place where the retail sale of medicinal products is carried out;

3.2) the Agency’s logo, which must be displayed on every page of the site where it is proposed to purchase medicinal products containing a hyperlink to the Agency’s website;

3.3) an applicable permit for the retail sale of medicinal products via the Internet with a hyperlink to the departmental permit register maintained by the Agency;

3.4) normative legal acts that regulate the activities for retail sale of medicinal products via the Internet or a hyperlink to the corresponding Internet resource.

4. At least, the following information must be placed and available on the Agency’s website regarding the retail sale of medicinal products via the Internet:

4.1) the list of entities involved in the retail sale of medicinal products via the Internet, as well as the addresses of the websites of the said entities;

4.2) normative- legal acts that regulate the retail sale of medicinal products via the Internet;

4.3) information on the risks associated with illegal retail sale of medicinal via the Internet.

Article 51 - Obligations of the owner of a permit for the retail sale of medicinal products

1. The owner of a permit for the retail sale of medicinal products shall be obliged to:

1.1) buy (purchase) medicinal products registered in Georgia and/or medicinal products for which the Agency issued a parallel trade licence from the owners of the permit for wholesale realisation (distribution) or for the production of medicinal products;

1.2) make sure that the received (purchased, delivered) medicinal products are not prohibited or suspended by the Agency for sale;

1.3) have the services of at least one responsible person (RP) at each address of the place of business, with the exception of the structural units of a pharmacy, and provide the RP (RPs) with the opportunity to fulfil his/her/their duties in accordance with the requirements of Article 53 of this Law;

1.4) immediately inform the Agency, the owners of the marketing licence and the parallel marketing licence for medicinal products, the owners of the permit for the production and wholesale distribution of medicinal products, about the suspicions that the medicinal products they receive are falsified;

1.5) have an emergency action plan that guarantees the effective withdrawal of a medicinal product from circulation, conducted by the Agency’s decision or carried out by a manufacturer/importer of medicinal products, the holders of the marketing authorisation and the parallel marketing authorisation for the medicinal product;

1.6) ensure an immediate implementation of the Agency’s decisions on the prohibition of the sale or on the suspension of the realisation of certain series or names of medicinal products;

1.7) store financial and shipping documents on paper or electronic media for each receipt (supply) of medicinal products, which contain at least the following information:

1.7.1) the date;

1.7.2) the name of a medicinal product;

1.7.3) the received (delivered) amount of a medicinal product;

1.7.4) the name and address of the supplier of a medicinal product;

1.7.5) the serial number of each name of a medicinal product;

1.8) organise the storage and accessibility of documents specified in subparagraph 1.7 of this paragraph within the period established by the legislation of Georgia for the storage of such documents;

1.9) comply with the storage conditions of medicinal products in accordance with the information contained in their labelling;

1.10) at any time ensure that persons conducting an inspection have access to premises, equipment, and technics that are involved in the retail sale of medicinal products;

1.11) ensure dispensing medicinal products in accordance with the requirements of the legislation of Georgia.

Article 52 - Manufacture (production) of medicinal products in a pharmacy

1. Manufacture (production) of medicinal products in a pharmacy may be carried out only in pharmacies (including hospital pharmacies) on the basis of a permit for the retail sale of medicinal products with the right to manufacture (product) medicinal products in a pharmacy, which is issued by the Agency in accordance with this Law and permissive conditions. At the same time, the permit specifies such type of activity as the manufacture (production) of medicinal products in a pharmacy, indicating the medicinal forms that are to be manufactured.

2. Manufacture (production) of medicinal products in a pharmacy shall be carried out according to the prescription of a doctor (magistral inscriptions) or in accordance with the pharmacopoeial inscriptions (officinal inscriptions). 
3. Production of medicinal products in a pharmacy shall be allowed only from active substances and excipients, plant substances approved by an order of the Minister.

4. Persons directly carrying out the manufacture and quality control of medicinal products in a pharmacy must have a pharmaceutical education.

5. In addition to Article 48(1) of this Law, an applicant for the receipt of a permit for the retail sale of medicinal products with the right to product (manufacture) medicinal products in a pharmacy shall additionally submit to the Agency statements on quality assurance and quality control of medicinal products when they are manufactured (produced) in the pharmacy.

6. In addition to Article 48(3) and Article 51 of this Law, the holder of a permit for the retail sale of medicinal products with the right to produce (manufacture) medicinal products in a pharmacy must have an appropriate material and technical base - facilities, equipment, technics to ensure manufacturing, quality control, storage and sale of manufactured medicinal products, meeting the requirements established by the permissive conditions.
7. The rules for the production (manufacture) of medicinal products in a pharmacy shall be approved by an ordinance of the Government of Georgia.

Article 53 - Responsible person (RP) of the owner of a permit for retail sale of medicinal products

1. A responsible person (RP) of the owner of a permit for the retail sale of medicinal products must meet the following qualification requirements:

1.1) have a higher education in the specialty of pharmacy;

1.2) have practical experience (not less than two years) with one or more entities engaged in the production, import of medicinal products, or in the wholesale distribution of medicinal products, or in the retail sale of medicinal products.

2. A responsible person (RP) shall be obliged to:

2.1) ensure the functioning of a quality system of medicinal products during their retail sale;

2.2) organise the incoming quality control of each received series of medicinal product and issue a conclusion of the incoming quality control of each series of the medicinal product received and sold;

2.3) in the case of producing (manufacturing) medicinal products in a pharmacy - organise quality control of manufactured medicinal products and draw up conclusions on the quality of each manufactured medicinal product.

3. The owner of a permit for the retail sale of medicinal products may replace a responsible person (RP) only in consultation with the Agency. Replacement of the responsible person (RP) shall require the re-registration of relevant annex to the permit in the manner approved by the permissive conditions.
CHAPTER XI - IMPORT TO GEORGIA AND EXPORT FROM GEORGIA OF MEDICINAL PRODUCTS

Article 54 - Import of medicinal products into the territory of Georgia

1. Medicinal products registered in Georgia and for which the Agency issued a parallel trade licence, except as provided for by this Law, may be imported into the territory of Georgia.

2. The procedure of import of medicinal products into the territory of Georgia shall be established by an ordinance of the Government of Georgia.

3. The importation of medicinal products into Georgia shall be carried out by importers of medicinal products holding a permit for production, obtained in accordance with Chapters VII and VIII of this Law.

4. It is prohibited to import into Georgia falsified medicinal products, low-quality medicinal products, as well as medicinal products with expired shelf life.

5. Persons importing falsified medicinal products, low-quality medicinal products and medicinal products with expired shelf life into Georgia shall be liable in accordance with the legislation of Georgia.
Article 55 - Import of unregistered medicinal products into the territory of Georgia

1. Unregistered medicinal products may be imported into the territory of Georgia by permission of the Agency with a view to:

1.1) conducting research in the framework of pharmaceutical development, preclinical studies and other scientific research;

1.2) laboratory quality control in the quantity necessary to conduct it;

1.3) conducting clinical trials;

1.4) state registration of medicinal products;

1.5) personal use by an individual or for other non-commercial purposes in accordance with Article 56 of this Law;

1.6) transit through the territory of Georgia or placement under the customs regime of a customs warehouse with subsequent re-export in the manner established by the Customs Code of Georgia. At the same time, the import of medicinal products with subsequent re-export must not contradict the provisions of the Council of Europe Convention on Counterfeiting Medical Products and Similar Crimes that threaten the health of the population. Re-export of such medicinal products must be carried out not later than six months before the expiration of their validity period;

1.7) exhibiting at exhibitions, fairs, and conferences without the right to sell.

2. With the permission of the Agency, unregistered medicinal products may be imported into the territory of Georgia in the event of natural disasters, catastrophes, epidemic diseases, in the presence of documents confirming the registration of such medicinal products in the country of a producer or in the country of the holder of a marketing licence.

3. A permit for import of unregistered medicinal products into the territory of Georgia shall be issued by the Agency on a free basis in the manner approved by an order of the Minister.

4. Persons importing unregistered medicinal products into Georgia in violation of the requirements of this Law shall be liable under the legislation of Georgia.

Article 56 - Importation of medicinal products to Georgia for personal use and other non-commercial purposes

1. Without taking into account the requirements stipulated in Article 54(1-3) of this Law, medicinal products, including those not registered in Georgia, may be imported in Georgia intended for:

1.1) personal use by an individual (rendering medical assistance according to the vital indications of a particular patient);

1.2) medical support (without the right to sell) to passengers and crew members of vehicles, train crews and drivers of vehicles arriving in Georgia;

1.3) medical support (without the right to sell) to participants of international cultural, sporting events and international expeditions;

1.4) medical support (without the right to sell) to employees of foreign diplomatic services and consular offices;

1.5) medical support (without the right to sell) tom units of the military forces of other countries, which, according to legislation, are located or temporarily reside in the territory of Georgia.

2. The number of unregistered medicinal products that may be imported into the territory of Georgia shall be determined by an order of the Minister.

Article 57 - Export of medicinal products from Georgia

Export of medicinal products from Georgia shall be carried out in an order provided by the legislation of Georgia.

CHAPTER XII - ADVERTISING

Article 58 - General provisions on advertising of medicinal products
1. Advertising of a medicinal product shall include:

1.1) advertising to the public;

1.2) advertising of medicinal product to medical personnel (doctors, nurses, pharmacists and other persons whose activities are related to prevention, diagnosis and treatment of diseases, rehabilitation of patients, palliative care and forensic medical examination);

1.3) attendance of medical personnel by the representatives of medical sales;

1.4) provision of samples of a medicinal product;

1.5) the use of incentives in the form of gifts, offers, or promises of profit, or remuneration in cash or in kind equivalent, encouraging prescription or supply of a medicinal product;

1.6) sponsoring of activities that promote the sale of a medicinal product, with the participation of persons appointing or delivering such remedy, including travel and living expenses;

1.7) sponsoring of scientific conferences where the persons prescribing or delivering a medicinal product participate, including travel and living expenses.

2. Advertising of a medicinal product shall not include:

2.1) labelling of medicinal products and leaflets, stipulated by Chapter V of this Law;

2.2) information relating to package changes and warnings of adverse reactions for safe use of medicinal products, trade catalogues and price lists, provided that they do not relate to the advertising of the medicinal product;

2.3) information relating to human health or diseases, provided that there are no references, even indirect ones, to treatment, prevention, diagnosis and rehabilitation methods using a particular medicinal product;

2.4) preventive vaccination activities conducted by the Ministry for vaccination of the population of Georgia, with a view to preventing diseases, provided that such measures do not contain information on a specific medicinal product;

2.5) other materials that are not advertising of a medicinal product, but which may be necessary to address specific issues with respect to a particular medicinal product.

3. The advertising of a medicinal product shall:

3.1) comply with the data of the approved summary characteristics of the medicinal product;

3.2) promote the rational use of the medicinal product;

3.3) not exaggerate the properties of the medicinal product;

3.4) not be misleading.

4. When advertising homeopathic medicinal products that meet the conditions set forth in Article 14(2) of this Law, only the information specified in Article 25(1) of this Law may be used.

5. In addition to the requirements of this chapter of the Law, advertising of a traditional herbal medicinal product registered in Georgia must contain mandatory information: “A traditional herbal medicinal product for use in specified indications based on long-standing use experience”.

Article 59 - Advertising of medicinal products to the public
1. Advertising to the public shall be allowed only for medicinal products registered in Georgia, issued without a prescription.
2. It shall be prohibited to advertise medicinal products to the population of Georgia, which:

2.1) are prescribed in accordance with Chapter VI of this Law;

2.2) contain narcotic drugs or psychotropic substances.
3. The distribution of medicinal products to the public for advertising purposes shall be prohibited.
4. Advertising of a medicinal product to the public must be conducted in such way that it is perceived as advertising and the advertised product is clearly identified as a medicinal product.
5. Advertising of a medicinal product to the public must contain at least the following information:

5.1) the name of the medicinal product, the common name of the medicinal product, if it contains only one active substance;

5.2) information for the correct use of the medicinal product;

5.3) a clear and understandable recommendation on the need to carefully read a leaflet on the medicinal product and/or information posted on the secondary packaging (or in the absence of secondary packaging - on the primary packaging) with the medicinal product.
6. Advertising of a medicinal product to the public may not contain information that:

6.1) gives an impression that prior to the use of the medicinal product, there is no necessity to consult a doctor or surgical intervention, and a diagnosis or treatment with the medicinal product is suggested through the use of mail or in a non-medical way;

6.2) suggests that the effectiveness of treatment with the advertised medicinal product is guaranteed, the same or higher than the effectiveness of another method of treatment or medicinal product;

6.3) suggests that the use of the medicinal product is not accompanied by the development of adverse reactions;

6.4) suggests that the state of human health may deteriorate if he/she does not use this medicinal product (with the exception of medicinal products that are used to vaccinate the population);

6.5) is intended exclusively or mainly for children;

6.6) refers to the recommendations of scientists, medical personnel or persons who do not belong to these categories, but because of their popularity, they may encourage the use of the medicinal product;

6.7) suggests that the medicinal product is a food, cosmetic or other consumable product;

6.8) suggests that the safety or efficacy of the medicinal product is due to its natural origin;

6.9) may, with the help of a description or a detailed demonstration of the medical history, lead to an erroneous self-determined diagnosis;

6.10) referring to reviews of recovery, is accompanied by incorrect, alarming or misleading terms;

6.11) uses inappropriate, alarming or misleading terms, picturesque depictions of changes in the human body caused by a disease, injury or action of the medicinal product on a human body or its part.
Article 60 - Advertising of a medicinal product to medical personnel

1. The advertising of a medicinal product to medical personnel must include the basic information corresponding to the information contained in the summary of the medicinal product, as well as the category of dispensing of the medicinal product.

2. A document relating to a medicinal product that is provided for advertising purposes, at a minimum  must contain the data specified in paragraph 1 of this article, the date when the document was prepared or its last revision. The information must be accurate, up-to-date, verifiable and sufficiently complete so that a recipient can formulate his/her own opinion on the therapeutic efficacy of this medicinal product.

3. Quotations, tables and other illustrative materials taken from medical journals or other scientific sources and included in the documentation specified in paragraph 2 of this article must be accurately reproduced and accompanied by references to the origin source.

4. When advertising a medicinal product, medical personnel are prohibited from giving, offering or promising gifts to medical sales representatives, as well as from receiving or accepting gifts, profit or remuneration in cash or in kind. 
5. A medical sales representative shall be obliged to provide the medical personnel with a brief description of a medicinal product advertised by him/her.
Article 61 - Introducing free samples of medicinal product to medical personnel

1. Free samples of a medicinal product shall be provided, on an exceptional basis, to medical personnel under the following conditions:

1.1) the number of annually provided samples of each prescribed medicinal product must be limited;

1.2) the samples must be provided only after a reasonable written request of medical personnel, where there is a signature and date;

1.3) persons providing samples must ensure the functioning of an adequate monitoring and accounting system;

1.4) each sample must be not larger than a minimum-sized package that is in circulation on the market;

1.5) each sample must be marked with the wording “A free sample of medicinal product not intended for sale” or other wording having the same meaning;

1.6) each sample shall be accompanied by a copy of the brief characteristic of the medicinal product.

2. It shall be prohibited to provide medical personnel with samples of medicinal products that are subject to special control.

Article 62 - Coordination and control over advertising of medicinal products

1. Advertising of medicinal products to the public shall be subject to compulsory coordination.

2. Advertising of a medicinal product intended for medical personnel shall not be subject to compulsory coordination.

3. The coordination of advertising of a medicinal product shall be carried out by the Agency and consist of:

3.1) submitting an application to the Agency by a marketing licence holder or his/her representative accompanied by such data and materials:

3.1.1) the project of advertising the medicinal product (the project provided for advertising purposes must be clear, understandable and possible to evaluate all its elements, including illustrations);

3.1.2) scientific sources of citations, tables and other materials contained in the draft document, which is provided for advertising purposes;

3.2) the Agency’s evaluation of the application and the accompanying data and materials;

3.3) the adoption by the Agency of a decision on the coordination of advertising of a medicinal product or the refusal to agree on advertising based on the results of the evaluation.

4. The requirements for the advertising of a medicinal product, the procedure for its harmonization, the evaluation of an application and the accompanying data and materials shall be approved by an ordinance of the Government of Georgia.

5. The validity of a decision on the coordination of advertising of a medicinal product must not exceed the validity period of a marketing licence for such a medicinal product.

6. In the event that amendments are made to the marketing licence for a medicinal product that entail the need to amend the decision on the coordination of its advertising, these changes shall be subject to approval in the manner approved by an ordinance of the Government of Georgia.

7. The Agency shall decide not to agree on the advertising of a medicinal product if, based on the results of the evaluation of an application and the accompanying data and materials for its harmonization, it shall be established that the advertisement contradicts the requirements of this chapter of this Law.

8. The Agency shall control the advertising of medicinal products in accordance with the procedure approved by an ordinance of the Government of Georgia.

9. Violation of the requirements for the advertising of medicinal products provided for in this chapter of this Law shall entail liability envisaged by the legislation of Georgia.

Article 63 - Requirements for the holders of a marketing licence and their medical sales representatives

1. An owner of a marketing licence shall be obliged to:

1.1) have a structural unit responsible for providing information on the introduction of a medicinal product in circulation in the market of Georgia;

1.2) make available to the Agency samples of advertising of a medicinal product indicating the persons to whom it is addressed, as well as the methods of its distribution and the date of its first distribution;

1.3) provide, as requested by the Agency, the information necessary for it to monitor the advertising of the medicinal product;

1.4) ensure that the advertising of the medicinal product carried out by it conforms to the requirements of this Law;

1.5) verify that his/her medical sales representatives have received appropriate training, have sufficient scientific knowledge to provide accurate and complete information about the advertised medicinal product;

1.6) execute decisions on advertising of the medicinal product taken by the Agency in accordance with Article 62 of this Law.

2. A medical sales representative shall be obliged to:

2.1) undergo appropriate training and have sufficient scientific knowledge to provide accurate and complete information about an advertised medicinal product;

2.2) provide the holder of a marketing licence with information on the use of an advertised medicinal product, especially with regard to adverse reactions reported by the persons visited.

3. A medical sales representative shall be prohibited from giving, offering or promising gifts, profit or remuneration in cash or in kind to medical personnel when advertising a medicinal product.

Chapter XIII - PHARMACOVIGILANCE

Article 64 - General Principles for implementing Pharmacovigilance

1. Pharmacovigilance is an activity related to the collection, identification, evaluation and examination of data (information) about adverse reactions that occur in a person as a result of the use of a medicinal product in accordance with and/or in contravention of the approved brief characteristic and leaflet, or other problems associated with the use of the medicinal product, in order to prevent and minimize risks.

2. The Agency shall carry out pharmacovigilance. To implement pharmacovigilance, the Agency attracts employees with medical or pharmaceutical education of all medical institutions irrespective of the form of ownership, the owners of trade licences, pharmacists, organisations protecting the rights of patients, and the patients.

3. Heads of medical institutions and owners of trade licences, as well as pharmacists shall be obliged to ensure timely delivery of reliable information to the Agency about cases of adverse reactions of medicinal products and other problems associated with the use of medicinal products.

4. The Agency shall receive information about adverse reactions of medicinal products and other problems associated with the use of medicinal products arising in humans, through spontaneous notifications, active hospital monitoring, prescription monitoring, meta-analysis and other means, and evaluate the information received to prevent and minimise the risks of using medicinal products.
5. The procedure for the implementation of pharmacovigilance, assessment of information obtained by pharmacovigilance results shall be approved by an ordinance of the Government of Georgia.

6. An expert evaluation of the information obtained by pharmacovigilance results for medicinal products shall be carried out by the Agency.

7. Based on the results of the evaluation of pharmacovigilance data, the Agency shall take one of the following decisions with a view to preventing and minimising the risks of the use of a medicinal product:

7.1) retain the trade licence for a medicinal product in force;

7.2) amend the trade licence for a medicinal product;

7.3) temporarily suspend the marketing authorisation for a medicinal product;

7.4) revoke the marketing licence for a medicinal product.

8. The procedure for making decisions on the results of the assessment of pharmacovigilance data by the Agency shall be approved by an ordinance of the Government of Georgia.

9. In addition to the public evaluation reports on medicinal products and summaries of these reports, the Agency shall also enter the following information in the electronic database provided for in Article 13(35) of this Law:

9.1) brief characteristics of medicinal products and their leaflets;

9.2) brief characteristics of risk management plans for medicinal products registered in accordance with this Law;

9.3) methods of notification by the medical staff, pharmacists and patients of the Agency of the alleged adverse reactions to medicinal products.

10. The Agency shall carry out regular inspections of a pharmacovigilance system of the holders of trade licences for compliance with the requirements of the guidelines of good pharmacovigilance practices (GVP).

11. The procedure for conducting inspections of holders of trade licences for compliance with the requirements of the guidelines of good pharmacovigilance practices (GVP) shall be approved by an ordinance of the Government of Georgia.

12. The Agency shall perform regular audits of its pharmacovigilance system in accordance with the requirements of the guidelines of good pharmacovigilance practices (GVP), as well as international standards for conducting audits. 
13. In the presence of risks affecting a risk/benefit ratio of the registered medicinal product, the Agency may, in the manner approved by an ordinance of the Government of Georgia, authorise the holder of a marketing licence to provide a description of the risk management system for the given medicinal product, as well as to make, in accordance with Article 19 of this Law, changes in the marketing licence by including in it the measures provided for in Article 21(1)(1.1) of this Law.
Article 65 - Pharmacovigilance system of the holder of a marketing licence

1. The holder of a marketing licence must create and ensure a proper functioning of the pharmacovigilance system in Georgia with respect to its medicinal products in accordance with the requirements of the guidelines of good pharmacovigilance practices (GVP).

2. The guidelines of good pharmacovigilance practices (GVP) in Georgia, harmonised with the relevant rules adopted and in force in the European Union, shall be approved by an ordinance of the Government of Georgia.

3. For the functioning of a pharmacovigilance system, the owner of a marketing licence shall be obliged to:

3.1) have at its disposal a qualified person responsible for pharmacovigilance residing and working in Georgia, as well as for the establishment and functioning of a pharmacovigilance system, the actual data of which must be contained in the registration dossier for a medicinal product;

3.2) maintain and provide, at the request of the Agency, a master file of the pharmacovigilance system;

3.3) have a permanently updated risk management system for each medicinal product and monitor the results of measures taken to minimise risks contained in a risk management plan or laid down as a condition of a marketing licence in accordance with Article 21 of this Law;

3.4) have procedures for obtaining accurate and verifiable data to evaluate reports of suspected adverse reactions;

3.5) conduct regular audits of its pharmacovigilance system in accordance with the requirements of the guidelines of good pharmacovigilance practices (GVP) adopted in Georgia, as well as international standards for conducting audits.

4. Requirements for a qualified person responsible for pharmacovigilance in Georgia, the pharmacovigilance system, the master file of the pharmacovigilance system, the risk management system, the risk management plan and other components of the guidelines of good pharmacovigilance practices (GVP) shall be approved by an ordinance of the Government of Georgia.

5. The holder of a marketing licence through a pharmacovigilance system shall evaluate the information obtained about a medicinal product and, if necessary, take measures to minimise and prevent risks.

6. The holder of a marketing licence must inform the Agency if he/she intends to make a public statement regarding information on problems associated with the use of a medicinal product identified in the course of carrying out pharmacovigilance.

7. The holder of a marketing licence must ensure that the information provided to the public shall be objective and not misleading.
Article 66 - Documentation of suspected adverse reactions

1. The holder of a marketing licence for a medicinal product must register all suspected adverse reactions of a medicinal product that are either brought to his/her attention by spontaneous reports from patients, pharmacists or medical personnel, or recorded in post-authorisation safety studies of the medicinal product. Such messages may be received by the owner of the marketing licence in electronic form or other ways.

2. The holder of a marketing licence must provide the Agency with information on all cases of serious suspected adverse reactions that are recorded in Georgia and in other countries, not later than 15 calendar days from the receipt of the report on this case.

3. The holder of a marketing licence must provide the Agency with information on all cases of non-serious suspected adverse reactions that are recorded in Georgia, not later than 90 calendar days from the receipt of the report on this case.

4. The Agency shall, within 15 calendar days from the receipt of information on serious suspected adverse reactions and within 90 calendar days from the receipt of information on no-serious, suspected adverse reactions, enter this information in an electronic pharmacovigilance database, in a form accessible to trade licence holders.

5. An electronic database on pharmacovigilance shall be maintained by the Agency in the manner approved by an ordinance of the Government of Georgia.

6. Trade licence holders must evaluate the information on suspected adverse reactions of medicinal products, which is published by the Agency in accordance with paragraph 4 of this article of the Law.

7. The Agency shall place information about cases of suspected adverse reactions arising from an error related to the use of medicinal products in an electronic pharmacovigilance database for public access.
Article 67 - Periodic safety update reports

1. The holder of a marketing licence shall prepare periodic safety update reports for medicinal products (PSUR) and provide them electronically to the Agency for peer review.

2. A periodic safety update report for a medicinal product must contain:

2.1) a brief description of the data relating to the benefits and risks of the medicinal product, including the results of all studies, taking into account their potential impact on trade licences;

2.2) scientific evaluation of the risk/benefit ratio of a medicinal product based on all available data, including the data of clinical trials for indications and patients not included in the approved summary and registration dossier of the medicinal product;

2.3) all data relating to the volumes of sale of the medicinal product and data at the disposal of the holder of a marketing licence concerning the number of prescriptions issued for the medicinal product, including the estimate of the population using the medicinal product.

3. The structure and requirements for the contents of a periodic safety update report for a medicinal product shall be approved by an ordinance of the Government of Georgia.

4. An expert evaluation of a periodic safety update report of the medicinal product shall be conducted by the Agency in order to identify changes in the existing risks of its use, the occurrence of new risks, and to detect changes in the risk/benefit ratio of the medicinal product.
5. Based on the assessment conducted, the Agency shall take one of the following decisions:

5.1) retain a marketing licence in force for a medicinal product;

5.2) amend a marketing licence for a medicinal product;

5.3) temporarily suspend the validity of a marketing licence for a medicinal product;

5.4) cancel the marketing licence for a medicinal product.

6. The procedure for peer review of periodic safety update reports on medicinal products shall be approved by an ordinance of the Government of Georgia.

7. The frequency of submitting periodic safety update reports to the Agency shall be indicated in the marketing licence for a medicinal product.

8. The terms of submitting periodic safety update reports on medicinal products in accordance with the frequency specified in a marketing licence shall be calculated by the holder of the marketing license from the date of registration of the medicinal product.

9. Periodic safety update reports on medicinal products shall be submitted to the Agency at its request or in accordance with the following periodicity:

9.1) for a medicinal product that was not previously placed on the market of Georgia – in every six months from the date of its registration in Georgia and before placing it on the market;

9.2) if the medicinal product has already been placed on the market of Georgia – in every six months during the first 2 years after the initial placement on the market, once a year for the next 2 years and once in every 3 years in subsequent periods.
10. Owners of trade licences for the following medicinal products:

10.1) generic medicinal products specified in Article 13(7-10) of this Law;

10.2) medicinal products with well-studied medical use specified in Article 13(13, 14) of this Law;

10.3) homeopathic medicinal products that meet the requirements of Article 14(2) of this Law;

10.4) traditional herbal medicinal products that meet the requirements of Article 15(2) of this Law;

Periodic safety update reports on medicinal products are presented in such cases where:

a) such obligations have been specified in the marketing licence in accordance with Article 21, or

b) upon receipt of a request from the Agency on the basis of pharmacovigilance data or due to the absence of periodic safety update reports on medicinal products containing a certain active substance after the marketing licence for the medicinal product containing such active substance has been granted.

11. The medicinal products manufactured under the approved inscriptions as specified in Article 16 of this Law shall not be required to provide periodic safety update reports on the medicinal products to the Agency.

12. For medicinal products containing the same active ingredients or a combination of active substances and subject to different trade licences, a single frequency and the timeframes for the provision of periodic safety update reports may be determined.

The frequency and date for the provision of such reports shall be determined and published by the Agency. Owners of trade licences must accordingly apply for changes in the marketing licences to include in it the frequency of the provision of periodic safety update reports on the medicinal products.  

13. In order to fulfil the objectives of paragraph 12 of this article, the reference date for the provision of periodic safety update reports for medicinal products containing the same active substances or a combination of active substances must be one of the following:

13.1) the date of issue of the first marketing licence for a medicinal product in Georgia containing this active substance or a combination of active substances, or

13.2) the earliest known date for the issuance of a marketing licence for a medicinal product containing this active ingredient or a combination of active substances if the date specified in subparagraph 13.1 of this paragraph of this article cannot be established.

14. The holder of a marketing licence may apply to the Agency to determine a reference date and/or the frequency of the provision of periodic safety update reports on medicinal products.

15. The basis for an application referred to in paragraph 14 of this article may be:

15.1) the reasons related to the health of the population;

15.2) avoidance of duplication of expert judgment (for example, in case of registration of another medicinal product with the same qualitative and quantitative composition of active substances, in the same dosage form and the same route of administration as the previously registered medicinal product);

15.3) for the purpose of international harmonisation (harmonisation of the frequency of provision of periodic safety update reports on medicinal products in different countries).

16. The change in the date and/or frequency of the provision of periodic safety update reports on medicinal products shall be published by the Agency, after which the owners of marketing licences apply for a change in the marketing licence.

17. The frequency of a periodic safety update report on a medicinal product may be changed by the Agency in such cases:

17.1) with the appearance of new indications for the use of the medicinal product and new routes of administration, the development of new dosage forms that differ from those already registered for the active substance;

17.2) when issuing a marketing licence for a medicinal product with the same qualitative and quantitative composition of active substances, in the same dosage form and with the same route of administration as the previously registered medicinal product;

17.3) provided that the holder of a marketing licence has expressed a desire to submit a periodic safety update report on a medicinal product more often than specified in paragraph 9 of this article.

18. The Agency shall publish the dates and frequency of the provision of periodic safety update reports on medicinal products. Any change in the date and frequency specified in the marketing licence shall take effect six months after the date of such publication.

Article 68 - Identification of the risks of the use of a medicinal product

1. Regarding medicinal products registered under this Law, the Agency shall:

1.1) monitor the results of measures for minimising risks contained in risk management plans and compliance with obligations specified in marketing licences in accordance with Article 21 of this Law;

1.2) assess the updating of a risk management system;

1.3) carry out control and analysis of the received data in order to define the changes in existing risks of the use of medical products or detect new risks;

1.4) determine the priority of signals about the changes in existing risks of the use of medicinal products or identification of new risks, as well as whether these risks influence a risk /benefit ratio.

2. The Agency and the holder of a marketing licence shall inform each other if there is a change in the existing risks of the use of medicinal products or the occurrence of new risks, as well as about the revealed changes in a risk/benefit ratio.
Article 69 - Emergency procedures

1. Based on pharmacovigilance data, the Agency may take one of the following decisions:

1.1) suspend or revoke a marketing licence for the medicinal product, including at the request of the holder of the marketing licence;

1.2) refuse to extend the validity of the marketing licence for a medicinal product;

1.3) prohibit or suspend the manufacture and / or sale of the medicinal product;

1.4) prohibit or suspend the use of a medicinal product;

1.5) take measures to minimize the risks of using a medicinal product;

1.6) introduce new contraindications, limit the indication or reduce the recommended dosage of a medicinal product;

1.7) conduct safety studies of a medicinal product in the post-authorisation period in accordance with the procedure approved by an ordinance of the Government of Georgia, followed by an examination of the results of such studies.

2. The decisions taken shall be published by the Agency on its website. The procedure for making decisions by the Agency on the basis of pharmacovigilance data and the publication of such decisions shall be approved by an ordinance of the Government of Georgia.

3. If the Agency determines that the safety issue relates to other medicinal products or it is common to all medicinal products belonging to the same class or therapeutic group, the Agency shall take measures in accordance with paragraph 1 of this article for all such medicinal products.
Article 70 - Non-intervention post-authorisation studies of the safety of medicinal products

1. The non-intervention post-authorisation safety study of a medicinal product is the collection of data on the adverse reactions (safety) of the medicinal product within the framework of such study, received from patients and/or medical and/or pharmaceutical personnel.

2. The non-intervention post-authorisation safety study of a medicinal product shall be conducted by the owner of a marketing licence:

2.1) voluntarily, or

2.2) on the basis of obligations provided for in the trade licence in accordance with Article 21 of this Law, or

2.3) on the basis of a decision of the Agency in accordance with Article 69(1)(1.7) of this Law.

3. Paragraphs 5 - 8, 11 - 15 of this article shall be applied exclusively for non-intervention post-authorisation safety studies of medicinal products carried out in accordance with the obligation provided for in Article 21 of this Law or based on the Agency’s decision pursuant to Article 69(1)(1.7)  of this Law.

4. It shall be prohibited to conduct non-intervention post-authorisation safety studies that promote the advancement of medicinal products.

5. Non-intervention post-authorisation safety studies of medicinal products shall be carried out with the permission of the Agency.

6. In order to obtain a permit, the owner of a marketing licence submits to the Agency a protocol of non-intervention post-authorisation studies and materials, the list and requirements to which shall be approved by an ordinance of the Government of Georgia.

7. The Agency shall, within 60 working days from the receipt of the relevant materials, carry out their examination and, on the basis of the results of the examination, permit the non-intervention post-authorisation safety study of a medicinal product or decide not to conduct it.

8. The Agency shall refuse to conduct the non-intervention post-registration safety study of a medicinal product, if, based on the examination results of the materials, it is established that:

8.1) the non-intervention post-authorisation safety study of the medicinal product promotes the advancement of the medicinal product;

8.2) the design of the non-intervention post-authorisation safety study of the medicinal product does not correspond to its purpose;

8.3) the submitted materials do not correspond to the requirements approved by an ordinance of the Government of Georgia;

8.4) the study falls under the scope of Chapter III of this Law and must be conducted in the manner prescribed by this Law for clinical trials of medicinal products.

9. During the non-intervention post-authorisation safety study of a medicinal product, the holder of a marketing licence must monitor the received data and evaluate the risk/benefit ratio of the medicinal product.
10. Information that may affect the assessment of the risk/benefit ratio of a medicinal product shall be communicated to the Agency by the owner of a marketing licence.
11. During the non-intervention post-authorisation safety study of a medicinal product, the holder of a marketing licence shall be obliged to inform the Agency of the amendments and changes that he/she makes to the study materials.

12. The procedure of examination and approval of changes and amendments that the holder of a marketing licence makes to the materials of the non-intervention post-authorisation safety study of a medicinal product shall be approved by an ordinance of the Government of Georgia.

13. Upon completion of the non-intervention post-authorisation safety study of a medicinal product, the holder of a marketing licence shall submit the report on it to the Agency within 12 months after the end of the data collection for the purpose of its examination.

14. If the results of the non-intervention post-authorisation safety study of a medicinal product require changes to the registration dossier, the owner of a marketing licence must make these changes in accordance with Article 19 of this Law.

15. A relevant application for making changes to the registration dossier shall be submitted by the owner of a marketing licence on his/her own initiative and/or by the Agency’s decision taken on the basis of the results of the examination of the report on the conducted non-intervention post-authorisation safety study of a medicinal product.

16. The procedure for conducting non-intervention post-authorisation safety studies on medicinal products, examining the materials of non-intervention post-authorisation safety studies and reporting on their results shall be approved by an ordinance of the Government of Georgia.

Chapter XIV - STATE CONTROL IN THE SPHERE OF CIRCULATION OF MEDICINAL PRODUCTS

Article 71 - Basic principles and general requirements for conducting state control in the sphere of circulation of medicinal products

1. The state control in the sphere of circulation of medicinal products shall be carried out according to the principles of:

1.1) the priority of safety of human life and health over any other interests and goals in the field of activities related to the circulation of medicinal products;

1.2) equality of rights and legitimate interests of all entities carrying out activities related to the circulation of medicinal products;

1.3) guaranteeing the rights of the entity carrying out activities related to the circulation of medicinal products;

1.4) openness, transparency, objectivity, impartiality, planning and systemacy of state control in the sphere of circulation of medicinal products;

1.5) inadmissibility of duplication of powers of state control bodies in the sphere of circulation of medicinal products;

1.6) non-interference of a state control body in the sphere of the circulation of medicinal products in the activity of an entity carrying out activities related to the circulation of medicinal products, if this activity is not related to the circulation of medicinal products;

1.7) the responsibility of a state control body in the sphere of circulation of medicinal products and its officials for damage caused to an entity carrying out activities related to the circulation of medicinal products, as a result of violation of the requirements of legislation.

2. The State control over the circulation of medicinal products in Georgia shall be carried out by the Agency.

3. The following activities shall be subject to state control in the sphere of circulation of medicinal products in Georgia:

3.1) preclinical studies of medicinal products;

3.2) clinical trials of medicinal products;

3.3) manufacture and import of medicinal products;

3.4) production, import and wholesale realisation (distribution) of active substances;

3.5) parallel import of medicinal products;

3.6) quality control (including contractually) of medicinal products;

3.7) wholesale realisation (distribution) of medicinal products;

3.8) retail sale of medicinal products, including retail sales of medicinal products via the Internet, as well as manufacturing (producing) of medicinal products in pharmacies;

3.9) pharmacovigilance for medicinal products;

3.10) advertising of medicinal products.

4. State control in the sphere of circulation of medicinal products also includes control over observance of the storage conditions of medicinal products at all stages of their circulation.

5. State control over the circulation of medicinal products shall be carried out by:

5.1) conducting scheduled inspections of the entities carrying out activities related to the circulation of medicinal products;

5.2) conducting unscheduled inspections of the entities carrying out activities related to the circulation of medicinal products;

5.3) conducting state control of the quality of medicinal products;

5.4) implementing pharmacovigilance for medicinal products in Georgia in accordance with Chapter XIII of this Law.

6. The Agency and an entity carrying out activities related to the circulation of medicinal products shall have the right to record the process of scheduled or unscheduled inspections to audio or video carriers, provided that this does not interfere with the inspection procedure and the proper management of the processes and procedures carried out by the entity, which is inspected.
Article 72 - Scheduled inspections of entities carrying out activities related to the circulation of medicinal products

1. Scheduled inspections of entities carrying out activities related to the circulation of medicinal products shall be carried out within the framework of:

1.1) state registration of the medicinal product;

1.2) control of the applicant’s compliance with the requirements of permissive conditions for the relevant type of activity;

1.3) systematic control of the permit-holder’s compliance with the requirements of the permissive conditions for the relevant type of activity;

1.4) control of the pharmacovigilance system;

1.5) confirming the compliance of the entities carrying out activities related to the circulation of medicinal products with the requirements of GMP, GMP API, GDP, GDP API;

1.6) confirming the compliance of entities carrying out activities related to the circulation of medicinal products with the requirements of GLP, GCP rules;

1.7) systematic control over compliance with the rules of GMP, GMP API, GDP, GDP API;

1.8) systematic monitoring of compliance with the rules of GLP, GCP;

1.9) control over compliance with GVP rules in cases stipulated by this Law.

2. The frequency of scheduled inspections shall be determined by the Agency and may not be more than once a year.

3. Information on planned inspections shall be published by the Agency on the website in accordance with the procedure approved by an order of the Minister, with the exception of information on planned inspections of entities carrying out activities related to the circulation of medicinal products subject to special control.

4. In the event of a planned inspection, the Agency shall take a decision (an administrative act) on its conduct and inform in writing an entity carrying out activities related to the circulation of medicinal products not later than 10 calendar days prior to its conduct.

5. Scheduled inspection of a subject carrying out activities related to the circulation of medicinal products subject to special control shall be carried out by the Agency without prior notification of the beginning of this inspection.
6. The timeframe of a scheduled inspection may not exceed 15 working days.

7. Scheduled inspections of entities carrying out activities related to the circulation of medicinal products shall be conducted in accordance with the procedure approved by an ordinance of the Government of Georgia.
Article 73 - Unscheduled inspections of entities carrying out activities related to the circulation of medicinal products

1. The Agency shall conduct unscheduled inspections of entities carrying out activities related to the circulation of medicinal products, without prior notification of the commencement of an inspection, provided that there are one or more of the following grounds:

1.1) if the Agency receives a request from the entity, carrying out activities related to the circulation of medicinal products, to conduct an inspection at its request;

1.2) for the purpose of verifying the performance by an entity carrying out activities related to the circulation of medicinal products the Agency’s decision (an administrative act) on the elimination of previously identified violations;

1.3) if the Agency receives notification of a violation by the entity carrying out activities related to the circulation of medicinal products, the requirements of the legislation in the field of circulation of medicinal products;

1.4) in case of suspicion or receipt of a notification regarding:

1.4.1) production, import (including parallel import) or the sale of counterfeit medicinal products and active substances;

1.4.2) the sale of unregistered medicinal products, except as provided for in this Law;

1.4.3) sale of medicinal products for which a parallel trade licence has not been issued by the Agency;

1.4.4) sale of medicinal products with expired shelf life;

1.4.5) sale of substandard medicinal products that have been banned from sale or whose distribution has been suspended by the Agency.

2. When conducting an unscheduled inspection, only those issues that were the basis for conducting it are its subject.

3. An entity carrying out activities related to the circulation of medicinal products must familiarize itself with the basis for conducting an unscheduled inspection by providing him/her a copy of the corresponding written decision of the Agency (administrative act) on its conduct.

4. The duration of an unscheduled inspection may not exceed 10 working days.

5. Unscheduled inspections of entities carrying out activities related to the circulation of medicinal products shall be conducted in accordance with the procedure approved by an ordinance of the Government of Georgia.
Article 74 - Rights and duties of persons carrying out inspection

1. Scheduled and unscheduled inspections shall be carried out by the Agency on the basis of a written decision (administrative act) of the Agency, which is adopted in accordance with the General Administrative Code of Georgia.

2. By decision of the Agency, representatives of another administrative body, as well as experts, professional staff members of quality control laboratories of medicinal products involved by the Agency in the manner established by the legislation of Georgia, may participate in inspections.

3. Persons carrying out inspection of entities engaged in activities related to the circulation of medicinal products shall have the right to:

3.1) check the compliance of the entities carrying out activities related to the circulation of medicinal products with the requirements of the legislation of Georgia regarding the quality assurance of medicinal products in the course of their production, quality control, manufacturing (production) in pharmacies, as well as import, storage, transportation, sale, dispensing, and disposal;

3.2) conduct an unimpeded inspection of any production, storage, trading, laboratory premises, taking into account the operating mode of the entity carrying out activities related to the circulation of medicinal products, including the places of clinical trials of medicinal products, the premises of a sponsor and/or a contract research organisation, or any other structures involved in the conduct of clinical trials of medicinal products;

3.3) receive from the entity carrying out activities related to the circulation of medicinal products and familiarise themselves with all documents necessary for the implementation of inspection relevant to the subject matter of the inspection;

3.4) select samples of medicinal products (including bulk medicinal products), active substances, and intermediate products for laboratory control of their quality in the manner approved by an ordinance of the Government of Georgia;

3.5) draw up protocols on administrative violations and impose administrative fines if the entities carrying out activities related to the circulation of medicinal products violate the requirements of the legislation in the sphere of circulation of medicinal products and in cases provided for by the legislation of Georgia;

3.6) inspect the premises, as well as reports, master file and other documents of a pharmacovigilance system of the holders of trade licences or their representatives responsible for the pharmacovigilance of medicinal products in order to comply with the requirements of Chapter XIII of this Law;

3.7) check materials (documents), as well as premises, equipment, records, quality assurance measures, and other resources related to preclinical studies of medicinal products;

3.8) inspect materials (documents), as well as premises, equipment, records, quality assurance measures, and other resources relevant to clinical trials of medicinal products.

4. The persons carrying out inspections shall be obliged to:

4.1) guarantee objectivity and impartiality in the implementation of inspection procedures;

4.2) adhere to the business ethics of communication;

4.3) restrain from impeding or interfering with the implementation by an entity of the activities related to the circulation of medicinal products during its inspection; 
4.4) ensure the non-disclosure of a commercial secret of an entity carrying out activities related to the circulation of medicinal products, which may become known to them as a result of the inspection;

4.5) acquaint the head of an entity carrying out activities related to the circulation of medicinal products subject to inspection or the person authorised by him/her with the results of the inspection.

5. The persons carrying out inspections shall be responsible for biased, unfair, unreliable results of the inspection, as well as for non-observance of the confidentiality of information that became known to them during the inspection and which is protected in accordance with the legislation of Georgia.

6. Persons who have family relations with employees of the entity subject to inspection and carrying out activities related to the circulation of medicinal products shall be prohibited from participating in the inspection of the entity.

7. The inspection may not bear the risks for the quality and safety of medicinal products.
Article 75 - Rights, duties and responsibilities of the entity carrying out activities related to the circulation of medicinal products subject to inspection

1. An entity carrying out activities related to the circulation of medicinal products subject to inspection (the head of the entity or his/her authorised person or persons) shall have the right to:

1.1) require compliance with the requirements of legislation from the persons carrying out the inspection;

1.2) check the availability of the persons carrying out the inspection and receive a copy of the Agency’s decision (administrative act) on conducting scheduled or unscheduled inspection;

1.3) be present during the inspection;

1.4) demand non-disclosure of information that constitutes a commercial secret and which may become known to the persons carrying out the inspection;

1.5) get acquainted with the results of the inspection;

1.6) give written explanations, comments, objections to the results of the inspection;

1.7) appeal against unlawful actions of the persons carrying out the inspection in the Agency, the Ministry or in court.

2. The head of an entity carrying out activities related to the circulation of medicinal products or the person or persons authorised by him/her shall have the right to dismiss persons carrying out the inspection if:

2.1) scheduled inspection is carried out with violation of the requirements for the periodicity of its conduct, provided for by this Law;

2.2) the persons carrying out the inspection have failed to introduce a decision (administrative act) of the Agency on its conduct.

3. In the case where an entity carrying out activities related to the circulation of medicinal products does not agree with the results of the quality control of the samples selected by the decision of inspectors, the entity shall have the right to, on its own initiative, control the quality of such samples in another laboratory authorised by the Agency for the implementation of state control over the quality of medicinal products or in one of the laboratories for quality control of medicinal products, which is a full member of the General European Official Medicinal products Control Laboratory Network (GEON) (hereinafter – Laboratory OMCL).
4. An entity carrying out activities related to the circulation of medicinal products during inspection shall be obliged to:

4.1) allow the persons carrying out the inspection to carry out the inspection;

4.2) fulfil the requirements of the persons carrying out the inspection to eliminate the revealed violations of the requirements of legislation;

4.3) provide documents, samples of medicinal products, bulk medicinal products, active substances, intermediate products, explanations, certificates, statements, and materials on issues arising during the inspection.
Article 76 - Sampling of medicinal products, bulk medicinal products, active substances, and intermediate products

1. Sampling of medicinal products, bulk medicinal products, active substances, and intermediate products shall be carried out:

1.2) during a scheduled or unscheduled inspection by the persons carrying out it, if during the inspection there have been substantiated suspicions that the medicinal products and/or active substances are substandard or falsified;

1.3) during the state control of the quality of registered medicinal products imported into the territory of Georgia, in accordance with the requirements of Article 79 of this Law;

1.4) when conducting state quality control of imported medicinal products in parallel, in accordance with the requirements of Article 90 of this Law;

1.5) when conducting state control of the quality of medicinal products that are produced in Georgia, in accordance with the requirements of Article 80 of this Law;

1.6) during the state control of the quality of registered immunological medicinal products and medicinal products obtained from human blood or human plasma that are imported into the territory of Georgia or produced in Georgia in accordance with the requirements of Article 81 of this Law.

2. The procedure for sampling medicinal products, bulk medicinal products, active substances, and intermediate products shall be approved by an ordinance of the Government of Georgia.

3. An entity carrying out activities related to the circulation of medicinal products shall ensure access for persons conducting inspection and/or laboratories, taking into account the established operation conditions of the entity, for sampling medicinal products, bulk medicinal products, active substances, and intermediate products.

4. Expenses related to the selection, delivery and conduction of laboratory quality control of medicinal products, bulk medicinal products, active substances, and intermediate products, based on the decision of the Agency, shall be funded by an entity carrying out activities related to the circulation of medicinal products where these samples were selected.

5. The cost of selected samples of medicinal products, bulk medicinal products, active substances, intermediate products refers to the production costs of entities engaged in activities related to the circulation of medicinal products from which these samples were selected.

Article 77 - General provisions of state control over the quality of medicinal products

1. Objects of state quality control within the framework of this Law are:

1.1) medicinal products during their state registration in order to assess the reproducibility of the quality control methods presented in the registration dossier;

1.2) registered medicinal products imported into the territory of Georgia;

1.3) medicinal products that are produced in the territory of Georgia when they are released to the market of Georgia;

1.4) medicinal products, bulk medicinal products, active substances, intermediate products selected during scheduled or unscheduled inspections of entities engaged in the activities related to the circulation of medicinal products, involved in their production, import and sale, as well as during inspecting observance of the conditions for the storage of medicinal products in medical institutions.

2. The state quality control of the entities specified in part 1 of this article of the Law shall be carried out in the manner approved by an ordinance of the Government of Georgia in accordance with the quality control methods presented in the registration dossier for the medicinal product.

3. The state quality control of the entities specified in part 1 of this article of the Law shall be conducted in laboratories authorised by the Agency for the performance of state control over the quality of medicinal products that must be accredited in the manner established by the legislation of Georgia, except in cases and under the conditions specified in Article 79(8) and Article 80(3) of this Law.

4. The procedure for authorising by the Agency laboratories to implement state control over the quality of medicinal products shall be approved by an ordinance of the Government of Georgia.

5. The state quality control of the entities specified in part 1 of this article of the Law shall be carried out by:

5.1) performing visual control of the samples;

5.2) performing laboratory quality control of samples according to the parameters specified in the specification;

5.3) the procedure of “Lot Release” - by examining the quality control materials about a series of medicinal products (quality control protocols for a series of medicinal products, analytical reports, primary records and prints from devices used for quality control of medicinal products) provided by a manufacturer (hereinafter - Lot Release) in the cases provided for in this chapter.

6. Quality control of medicinal products under the procedure of “Lot Release” may be carried out if:

6.1) the medicinal product has a high cost (the cost of one package of medicinal product in GEL equals to 500 or more euros);

6.2) a large number of samples is required to carry out laboratory quality control of the medicinal product according to certain indicators (for example, “Sterility”, “Microbiological purity”), and the cost of one sample package in GEL is equivalent to 100 euros and above. In this case, the quality control of the medicinal product under the procedure of “Lot Release” shall be carried out only for such certain indicators, and for the remaining indicators laboratory quality control shall be carried out;

6.3) there is no necessary equipment for carrying out laboratory quality control of the medicinal product according to certain indicators in any of the laboratories provided for in this Law. In this case, the quality control of the medicinal product under the procedure of “Lot Release” shall be carried out only for such certain indicators, and for the remaining indicators laboratory quality control shall be carried out;

6.4) the medicinal product is an orphan one (an orphan drug).
Article 78 - State control over the quality of medicinal products during their state registration

1. State control over the quality of medicinal products in the course of their state registration shall be conducted with a view to assessing the reproducibility of quality control methods presented in the registration dossier through conducting laboratory quality control of samples of the medicinal products according to the parameters specified in the specification, except as provided for in this article of the Law.

2. State control over the quality of medicinal products during their state registration shall be carried out in laboratories authorised by the Agency to implement state control over the quality of medicinal products.

3. The state control over the quality of medicinal products during their state registration may be carried out according to the procedure of “Lot Release” in cases stipulated by Article 77(6) of this Law.

4. State control over the quality of medicinal products during their state registration shall not be carried out when:

4.1) registering additional forces of action of the medicinal product to an already registered force of action, provided that the composition of the forces of action is proportionally similar, the production of the medicinal product is carried out on the same equipment under conditions provided for in the permit for the production of this medicinal product, studies are carried out by the manufacturer and a report on the validation of control methods and the technological process for additional strength of action is provided in the registration dossier;

4.2) registering the medicinal product in accordance with Article 13(16) of this Law, if there a previously registered medicinal product on the market of Georgia. In this case, the results of laboratory quality control of the previously registered medicinal product are provided;

4.3) registering the medicinal product registered in the European Union in a centralized procedure.

5. At simultaneous registration of several forces of action of a medicinal product, laboratory quality control shall be carried out for only one force of action, provided that the composition of the forces of action is proportionally similar, the production of the medicinal product is carried out on the same equipment under the conditions provided for in the permit for the production of this medicinal product.
Article 79 - State quality control of registered medicinal products imported into the territory of Georgia

1. State quality control of a series of registered medicinal products imported into the territory of Georgia shall be carried out by conducting laboratory quality control of medicinal samples according to the indicators provided for in the specification, with the exception of cases stipulated by this article of the Law.

2. In the case of re-importation of a series of medicinal products by one importer of medicinal products, its visual control shall be carried out if there are no grounds for carrying out laboratory quality control specified in paragraph 6 of this article.

3. State laboratory quality control of the series of registered medicinal products imported into the territory of Georgia, according to the indicators specified in the specification, shall be not carried out for one of the following reasons:

3.1) the conformity of the production sites, where a series of medicinal product is manufactured, located in the countries included in the list approved by an ordinance of the Government of Georgia and the competent authority of any country included in such list, with the guidelines of Good Manufacturing Practices (GMP) has been confirmed;

3.2) the conformity of the production sites, where a series of medicinal product is manufactured, with the guidelines of Good Manufacturing Practices (GMP) adopted in Georgia is confirmed by the Agency in the manner established by the legislation of Georgia.

4. The medicinal products specified in paragraph 3 of this article shall be subject to visual inspection if there are no grounds for carrying out laboratory quality control provided for in paragraph 6 of this article.

5. State control over the quality of a series of registered medicinal products imported into the territory of Georgia may be carried out under the procedure of “Lot Release” in cases stipulated by Article 77(6) of this Law, if there are no grounds for carrying out laboratory quality control specified in paragraph 6 of this article.

6. The basis for conducting state laboratory quality control of a series of registered medicinal products according to the indicators specified in the specification is:

6.1) inconformity of the package of a series of imported medicinal product with the sample of the package provided to the Agency by the owner of a trade licence;

6.2) inconformity of the medicinal product with the requirements of the specification provided in the registration dossier established by the results of visual inspection;

6.3) damage to the package, if such damage may adversely affect the quality of a series of medicinal product;

6.4) violation of the storage conditions of a medicinal product provided for by the registration dossier and indicated on the package, during its transportation or storage;

6.5) detection of signs of adulteration of a medicinal product during the visual inspection of samples of a series of the medicinal product;

6.6) prohibition of circulation of a series of medicinal product or withdrawal of a series of medicinal product from circulation in the manner approved by an ordinance of the Government of Georgia;

6.7) identification of inconsistencies in the list of specification indicators for the medicinal product or requirements for them in the quality certificate (analysis) of a series of the medicinal product issued by the manufacturer, compared to those indicated in the quality control methods presented in the registration dossier for the medicinal product;

6.8) receipt by the Agency of negative information about the quality of the medicinal product.

7. The state quality control of each series of registered medicinal product, which is imported into Georgia, shall be carried out by the importer of medicinal products. The responsibility for the organisation of such control shall be borne by the head of the importer of medicinal products, as well as by his/her qualified person (QP) in accordance with Article 40(2) of this Law.

8. Importers who import registered medicinal products shall carry out quality control in their own quality control laboratories or, in the absence of own laboratories, in laboratories accredited in the manner prescribed by the legislation of Georgia, under a contract. Such laboratories must ensure the conduction of quality control of medicinal products in accordance with the requirements of the quality control documentation provided in the registration dossier for the medicinal product.

9. Selection of samples for quality control of imported series of registered medicinal products shall be carried out by representatives of laboratories that carry out such monitoring, taking into account the established mode of operation of the importer of medicinal products.

10. In case of receiving negative results of quality control of medicinal products, importers of medicinal products shall be obliged to take measures to prevent the use of substandard medicinal products. The importers of medicinal products shall inform the Agency of the measures taken within three working days.

11. After carrying out quality control of medicinal products, importers of medicinal products shall inform the Agency on the results of such control on a monthly basis, in the form approved by an order of the Minister.

Article 80 - State control over the quality of medicinal products that are produced in Georgia

1. The state control over the quality of medicinal products that are produced in Georgia shall be carried out only through laboratory quality control for all indicators specified in the specification.

2. State control over the quality of medicinal products that are produced in Georgia shall be carried out by the owners of permits for the production of medicinal products in Georgia when they are released.

3. The owners of permits for the production of medicinal products in Georgia conduct quality control of medicinal products that are produced in Georgia, in their own quality control laboratories or, in the absence of their own laboratories, in laboratories accredited in accordance with the legislation of Georgia, under a contract. Such laboratories must ensure the quality control of medicinal products in accordance with the requirements of the quality control documentation provided in the registration dossier for the medicinal product.

4. Samples for conducting state quality control of a series of medicinal products that are produced in Georgia shall be selected by representatives of laboratories that carry out such monitoring, taking into account the established mode of work of the manufacturer.

5. In case of receiving negative results of laboratory quality control of medicinal products that are produced in Georgia, the owners of permits for the production of medicinal products shall be obliged to take measures to prevent the use of substandard medicinal products. The owners of permits for the production of medicinal products shall inform the Agency on the measures taken within three working days.

6. After carrying out laboratory quality control of medicinal products that are produced in Georgia, the owners of permits for the production of medicinal products shall inform on a monthly basis the Agency of the results of such control in the form approved by an order of the Minister.
Article 81 - State quality control of registered immunological medicinal products and medicinal products obtained from human blood or human plasma that are imported into the territory of Georgia or produced in Georgia

1. State quality control of registered immunological medicinal products and medicinal products obtained from human blood or human plasma that are imported into the territory of Georgia or produced in Georgia shall be carried out by conducting laboratory quality control of samples of lots of medicinal products according to the indices specified in the specification, with the exception of cases, provided for by this article of the Law.

2. State quality control of registered immunological medicinal products and medicinal products obtained from human blood or human plasma that are imported into the territory of Georgia or produced in Georgia shall be carried out in laboratories authorised by the Agency to perform state control over the quality of medicinal products.

3. State quality control of registered immunological medicinal products and medicinal products obtained from human blood or human plasma that are imported into the territory of Georgia shall not be carried out if a series of medicinal products has been tested in one of the OMCL laboratories. In such case, a laboratory authorised by the Agency to perform state control over the quality of medicinal products, in the absence of violations of the conditions for transportation and storage of the medicinal product provided for in the registration dossier, recognizes the results of the quality control of a series of medicinal products carried out by the OMCL laboratory.

4. State quality control of a series of registered immunological medicinal products and medicinal products derived from human blood or human plasma that are imported into the territory of Georgia or produced in Georgia may be carried out under the procedure of “Lot Release” in the following cases:

4.1) re-importation by a single importer of the series of a medicinal product, which has already undergone the procedure of state laboratory quality control according to the indicators provided for by the specification, in the absence of violations of the conditions for transportation and storage of the medicinal product provided for in the registration dossier. In such case, the lot of the medicinal product shall be subject to visual control and control under the procedure of “Lot Release”;

4.2) if there is no necessary equipment for quality control in some of the laboratories authorised by the Agency to perform state control over the quality of medicinal products for carrying out laboratory quality control of the medicinal product. Quality control of the medicinal product under the procedure of “Lot Release” is carried out only according to these indicators, while laboratory quality control is carried out according to the remaining indicators.

5. The procedure for conducting state quality control of immunological medicinal products and medicinal products derived from human blood or human plasma that are imported into Georgia or produced in Georgia, as well as the procedure for recognizing the results of quality control of immunological medicinal products and medicinal products derived from human blood or human plasma conducted in one of the OMCL laboratories, shall be approved by an ordinance of the Government of Georgia.
Article 82 - Authority of the Agency on the results of state control in the sphere of circulation of medicinal products

1. Based on the results of state control over the circulation of medicinal products, the Agency, in the manner approved by the Government of Georgia, shall have the right to prohibit or suspend the production, import, sale, release to the population and the use of substandard, unsafe or ineffective medicinal products.

2. The Agency, in the manner approved by an ordinance of the Government of Georgia, shall take a decision to suspend, amend or cancel the validity of the trade licence for a medicinal product if:

2.1) the medicinal product is harmful to human health under normal conditions of its use;

2.2) there is no therapeutic efficacy of the medicinal product;

2.3) the risk benefit ratio of the medicinal product is not positive under normal conditions of its use;

2.4) the qualitative and/or quantitative composition of the medicinal product does not correspond to the one declared in the registration dossier;

2.5) the medicinal product for three years from the date of its state registration was not actually placed into circulation in the market of Georgia or the previously registered and released medicinal product was not placed into circulation in the market of Georgia for the following three years, except for the cases determined by the specifics of production of the medicinal product, or other cases justified for public health purposes;

2.6) the documents that must accompany an application in accordance with the requirements of Chapter IV of this Law are irrelevant or have not been amended in accordance with Article 19 of this Law;

2.7) the obligations specified in the trade licence provided for in Article 21 of this Law have not been fulfilled;

2.8) obligations undertaken by the owner of the trade licence during registration, re-registration of the medicinal product or when making changes to the registration dossier in accordance with the procedure approved by an ordinance of the Government of Georgia have not been fulfilled;

2.9) the quality control of the medicinal product specified in Articles 79, 80 and 81 of this Law has not been implemented.

3. A trade licence for a medicinal product may be cancelled by the Agency upon the request of its owner.

4. The Agency, in the manner approved by an ordinance of the Government of Georgia, shall decide to prohibit the sale and release of the medicinal product (individual series of the medicinal product) and its withdrawal from circulation if:

4.1) the medicinal product is harmful to human health under normal conditions of its use;

4.2) there is no therapeutic efficacy of the medicinal product;

4.3) the risk/benefit ratio of the medicinal product is not positive under normal conditions of its use;

4.4) the qualitative and/or quantitative composition of the medicinal product does not correspond to the declared one in the registration dossier;

4.5) quality control of the medicinal product and/or its ingredients and control of intermediate stages of the production process have not been carried out or other requirements or obligations regarding the production of the medicinal product have not been met.

5. The circulation of medicinal products (individual series of medicinal products) may be renewed upon the decision of the Agency in the manner approved by an ordinance of the Government of Georgia.

6. The Agency, in accordance with the procedure approved by an ordinance of the Government of Georgia, shall decide on the cancellation or suspension of the permits for the relevant type of activity in cases provided for in Article 33 (14) of this Law.

7. Decisions of the Agency shall be binding upon entities engaged in activities related to the circulation of medicinal products.

8. Failure to comply with the decisions of the Agency shall entail the imposition of penalties on an entity carrying out activities related to the circulation of medicinal products pursuant to this Law.

9. Decisions of the Agency may be appealed by an entity carrying out activities related to the circulation of medicinal products in the Ministry and/or in court.

Chapter XV - PARALLEL IMPORT OF MEDICINAL PRODUCTS
Article 83 - General provisions and procedure for obtaining a parallel trade licence for a medicinal product
1. Parallel import of medicinal product into Georgia shall be carried out by an importer of medicinal products holding a permit to manufacture medicinal products and a parallel trade licence for the imported medicinal product, obtained according to the requirements of this Law.

2. The Agency shall issue a parallel trade licence for a medicinal product, for which an importer of medicinal products submits an application to the Agency. The application may contain several countries from which the medicinal product shall be imported. An application form and the requirements for it shall be approved by an ordinance of the Government of Georgia.

3. The following materials are attached to an application:

3.1) a copy of the permit for the production of medicinal products by an entity carrying out activities for the import of the declared medicinal product, certified by an importer of medicinal products;

3.2) a copy of the permit for the production of medicinal products by an entity carrying out activities related to repackaging and/or re-labelling of the medicinal product, certified by an importer of medicinal products (if such activity is not independently performed by the importer of medicinal products, based on the permit for the production of medicinal products); 
3.3) a comparative table of data on the parallel imported medicinal product and the medicinal product registered in Georgia concerning:

3.3.1) their names;

3.3.2) dosage form;

3.3.3) forces of action;

3.3.4) the numbers of the trade licence of the medicinal product registered in Georgia;

3.3.5) the name of the country from which the medicinal product shall be imported;

3.3.6) the name of the holder of a trade licence of the medicinal product in the country from which the medicinal product shall be imported, and in Georgia;

3.3.7) the names and addresses of a manufacturer (s) of the finished medicinal product and a manufacturer responsible for the release of the series. If the information concerning the manufacturer (s) of parallel imported finished medicinal product is not available to the importer of medicinal products, it is not given in the comparative table;

3.3.8) their qualitative and quantitative composition;

3.3.9) the package of a medicinal product (package size, type of primary packaging, type of secondary packaging, storage conditions, shelf life);

3.3.10) solvent, medical products contained in the package with the medicinal product;

3.3.11) visual comparison of the samples of medicinal products (colour photos, detailed description of appearance);
3.3.12) forces of action of the medicinal product;

3.4) colour photos of the parallel imported medicinal product clearly demonstrating all aspects of its packaging, the leaflet annotation and the appearance of the medicinal product itself, presented in paper form and certified by the importer of medicinal products, and on electronic media;

3.5) the leaflet accompanying the medicinal product, namely:

3.5.1. the leaflet or its copy accompanying the medicinal product in the country from which the product is imported to Georgia, and its translation into Georgian, certified by a notary;

3.5.2) a current version or a copy of the leaflet accompanying the medicinal product registered in Georgia;

3.5.3) a sample (layout) of the leaflet that shall accompany a parallel imported medicinal product meeting the requirements of Article 87 of this Law;

3.5.4) the declaration of an importer of medicinal products that the leaflet of a parallel imported medicinal product corresponds to the leaflet of the medicinal product registered in Georgia, based on the form approved by an ordinance of the Government of Georgia;

3.6) samples of secondary and primary packaging of a medicinal product containing data and meeting the requirements specified in Article 87 of this Law;

3.7) a brief description of a parallel imported medicinal product, which corresponds to a brief description of the medicinal product registered in Georgia;
3.8) the rationale of an importer of medicinal products that a parallel imported medicinal product corresponds to the medicinal product registered in Georgia with respect to safety and efficacy;

3.9) a sample of the parallel imported medicinal product (at the request of the Agency).

4. The procedure for obtaining a parallel trade licence, the requirements for an application for its receipt, and the materials that are attached to it shall be approved by an ordinance of the Government of Georgia.

5. The Agency shall conduct an examination of the application for a parallel marketing licence for the medicinal product and its materials in accordance with the procedure approved by the Government of Georgia.

6. Based on the results of the examination, the Agency shall take a decision in a one-month period to issue a parallel marketing licence for a medicinal product or refuse to issue it.

7. Based on the decision to issue a parallel marketing licence for a medicinal product, a brief description of the medicinal product, a leaflet, the text of the package libelling shall be approved and a registration number shall be assigned to the parallel imported medicinal product, which is entered in the departmental register of registered medicinal products of Georgia.
8. A parallel trade licence for a medicinal product may be issued by the Agency if, on the basis of the results of the examination of an application for a parallel marketing licence for a medicinal product and the materials to it, it shall be established that all the following conditions are met:

8.1) at the time of applying for a parallel marketing licence for a medicinal product, the medicinal product is registered in Georgia;

8.2) parallel imported medicinal product according to the qualitative and quantitative content of the active substance, the dosage form, the therapeutic indications correspond to the medicinal product registered in Georgia;

8.3) a parallel imported medicinal product by the qualitative content of excipients corresponds to the medicinal product registered in Georgia, or the differences in content are insignificant;

8.4) a parallel imported medicinal product corresponds to the medicinal product registered in Georgia with regard to safety and efficacy;

8.5) a parallel imported medicinal product is registered in the country from which it is supplied, and this country is a country with a strict regulatory system in the sphere of circulation of medicinal products.

9. The Agency shall decide on the refusal to issue a parallel marketing licence for a medicinal product if, following the examination of an application for a parallel marketing licence for a medicinal product and materials, one or more of the following circumstances are established:

9.1) an application for a parallel marketing licence for a medicinal product and accompanying materials do not comply with the requirements approved by an ordinance of the Government of Georgia;

9.2) the conditions listed in paragraph 8 of this article are not observed.

10. The owner of a parallel trade licence must notify the holder of a trade licence of the medicinal product registered in Georgia about the implementation of parallel import of the medicinal product into Georgia, in the form and within the timeframes approved by an ordinance of the Government of Georgia.

11. The owner of a parallel trade licence shall be responsible for the reliability of the documents and information provided, as well as for the circulation of the parallel imported medicinal product in Georgia.
Article 84 - Period of validity of a parallel marketing licence for a medicinal product and its prolongation

1. A parallel trade licence for a medicinal product shall be issued for a period not exceeding the validity period of the trade licence of the medicinal product registered in Georgia, after expiration of which its validity may be extended by the Agency in the manner approved by an ordinance of the Government of Georgia.

2. To extend the period of validity of a parallel trade licence for a medicinal product, the owner shall submit to the Agency, not later than at least 6 months before the expiration of its validity period, an application to which the materials are attached, for their examination.

3. The requirements for an application and materials for the extension of the period of validity of a parallel trade licence shall be approved by an ordinance of the Government of Georgia.

4. The examination of an application and materials for the extension of the period of validity of a parallel marketing licence for a medicinal product shall be carried out by the Agency in accordance with the procedure approved by an ordinance of the Government of Georgia in order to confirm compliance with the conditions stipulated in Article 83(8) of this Law.

5. The Agency shall take a decision within one month to extend the period of validity of a parallel marketing licence for a medicinal product if:

5.1) positive results of the examination of materials provided for in paragraph 4 of this article are received;

5.2) the medicinal product registered in Georgia is re-registered in Georgia in accordance with Article 18 of this Law.

6. The term for making a decision by the Agency to extend the validity period for a parallel marketing licence for a medicinal product is increased if, at the time of its adoption the medicinal product registered in Georgia undergoes the procedure of re-registration in Georgia and the decision to re-register it is not taken in accordance with the procedure established by this Law.

7. The Agency shall decide on the refusal to extend the period of validity of a parallel marketing licence for a medicinal product if:

7.1) negative results of the examination of materials provided for in paragraph 4 of this article are received;

7.2) the medicinal product registered in Georgia has not undergone the procedure of re-registration in accordance with Article 18 of this Law.
8. The Agency, in the manner approved by an ordinance of the Government of Georgia, shall decide to suspend, amend or cancel the validity of a parallel marketing licence for a medicinal product if:

8.1) the decision to suspend, change or cancel the validity of the marketing licence for this medicinal product was taken in the country from which the medicinal product is imported;

8.2) the decision to suspend, change or cancel the validity of the marketing licence was taken with respect to a medicinal product registered in Georgia;

8.3) a parallel imported medicinal product is harmful to human health under normal conditions of its use;

8.4) there is no therapeutic effectiveness of a parallel imported medicinal product;

8.5) a risk/benefit ratio of the use of a parallel imported medicinal product is not positive under normal conditions of its use;

8.6) the qualitative and/or quantitative composition of a parallel imported medicinal product does not correspond to the materials submitted for obtaining a parallel marketing licence;

8.7) the quality control of a parallel imported medicinal product specified in Article 90 of this Law is not implemented.

9. A parallel trade licence for a medicinal product may be cancelled by the Agency upon the request of its owner.
Article 85 - Amendment of the parallel trade licence for a medicinal product

1. After receiving a parallel trade licence, the owner must keep track of the data relating to a medicinal product registered in Georgia and a parallel imported medicinal product, especially with respect to changes that may affect the brief description, labelling and leaflet of a parallel imported medicinal product and must submit the materials to the Agency for making relevant changes.
2. The procedure for amending the materials relating to a parallel marketing licence for a medicinal product, as well as an application form for making changes, the requirements for the application and materials, and the procedure for their examination by the Agency shall be approved by an ordinance of the Government of Georgia.
Article 86 - Term for the examination of materials concerning a parallel trade Licence
1. For the examination of materials relating to a parallel marketing licence for a medicinal product, the following time frames shall be established:

1.1) not more than 60 working days - to obtain a parallel marketing licence for a medicinal product and to extend its validity;

1.2) not more than 30 working days - for making changes to a parallel trade licence.
2. The time frames for preparation of responses by an importer of medicinal products to the Agency’s comments related to the examination, as well as the deadlines for receiving replies from third parties at the Agency’s request related to the examination, shall not be included in the timeframes for examination provided for in this article.
Article 87 – Labelling of parallel imported medicinal products and leaflets accompanying such medicinal products

1. Secondary packaging of a parallel imported medicinal product, or in its absence - the primary packaging, must contain all the information and comply with the requirements provided for in Chapter V of this Law, with the exception of the information provided for in Article 23(1) of this law relating to the name and address of the holder of a marketing licence for a medicinal product and the number of the marketing licence. Instead of it the data are fixed to the secondary packaging of the parallel imported medicinal product, and in its absence – on the primary packaging that are related to:

1.1) the name and address of the holder of a parallel marketing licence for a medicinal product;

1.2) the numbers of a parallel trade licence.

2. Information on the serial number of the production lot/packaging code of a medicinal product associated with the repackaging/re-labelling of the medicinal product by the importer of medicinal products must also be affixed to the secondary packaging of the parallel imported medicinal product, and in its absence – on the primary packaging.

3. It is allowed to apply the information on the package of a parallel imported medicinal product with the help of a sticker. The information contained on the sticker must comply with the requirements of paragraphs 1 and 2 of this article.

4. The application of information with the help of a sticker to the package of a medicinal product shall be carried out by legal entities and individual entrepreneurs authorised to manufacture medicinal products, which they received in accordance with Chapters VII and VIII of this Law.

5. A parallel imported medicinal product must be accompanied by a leaflet that meets the requirements of Chapter V of this Law.

6. Instead of the information provided for in Article 22(4) of this Law concerning the name and address of the holder of a marketing licence for a medicinal product, a leaflet of a parallel imported medicinal product shall contain information concerning the name and address of the holder of a parallel marketing licence for the medicinal product.

7. The requirements for leaflets accompanying parallel imported medicinal products shall be approved by an order of the Minister.
Article 88 - Advertising of parallel imported medicinal products

Advertising of parallel imported medicinal products shall be carried out in accordance of the procedure established for medicinal products in chapter XII of this Law.

Article 89 - Pharmacovigilance for parallel imported medicinal products
1. Pharmacovigilance for parallel imported medicinal products shall be carried out in accordance with the procedure established for medicinal products in Article 64 (1-7, 12) of this Law.

2. The owner of a parallel marketing licence for a medicinal product shall be obliged to document suspected adverse reactions of the medicinal product and inform the Agency thereof in accordance with the requirements of Article 66 of this Law.

Article 90 - State quality control of parallel imported medicinal products
Parallel imported medicinal products shall be subject to state quality control in the manner approved by an ordinance of the Government of Georgia.

Chapter XVI – MEDICINAL PRODUCTS SUBJECT TO SPECIAL CONTROL

Article 91 - Special provisions for medicinal products subject to special control

1. Regulation of activities of the circulation of medicinal products subject to special control shall be carried out in accordance with this Law, the Law of Georgia on Narcotic Drugs, Psychotropic Substances, Precursors and Narcological Assistance and other normative- legal acts of Georgia.

2. Special control - a set of measures that the state uses to prevent illegal circulation of medicinal products subject to special control, which includes:

2.1) issuing permits to carry out activities for the circulation of medicinal products subject to special control;

2.2) establishment of requirements for medicinal products subject to special control and corresponding quotas, including for the export and import of these medicinal products, as well as the rules for their export and import;

2.3) issuing permits for the export and import of medicinal products subject to special control;

2.4) keeping records of activities and records of transactions related to legal circulation of medicinal products in Georgia subject to special control;

2.5) other measures envisaged by the legislation of Georgia.

3. The lists of substances subject to special control in Georgia, as well as lists of medicinal products subject to special control, shall be established in accordance with the Law of Georgia on Narcotic Drugs, psychotropic Substances, Precursors and Narcological Assistance.

4. Requirements for medicinal products subject to special control and corresponding quotas, including for the export and import of these medicinal products, as well as the rules for their export and import, shall be determined in accordance with the Law of Georgia on Narcotic Drugs, Psychotropic Substances, Precursors and Narcological Assistance.

5. Reporting on activities and recording of operations related to the legal circulation of medicinal products subject to special control in Georgia shall be carried out in accordance with the Law of Georgia on Narcotic Drugs, Psychotropic Substances, Precursors and Narcological Assistance.
Article 92 - Production, wholesale sale (distribution) and retail sale of medicinal products subject to special control

1. Activities related to the legal circulation of medicinal products subject to special control shall be carried out on the basis of:

1.1) a permit for the production of medicinal products obtained in accordance with the procedure and the requirements established by Chapter VIII of this Law - in the case of the production of medicinal products subject to special control, including bulk medicinal products;

1.2) a permit for the wholesale sale (distribution) of medicinal products received in accordance with the procedure and the requirements established by Chapter IX of this Law, in the case of wholesale sale (distribution) of medicinal products subject to special control.

2. Activities related to the legal production, import and wholesale sale (distribution) of active substances subject to special control, with the exception of the production of narcotic active substances, shall be carried out in accordance with the requirements of Article 38 of this Law, established for the production, import and wholesale sale (distribution) of active substances in Georgia.

3. Activities related to the legal retail sale of medicinal products subject to special control shall be carried out on the basis of a permit for the retail sale of medicinal products obtained in accordance with the procedure and the requirements established by Chapter X of this Law.

4. Only a legal entity registered in accordance with the procedure established by the legislation of Georgia may be engaged in the activities specified in paragraphs 1-2 of this article.

5. The activity envisaged by paragraph 3 of this article of the Law may be carried out by an individual entrepreneur or legal entity of any organizational and legal form and form of ownership registered in the manner established by the legislation of Georgia.
Article 93 - Obtaining the right to carry out activities for the circulation of medicinal products and active substances subject to special control

1. In order to obtain the right to carry out activities for the circulation of medicinal products and active substances subject to special control, an entity, together with the documents listed in:

1.1) Article 36(1) of this Law - upon obtaining permit to produce medicinal products;

1.2) Article 38(9) of this Law - for entering into the register of producers, importers and distributors of the active substances of Georgia;

1.3) Article 43(1) of this Law - upon obtaining a permit for wholesale sale (distribution) of medicinal products;

1.4) Article 48(1) of this Law - upon obtaining permit for the retail sale of medicinal products, and in the case of manufacturing (production) of medicinal products subject to special control, in the pharmacy - Article 52(1) of this Law;

must additionally submit the following documents to the Agency (depending on the respective type of activity):

a) a statement on the availability of the material and technical base for ensuring the safety of medicinal products and active substances subject to special control during their production, quality control, storage, transportation (shipment), import, export and sale;

b) information that the applicant’s staff who, according to their official duties shall have access to medicinal products and active substances subject to special control, have no criminal record, unexpunged or expired convictions for crimes related to the illegal circulation of narcotic drugs, psychotropic substances or medicinal products that are subject to special control, as well as a document certifying that such employees do not have a narcological record.
2. In order to obtain the right to carry out activities for the circulation of medicinal products and active substances subject to special control, an entity, in addition to the minimum requirements established in:

2.1) Article 36(3) of this Law - upon obtaining a permit for the production of medicinal products;

2.2) Article 38(5-6) of this Law - for entering into the register of producers, importers and distributors of the active substances of Georgia;

2.3) Article 43(4) of this Law - upon obtaining a permit for wholesale sale (distribution) of medicinal products;

2.4) Article 48(3) of this Law - upon receipt of a permit for the retail sale of medicinal products, and in the case of the production (manufacture) of medicinal products subject to special control, in the conditions of the pharmacy - Article 52(6) of this Law,

must additionally meet the following minimum requirements:

a) have the appropriate material and technical base - facilities, equipment, technics, transport (if necessary) to ensure the safety of medicinal products and active substances subject to special control during their production, quality control, storage, transportation (shipment) and sale;

b) implement strict record keeping and storage of medicinal products and active substances subject to special control;

c) provide access to medicinal products and active substances subject to special control, only for personnel who have no narcological record, no previous convictions, unexpunged or expired convictions for crimes related to the illegal circulation of narcotic drugs, psychotropic substances or medicinal products subject to special control;

d) fulfil special provisions with regard to the circulation of medicinal products and active substances subject to special control.

3. Requirements for the material and technical base ensuring the safety of medicinal products and active substances subject to special control during their production, quality control, storage, transportation (shipment), import, export and sale, and for the personnel, as well as special provisions for the circulation of medicinal products and active substances subject to special control shall be approved by an ordinance of the Government of Georgia.

4. The Agency shall monitor observance of special provisions for the circulation of medicinal products and active substances subject to special control in the manner prescribed by this Law when exercising state control over the circulation of medicinal products and by the Law of Georgia on Narcotic Drugs, Psychotropic Substances, Precursors and Drug Assistance.
Article 94 - Obligations of an entity having the right to carry out activities related to the circulation of medicinal products and active substances subject to special control

1. An entity entitled to carry out activities for the circulation of medicinal products and active substances subject to special control shall be obliged to:

1.1) when carrying out activities for the production of medicinal products subject to special control - comply with the requirements of Article 37 of this Law;

1.2) when carrying out activities for the production, import and distribution of active substances subject to special control - comply with the requirements of Article 38 of this Law;

1.3) when implementing wholesale sale (distribution) of medicinal products subject to special control - comply with the requirements of Article 44 of this Law;

1.4) when carrying out retail sales of medicinal products subject to special control - comply with the requirements of Article 51 of this Law, and in the case of manufacturing (producing) medicinal products subject to special control, in the pharmacy - the requirements of Article 52 of this Law.

2. In addition to the duties specified in paragraph 1 of this article, the owner of a relevant permit, entitled to carry out activities for the circulation of medicinal products subject to special control, shall be obliged to:

2.1) purchase medicinal products subject to special control and sell (deliver) medicinal products subject to special control in accordance with the legislation of Georgia;

2.2) provide access to medicinal products subject to special control, exclusively to employees who have no narcological record, have no previous convictions, unexpunged or expired convictions for crimes related to the illegal circulation of narcotic drugs, psychotropic substances or medicinal products subject to special control; 
2.3) inform the Agency in advance of any changes that it intends to make in the documentation submitted in accordance with the requirements of Article 32 of this Law;

2.4) ensure, at any time, that the persons conducting the inspection have access to premises, equipment, technics that are involved in the production, quality control and storage of medicinal products subject to special control;

2.5) ensure the safety of medicinal products subject to special control during their production, quality control, storage, transportation (shipment) and sale;

2.6) regularly submit activity reports and information on recording of transactions related to the circulation of medicinal products subject to special control in accordance with the Law of Georgia on Narcotic Drugs, Psychotropic Substances, Precursors and Narcological Assistance.

3. In addition to the duties specified in paragraph 1 of this article, an entity carrying out the production, import, wholesale sale (distribution) of active substances subject to special control shall perform the duties specified in subparagraphs 2.1, 2.2, 2.4 – 2.6 of paragraph 2 of this article with respect to active substances for holders of a permit to carry out activities for the circulation of medicinal products subject to special control.

Article 95 - Import and export of medicinal products subject to special control

1. Import of medicinal products subject to special control shall be carried out only by legal entities if they have a permit for the production of medicinal products provided for by Chapter VIII of this Law, as well as a permit obtained in the manner established by the Law of Georgia on Narcotic Drugs, Psychotropic Substances, Precursors and Drug Assistance.

2. Import of active substances subject to special control shall be carried out only by legal entities entered in the register of producers, importers and distributors of active substances in Georgia, provided they have a permit obtained in the manner established by the Law of Georgia on Narcotic Drugs, Psychotropic Substances, Precursors and Drug Assistance.

3. Export of medicinal products and active substances subject to special control shall be carried out by legal entities if they have a permit obtained in the manner established by the Law of Georgia on Narcotic Drugs, Psychotropic Substances, Precursors and Narcological Assistance.

Chapter XVII - EXPERTISE IN THE SPHERE OF CIRCULATION OF MEDICINAL PRODUCTS

Article 96 - Concept, tasks and principles of expertise in the sphere of circulation of medicinal products

1. Expertise in the field of circulation of medicinal products (examination) is an activity which aims to investigate, analyse, evaluate and/or inspect the objects of examination provided for in Article 97 of this Law.

2. The results of the examination shall be formalized in the form of justified conclusions (reports) for making decisions stipulated by this Law, concerning the objects of examination.

3. The main tasks of the examination are:

3.1) objective and unbiased examination of the objects of examination;

3.2) verification of compliance of the objects of expertise with the requirements and norms of the legislation of Georgia;

3.3) assessment of the conformity of the objects of expertise to the current level of scientific and technical knowledge, the trends of scientific and technological progress;

3.4) evaluation of research and test results;

3.5) preparation of scientifically substantiated expert opinions (reports).

4. The main principles of the examination are:

4.1) the competence and objectivity of persons who conduct the examination;

4.2) consideration of the world level of scientific and technical progress, the requirements of standards, including European and international ones;

4.3) responsibility for the reliability and completeness of the examination;

4.4) the validity of the results of the examination.

5. The terms of the examination shall be calculated after the payment of its cost by a customer and from the moment of the provision of the examination objects listed in Article 97 of this Law.
Article 97 - Objects of examination

1. The objects of examination are:

1.1) the materials of preclinical studies of medicinal products;

1.2) the materials of investigational medicinal products that are submitted for the purpose of obtaining permits for conducting clinical trials of medicinal products;

1.3) the materials of the results of clinical trials of medicinal products;

1.4) registration dossiers for medicinal products during their state registration, re-registration and modification within the validity period of the marketing licence;

1.5) the materials for post-registration studies of the safety, efficacy and quality of medicinal products;

1.6) the materials and information obtained from the results of pharmacovigilance;

1.7) the materials submitted by applicants for the purpose of obtaining permits for the relevant activities provided for by this Law;

1.8) the materials submitted by entities for the purpose of entering into the register of producers, importers and distributors of active substances in Georgia;

1.9) the materials submitted by entities involved in the circulation of medicinal products in order to verify compliance with GMP and GMP API requirements, with GDP and GDP API requirements, with GLP, GCP and GVP requirements, as well as the materials provided by the entities during their inspection;

1.10) the entities carrying out activities related to the circulation of medicinal products for compliance with the requirements of the permit conditions for the relevant type of activity, as well as with GMP and GMP API requirements, with GDP and GDP API requirements, with GLP, GCP and GVP requirements;

1.11) laboratories for quality control of medicinal products under their authorisation by the Agency for the purpose of exercising state control over the quality of medicinal products in accordance with this Law;

1.12) the materials submitted by entities involved in the circulation of medicinal products with a view to obtaining a parallel marketing licence for a medicinal product, extending its validity or making changes to it;

1.13) the materials submitted by entities engaged in activities related to the circulation of medicinal products, in order to harmonize the advertising of the medicinal product;

1.14) the materials submitted by brokers for the purpose of entering into the register of brokers of Georgia;

1.15) other objects in relation to which there is a need for expertise and obtaining sound expert opinions.

2. The cost of the examination of the objects provided for in this article shall be approved by an order of the Minister on the basis of the proposals from the Agency.

Article 98 - Subjects of examination

1. For the purposes of this Law, the subjects of examination are the customers of expertise, the Agency and experts.

2. The Expertise shall be carried out by the Agency and experts involved on the basis of contracts.

3. The experts are natural persons (both residents and non-residents of Georgia) who have high qualifications, special knowledge and directly carry out the expertise. The experts bear personal responsibility for the reliability and completeness of the analysis, the validity of the recommendations in accordance with the requirements of the task for conducting the examination.

4. The state bodies, legal entities, branches (representative offices) of foreign legal entities, individual entrepreneurs, as well as natural persons (both residents and non-residents of Georgia), interested in conducting such examination, may be the customers of the examination.

5. Customers of expertise enter into relations with the Agency on the basis of contracts and ensure payment of expenses for its conduct.

Article 99 - Rights and obligations of customers of examination

1. A customer of examination shall have the right to:

1.1) receive the necessary information on the progress of the examination at all stages of the expert process;

1.2) get acquainted with the conclusions of the examination;

1.3) apply for the replacement of experts in the cases established by the legislation of Georgia;

1.4) use the results and materials of the expertise in their activities.

A contract regarding the conduct of an examiation may also provide for other rights of the customer, if they do not contradict this Law and the legislation of Georgia.

2. A customer of the examination shall be obliged to:

2.1) provide for examination the relevant objects and accompanying materials to them;

2.2) facilitate the conduct of a comprehensive, objective, scientifically grounded complex analysis of the objects of expertise, the development of an independent expert evaluation;

2.3) transmit in due time the necessary materials, data, information relating to the objects of examination;

2.4) ensure the anonymity of experts, in the prescribed cases;

2.5) compensate for moral and material harm caused by their unlawful actions.

Article 100 - Rights and Obligations of Experts

1. An expert shall have the right to:

1.1) freely disclose personal opinion on the issues of examination;

1.2) participate in the expert analysis and evaluation of objects at all stages (phases) of the examination;

1.3) participate in the examination or refuse to participate in it, if this is not related to the direct performance of official duties;

1.4) require the provision of additional materials, data, information and justifications necessary for the preparation of objective conclusions;

1.5) receive reliable information about the object of examination, materials, including those that are not subject to disclosure.

An expert agreement may provide for other expert rights, if they do not contradict this Law and the legislation of Georgia.

2. An expert shall be obliged not to allow the disclosure of information contained in materials relating to the objects of examination.

3. An expert shall have no right to accept from individuals and legal entities interested in certain expert opinions, valuable gifts, monetary compensation or other benefits.

4. An expert shall bear responsibility for an untimely, substandard and unlawful conduct of the examination, failure to comply with the terms of the contract for its conduct.

5. The rights and obligations of an expert shall arise on the basis of a contract concluded with him/her, an instruction for conducting an expert examination or his/her official duties, if the examination is carried out as an official task.

6. Combining in one person the functions of the author of the development or otherwise the interested person and his/her expert shall be prohibited.
Article 101 - Certification of experts involved by the Agency for the right to examination

1. The Agency shall involve in the examination only experts who have passed certification and received a certificate confirming the right to conduct an examination.

2. Attestation of the involved experts for the right to conduct an examination and issuance of certificates shall be carried out by the Agency.

3. Requirements for experts, the procedure for their certification, the form of a certificate that gives the right to carry out expert activities, shall be approved by an ordinance of the Government of Georgia.

4. The Agency shall revoke a certificate of the attracted expert for the right to conduct an expert examination on one of the following grounds:

4.1) failure of the expert to comply with the requirements of this Law regarding the conduct of the examination;

4.2) carrying out an expert examination by an expert not for the main purpose;

4.3) an attracted expert has not informed the Agency that he/she is the author of the object of examination or a person interested in the results of the examination before commencing the examination;

4.4) falsification by an expert of the findings of the examination;

4.5) biased examination by an expert or preparation of unreasonable or knowingly inauthentic conclusions;

4.6) violation by an expert of the conditions of confidentiality regarding information received by him/her in the process of expert work, disclosure of trade secrets.

5. Persons deliberately coercing or creating for experts the circumstances that predicate illegal or non-objective examination or preparation of unreasonable or knowingly unreliable conclusions, as well as discrediting or persecuting experts for the conclusions prepared by them, shall be liable in accordance with the legislation of Georgia.

Chapter XVIII - RESPONSIBILITY IN THE SPHERE OF CIRCULATION OF MEDICINAL PRODUCTS

Article 102 - Grounds for liability in the sphere of circulation of medicinal products 

1. The responsibility of entities carrying out activities related to the circulation of medicinal products under this Law shall be classified on the following grounds:

1.1) the owner of a marketing licence shall be liable for the quality, safety and efficacy of a medicinal product registered and placed on the market of Georgia;

1.2. The responsibility for the quality, safety and efficacy of a medicinal product placed on the market of Georgia, for which the Agency issued a parallel trade licence, shall bear the owner of the parallel trade licence;

1.3) the manufacturer of a medicinal product shall be responsible for the production and quality control of the medicinal product registered and placed on the market of Georgia in accordance with the requirements of the registration dossier;

1.4) the responsibility for the production, import and wholesale sale (distribution) of active substances in accordance with the requirements of this Law shall bear the subject entered in the register of producers, importers and distributors of the active substances of Georgia;

1.5) the owner of a marketing licence shall be liable for the reliability of the data included in the application and the registration dossier submitted to the Agency for state registration, re-registration, modification of the registration dossier during the validity of the marketing licence for the medicinal product;

1.6) an applicant shall bear responsibility for the reliability of the data included in the application and the documents attached to it submitted to the Agency for obtaining a permit for the types of activities provided for by this Law;

1.7) the owner of a permit for the relevant type of activity shall be responsible for compliance with the permissive conditions provided for by this Law;

1.8) a sponsor, the representative of the sponsor, a researcher/a responsible researcher shall bear responsibility for observance of the procedure for conducting clinical trials of medicinal products;

1.9) a person shall be responsible for placing an unregistered medicinal product on the market of Georgia, for which the Agency has not issued a marketing licence;

1.10) the responsibility for the placement on the market of Georgia of a medicinal product for which the Agency has not issued a parallel trade licence, shall be borne by a person who has placed this medicinal product;

1.11) the responsibility for the reliability of the data presented in the application and the materials attached to it, which are submitted to the Agency for obtaining a parallel trade licence, shall be borne by the owner of the parallel trade licence; 
1.12) the responsibility for compliance with the requirements for advertising of medicinal products provided for in this Law, shall be borne by the advertisers (sponsors) and the persons implementing the placement and distribution of advertisements (advertisers); 
1.13) the responsibility for compliance with the procedure of sale (release) of medicinal products, the sale of low-quality medicinal products with expired shelf life shall bear the persons implementing such sale; 
1.14) the responsibility for the performance of obligations specified in the marketing licence of a medicinal product shall be borne by the owner of the marketing licence;

1.15) the responsibility for compliance with the labelling of a medicinal product (including a parallel imported medicinal product), the text of the labelling approved by the Agency shall be borne by the holder of a marketing licence and/or the persons carrying out the labelling (re-labelling) of the medicinal product;

1.16) the responsibility for compliance with the requirements set by this Law for the importation of medicinal products into the territory of Georgia shall be borne by the importer of medicinal products;

1.17) the responsibility for circulating of falsified and substandard medicinal products in the market of Georgia (import, design, production, sale, export, storage) shall be borne by entities engaged in the activities related to the circulation of medicinal products;

1.18) the responsibility for violation of the restrictions related to obtaining permits to carry out activities in the sphere of circulation of medicinal products provided for in Article 34 of this Law shall be borne by the owner of a permit for the relevant activity;

1.19) the responsibility for failure to comply with the legitimate requirements of the Agency in exercising state control in the sphere of circulation of medicinal products or for impeding the Agency’s activities shall be borne by the entities carrying out activities related to the circulation of medicinal products who do not comply with the requirements of the Agency while exercising state control in the sphere of circulation of medicinal products or create obstacles for the Agency to carry out its activities;

1.20) the responsibility for the sale to minors of medicinal products subject to special control shall be borne by the persons implementing such sale.
2. The responsibility of entities carrying out activities related to the circulation of medicinal products shall be determined by this Law and in accordance with the legislation of Georgia.

3. A protocol on administrative offenses provided for by this Law shall be made by an official of the Agency, and the case shall be adjudicated in court.

Article 103 - Illegal activity in the sphere of circulation of medicinal products

1. Activities without permission for the relevant type of activity in the field of circulation of medicinal products, provided for by this Law shall result in imposing of the penalty at amount of 5 000 GEL with confiscation of the subject of the offense.

2. The same act committed repeatedly shall be punishable by a fine at amount of 10 000 GEL with confiscation of the subject of the offense.

Article 104 - Illegal activities in the sphere of circulation of medicinal products subject to special control

1. Activities without permission for the relevant type of activity in the sphere of circulation of medicinal products subject to special control provided for by this Law, as well as export or import of medicinal products subject to special control, without the relevant permission provided by the Law of Georgia on Narcotic Drugs, Psychotropic Substances, Precursors and Drug Assistance shall entail an imposition of the fine at amount of 8 000 GEL with confiscation of the subject of the offense.

2. The same act committed repeatedly shall be punishable by a fine at amount of 16 000 GEL with confiscation of the subject of the offense.

Article 105 - Violation of permit conditions in the sphere of circulation of medicinal products

1. Violation of the permit conditions for carrying out activities in the sphere of circulation of medicinal products provided for in this Law shall be punishable by a fine in the amount of 2 000 GEL.

2. The same act committed repeatedly shall be punishable by a fine in the amount of 4 000 GEL.

Article 106 - Violation of permit conditions in the sphere of circulation of medicinal products subject to special control

1. Violation of permit conditions for carrying out activities in the sphere of circulation of medicinal products subject to special control provided for in this Law shall be punishable by a fine in the amount of 4 000 GEL.

2. The same act committed repeatedly shall be punishable by a fine in the amount of 8 000 GEL.
Article 107 - Violation of restrictions related to obtaining permits for activities in the field of circulation of medicinal products

1. Violation by a permit holder of restrictions related to obtaining permits for carrying out activities in the field of circulation of medicinal products provided for in this Law shall be punishable by a fine in the amount of 10 000 GEL.

2. The same act committed repeatedly shall be punishable by a fine in the amount of 20 000 GEL.

Article 108 - Illegal activities for the production, import and wholesale sale (distribution) of active substances

1. Activities on the production, import or wholesale sale (distribution) of active substances, including those subject to special control, by entities that are not listed in the register of producers, importers and distributors of active substances in Georgia, shall be punishable by a fine in the amount of 8 000 GEL with confiscation of the subject of the offense.

2. The same act committed repeatedly shall be punishable by a fine in the amount of 16 000 GEL with confiscation of the subject of the offense.

Article 109 - Violation of the requirements for the implementation of production, import and wholesale sale (distribution) of active substances

1. Violation of the requirements for the implementation of production, import, wholesale sale (distribution) of active substances provided for by this Law shall be punishable by a fine in the amount of 2 000 GEL. 

2. The same act committed repeatedly shall be punishable by a fine in the amount of 4 000 GEL.

Article 110 - Violation of the requirements for the implementation of production, import and wholesale sale (distribution) of active substances subject to special control
1. Violation of the requirements for the implementation of production, import, wholesale sale (distribution) of active substances subject to special control provided for in this Law and the Law of Georgia on Narcotic Drugs, Psychotropic Substances, Precursors and Narcological Assistance shall be punishable by a fine in the amount of 4 000 GEL.

2. The same act committed repeatedly shall be punishable by a fine in the amount of 8 000 GEL.

Article 111 - Violation of the procedure of conducting clinical trials

1. Violation of the procedure for conducting clinical trials of medicinal products (without the consent of the Agency, without obtaining the results of ethical and/or moral aspects of the materials of the clinical trial of the medicinal product and/or conducting a clinical trial without obtaining the informed consent of the subject of the clinical trial) shall be punishable by a fine in the amount of 8 000 GEL.

2. The same act committed repeatedly shall be punishable by a fine in the amount of 16 000 GEL.
Article 112 - Placement of an unregistered medicinal product in the market of Georgia

1. Placement in the market of Georgia an unregistered medicinal product for which the Agency has not issued a marketing licence shall be punishable by a fine in the amount of 6 000 GEL with confiscation of the subject of the offense.

2. The same act committed repeatedly shall be punishable by a fine in the amount of 12 000 GEL with confiscation of the subject of the offense.

Article 113 - Placement on the market of Georgia of a medicinal product for which the Agency has not issued a parallel trade licence

1. Placement on the market of Georgia of a medicinal product for which the Agency has not issued a parallel trade licence shall be punishable by a fine in the amount of 6 000 GEL with confiscation of the subject of the offense.

2. The same act committed repeatedly shall be punishable by a fine in the amount of 12 000 GEL with confiscation of the subject of the offense.

Article 114 - Infringement of requirements to advertising of a medicinal product

1. Violation of the requirements for advertising of medicinal products provided for by this Law, both in respect of the customer of the advertisement (sponsor) and with respect to the person who places the advertisement (the distributor of advertising shall be punishable by a fine in the amount of 2 000 GEL.

2. The same act committed repeatedly shall be punishable by a fine in the amount of 4 000 GEL.

Article 115 - Violation of the procedure for selling (releasing) medicinal products

1. Violation of the procedure for the sale (release) of medicinal products shall be punishable by a fine in the amount of 1,000 GEL.

2. The same act committed repeatedly shall be punishable by a fine in the amount of 2 000 GEL.

Article 116 - Violation of the procedure for selling (releasing) medicinal products subject to special control

1. Violation of the procedure for selling (releasing) medicinal products subject to special control shall be punishable by a fine in the amount of 6 000 GEL.
2. The same act committed repeatedly shall be punishable by a fine in the amount of 12 000 GEL.
Article 117 - Selling a low-quality medicinal product with expired shelf life
1. The sale of a low-quality medicinal product with expired shelf life shall be punishable by a fine in the amount of 6 000 GEL with confiscation of the subject of the offense.
2. The same act committed repeatedly shall be punishable by a fine in the amount of 12 000 GEL with confiscation of the subject of the offense.
Article 118 - Default on obligations during the post-registration period
1. Non-fulfilment by the owner of a marketing licence for a medicinal product of the obligations specified in the marketing licence shall be punishable by a fine in the amount of 5 000 GEL.
2. The same act committed repeatedly shall be punishable by a fine in the amount of 10 000 GEL.
Article 119 - Failure to comply the labelling of a medicinal product (including a parallel imported medicinal product) with the text of the labelling approved by the Agency

1. Failure by the holder of a marketing licence and/or persons carrying out the labelling (re-labelling) of the medicinal product, to comply the labelling of a medicinal product (including the parallel imported medicinal product) with the text of the labelling approved by the Agency shall be punishable by a fine in the amount of 2 000 GEL with confiscation of the offense subject.
2. The same act committed repeatedly shall be punishable by a fine in the amount of 4 000 GEL with confiscation of the offense subject.
Article 120 - Violations of the requirements for the importation of medicinal products into the territory of Georgia
1. Violations of the requirements set by this Law for the importation of medicinal products into the territory of Georgia shall be punishable by a fine in the amount of 2 000 GEL with confiscation of the offense subject.
2. The same act committed repeatedly shall be punishable by a fine in the amount of 4 000 GEL with confiscation of the offense subject.

Article 121 - Circulation of substandard medicinal products
1. Circulation of substandard medicinal products, bulk medicinal products and active ingredients in the market of Georgia (import, development, production, sale, export, storage) shall be punishable by a fine in the amount of 10 000 GEL with confiscation of the subject of the offense.
2. The same act committed repeatedly shall be punishable by a fine in the amount of 20 000 GEL with confiscation of the subject of the offense.
Article 122 - Circulation of counterfeit medicinal products
1. Circulation of counterfeit medicinal products, bulk medicinal products and active ingredients in the market of Georgia (import, development, production, sale, export, storage) shall be punishable by a fine in the amount of 20 000 GEL with confiscation of the subject of the offense.
2. The same act committed repeatedly shall be punishable by a fine in the amount of 40 000 GEL with confiscation of the subject of the offense.
Article 123 - Failure to comply with the legitimate requirements of the Agency
Failure to comply with the legitimate requirements of the Agency in the exercise of state control in the sphere of circulation of medicinal products or the creation of obstacles to the Agency’s activities shall be punishable by a fine in the amount of 2 000 GEL.
Article 124 - Sale to minors of medicinal products subject to special control

Sale to minors of medicinal products subject to special control shall be punishable by a fine in the amount of 500 GEL.

Article 125 - Illegal activities for the implementation of brokerage in the wholesale sale (distribution) of medicinal products

1. Activities to implement brokerage in the wholesale sale (distribution) of medicinal products by entities that are not entered in the register of brokers in Georgia shall be resulted in a fine of 8 000 GEL with confiscation of the subject of the offense.

2. The same act committed repeatedly shall be punishable by a fine in the amount of 16 000 GEL with confiscation of the subject of the offense.

Article 126 - Violation of the requirements for the implementation of brokerage in the wholesale sale (distribution) of medicinal products

1. Violation of the requirements for the implementation of brokerage in the wholesale sale (distribution) of medicinal products provided for by this Law shall be punishable by a fine in the amount of 2 000 GEL.

2. The same act committed repeatedly shall be punishable by a fine in the amount of 4 000 GEL.
Chapter XIX - DISPOSAL AND DESTRUCTION OF MEDICINAL PRODUCTS
Article 125 - Disposal and destruction of medicinal products

1. Medicinal products shall be subject to disposal or destruction if they fall into one of the following categories:

1.1) counterfeit medicinal products;

1.2) poor-quality medicinal products and those that have passed their shelf life;

1.3) medicinal products about which the Agency has decided to remove them from circulation and dispose or destroy them.

2. Disposal or destruction of medicinal products shall be carried out in accordance with the requirements of legislation and rules approved by an ordinance of the Government of Georgia.
3. Disposal or destruction of medicinal products subject to special control shall be carried out in accordance with the Law of Georgia on Narcotic Drugs, Psychotropic Substances, Precursors and Narcological Assistance.

Chapter XX - THE INTERNATIONAL COOPERATION

Article 126 - International cooperation

1. Georgia shall take part in international cooperation in the field of circulation of medicinal products through:

1.1) participation of the state and state bodies in the work of relevant international organisations;

1.2) exchange of information with relevant international organisations and national competent authorities of other countries;

1.3) harmonisation of the requirements of national legislation with European and international requirements in the sphere of circulation of medicinal products.

Chapter XI - TRANSITIONAL AND FINAL PROVISIONS

Article 127 - Transitional Provisions

1. The Government of Georgia, within six months from the date of adoption of this Law, shall:

1.1) submit for consideration to the Parliament of Georgia proposals on bringing the laws of Georgia in line with this Law;

1.2) ensure the revision of its regulatory legal acts that contradict this Law;

1.3) ensure the revision by ministries and other public authorities of their regulatory legal acts that contradict this Law.

2. The Government of Georgia shall, by the date of entry into force of this Law, bring its regulatory legal acts in line with this Law and shall ensure that the ministries and other public authorities also bring their regulatory legal acts in line with this Law.

3. To establish that:

3.1) trade licences issued in accordance with the Law of Georgia on Medicinal products and Pharmaceutical Activities for products that are not medicinal products in accordance with this Law shall be annulled unilaterally by the Agency from the date of entry into force of this Law;

3.2) before the legislation is brought into conformity with this Law, laws and other regulatory legal acts of Georgia shall be applied in a part that does not contradict this Law.

4. To establish that pharmaceutical products in other packaging and with other labelling, which according to this Law are medicinal products and information about which according to Article 118(4) of the Law of Georgia on Medicinal products and Pharmaceutical Activities was entered in the departmental register of pharmaceutical products already admitted to the market of Georgia prior to the entry into force of this Law, may be placed on the market of Georgia before the state registration of already admitted pharmaceutical products as medicinal products in accordance with the requirements of this Law;

5. The Ministry of Labour, Health and Social Protection of Georgia shall develop, and the Government of Georgia shall approve, until 1 June 2016, such regulatory legal acts that arise from this Law:
5.1) permissive conditions for carrying out activities related to the production, import, wholesale sale (distribution) and retail sale of medicinal products, including:

5.1.1) the procedure for conducting an expert evaluation of documents submitted by an applicant for obtaining a permit to carry out the type of activity envisaged by this Law, as well as an applicant’s inspection for compliance with the requirements of permit conditions at the place of implementation by the applicant of the relevant activity;

5.1.2) the procedure for obtaining permits for the conduct of activities by persons specified in Article 129(1-2) of this Law;

5.1.3) the requirements for an application and the set of documents attached to it, which are submitted for obtaining a permit to carry out the respective type of activity;

5.1.4) the requirements for the material and technical base and the personnel of an applicant seeking a permit;

5.1.5) the requirements for the form and content of attachments to a permit for the implementation of the relevant type of activity;

5.1.6) groups of medicinal products, depending on the conditions of their storage, transportation and other factors;

5.1.7) the procedure for the implementation of temporary measures with respect to the issuance of permits in the field of circulation of medicinal products;

5.2) the procedure for conducting inspections in order to monitor compliance with permissive conditions by permit holders, including the procedure and form for drawing up inspection reports;

5.3) the procedure for selecting samples of medicinal products, bulk medicinal products, active substances and intermediate products;

5.4) the permissive conditions for carrying out activities related to the circulation (production, wholesale sale (distribution) and retail sale) of medicinal products subject to special control, including:

5.4.1) the procedure for an expert evaluation of documents submitted by an applicant for obtaining permission to carry out activities for the circulation (production, wholesale sale (distribution) and retail sale) of medicinal products subject to special control, as well as an applicant’s inspection for compliance with the requirements of permit conditions at the place of implementation of the corresponding type of activity by the applicant;

5.4.2) the requirements for an application and the set of documents attached to it, which are submitted for obtaining a permit to carry out the respective type of activity;

5.4.3) the requirements for the material and technical base and the personnel of an applicant seeking a permit;

5.5) the procedure for state registration (re-registration) of medicinal products, including:

5.5.1) the forms of applications for state registration of medicinal products provided for in Articles 13, 14, 15, 16, 17 of this Law, the structure of registration dossiers, as well as the requirements for them;

5.5.2) requirements for applications for state re-registration of medicinal products and for registration dossiers;

5.5.3) the procedure for the examination of registration dossiers for medicinal products submitted for the purpose of state registration (re-registration);

5.5.4) the procedure for amending the registration dossiers for medicinal products during the validity period of marketing licences, the requirements for applications for amendments to the registration dossiers and the materials for amending the registration dossiers;

5.5.5) the types and scope of preclinical studies and/or clinical trials of a medicinal product not covered by the definition of a generic medicinal product or a medicinal product bioequivalence of which may not be proved by bioavailability studies or in the case of a change in the active substance, therapeutic indications, force of the action, dosage form or route of administration as compared with the reference medicinal product;

5.5.6) the types and scope of preclinical studies and/or clinical trials of such biological medicinal products (biosimilars);

5.5.7) the procedure for examining new data on the use of a medicinal product and changing the referral of a medicinal product to a particular category of release;

5.6) the procedure for the introduction of qualified persons (QP)/ responsible persons (RP) in the register of qualified (QP)/responsible (RP) persons, and the procedure for maintaining such registry;

5.7) the procedure for certification of a series of medicinal products by qualified persons (QP);

5.8) the rules for good laboratory practice (GLP);

5.9) the rules for good clinical practice (GCP);

5.10) the rules for good manufacturing practices (GMP) of medicinal products, including the rules for good manufacturing practices of active pharmaceutical ingredients (GMP API);

5.11) the list of countries for which, if production sites are located in these countries, the production of the registered medicinal product is not inspected for compliance with the requirements of the rules of good manufacturing practices (GMP) and state laboratory quality control of the series of medicinal products is not carried out according to the indicators specified in the specification, when they are imported;
5.12) the rules for good distribution practices (GDP) of medicinal products and the rules of good distribution practices of active pharmaceutical ingredients (GDP API);

5.13) the requirements for the conduct of bioequivalence studies of medicinal products in Georgia, the types and scope of such studies, and the order of selection of the reference medicinal product.
6. The Ministry of Labour, Health and Social Protection of Georgia shall, until 1 January 2017, develop and the Government of Georgia shall approve such regulatory legal acts that arise from this Law:

6.1) the procedure for conducting preclinical studies of medicinal products;

6.2) the procedure for conducting clinical trials of medicinal products, including:

6.2.1) the requirements for an application for conducting a clinical trial, the materials for the clinical trial, the labelling of an investigational medicinal product, and the procedure for their examination and evaluation;

6.2.2) the procedure for informing about the amendments and changes in the materials of a clinical trial, their examination, evaluation and approval, the requirements for the materials of the clinical trial of medicinal products;

6.2.3) the procedure for informing about the cases that have occurred during the clinical trial and are related to the conduct or development of an investigational medicinal product, which may affect the safety of the subjects of the clinical trial, as well as the urgent measures taken to eliminate these cases;

6.2.4) the procedure for informing about adverse events and serious adverse reactions during clinical trials of medicinal products;

6.2.5) procedure for a temporary or complete suspension of clinical trials of medicinal products;

6.2.6) provision on the Ethics Committee;

6.3) the requirements for attracted experts provided for by this Law, the procedure for their certification, as well as the form of a certificate granting the right to carry out expert activities in the sphere of circulation of medicinal products;

6.4) the rules for the production (manufacture) of medicinal products in a pharmacy;

6.5) the procedure for the import of medicinal products into the territory of Georgia.
7. The Ministry of Labour, Health and Social Protection of Georgia shall, until 1 June 2017, develop and the Government of Georgia shall approve such regulatory legal acts that arise from this Law:

7.1) the procedure for conducting parallel imports of medicinal products, including, inter alia:

7.1.1) the procedure for obtaining a parallel marketing licence for a medicinal product, the requirements for an application for its receipt and materials, as well as the procedure for their examination;

7.1.2) the procedure for extending the term of a parallel trade licence for a medicinal product, the requirements for an application and materials, and the procedure for their examination;

7.1.3) the procedure for deciding whether to suspend, amend or cancel the operation of a parallel marketing licence for a medicinal product;

7.1.4) the procedure for amending the materials relating to a parallel marketing licence for a medicinal product, an application form for making changes, as well as the requirements for an application and materials and the procedure for their examination;

7.1.5) the requirements for a brief description of the parallel imported medicinal product;

7.1.6) the form of informing the holder of a marketing licence for a medicinal product about its parallel importation;

7.2) the procedure for inspecting the compliance of preclinical studies of medicinal products with the requirements of the guidelines for good laboratory practices (GLP);

7.3) the procedure for conducting inspections of compliance of clinical trials of medicinal products with the requirements of the guidelines of good clinical practices (GCP);

7.4) the procedure for the Agency authorising laboratories for the state control of the quality of medicinal products;

7.5) the procedure for confirming the compliance of production of medicinal products with the guidelines for good manufacturing practice (GMP) of medicinal products and the compliance of the production of active substances to the guidelines for good manufacturing practice of active pharmaceutical ingredients (GMP API);

7.6) the procedure for confirming the compliance of wholesale sale (distribution) of medicinal products with the rules of good distribution practices (GDP) of medicinal products and compliance with wholesale sale (distribution) of active substances to the guidelines of good distribution practice of active pharmaceutical ingredients (GDP ARI);

7.7) the procedure for conducting state control over the quality of medicinal products, including, inter alia:

7.7.1) the procedure for state control of the quality of immunological medicinal products and medicinal products derived from human blood or human plasma;

7.7.2) the procedure for recognising the results of quality control of immunological medicinal products and medicinal products derived from human blood or human plasma conducted by the OMCL laboratory.
8. The Ministry of Labour, Health and Social Protection of Georgia shall, until 1 October 2017, develop and the Government of Georgia shall approve such regulatory legal acts that arise from this Law:

8.1) requirements for the advertising of medicinal products, the procedure for its harmonisation, evaluation of an application and accompanying data and materials, including:

8.1.1) the procedure for approving changes to a decision on the coordination of advertising of a medicinal product;

8.1.2) the procedure for controlling the advertising of medicinal products;

8.2) the procedure for the suspension or prohibition of the production, import, sale, release to the public and the use of medicinal products, the withdrawal from circulation of medicinal products, and the procedure for the resumption of the circulation of medicinal products, including the procedure for the suspension, modification or cancellation of permits for the production, import, wholesale sale (distribution) and retail sale of medicinal products;

8.3) the procedure for the suspension, modification, cancellation and renewal of the marketing authorisation for a medicinal product;

8.4) rules for the disposal and destruction of medicinal products.

9. The Ministry of Labour, Health and Social Protection of Georgia shall, until 1 January 2018, develop and the Government of Georgia shall approve such regulatory legal acts that arise from this Law:

9.1) the procedure for the implementation of pharmacovigilance, the evaluation of information obtained from the results of pharmacovigilance for medicinal products, including:

9.1.1) the procedure for making decisions on the results of the pharmacovigilance and the publication of such decisions;

9.1.2) the procedure for the owners of trade licences to submit the description of a risk management system for a medicinal product;

9.1.3) requirements for a qualified person of the holder of the marketing licence for a medicinal product, responsible for the implementation of pharmacovigilance in Georgia;
9.2) the procedure for conducting non-interventional post-authorisation safety studies of medicinal products, examining the materials of non-interventional post-authorisation safety studies and reports on their results, the requirements for protocols and materials for non-interventional post-authorisation safety studies of medicinal products, including the procedure for examining and approving changes and amendments to the materials of non-interventional post-authorisation safety studies of the medicinal products;

9.3) the rules and criteria for determining therapeutic indications considered to have significant clinical advantages over existing treatment methods;

9.4) a list of herbal substances, herbal preparations or combinations thereof for use as part of traditional herbal medicinal products;

9.5) the rules for good pharmacovigilance practices (GVP), including, inter alia:

9.5.1) requirements for a pharmacovigilance system, a master file for the pharmacovigilance system, a risk management system, a risk management plan and other components of the rules for good pharmacovigilance practices (GVP);

9.5.2) the structure and requirements for the content of periodically updated reports on the safety of medicinal products, the procedure for their expert evaluation;

9.5.3) the procedure for inspecting a pharmacovigilance system of the holders of trade licences for medicinal products;

9.6) the procedure for maintaining an electronic database on pharmacovigilance.

10. The Ministry of Labour, Health and Social Protection of Georgia shall, until 1 January 2019, develop and the Government of Georgia shall approve such regulatory legal acts that arise from this Law:

10.1) the procedure for entering subjects into the register of producers, importers and distributors of active substances in Georgia, including:

10.1.1) the requirements for an application and the procedure for its expert evaluation;

10.1.2) the procedure for inspections of manufacturers, importers and distributors of active substances;

10.1.3) the procedure for introducing changes in the register of producers, importers and distributors of active substances in Georgia;

10.1.4) the procedure for maintaining the register of producers, importers and distributors of active substances of Georgia by the Agency;

10.1.5) the requirements for the form and content of a registration certificate;

10.2) the procedure for keeping the register of clinical trials of medicinal products;

10.3) the procedure for entering brokers into the register of brokers in Georgia, including, inter alia:

10.3.1) the requirements to an application and the procedure for its evaluation;

10.3.2) the procedure for conducting inspections of brokers;

10.3.3) the procedure for making changes and excluding brokers from the register of brokers in Georgia;

10.3.4) the procedure for keeping the register of brokers of Georgia by the Agency;

10.3.5) requirements for the form and content of a broker’s registration certificate.
11. The Ministry of Labour, Health and Social Protection of Georgia shall, until 1 June 2017, develop and approve such regulatory legal acts that arise from this Law:

11.1) the procedure for publishing information on scheduled inspections of entities carrying out activities related to the circulation of medicinal products;

11.2) the structure of leaflets accompanying medicinal products;

11.3) a list of excipients that must necessarily be indicated on the package of a medicinal product, as well as information on the effect of these substances, depending on the route of administration and the maintenance of the excipient, which must be included in the summary and leaflet of the medicinal product;

11.4) the procedure for importation of unregistered medicinal products;

11.5) the cases where information may be placed with a sticker on the package of a medicinal product;

11.6) the requirements for a leaflet accompanying a parallel imported medicinal product. 

12. The Ministry of Labour, Health and Social Protection of Georgia shall, until 1 September 2017, develop and approve such regulatory and legal acts that arise from this Law:

12.1) the list of active and auxiliary substances, plant substances from which the production (manufacture) of medicinal products in a pharmacy is permitted;

12.2) a list of medicinal products manufactured based on prescriptions, as well as the prescriptions for medicinal products themselves;

12.3) the procedure for informing importers of medicinal products on the results of quality control of medicinal products imported into Georgia; the procedure for informing owners of permits for the production of medicinal products on the results of quality control of medicinal products that are produced in Georgia;

12.4) requirements for the form, content and procedure for maintaining a public evaluation report of medicinal products;

12.5) the procedure and form of maintaining a departmental register of registered medicinal products in Georgia;

12.6) the requirements for the form of a certificate of pharmaceutical product (CPP) and the procedure for issuing it.

13. The Government of Georgia, together with the Ministry of Labour, Health and Social Protection of Georgia shall, until 1 January 2017, establish the Agency envisaged by this Law, approve the provision on it in the manner established by the legislation of Georgia and ensure the beginning of its work.

14. The Government of Georgia, together with the Ministry of Finance of Georgia, shall consider in the budget of Georgia for 2017 the expenses for financing the Agency in the amount necessary to fulfil by the Agency the functions provided for by this Law.
Article 128 - Transitional regulation of registration (re-registration) of medicinal products

1. Marketing licences certifying the registration of medicinal products in the territory of Georgia issued before the entry into force of this Law shall be valid until the expiration of their validity, except for cases provided for in this article of the Law.

2. After the expiration of the validity of a marketing licence for a medicinal product specified in paragraph 1 of this article of the Law, it may be applied in the territory of Georgia provided that it is registered in accordance with this Law.

3. In order to create the conditions for the transition of marketing licences with unlimited period of validity for medicinal products to new marketing licences, the Ministry of Labour, Health and Social Protection of Georgia shall, within three months from the date of adoption of this Law, approve a corresponding schedule of measures for the transition to new marketing licences on medicinal products. 

4. If the owners of marketing licences specified in paragraph 3 of this article do not comply with the schedule of measures for the transition to new marketing licences for medicinal products approved by the Ministry of Labour, Health and Social Protection of Georgia, the Agency shall revoke the marketing licences held by such owners, and shall exclude from the departmental register of registered medicinal products of Georgia the pharmaceutical products already admitted to the market of Georgia in other packaging and with other labelling specified in Article 1127(4) of this Law.
5. While making a state registration of medicinal products that are manufactured by owners of permits for pharmaceutical production specified in Article 129(1) of this Law, a copy of the permit for the production of medicinal products shall not be included in the registration dossier for a medicinal product, provided that these persons submit applications to the Agency to obtain a permit for the production of medicinal products in the manner and within the time frames specified in Article 130 of this Law.
Article 129 - Transitional regulation of the issuance of permits in the sphere of circulation of medicinal products

1. The owners of permits for an authorised pharmacy and/or pharmaceutical production that have received the relevant permits before the entry into force of this Law must obtain new permits in accordance with the requirements of this Law and the relevant permit conditions.

2. Legal entities and/or individuals engaged in the wholesale sale and/or retail sale of pharmaceutical products before the entry into force of this Law on the basis of a notice of their activities of the Agency must obtain permits for wholesale sale (distribution) and/or retail sale of medicinal products in accordance with the requirements of this Law and the relevant permissive conditions.

3. From the date of entry into force of this Law, applicants of permits who wish to obtain permits to carry out activities in the sphere of circulation of medicinal products for the first time shall receive appropriate permits in accordance with the procedure established by Chapters VII-X of this Law.
Article 130 - Provisional measures in relation to the issue of permits in the field of circulation of medicinal products subject to implementation in connection with the enactment of this Law

1. In order to create the conditions for the transition to new types of permits and permissive conditions in the sphere of circulation of medicinal products by the persons specified in Article 129(1-2) of this Law, the following temporary measures shall be established subject to implementation in connection with the enactment of this Law:

a) the owners of permits for an authorised pharmacy who received it prior to the entry into force of this Law, as well as the persons specified in Article 129(2) of this Law, must submit to the Agency, before 1 April 2018, relevant applications for obtaining a permit for wholesale sale (distribution) and/or retail sale of medicinal products in accordance with the requirements of this Law and permit conditions for wholesale sale (distribution) and/or retail sale of medicinal products;

b) the owners of permits for pharmaceutical production that received it before the entry into force of this Law must submit to the Agency, before 1 April 2018, relevant applications for obtaining a permit for the production of medicinal products in accordance with the requirements of this Law and permit conditions for the production of medicinal products.

2. On the basis of applications submitted pursuant to paragraph 1 of this article of the Law, the Agency shall, within a month, draw up a schedule of activities for their consideration and adoption of an appropriate decision during 2018-2019.

3. Consideration by the Agency of applications submitted pursuant to paragraph 1 of this article of the Law and the adoption of decisions on them shall be carried out in the manner prescribed by this Law and the relevant permit conditions.

The terms of review of applications by the Agency submitted pursuant to paragraph 1 of this article of the Law must comply with the schedule of measures compiled by the Agency pursuant to paragraph 2 of this article of the Law and shall act as a provisional norm ensuring the transition of persons specified in Article 129(1-2) of this Law to new types of permits and permit conditions in the sphere of circulation of medicinal products.

4. The persons specified in paragraph 1 of this article of the Law and submitted to the Agency applications for obtaining a permit to produce medicinal products, carry out wholesale sale (distribution) and/or retail sale of medicinal products in accordance with the requirements of this Law and permit conditions for the production, wholesale sale (distribution ) and/or retail sale of medicinal products before 1 April 2018 shall have the right to continue their activities until the Agency takes an appropriate decision in accordance with its approved schedule of measures.
The grounds for continuing the activities of these persons in the field of ​​circulation of medicinal products are applications submitted to the Agency within the time frames provided for in paragraph 1 of this article of the Law, which is a temporary norm applicable in accordance with paragraph 7 of this article of the Law and ensuring the transition of persons specified in Article 129(1-2) of this Law to new types of permits and permissive conditions in the sphere of circulation of medicinal products.
5. The persons specified in Article 129(1-2) of this Law shall be exempted from payment of the authorisation fee during the transition to new types of permits and permit conditions in the sphere of circulation of medicinal products.

6. The Agency issuing permits in the field of circulation of medicinal products shall be obliged to issue free of charge a new permit certificate to persons specified in Article 129(1-2) of this Law, provided that such persons comply with the permit conditions.

7. Provisional measures and norms provided for in this article shall be effective until 1 January 2020 in respect of the owners of permits for pharmaceutical production and authorised pharmacies who received them before the entry into force of this Law and the persons specified in Article 129(2) of this Law, provided that such persons before 1 April 2018 applied for a permit for the production of medicinal products, wholesale sale (distribution) and/or retail sale of medicinal products provided for in this Law.

8. The persons specified in Article 129(1-2) of this Law shall be deemed to be such that they do not require the conditions for shifting to new types of permits and are not subject to temporary measures provided for in this article unless they have filed relevant applications for permits in the sphere circulation of medicinal products within the time frames specified in paragraph 1 of this article.

Such persons shall have the right to carry out activities in the sphere of circulation of medicinal products only after obtaining an appropriate permit in the manner prescribed by Chapters VII - X of this Law.

9. The procedure for implementing temporary measures with regard to the issuance of permits in the field of circulation of medicinal products provided for in this article of the Law shall be established in the appropriate permissive conditions.

Article 131 - Final provisions

1. To enact this Law from 1 January 2018, except for:

1.1) paragraphs 2 and 4 of Article 7 this Law on conducting preclinical studies of medicinal products in accordance with the guidelines for good laboratory practices (GLP) and inspections of the compliance of preclinical studies of medicinal products with the guidelines for good laboratory practices (GLP), entering into force from 1 June 2018. To establish that the norms specified in this subparagraph are voluntary until 1 June 2018;

1.2) paragraph 21 of Article 8 of this Law, concerning the entry of data on clinical trials of medicinal products that are carried out in the territory of Georgia, in the register of clinical trials of medicinal products, which comes into force on 1 January 2019;

1.3) subparagraph 5.11 of paragraph 5 of Article 13 of this Law on the need for a manufacturer to provide, when registering a medicinal product, a written confirmation on the implementation of conformity control of production of the active substances to the guidelines for good production practices for active pharmaceutical ingredients (GMP API), entering into force from 1 January 2019. To establish that the norm specified in this subparagraph is voluntary until 1 January 2019;

1.4) subparagraphs 5.12, 5.13, 5.18 of paragraph 5 of Article 13 of this Law on the need to provide, when registering a medicinal product, documents related to a pharmacovigilance system that come into force on 1 July 2019. To establish that the norms specified in this subparagraph are voluntary until 1 July 2019;

1.5) paragraphs 34, 35 of Article 13 of this Law, considering the conduct of public evaluation reports on medicinal products, which shall enter into force on 1 July 2018;

1.6) subparagraph 1.1 of paragraph 1 of Article 21 of this Law considering the possibility of imposing an obligation on the holder of a marketing licence to include a medicinal product in the risk management system with a view to taking measures to ensure the safety of its use, and subparagraph 3.2 of paragraph 3 of Article 21 of this Law considering the possibility of imposing an obligation to the holder of a marketing licence to provide a copy of the master file of the pharmacovigilance system, entering into force from 1 July 2019;
1.7) paragraph 2 of Article 22 of this Law, which requires the introduction of a leaflet in the Georgian language, entering into force on 1 January 2019 for medicinal products registered in Georgia before the entry into force of this Law. To establish that the norm specified in this subparagraph is voluntary until 1 January 2019;

1.8) paragraphs 7 - 8 of Article 23 of this Law on placing information in Braille on the package of a medicinal product in accordance with this Law, which shall enter into force on 1 August 2019. To establish that the norm specified in this subparagraph is voluntary until 1 August 2019; 
1.9) paragraph 9 of Article 23 of this Law on applying an individual identifier on the package of a medicinal product, allowing to track the circulation of the medicinal product, which comes into force on 1 January 2019. To establish that the norm specified in this subparagraph is voluntary till 1 January 2019;

1.10) paragraph 2 of Article 27 of this Law considering the labelling of medicinal products in the Georgian language, which comes into force on 1 January 2019 for medicinal products registered in Georgia before the entry into force of this Law. To establish that the norm specified in this subparagraph is voluntary before 1 January 2019;

1.11) subparagraph 9.3 of paragraph 9 of Article 32, subparagraph 14.11 of paragraph 14 of Article 33 and Article 34 of this Law concerning restrictions related to obtaining permits for activities in the sphere of circulation of medicinal products, which come into force on 1 January 2021;

1.12) subparagraph 9.4 of paragraph 9 of Article 32, subparagraph 14.12 of paragraph 14 of Article 33, paragraph 6 of Article 47 of this Law concerning the retail sale of medicinal products, which come into force on 1 January 2023;

1.13) subparagraph 1.6(a) of paragraph 1 of Article 37 of this Law with regard to the use of active ingredients by a manufacturer of medicinal products, production, import and wholesale sale (distribution) of which are carried out by entities included in the register of producers, importers and distributors of active substances of Georgia entering into effective from 1 January 2019;

1.14) subparagraph 1.6(1.6.2)(b) of paragraph 1 of Article 37 of this Law, regarding the use of only active substances in production of medicinal products that are produced in accordance with the guidelines for good production practices for active pharmaceutical ingredients (GMP API), as well as the need for the owner of a permit for the production of medicinal products to control compliance by the manufacturers of active ingredients of the guidelines of good production practices for active pharmaceutical ingredients (GMP API), entering into force from 1 January 2019. To establish that the norms specified in this subparagraph are voluntary until 1 January 2019;

1.15) Article 38 of this Law, which enters into force on 1 January 2019. To establish that paragraphs 1, 3 of Article 38 of this Law are voluntary until 1 January 2019;

1.16) paragraphs 5-14 of Article 42, subparagraph 1.13 of paragraph 1 of Article 44 of this Law relating to brokers and brokerage activities in the wholesale sale (distribution) of medicinal products, which come into force on 1 January 2019;

1.17) subparagraph 9.2 of paragraph 9 of Article 64 of this Law, considering the entry of data into the electronic database on the summary characteristics of risk management plans for medicinal products, which comes into force on 1 July 2019;

1.18) paragraph 10 of Article 64 of this Law, considering regular inspections of a pharmacovigilance system for holders of trade licences for medicinal products, which shall enter into force on 1 July 2019. To establish that the norm specified in this subparagraph is voluntary until 1 July 2019;
1.19) paragraph 12 of Article 64 of this Law, considering regular audits of a pharmacovigilance system, which comes into force on 1 July 2019. To establish that the norm specified in this subparagraph is voluntary until 1 July 2019;

1.20) paragraph 13 of Article 64 of this Law, considering the possibility of imposing an obligation to the holder of a marketing licence to provide a risk management system for a medicinal product, which comes into force on 1 July 2019;

1.21) paragraph 1 and subparagraphs 3.2, 3.3 and 3.5 of paragraph 3 of Article 65 of this Law on the guidelines of good pharmacovigilance practices (GVP) for medicinal products, which come into force on 1 July 2019;

1.22) Article 66 of this Law on documenting suspected adverse reactions of medicinal products, which comes into force on 1 July 2018;

1.23) subparagraph 1.1 of paragraph 1 of Article 68 of this Law considering monitoring of the results of measures for the minimisation of risks taken by the owners of trade licences and contained in risk management plans with respect to registered medicinal products, as well as monitoring the compliance of the owners of trade licences with the obligations specified in trade licences, which comes into force on 1 July 2019;

1.24) subparagraph 1.2 of paragraph 1 of Article 68 of this Law, considering the evaluation of updates of risk management systems for registered medicinal products, which comes into force on 1 July 2019;

1.25) subparagraphs 1.6, 1.8 of paragraph 1 of Article 72, considering scheduled inspections of entities engaged in the activities related to the circulation of medicinal products, within the framework of confirming compliance and systematic monitoring of compliance with the GLP guidelines, which come into force on 1 June 2018. To establish that the norms specified in this subparagraph are voluntary until 1 June 2018;
1.26) subparagraph 1.9 of paragraph 1 of Article 72, considering scheduled inspections of entities engaged in the activities related to the circulation of medicinal products within the framework of monitoring compliance with the GVP guidelines, which comes into force on 1 July 2019. To establish that the norm specified in this subparagraph is voluntary until 1 July 2019;
1.27) subparagraph 3.6 of paragraph 3 of Article 74 on the rights of persons carrying out inspections of the pharmacovigilance system of entities engaged in the activities related to the circulation of medicinal products, which shall enter into force on 1 July 2019;

1.28) subparagraph 3.7 of paragraph 3 of Article 74 on the rights of persons carrying out inspections of preclinical studies of medicinal products, which shall come into force on 1 June 2018;

1.29) Article 89 of this Law on pharmacovigilance for parallel imported medicinal products, which shall enter into force on 1 July 2020.
2. With the enactment of this Law, the following shall be declared invalid:

The Law of Georgia on Medicinal products and Pharmaceutical Activities;

Ordinance #188 of the Government of Georgia dated 22 October 2009 on the Definition of the List of State Agencies Regulating Pharmaceutical Products of other Countries or Interstate Pharmaceutical Products.
Law of Georgia

On the Amendments to Certain Laws of Georgia,

Concerning the Circulation of Medicinal Products and Medical Products
Article 1. To introduce the following changes and amendments to the Law of Georgia on Licences and Permits:

1.1. Article 1 after paragraph 3 shall be amended with paragraph 4 as follows:

“4. Legal relations related to the issuance of permits provided for in paragraphs 43-46 of Article 24 of this Law, as well as control over the compliance of permit holders with the permit conditions, shall be regulated by this Law and the Law of Georgia on Medicinal products.”

1.2. Paragraphs 43-46 in Article 24 shall be formulated as follows:

“43. Permission for the production of medicinal products, including investigational medicinal products, bulk medicinal products and intermediate products (other than drugs).

44. Permission for the wholesale sale (distribution) of medicinal products.

45. Permission for the retail sale of medicinal products (including the retail sale of medicinal products via the Internet, as well as the production (manufacture) of medicinal products in a pharmacy).

46. ​​Permission for the import or export of medicinal products subject to special control.”.

1.3. Article 33 after paragraph 8 shall be amended with paragraphs 10, 11 formulated as follows:

“10. Paragraphs 2-7 of this article shall not apply to cases of monitoring compliance with permit conditions in the sphere of circulation of medicinal products.

11. Control over the observance of permit conditions in the sphere of circulation of medicinal products shall be carried out in accordance with the procedure provided for in Article 33 of the Law of Georgia on Medicinal Products.”.
1.4. Article 34 after paragraph 43 shall be supplemented with paragraph 44 formulated as follows:

“44. On the grounds specified in Article 33(14) of the Law of Georgia on Medicinal Products, an authority issuing permits to carry out activities in the field of circulation of medicinal products shall have the right to decide on the cancellation or suspension of the permit without observing the procedure for imposing fines set forth in paragraphs 1 -3 of this article”.
1.5. Article 381 shall be formulated as follows:

“Article 381. Transitional regulation and temporary measures in relation to the issuance of permits in the field of circulation of medicinal products

Transitional regulation and temporary measures in relation of the issuance of permits in the sphere of circulation of medicinal products shall be carried out in accordance with the provisions set forth in Articles 129 and 130 of the Law of Georgia on Medicinal Products”.

Article 2. The following changes and amendments shall be made to the Law of Georgia on Licence and Permit Fees:

2.1. In Article 7:

a) subparagraph (b) in paragraph13 shall be formulated as follows:

“b) permission for the import or export of medicinal products subject to special control - 100 GEL;”.
b) paragraphs 24 - 26 shall be formulated as follows:

“24. Permission for the production of medicinal products, including investigational medicinal products, bulk medicinal products and intermediate products (other than drugs)/issuance of changes to a permit for the production of medicinal products, including investigational medicinal products, bulk medicinal products and intermediate products (other than drugs) - 400 GEL.

25. Permission for the retail sale of medicinal products (including the retail sale of medicinal products via the Internet, as well as the production (manufacture) of medicinal products in a pharmacy)/issuance of changes to a permit for retail sales of medicinal products (including retail sales of medicinal products via the Internet, as well as the production (manufacture) of medicinal products in a pharmacy) - 300 GEL.

26. Permission for wholesale sale (distribution) of medicinal products/issuance of changes to a permit for wholesale sale (distribution) of medicinal products - 300 GEL.”
Article 3. Article 9 of the Law of Georgia on Advertising shall be formulated as follows:

 "9. Advertising of medicinal products and medical products

1. Advertising of medicinal products in Georgia shall be carried out in accordance with this Law and the Law of Georgia on Medicinal Products.

2. Advertising of medical products in Georgia shall be carried out in accordance with this Law and the Law of Georgia on Medical Products.”
Article 4. Paragraph 6 of Article 7 of the Law of Georgia on Registration Fee shall be formulated as follows:

“6. A legal entity of public law operating in the sphere of administration of the Ministry of Labour, Health and Social Affairs of Georgia - the Agency for Medicinal Products and Medical Products carries out the following registration actions:

a) state registration (re-registration) of medicinal products - in the amount equivalent to 100 euros in GEL per each dosage form, in the amount equivalent to 10 euros in GEL for each subsequent dose, in the amount equivalent to 10 euro in GEL per each subsequent package of a medicinal product;

b) state registration of orphan medicinal products (orphans), medicinal products produced in accordance with prescriptions approved by the Ministry of Labour, Health and Social Protection of Georgia - in the amount equivalent to 25 euros in GEL for one name, in the amount equivalent to 5 euros in GEL for each subsequent dose, in the amount equivalent to 5 euros in GEL for each subsequent package of a medicinal product;

c) introduction of changes in the registration dossier for a medicinal product, if the declared changes lead to:

change or introduction of a new force of action/activity of a medicinal product - in the amount equivalent to 10 euros in GEL for a new force of action/activity of the medicinal product;

change or introduction of the new medicinal form of a medicinal product - in the amount equivalent to 100 euros in GEL for each new dosage form of the medicinal product;

alteration or addition of a new route of administration of medicinal product, in the amount equivalent to EUR 100 in GEL for each new route of administration of the medicinal product;

alteration or introduction of a new package of medicinal product, including the type and size of the package of the medicinal product, in the amount equivalent to 10 euro in GEL for each new package of the medicinal product;

d) entering into the departmental register of registered medicinal products of a medicinal product parallel imported into Georgia - in the amount equivalent to 50 euros in GEL for one commercial name of the parallel imported medicinal product, in the amount equivalent to 25 euros in GEL for each additional country from which the medicinal product is imported;

The registration fee specified in subparagraphs (a - d) of this paragraph of the article shall not include the cost of examining the registration dossier for a medicinal product, examination of an application submitted for obtaining a parallel marketing licence for a medicinal product and accompanying materials, provided for in the Law of Georgia on Medicinal Products.

e) registration of medical products in the register of medical products and authorised representatives of a manufacturer, - in the amount equivalent to 25 euros in GEL per each medical product;

e) introduction of changes in the register of medical products and authorised representatives of a manufacturer, - in the amount equivalent to 25 euros in GEL per each medical product.”
Article 5. The following changes and amendments shall be made to the Law of Georgia on Health Care:

5.1. In Article 3:

a) In paragraph (ю) of Article 3 the words “medicinal products” and “preparations” shall be replaced by the words “medicinal products”;

b) paragraph (я-г8) shall be added with the following formulation:

“я-г8) Pharmaceutical activities - the activities of individuals and legal entities, including individual entrepreneurs engaged in the circulation of medicinal products in the manner prescribed by the Law of Georgia on Medicinal Products and the by-laws of Georgia.”
5.2. In Article 16: 
a) subparagraph (d) of paragraph 1 shall be formulated as follows:

“d) regulation of legal relations related to the circulation of medicinal products and medical products;”;

b) in subparagraph (e) the words “medical remedies” shall replace by the words “medicinal products”.

5.3. In subparagraph (c) of paragraph 2 of Article 30, the words “pharmaceutical product” shall replace by the words “medicinal product”.

5.4. Paragraph 3 of Article 53 shall be formulated as follows:

“3. Medical institutions and entities carrying out activities related to the circulation of medicinal products must comply with the standards, rules and regulations established by the legislation regulating medical and pharmaceutical activities.”
5.5. In paragraph 4 of Article 60 the word “medicinal products” shall replace by the words “medicinal products”.

5.6. In paragraph 3 of Article 631 the words “medical equipment, instruments,” shall be deleted.

5.7. Chapters VII, VIII shall be formulated as follows:
