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Law of Georgia

On “Drugs and Pharmaceutical Activity”

This law makes the legal basis of social security of regular practice of pharmaceutical product turnover.  (10.08.2009 N 1586 becomes valid from October 15, 2009) 

Chapter I General Provisions

Article 1. The object of law regulation and field of application (10.08.2009 N 1586 becomes valid from October 15, 2009) 

1. The Georgian legislation concerning the Drug and Pharmaceutical activity includes the Constitution of Georgia, Georgian International Agreements, this law and other legislative and subordinate legislative normative acts.

2. The goal of this law is to contribute to the growth of pharmaceutical product availability for population, ensuring it by establishing the legislative basis of pharmaceutical product turnover regulation and the rights and obligations of physical and legal entities in this sphere. 

3. The state regulation mechanism, foreseen by this law will apply to the complementary therapeutic agents, biologically active supplements and paramedical agents if the interested party by his own initiative will perform its voluntarily registration according to the national procedure of State registration of Pharmaceutical products.

4. The non-invasive contraceptive mechanical agent is free from the state regulation foreseen by this law. 

Article 11. Terminology (10.08.2009 N 1586 becomes valid from October 15, 2009) 

1. Generic pharmaceutical product – international nonproprietary remanufactured pharmaceutical product. 

2. Unpackaged pharmaceutical product – pharmaceutical product, that has passed all stages of manufacturing process, except for final packaging.

3. Immunobiological drug – therapeutic agent, which is used for immunobiologic prophylaxis and therapy (vaccines, serum, test-systems).

4. Instruction – Information for the staff with medical and pharmaceutical education and/or the customer, which accompanies the product.

5. Prescription – Physician’s written appeal to pharmacist concerning the product preparation, selling and methods of use.

6. Pharmaceutical products prepared with main prescription – pharmaceutical product prepared individually for the patient.

7. Marking – information, which is presented on the primary and/or secondary packaging.

8. Secondary packaging – package for a, in which the pharmaceutical product is placed with primary packaging. 

9. Pharmaceutical products prepared with official prescription – Pharmaceutical product prepared in the drugstore according to pharmacopeia. 

10. Primary packaging – package form, which concerns directly the pharmaceutical product.

11. Radioactive and diagnostic medical devices – chemical agent and/or agent with ionizing radiation, which is used in medical practice.

12. Medical goods – medical goods used for prophylaxis, diagnostics, treatment and patient care: instruments, devices, equipment, and medical technique, wrapping material, prosthetic – orthopedic products and others.

13. Pharmaceutical product (medical devices) – drug or physiologically active, natural or synthetic substance or their combination, which is approved for medical use, including complementary agent, biologically active supplement and paramedical agent voluntarily registered by national procedures of pharmaceutical product state registration.

14. Complementary (homeopathic, anthroposophical, homotoxicological) medical drug – agents prepared from the substances of natural (mineral, plant and animal) origin, activity and standards of which are not approved by objective evidences. 

15. Biologically active supplements – drugs maintaining the physiologic state.

16. Paramedical agent – agent of mineral, plant and animal origin with specific therapeutic effect, which contains substance in form and quantity that can be considered as dosage form.   

17. Efficacy of pharmaceutical product – characteristic of degree of positive influence of the pharmaceutical product on the course of the disease determined by scientific methods. 

18. Pharmaceutical product turnover – activity, which includes pharmaceutical product preparation, production, standardization, quality control, packaging, purchase, shipping, storage, selling, informing the population and specialists about it, promotion, marketing, export, import, re-export, use, discard and other activities associated with pharmaceutical product.

19. Raw material – raw material of any origin, which is used directly or after processing for drug preparation.

20. Launching the pharmaceutical product on the Georgian market – administrative authority procedure of determination of pharmaceutical product compliance with the requirements established by Georgian legislation, on the basis of which according to the present legislation the pharmaceutical product turnover on the Georgian market is approved.

21.  Pharmaceutical product wholesale (distribution) – operations associated with the purchase, storage, supply, export, import and re-export of the pharmaceutical product, except of selling it directly to the customer. 

22.  Traceability – possibility of determination of the origin of pharmaceutical product and/or its ingredients during the production and distribution stages.

23.  Safety of pharmaceutical product – characteristic, based on the comparative analysis of evaluation of pharmaceutical product efficacy and risk of harm.

24. Agency – competent authority constituent of the Ministry of Labor, Health and Social Affairs of Georgia.

25.  Quality of pharmaceutical product – characteristic of compliance with pharmacopeia standards of identity, quantitative composition, purity, chemical and biological component. 

26.  Pharmaceutical market control – the complex of physical, organizational and legal measures to ensure the compliance of pharmaceutical product turnover on the market with established rules.  

27.  Georgian pharmaceutical product departmental register (hereinafter referred to as – departmental register) – the list of pharmaceutical products manufactured by the market and available on the Georgian market.  

28. The Minister – The Minister of Labor, Health and Social Affairs of Georgia.

29.  The Ministry – Ministry of Labor, Health and Social Affairs of Georgia. 

30.  Series – determined quantity of initial substance and corresponding excipient, which is subject to processing in one or more following technological processes, in order to achieve their uniformity

31. Series registration – passing the administrative procedure of pharmaceutical product custom registration and after distribution in the approving papers of arrangements made in each intermediate ring obligatory indication and accordingly registration of quantity and ID series of an object’s purchase and sale. 

32. Holder of marketing license – owner of pharmaceutical product, which manufactures or makes order to manufacture the pharmaceutical product.

33. Adulterated pharmaceutical product – pharmaceutical product specially marked in wrong way concerning identity and origin.

34. Selective control – Administrative action performed by the agency, frequency and used method of which corresponds to the evaluation of risk of failure. 

35. Pharmacological agent – substance or combination of substances of defined pharmacological activity and safety, which is subject to clinical study.

36. Preclinical study of pharmacological agent – pharmacological, toxicological and other scientific evaluation of pharmaceutical agent in order to determine its specific activity and the degree of an effect on the physiological system, which is not conducted in humans.

37. Pharmacopeia – collection of standards and provisions defining the quality of pharmaceutical product.

38.  Pharmacopeia’s standard (specification, article, monograph, temporary pharmacopeia’s article, technical condition) – paper representing the characteristic of pharmaceutical product’s quality and method of analysis, which is the basis of quality evaluation.

39. Pharmaceutical product’s seller – wholesaler or retail seller of pharmaceutical product.

40. Pharmaceutical drug – dosed finished pharmaceutical product (including tablet, capsule, suppository, ampoule, caplet, dragee and other).

41. Pharmaceutical activity – activity, established by Georgian law, of physical and legal entities engaged in the field f pharmaceutical product turnover.

42. Pharmaceutical substance – substance of any origin, with corresponding quality and pharmacological activity, which is used for preparation or/and manufacturing of pharmaceutical product. 

43.  Reference-standard – Substance with one or more accurately established feature, given in the pharmacopeia, which is used for evaluation of de-calibration, measuring method or substance quality. 

44.   Active substance – substance with one or more exactly defined property received from the manufacturer, which is used for evaluation of de-calibration, measuring method or substance quality. 

45. Clinical study of pharmaceutical product – study of pharmacological agent effect on the body with the purpose of determination of undesirable effects, evaluation of efficacy and safety.

46.  Preparation of pharmaceutical product – preparation of pharmaceutical product by main or official prescription in the authorized drugstore.

47. Manufacturing of pharmaceutical product – serial production of pharmaceutical product keeping the manufacturing standards.

48. Pharmaceutical product subjected to special control – narcotic, psychotropic drug and/or precursor allowed by the Georgian law.

49. Interested party – manufacturer, holder of marketing license, importer or any other physical or legal entity concerned with the launching of pharmaceutical product to the market, who wishes to register the pharmaceutical product accepting the State registration of pharmaceutical product or in accordance with the National procedures.  

50. Recognition of guidelines and standards of clinical and preclinical trials of pharmaceutical agents – on the basis of Georgian legislation, including International agreements allowing the application of guidelines, technical regulations and international standards by the Ministry, on the basis of which clinical and preclinical trials of pharmacological agents will be conducted in Georgia.

51.  Pharmaceutical product quality certificate – approving paper of compliance with the pharmaceutical product pharmacopeia standards.

52. Certificate of pharmaceutical product (CPP) – certificate issued by the corresponding country or interstate pharmaceutical product state regulatory authority allowing marketing of pharmaceutical product on the own market. 

53. Voluntarily registration – non-obligatory registration, which is allowed only for complementary medical drugs, biologically active supplements and paramedical drugs, that are registered by the interested entity with own initiative. 
54. First marketing of pharmaceutical product admitted to Georgian market with different packaging-marking – pharmaceutical product admitted to the Georgian market by state registration recognition or national procedure, also importing of pharmaceutical product registered till October 15, 2009 with different original and/or secondary packaging-marking, which determined by the Government of Georgia are admitted to the controlled market by the other country or interstate pharmaceutical product regulatory state authority.

 Article 2. The State Policy in the sphere of pharmaceutical product turnover (10.08.2009 N1586 to be enacted as of October 15, 2009)

The State policy in the field of pharmaceutical product turnover takes into account the availability of effective, safe and good quality pharmaceutical product on the Georgian market. 

Article 3. The role of State in the field of pharmaceutical product turnover 
(10.08.2009 N1586 to be enacted as of October 15, 2009) 
1. The State executive authorities ensure execution of legislation in the field of pharmaceutical product turnover and implementation of corresponding State Policy. 

2. The functions of the Ministry are:

a. Working out of the State policy in the field of pharmaceutical product turnover;

b. Determination of terms and conditions of checking the certainty of admission to the market, under the control of other country or interstate pharmaceutical product regulatory authority corresponding to pharmaceutical product admitted to the Georgian market by pharmaceutical product state registration recognition procedure. 

c. Approving the rules and format of departmental registry administration;

d. Development of rules of withdrawal/discarding of adulterated, defective, useless and expired pharmaceutical product not admitted to the Georgian market or ensuring the recognition of technical regulations of other country;
e. Elaboration of other corresponding legislative acts with the purpose of ensuring the fulfillment of obligations foreseen by this law and their publication within own competence.

3. The functions of the agency are:

a. Admission of pharmaceutical product to the Georgian market;

b. Selective control of pharmaceutical products;

c. Managing the departmental registry and ensuring its publicity;

d. Issuing the permission of import or export of pharmaceutical product subject to special control, authorized drugstore, pharmacological agent’s clinical trial and pharmaceutical manufacturing (except for narcotics) or control of permission conditions;

e. Taking measures against falsification of pharmaceutical products;

f. Supervision of withdrawal/liquidation of pharmaceutical products from the distribution network in case of need in compliance of Georgian legislation, managing the registry of pharmaceutical product distributors and selective control;
g. Issuing the document approving the admission to the Georgian Market;

h. Execution of other functions foreseen by the Georgian legislation.

Chapter III. Development of pharmaceutical product and pharmacological study

(10.08.2009 N1586 to be enacted as of October 15, 2009) 

Article 4. Obligation to keep confidentiality and exclusiveness of information concerning the pharmaceutical product
(10.08.2009 N1586 to be enacted as of October 15, 2009) 

1. The agency or the other authority executing the administrative procedure is obliged to keep the confidentiality of information provided by the interested party, which according to Georgian legislation is considered as the commercial secret.
2. The agency is obliged to keep the exclusiveness of information concerning the pharmaceutical product, which means, that:
a. The scientific-technical part of registration papers submitted for pharmaceutical product registration must be confidential and mustn’t be distributed as public information;

b. It is prohibited to use the scientific-technical information concerning already registered pharmaceutical product, to make decision associated with the registration of another, similar pharmaceutical product. 

3. The copyright and patent rights of manufacturer of pharmaceutical product are defended by Georgian legislation.

4. The nonfulfilment of obligations by the agency, foreseen by this article will result in responsibility according to Georgian legislation.

Article 5. Development of new pharmaceutical product and pharmacological study financing
(10.08.2009 N1586 to be enacted as of October 15, 2009) 

The development of new pharmaceutical product and pharmacological study financing is free.
Article 6. Study of pharmacological agent 
(10.08.2009 N1586 to be enacted as of October 15, 2009) 

The Ministry ensures the recognition of guidelines and standards of clinical and pre-clinical trials of pharmacological agents.
Article 7. Clinical trial of pharmacological agent
1. The clinical trial of pharmaceutical product is conducted by the agency’s decision, which is taken within 2 months from submitting the application.  (10.08.2009 N1586 to be enacted as of October 15, 2009).
2. The decision about the clinical trial of pharmacological agent is taken, if the positive conclusion of clinical trial material expertise of the efficacy and safety of pharmaceutical agent is provided. 
3. Deleted (11.10.2005 # 1918)

4. The clinical trial customer has the right to receive the full information about the course and results of the trial, and petition for changing the scientific-preventive institution which conducts the clinical trial. (18.12.2001 N1191)
5. Deleted (10.08.2009 N1586 to be enacted as of October 15, 2009).
6. Deleted (11.10.2005 # 1918).
7. The clinical study of pharmacological agents is conducted according to recognized standards and guidelines. 10.08.2009 N1586 to be enacted as of October 15, 2009).
Article 8. Rights of clinical trial subjects

1. The rights of patients and healthy people participated in clinical study are protected by the Georgian legislation and are based on international recommendations recognized by Helsinki declaration about conduction of biomedical studies on humans.
2. With the purpose of right protection of subjects of pharmacological agent clinical study and the principle of health safety, during the period of study, an independent ethic commission is set up in the institution conducting the clinical study, which discusses the legal, ethic and moral aspects of pharmaceutical product clinical study program.

3. The ethic commission should be composed of 5 persons of both sexes.

4. The ethic commission is composed of – qualified specialist according to study profile, nurse, pharmacist, lawyer and social security worker and ecclesiastic.

5. The conclusion of ethic commission concerning the clinical study is received within 30 days from the receipt of necessary documentation and should be made in written, indicating the list of papers, on the basis of which the conclusion was made.

6. The ethic commission should be informed about all changes in the clinical study program (protocol), all important co-events associated with the study, and about finishing the study.

7.  The clinical study in the patients and healthy volunteers can be conducted, if there is:
a. Group of volunteers;

b. Deleted (18.12.2001 N1191)
c. Results of preclinical study of drug safety and efficacy;
d. Approved program of clinical study and reliable information, that the side effects of the pharmaceutical agent is much lower than expected positive effect;

e. The positive conclusion of the ethic commission;

f. Appropriately made agreement between the clinical study subject and organization conducting the clinical study, which foresees volunteer’s payment. (18.12.2001 N1191).

8. The subject of the study or the authorized representative should be informed about clinical trial, possible results, properties of medical drugs, possible effect and the risk; their consent is registered officially in written.

9. The clinical study of pharmaceutical agent in healthy volunteer is allowed, if

a) are submitted data about physical-chemical and pharmacological properties of the substance (11.10.2005 N1918)

b)  are submitted data of preclinical study conducted on high scientific and modern level;

c) The benefit from the use of substance greatly exceeds the possible risk or the risk is not increased.

10. The clinical study can be conducted in patient, if only:

a. There are results of study of safety and tolerance of the substance (18.12.2001  N 1191)

b. deleted  (18.12.2001  N 1191)

c. In women of reproductive age before the study and monthly during the course of study, the pregnancy is excluded;

11. The clinical trial cannot be conducted in the foreigners, prisoners and convicts, military men and orphans.

12.  The pregnant women and nursing mothers can be included only in special studies. 

13.  The clinical study of pharmacological agents cannot be conducted in under age children, except cases, when the pharmacological agent is intended only for the treatment of children’s disease or the purpose of clinical study is to determine the optimal dosage of therapeutic agent for application in pediatric practice.

14.  The clinical study of pharmacological agents for use in psychiatric practice is allowed only in case of written consent of psychiatric patient, and in case of incapable patient, with the written consent of legal representative.
15. Before beginning of the study, the customer of pharmacological agent clinical trial is obliged to insure the health and live of study subject.

16. The manager of clinical study is obliged to cancel the clinical study or its single stage in case of revealing the possible risk to the subject’s health, also by wish of study’s subject or his/her legal representative.

17.   The agency cancels the clinical study, if (10.08.2009 N1586 to be enacted as of October 15, 2009).
a. There is risk to the clinical study’s subject health;

b. The ethic standards of clinical study are violated.

Chapter IV. State control of pharmaceutical product safety

(10.08.2009 N1586 to be enacted as of October 15, 2009)

Article 9. The goal of State control of pharmaceutical product safety

(10.08.2009 N1586 to be enacted as of October 15, 2009)

The goal of state control of pharmaceutical product safety is to protect the Georgian market from the adulterated, condemned, spoiled, expired and not admitted to the Georgian market pharmaceutical product. 
Article 10. Deleted (13.08.2004 N377)

Article 101. Measures to be taken by the State to ensure 

the safety of pharmaceutical product

(10.08.2009 N1586 to be enacted as of October 15, 2009)

To ensure the safety of pharmaceutical product the State takes the following measures:
a) Admission of pharmacological agent to the Georgian market;

b) Issuing the permission of pharmaceutical manufacturing;

c) Issuing the permission of clinical study of pharmaceutical agent;

d) Issuing the permission of authorized drugstore;

e) Issuing the permission of export or import of pharmaceutical product subject to special control;

f) Ensuring the possibility to accomplish systemic control of pharmaceutical product series registration;

g) Develop the list of pharmaceutical product distributors;

h) Selective control of pharmaceutical product distributors;

Article 11. Selective control

(10.08.2009 N1586 to be enacted as of October 15, 2009)

1. The agency is obliged to accomplish the selective control based on evaluation of risk of pharmaceutical product distributors.

2. During the selective control the agency is authorized to check if the storage conditions and established rules of pharmaceutical product traceability are kept by the pharmaceutical product seller. 

3. In cases foreseen by the Georgian legislation the agency is authorized to purchase the pharmaceutical product from the pharmaceutical product seller with the purpose of selective control for further laboratory study. 

4. The ministry ensures the recognition or approves the handbook of selective control based on risk assessment (technical regulations, guidelines, which include rules and conditions of selective control accomplishment and sample purchase).

Article111. Control and supervision of pharmaceutical market

(10.08.2009 N1586 to be enacted as of October 15, 2009)

1. With the purpose of selective control based on pharmaceutical product risk assessment the agency uses the administrative control mechanisms of laboratory control and distribution network.

2.  For control and supervision of pharmaceutical products available on the Georgian market the agency uses administrative control mechanism of distribution network.

3. The mechanism of laboratory control is used in case of high risk of falsification or spoilage of pharmaceutical product approved by the national and recognition procedures of pharmaceutical product state registration.
4. In exceptional cases the agency has the discretionary authority not to take into account the formal criteria determining the risk and use the laboratory control mechanism, but within one year not more than 10% of check frequency.
Article 112. Grouping the pharmaceutical products for

advertisement and retail sale purposes
(10.08.2009 N1586 to be enacted as of October 15, 2009)

1. The pharmaceutical product with the purpose of advertisement and retail sale is divided into three groups:
a. The first group consists of pharmaceutical products subjected to special control;

b. The second group consists of such pharmaceutical products, the inappropriate use of which can greatly harm the health and /or administration of which is not possible only according to the instruction, without physician’s prescription;

c. The third group consists of pharmaceutical product, administration of which is possible without physician’s prescription.

2. It is not allowed the pharmaceutical product with the same generic name, form and dosage and with different trade names to be included in more than one group.

3. The Minister determines the list of pharmaceutical products for the first and third groups mentioned in the first paragraph of this article.

4. The pharmaceutical products for the third group are determined on the basis of international practice. All other pharmaceutical products, which are admitted to the Georgian market, automatically are included into the second group.

Article 113. Advertisement of pharmaceutical product 

(10.08.2009 N1586 to be enacted as of October 15, 2009)

1. Advertisement of pharmaceutical product means distribution of material and/or activity by means of mass information, also by any form and means, the purpose of which is the promotion of pharmaceutical product.
2. It is prohibited the advertisement of pharmaceutical product not admitted to the Georgian market, included in the second group and subjected to special control (included in the first group).

3. The advertisement of third group pharmaceutical products is allowed with preliminary agreement with advertisement text agency and keeping the following condition:

a. If the advertisement of pharmaceutical product is distributed in the press, it must contain the warning “Read the instruction carefully before use, contact your physician to receive detailed information concerning the side effects”.

b. If the advertisement of pharmaceutical product is not distributed in the press, the warning should be sounded;
c. In case of distribution of advertisement of pharmaceutical product by TV, when it is possible to see it visually and hear the sound, the warning sign must be seen not less than three second and so must be sounded.

4. The preliminary agreement with the advertisement text agency means agreement concerning, that the advertisement text corresponds to the indicated information.

5. It is not allowed the pharmaceutical product advertisement text’s content to be differed from the indications given in the instruction for the customer use.

6. It is not allowed to indicate the disease in the advertisement text of complementary therapeutic agents, biologically active supplements and paramedical drugs unregistered as pharmaceutical products, also voluntarily unregistered by national procedure of pharmaceutical product state registration and represent them as pharmaceutical products.

7. The advertisement of pharmaceutical products voluntarily registered by national procedure of pharmaceutical product state registration is free and is not covered by regulation defined by this article, except for paragraph 5 of this article.

8. The agency accomplishes the monitoring of pharmaceutical product advertisement ensuring the adherence to determined conditions.
9. The following is not considered as advertisement:

a. Marking, instruction of  pharmaceutical product;

b. Business correspondence;

c. Factual, informative type advertisement and informative material, if there is information only about changes of pharmaceutical product and/or precautions;

d. Information about health and/or disease, if there is not directly or indirectly indicated the treatment by pharmaceutical product;
e. Provision of information concerning the pharmaceutical product to medical and pharmaceutical workers.

10. Distribution in the population of pharmaceutical products of first and second groups, also the pharmaceutical products not admitted to the Georgian market with the purposes of advertisement is not allowed. 
Article 114. Pharmaceutical product admission to the Georgian market 

(10.08.2009 N 1586 becomes valid from October 15, 2009) 
1. Pharmaceutical product admission to the Georgian market are performed by the following procedures:

a. Recognition procedure of State registration of pharmaceutical product;

b. National procedure of State registration of pharmaceutical product;

2. The basis of application of recognition procedure of State registration of pharmaceutical product is the differentiation by accuracy and admission to the own market only high quality pharmaceutical product by other country or interstate pharmaceutical product regulatory state authority. 

3. The safety, efficacy and quality requirements of another country or interstate pharmaceutical product regulatory state authority for admission to the market subject to their control is unilaterally recognized by Georgia and is not performing repeated examinations to define pharmaceutical product safety, quality and therapeutic efficacy to the same or similar requirements. 

Article 115. Pharmaceutical product admission term to the Georgian market 

(10.08.2009 N 1586 becomes valid from October 15, 2009) 
1. Pharmaceutical product admission term to the Georgian market is defined according to the recognition and national procedures of State registration of pharmaceutical products.

2. After expiration of admission term the pharmaceutical product turnover, except for import, is admitted to the Georgian market till the expiration date of available pharmaceutical products. 

Article 116. Departmental register 

(10.08.2009 N 1586 becomes valid from October 15, 2009) 
1. Entry of the pharmaceutical product in the departmental register means its admission to the Georgian market.

2. Pharmaceutical registration number, interested party, manufacturing country, trade name, international non-proprietary name (if available), form and dosage, in case of need – concentration, registration date, registration term and electronic version of packaging-marking model are indicated in the departmental register.

3. The departmental register is the public document and for free public availability of information it is necessary to have the electronic version and ensure the availability by internet.

4.  Entry of pharmaceutical product in the departmental register by pharmaceutical product state registration recognition procedure can be made by:

a. practically by the agency, on the basis of information regarding the pharmaceutical product admitted to appropriate market by another country or interstate pharmaceutical product regulatory state authority;

b. after conducting administrative examination of homologous identification documentation foreseen by article 1110 of this law and presented by the interested party;

c. After passing the procedure of notification concerning the first import by the interested party of pharmaceutical product with different packaging-marking already admitted to the Georgian market.

5. Entry of pharmaceutical product into the departmental registry by pharmaceutical product state registration national procedure is accomplished after passing the procedure determined by article 1111 of this law.

Article 117. Recognition procedure of pharmaceutical product state registration

(10.08.2009 N 1586 becomes valid from October 15, 2009)
1. The recognition procedure of pharmaceutical product state registration is applicable to the pharmaceutical product, which is admitted to the corresponding market by other country or interstate pharmaceutical product regulatory state authority.

2. The Georgian government makes the list of other countries or interstate pharmaceutical product regulatory state authorities in order to recognize the pharmaceutical products registered by them.

3. The interested party during the recognition procedure of pharmaceutical product state registration can be any person.

4. The interested person can perform the procedure foreseen by this law concerning the admission of pharmaceutical product to the Georgian market by the recognition procedure of pharmaceutical product state registration.

5. For the first import of innovative, as well as generic pharmaceutical product by the recognition procedure of pharmaceutical product state registration, the interested party must submit the following homologous identification documentation;

a. authorized translation of instruction into Georgian and original of instruction by established rule of the Ministry;

b. of the pharmaceutical product:

i. form;

ii. dosage:

iii. marking sample, which can be presented in original or electronic version. The agency has optional authority regarding the marking sample request form; in addition if the pharmaceutical product is not put in production, the agency is obliged to receive the electronic version of marking sample, and after putting the pharmaceutical product in production it can request to change the electronic version of marking sample by material form;

iv. reference-standard enough quantity to conduct to test (interested party is authorized instead of it to present the active substance of corresponding pharmaceutical product);

c. Admission term to the appropriate market by other country or interstate pharmaceutical product state regulatory authority;

d. Unique (authorization) number of admission to the appropriate market of the pharmaceutical product;

e. Certificate of pharmaceutical product issued by the other country or interstate pharmaceutical product state regulatory authority, which can be issued for any market recognized by the Georgian Government, under the control of other country or interstate pharmaceutical product state regulatory authority;

f. Instead of certificate of pharmaceutical product mentioned in subparagraph “e” of this paragraph it is allowed to submit equivalent document, which can be issued for any market recognized by the Georgian Government, under the control of other country or interstate pharmaceutical product state regulatory authority; Instead of certificate of pharmaceutical product or equivalent document of certificate it is allowed to submit their appropriately approved copies;

g. Method of analysis, which can be printed out from the publicly available source (pharmacopeia), indicating this source;

h. Sample of pharmaceutical product – 2 standard packages or quantity necessary for 2 analyses.

6. If any document foreseen in paragraph 5 of this article includes other information requested in the homologous identification documentation, it is not necessarily to submit it as the separate document.

7.  The agency performs administrative examination of homologous identification documentation and publishes the information about pharmaceutical product in the departmental registry within 7 working days.

Article 118. Obligation of notification by interested party in case of first import of pharmaceutical product already submitted to Georgian market with different packaging-marking   

(10.08.2009 N 1586 becomes valid from October 15, 2009)
1. The first import of pharmaceutical product already submitted to Georgian market with different packaging-marking doesn’t require newly registration. Such pharmaceutical product is admitted to the Georgian market on the basis of notification foreseen by this article.

2. The following information must be presented in the notification:

a. authorized translation of instruction into Georgian and original of instruction by established rule of the Ministry;

b. electronic version of packaging-marking model;

c. In corresponding country the reference issued by the person authorized to pharmaceutical product realization, which approves admission to the market under the control of other country or interstate pharmaceutical product state regulatory authority with such packaging-marking;

d. Unique (authorization) number for admission to the corresponding market of the pharmaceutical product;

3. After receipt of notification:

a. The agency is obliged to check the information provided by the interested party;

b. The agency can refuse the first import of pharmaceutical product with the different packaging-marking already admitted to the Georgian market only taking in account actual circumstances  and notify in written about refusal the interested party.

c. Failure to notify automatically means agency’s consent to the first import of pharmaceutical product already submitted to Georgian market with different packaging-marking. 

4. In case of consent, the agency is obliged within 5 working days from the notification to add in the departmental registry the information about different packaging-marking of the pharmaceutical product admitted to the Georgian market.

Article 119. Obligation of interested party during the period of pharmaceutical product turnover on the Georgian market

(10.08.2009 N 1586 becomes valid from October 15, 2009)
1. The interested party is obliged to keep the following during the period of pharmaceutical product turnover on the Georgian market:

a. Series quality certificate;

b. Series number of pharmaceutical product.

2. Documentation mentioned in the first paragraph of this article is kept with the interested party during possession of pharmaceutical product.

3. After transferring the pharmaceutical product to another person, the obligation foreseen by this article also is transferring to the person who directly possess pharmaceutical product till its realization.

Article 1110. Checking the homologous identification documentation

(10.08.2009 N 1586 becomes valid from October 15, 2009)
1. After receipt of homologous identification documentation from the interested party the agency is empowered to check the presented documentation and give their copies to the authorized persons of foreign country enterprise branch registered according to the Georgian legislation, without indicating information containing commercial secrecy.

2. In case of request the agency is obliged to give the copies mentioned in the first paragraph of this article to the authorized person of foreign country enterprise branch.

3. The authorized person of foreign country enterprise branch can check the received documentation, and in the case of uncertainty concerning the origin and quality of pharmaceutical product is responsible to notify the agency. 

4. In case of receipt notification from the authorized persons of foreign country enterprise branch, the agency is responsible to check this information and in case of doubt confirmation to take measures foreseen by the Georgian law.

5. After checking the homologous identification information, the agency enters information about pharmaceutical product into the departmental registry.

6. The agency is obliged to cancel the pharmaceutical product registration after the expiration date of pharmaceutical product admission to the Georgian market and delete it from the departmental registry.

Article 1111 National state regulations on registering pharmaceutical products. (Coming into force since 10.08.2009 N 1586)

1. National  state regulations on registering pharmaceutical products are as follows:

a) Person producing pharmaceutical products or owning a license on trading with such can be interested in national state regulations on registering pharmaceutical products. Those interested should submit their application and attached documentation to the agency. The application should be compliant with article 78 of General Administrative Code of Georgia ;

b) Registration documents consist of administrative and scientific and technical parts; the agency will carry out administrative, scientific and technical expertise of them.

c) Administrative part of the registering documentation should be submitted in Georgian Language and the scientific and technical part in Georgian, Russian or English in three copies; Apart from that scientific and technical part of the documentation may as well be submitted electronically;

d) The agency will verify the compliance of documents with the article no later than 14 days after submission, i.e. will carry out the administrative expertise of the documents;

e) Based on positive results of the administrative expertise the documents are subject to further scientific and technical expertise to define product standardization, quality, safety and therapeutic efficiency.;

f) The person interested is given two months additional time to eradicate any flaws revealed after the administrative, scientific and technical expertise. In case of failure to eradicate the flaw, the registration documentation are not considered;

g) In case if necessary the agency is entitled to involve additional experts in reviewing registration documentation, who are responsible for their own unbiased conclusions.

2. Amendments connected with active substance, form, action (dose, concentration) and production of the pharmaceutical product is considered to be II rank amendments (of high importance) and must be registered.

3. Amendments described in clause 21 of the article are considered to be I rank amendments and (comparatively less important) corresponding information must be provided to the agency.

4. Unless the requirements of the 3 clause of the article are met, the above amendments are regarded as II rank amendments and will have to be registered.

5. When I and II rank amendments take place:

a) the following should be submitted:

a.a) Motivation for amendments;

a.b) documents verifying the amendments

a.c) corresponding updated registration documents

b) Registration of amendments will not cause changing in registration date

6. Registration documents for repeated registration of a pharmaceutical product should be submitted no later then 2 months after the expiration of registration date. Otherwise registration of a pharmaceutical product shall be conducted following the procedures of the primary registration.

7. For repeated registration of a pharmaceutical product interested candidates shall provide documents indicated in clause 19 of this article and information regarding side effects of the pharmaceutical product covering the last five years, publications and bibliography as well as attach a document confirming the payment of registration fee.

8. Submission date of complete registration documentation is considered to be the starting date of registration procedures, among them repeated registration, registration of amendments and recording.

9. During the process of registration the agency provides its decision on registering pharmaceutical products or its consent or refusal on registering the amendments, among them registration of II rank amendments – within 3 months, repeated registration -2 months, registration of I rank ‘a’ type amendments – within 10 days and I rank ‘b’ type amendment registration – within 1 month and the decision is documented by an administrative act.

10. In case of refusal to register a pharmaceutical product, the agency shall immediately notify the interested candidate in written, providing a substantiated refusal. Unless the interested candidate is notified of a refusal to register within the dates provided in ‘d’ sub clause of clause one and clause 9 of this article, the pharmaceutical product will be considered as registered and the agency is liable to issue a document certifying the admission of the product to the Georgian market. The document certifying the admission of the product to the Georgian market is executed within 10 days after issuing the administrative act. Administrative act and a document certifying the admission of the product to the Georgian market are equal in force.

11.  If the pharmaceutical product is not in production, the agency is bound to accept an electronic version of labeling, and on putting it in production, demand the replacement of electronic labeling with a material one. 

12. The agency may cancel the registration of a pharmaceutical product if:

a) the interested candidate demands so;

b) if the pharmaceutical product proves to be harmful for human beings or their posterity

13. The agency may temporarily stop the registration process, until the final clearance of the cause if:

a) the interested candidate demands so;

b) If any part of registration documentation that is not registered or recorded in compliance with the established regulations changes

14. The agency cancels the document certifying the admission of the product to the Georgian market:

a) on canceling the registration of the pharmaceutical product;

b) When the necessity of issuing a new document certifying the admission of the product to the Georgian market arises.

15. Expiration of Registration results in canceling the document certifying the admission of the product to the Georgian market.

16. Pharmaceutical product is allowed to be distributed in the territory of Georgia within five years after its registration, and after the expiration of registration, until the expiry date of the product itself.

17. In case of amendments the pharmaceutical product available on the territory of Georgia before the amendments made is allowed to be distributed until the expiry date of the product itself.

18. Pharmaceutical substances, unpacked and intermediate pharmaceutical products, pharmaceutical products made by magistral and officinal recipes, allergens produced on request of certain individuals, do not need to be registered.

19. The administrative part of the documentation shall provide:

a) an application including the table of contents of the attached documents(indicating the pages);

b) the original of the registration application form of the registration of a pharmaceutical product to register a pharmaceutical product in Georgia under national regulations;

c) the original of  the letter of attorney  of the interested candidate to a physical or legal person;

d) certificate of the pharmaceutical product in the form recommended by World Healthcare Organization (original) or, in case if no such available, a document certifying the production of the pharmaceutical product according to GMP (Good Manufacturing Practice) standards, or a license on production of a pharmaceutical product issued by the authorized body of the country of the manufacturer;

e) standard packaging of the product to be registered including standard labeling (or an electronic version);

f) In case if registering a Georgian manufactured product -  instruction sheet in Georgian, and if registering imported pharmaceutical product – authorized translation of the instruction sheet in Georgian and the original of the instruction sheet following the Ministry regulations.

20. The scientific and technical part of the documentation shall include:

a) In order to register innovative (new, original) pharmaceutical product:

a.a) registration document in the manufacturer’s country, as well as other countries (if available)

a.b) chemical composition of the pharmaceutical product, indicating all the ingredients and their amount in single dose;

a.c) monographs on active substance (substances) (specifications and methods of analysis); 

a.d) names and addresses of the manufacturer (manufacturers) of the active substance (substances), unpacked (i.e. bulk) products.

a.e) monographs or references to the monographs in international collections on the active substance (substances) (specifications and methods of analysis); 

a.f) monographs on methods of analysis of the pharmaceutical products, including specifications;

a.g) technological process chart of pharmaceutical product manufacturing;

a.h) samples of the pharmaceutical product – 2 standard packages plus 2 amounts necessary for the analysis, attached with the corresponding quality certificate;

a.i) reference –standard (reference -standards) 2 amounts necessary for the analysis, attached with the corresponding quality certificate;

a.j) pharmaceutical product stability data

a.k) preclinical research results on pharmacological activity of the pharmaceutical product, namely:

a.k.a) pharmacodynamic action

a.k.b) mechanisms of action

a.l) pharmacokinetic research data

a.m) toxicity research data on acute, relative and chronic toxicity;

a.n) teratogenicity, embryotoxicity, mutagenicity, cancerogenicity and allergenicity data;

a.o) clinical data on side effects, pharmacokinetics and pharmacodynamics;

a.p) report on clinical test results of the pharmaceutical product;

a.q) summarized data on side effects

a.r) experience of clinical use of the pharmaceutical product:

a.r.a) interactions with other pharmaceutical products;

a.r.b) publications and bibliography

b) For generic and reproduced pharmaceutical product registration:

b.a) chemical composition of the pharmaceutical product indicating all the ingredients and their amount in single dose;

b.b) relevant document licensing reproduction of the pharmaceutical product (if available)

b.c) monographs or references to the monographs in international collections on the active substance (substances) (specifications and methods of analysis);

b.d) names and addresses of the manufacturer (manufacturers) of the active substance (substances).

b.e) monographs on methods of analysis of the pharmaceutical products, including specifications;

b.f) technological process chart of pharmaceutical product manufacturing;

b.g) samples of the pharmaceutical product – 2 standard packages plus 2 amounts necessary for the analysis, attached with the corresponding quality certificate;

b.h) reference –standard (reference -standards) 2 amounts necessary for the analysis, attached with the corresponding quality certificate;

b.i) pharmaceutical product stability data;

b.j) bioequivalence and therapeutic equivalence data, considering the form and type of intake; (following recommendations of World Healthcare Organization);

b.k) publications and bibliography;

c) For blood preparation registration

c.a) blood preparation registration document in the manufacturer’s country, as well as other countries (if available)

c.b) chemical composition of the blood preparation indicating all the ingredients and their amount in single dose;

c.c) monographs or references to the monographs in international collections on the active substance (substances) (specifications and methods of analysis);

c.d) names and addresses of the manufacturer (manufacturers) of the active substance (substances);

c.e) monographs or references to the monographs in international collections on the non-active substance (substances) (specifications and methods of analysis);

c.f) monographs on methods of analysis of the blood preparation, including specifications;

c.g) technological process chart of blood preparation manufacturing;

c.h) samples of the pharmaceutical product – 2 standard packages plus 2 amounts necessary for the analysis, attached with the corresponding quality certificate issued by the authorized bodies;

c.i) ) reference –standard (reference -standards) 2 amounts necessary for the analysis, attached with the corresponding quality certificate;

c.j) blood preparation stability data

c.k) close container system characteristics;

c.l) blood preparation efficiency and safety data (following the recommended format of the World Healthcare Organization);

c.m) publications and bibliography.

d) Immunobiological preparation registration:

d.a) immunobiological preparation registration document in the manufacturer’s country, as well as other countries (if available);

d.b) methods and material of immunobiological preparation intake, name and address of the manufacturer (manufacturers);

d.c) monographs or references to the monographs in international collections on the active substance (substances) (specifications and methods of analysis);

d.d) monographs on methods of analysis of the immunobiological preparation, including specifications;

d.e) technological process chart of blood preparation manufacturing;

d.f) samples of the immunobiological preparation – 2 standard packages plus 2 amounts necessary for the analysis, attached with the corresponding quality certificate; 

d.g) immunobiological preparation stability data

d.h) clinical data on side effects, efficiency and safety of the immunobiological preparation

d.i) interactions with other pharmaceutical products;

d.j) publications and bibliography

e) For nontraditional therapeutic agent registration:

e.a) chemical composition of the nontraditional therapeutic agent indicating all the ingredients and their amount in single dose;

e.b) monographs on active substance of the nontraditional therapeutic agent (specifications and methods of analysis); 

e.c) names and addresses of the manufacturer (manufacturers) of the active substance (substances); 

e.d) monographs or references to the monographs in international collections on the active substance (substances) (specifications and methods of analysis);

e.e) monographs on methods of analysis of the nontraditional therapeutic agent, including specifications;

e.f) technological process chart of nontraditional therapeutic agent manufacturing;

e.g) pharmaceutical product stability data;

e.h) samples of the nontraditional therapeutic agent – 2 standard packages plus 2 amounts necessary for the analysis, attached with the corresponding quality certificate;

e.i) reference –standard (reference -standards) 2 amounts necessary for the analysis, attached with the corresponding quality certificate;

j.j) efficiency and safety data on nontraditional therapeutic agent.

immunobiological preparation registration document in the manufacturer’s country, as well as other countries (if available);

f) Registering radiopharmaceuticals 

f.a) registration document in the manufacturer’s country, as well as other countries (if available)

f.b) composition of the radiopharmaceutical indicating all the ingredients and their amount in single dose, relative and specific activity;

f.c) monographs on active substance of the radiopharmaceutical specimen (specifications and methods of analysis);

f.d) ways of achieving the active substance, (substances), names and addresses of the manufacturer (manufacturers) of the active substance (substances).

f.e) monographs or references to the monographs in international collections on the non-active substance (substances) (specifications and methods of analysis);

f.f) monographs on methods of analysis of the radiopharmaceutical specimen, including specifications;

f.g) technological process chart of radiopharmaceutical specimen manufacturing;

f.h) quality certificate of the radiopharmaceutical specimen certified by authorized body; 

f.i) radiopharmaceutical specimen stability data;

f.j) efficiency and safety data of the radiopharmaceutical specimen (in case of therapeutic radiopharmaceutical specimen);

f.k) safety data of the radiopharmaceutical specimen (in case of diagnostic radiopharmaceutical specimen).

g) Registering biologically active additive (BAA) to maintain physiological state:

g.a) BAA composition

g.b) BAA methods of analysis

g.c) BAA samples – 2 standard packages plus 2 amounts necessary for the analysis, attached with the corresponding quality certificate;

g.d) certificate on selling freely(if available).

h) Registration of complementary therapeutic agent:

h.a) full composition of the complementary therapeutic agent;

h.b) methods of analysis of the complementary therapeutic agent;

h.c) samples of the complementary therapeutic agent -2 standard packages plus 2 amounts necessary for the analysis, attached with the corresponding quality certificate;

h.d) monographs on safety and efficiency data, experience of using the complementary therapeutic agent in medical practice, corresponding bibliographical data;

h.e) substantiation of activity and indication of complementary therapeutic agent, based on its therapeutic principle.

i) Registration of contraceptive mechanical agent (except non-invasive contraceptive mechanical agent):

i.a) name and address of the contraceptive mechanical agent manufacturer;

i.b) quality criteria defining standards;

i.c) 2 samples of contraceptive mechanical agent attached with the relative quality certificate.

j) Registration of dental products:

j.a) name and composition of the dental product, components data and indication;

j.b) quality criteria defining standards;

j.c) dental product safety data;

j.d) dental product sample.

l) Registration of diagnostic facilities: test systems (according to nosology), allergens (except allergens for certain physical people), reagents (clinical biochemistry and clinical chemistry), and serum:

l.a) function of the diagnostic facilities and methods of use (list indicating manufacturer catalog number or/and a catalog (if available));

l.b) safety and efficiency data of the diagnostic facilities – while IN VIVO use;

l.c) quality assessment criteria and diagnostic facilities stability data if necessary;

21. I rank (comparatively less important) amendments:

a) I rank ‘a’ type of amendments 

a.a) amendments in the license on manufacturing

Condition – renewed license should be submitted;

a.b) amendments in the name of the pharmaceutical product

Condition:

a.b.a) new name should not be causing confusion with international unpatented name and/or registered pharmaceutical product;

a.b.b) in case if a general acknowledged name exists, the amendment shall be made towards pharmacopeial name or unpatented international name;

a.c) amendments in the name and/or legal address of the owner of the trading license – the person entitled to register

Condition:  - the manufacturer shall not change

a.d) changing the manufacturer of the active substance

Condition - specifications and quality control methods shall be correspondent to international pharmacopeia;

a.e) amendments in the inscriptions on tablets, coating or any other labeling, changes in the inscriptions on capsules

Condition – new inscriptions must not cause confusion with other tablets or capsules;

a.f) changes in primary package labeling, secondary package labeling and design

Condition – 2 new samples must be submitted;

a.g) changes in the amount of pharmaceutical product in the package

Condition:

Packaging material must not be changed;

b) I rank ‘b’ type changes

b.a) changing non active substance

Condition – the following must not be changed:

b.a.a) similar functional characteristics

b.a.b) for hard therapeutic agents – solubility characteristics

b.b) Removing or changing the colorants

b.c) adding, removing or changing the flavour

Condition – the following must not be changed:

b.c.a) similar functional characteristics

b.c.b) for hard therapeutic agents – solubility characteristics

b.d) changes in tablet covering or capsule covering mass

Condition – solubility characteristics must not be changed 

b.e) qualitative change in primary packaging material

Condition – packaging material offered must be equal to the previous one; changes can not be made to sterile products.

b.f) removing one of the indications of use or ways of intake

Condition – product safety of use and quality must be maintained and confirmed by retrospective preclinical research results;

b.g) trivial changes in active substance production

Condition: no undesired changes must be made to the substance specifications, physical characteristics of the substance must mot be changed, no new additives must be added or quantity of additives changed, that will result in necessity of carrying out new researches on ready product safety;

b.h) changes in volume of the active substance series/batch

Condition - substance control data analysis should indicate that production integrity an/or physical features of the substance have not changed;

b.i) trivial changes in pharmaceutical product production

Condition – specifications of the product must remain the same. New technological process must ensure production of identical product in quality, efficiency and safety;

b.j) changes in volume of the production series of the finished product

Condition – production process integrity must not be violated

b.k) changes in specifications of a pharmaceutical product

Condition – specifications must be refined and new tests on quality control added, as well as limits to exceeding the parameters defined. 

b.l) synthesis or restoration of additives described in primary registration documentation and not indicated in pharmacopoeia. 

Condition – no changes can be made specifications, composition of additives or their amount that would require safety tests on finished product. Physical and chemical features of the product must not be changed either.

b.m) changes in specifications of additives of a pharmaceutical product (excluding adjuvant vaccines)

Condition - specifications must be refined and new tests on quality control added, as well as limits to exceeding the parameters defined. 

b.n) prolongation of expiry dates indicated when licensing the pharmaceutical product

Conditon –analysis of specimen stability data approved by the report while licensing must be provided. The data must indicate the expiry dates have not been reduced. It should not be exceeding 5 years

b.o) validity dates after opening the package

Condition - analysis of specimen stability data approved by the report while licensing must be provided. The data must indicate the expiry dates have not been reduced. 

b.p) changes in expiry dates of the pharmaceutical product after its renewal 

Condition - analysis of specimen stability data of the renewed product must be provided. The data must indicate the expiry dates have not been reduced. 

b.q) changes in storage conditions

Condition - analysis of specimen stability data approved by the report while licensing and according to specifications certified, must be provided. The data must indicate the expiry dates have not been reduced.

b.r) changes in methods of testing active substance

Condition – method validation results should indicate that the new method is equal to the previous one.

b.s) changes in methods of quality testing of pharmaceutical product

Condition – specimen specifications must not be changed; method validation results should indicate that the new quality testing method is equal to the previous one.

b.t) relevant changes to additions made in pharmacopoeia

Condition – changes have to be enforced only for the purpose of enforcement of new additions;

b.u) changes in testing methods of additives not related to pharmacopoeia

Condition - method validation results should indicate that the new method is equal to the previous one.

b.v) changes in testing methods of primary packaging

Condition - method validation results should indicate that the new method is equal to the previous one.

b.w) changes in testing methods of intake facilities

Condition - method validation results should indicate that the new method is equal to the previous one.

b.x) changes in form of primary packaging

Condition – quality and stability of the finished product, as well as packaging material and specimen interaction must not change

b.y) changes in size and average mass of tablets, capsules and suppositories, without any qualitative affects on them

Condition – solubility characteristics must not be changed

22. II rank changes requiring registration:

a) Changes in form, action and use of a pharmaceutical product;

a.a) changes in biopenetrability;

a.b) changes in pharmacokinetics

a.c) changes in action force of pharmaceutical product

a.d) changes in therapeutic form or addition of a new therapeutic form

a.e) addition of new method of use

b) Changes of active substance:

b.a) adding one or more of active substances including antigenic component of vaccines;

b.b) removing one or more of active substances including antigenic component of vaccines;

b.c) changes in amount of active substances

b.d) changing active substance with other salty (ethereal complexes) producible (components of same therapeutic characteristics), other isomers or collection of isomers or collection of isolated isomers;

b.e) changing the bioplogical substance or biotechnological product with different substance or product of molecular structure; modification of carrier used to develop antigenic materials;

c) changes in therapeutic indications:

c.a) indication to use in other field of therapy (treatment, diagnostics, prevention);

c.b) removing indication to use in other field of therapy (treatment, diagnostics, prevention);

d) Changing the production site

23. The amount of  national registration fee of a pharmaceutical product is defined by law.

Article 1112. Pharmaceutical product sample

(10.08.2009 N 1586 becomes valid from October 15, 2009)
1. The sample of pharmaceutical product is intended to compare it with the pharmaceutical product available on the distribution network with the purpose of selective control by the agency.

2. The agency uses the sample of pharmaceutical product for laboratory checking and visual compare of pharmaceutical product marking.

3. The Minister determines conditions and rules of pharmaceutical product sample replacement kept by the agency.

Article 1113. Exceptional cases of pharmaceutical product import avoiding 

procedures of admission to the Georgian market

(10.08.2009 N 1586 becomes valid from October 15, 2009)
The pharmaceutical product can be imported for non-commercial purposes avoiding procedures of admission to the Georgian market, in the following cases:

a) For clinical and preclinical trials;

b) For registration – as sample;

c) For individual need of the physical person;

d) For exhibition, symposium,  conference, forum and congress – as sample, without right of distribution;

e) For re-export;

f) For the purpose of product storage in the custom storehouse and/or transit;

g) As unpackaged pharmaceutical product for local production;

h) In special condition (act of God, epidemic, mass damage of the population, rare disease) for humanitarian purposes, with the Minister’s approval.  

Chapter V. Therapeutic Agent manufacturing
Article 12. Pharmaceutical product manufacturing 

(10.08.2009 N1586 to be enacted as of October 15, 2009)

1. The manufacturing of pharmaceutical product is subject to approval procedure.

2. The manufacturing of unregistered pharmaceutical product in Georgia is approved for registration, clinical and preclinical studies and export.

3. The approval of pharmaceutical product manufacturing is issued by the agency.
4. Georgia selectively recognizes international, regional and national list of GMP (good manufacturing practice) standards, which is recognized by the Georgian Government.

5. The approval terms of pharmaceutical product manufacturing are determined by the Georgian legislation.

6. Authorized drugstore, which prepares the pharmaceutical product according to the main or officinal formula, also the drugstore of the medical institution, which accomplishes pharmaceutical product packaging of quantity enough for use in the medical institution are not considered as pharmaceutical product manufacturing and doesn’t require approval. 
7. The manufacturer of pharmaceutical product series is responsible for the safety, quality and efficacy of manufactured pharmaceutical product.

8. The Georgian Government ensures implementation of national GMP (good manufacturing practice) by stages by risk management principle.  

Article 13. Deleted (18.12.2001. N1119 Legislative news N36)

Article 14. Deleted (10.08.2009 N1586 to be enacted as of October 15, 2009)

Article 15. Deleted (18.12.2001. N1119 Legislative news N36)

Chapter VI. Pharmaceutical product sale 

(10.08.2009 N1586 to be enacted as of October 15, 2009)

Article 16. Pharmaceutical product wholesale and retail sale 

(10.08.2009 N1586 to be enacted as of October 15, 2009)

1. The pharmaceutical product retail sale is accomplished by authorized drugstore, drugstore (specialized shop), and retail sale shop and according to Georgian legislation – staff having pharmaceutical education or independent medical activity subject physical person. 

2. The authorized drugstore is subject to approval control and is allowed to sell pharmaceutical products of first, second and third group, also to prepare the pharmaceutical product by main and officinal prescription.

3. In the drugstore (specialized shop) it is allowed to sell pharmaceutical products of the second and third groups, and in the retail shops – only sale of third group pharmaceutical products, herewith is possible to be separate, isolated drugstore (specialized drugstore) with private entrance, as well as drugstore in the retail shop as isolated space.

4. In order to improve the availability of pharmaceutical product in the population, the staff with pharmaceutical education or independent activity subject has the right for retail sale (except for pharmaceutical products subjected to special control) in the villages and small towns.      
5.  The beginning and finishing of pharmaceutical product wholesale and retail sale is subject to obligatory notification to the agency; the form and rule of the notification is approved by the Ministry.
6. The use of pharmaceutical product as the part of medical service by the subject providing medical service, and is subjected to special control doesn’t require approval.  

7. Approval conditions of authorized drugstore for sale of pharmaceutical product subjected to special control are determined by the Georgian legislation.

8. It is prohibited to sell the pharmaceutical product in the market and fairs, also from the open type shops and non-stationary shops. 

Article 17. Requirement of pharmaceutical product sale
(10.08.2009 N1586 to be enacted as of October 15, 2009)

1. The principle of regulation of sale of pharmaceutical product is ensuring the product storage and issuing conditions and adequate administration of documentation necessary for the registration of sold product series.
2. The seller of pharmaceutical product is obliged to register the series of pharmaceutical product intended for sale.

3. The seller of pharmaceutical product is obliged to implement modern facilities for pharmaceutical product storage and ensure the storage of pharmaceutical products in such condition that will protect it from the negative influence of environmental factors (temperature, humidity).

4. The seller of pharmaceutical product is obliged to store the pharmaceutical product fully keeping the hygiene-sanitary/technical conditions determined by the instruction of corresponding product.

5. The hygiene-sanitary/technical conditions of the drugstore and retail shops are determined by the Ministry.
6. In the retail shop the sale of pharmaceutical product is allowed, if:

a. The pharmaceutical product is placed on the special position with special marking, so that it will be separated from other products and it will be possible to distinguish it from the other pharmaceutical products. 
b. The drugstore (specialized shop), which is situated in the retail sale shop, has the separate, isolated space for pharmaceutical product sale, herewith, in such drugstore (specialized shop) the sale of pharmaceutical product is accomplished by the responsible staff with medical or pharmaceutical education (hereinafter – responsible staff), which is not allowed to simultaneous supervision of other products. 

c. According to storage conditions indicated in the instruction the pharmaceutical product is protected from the negative influence of environmental factors (including direct sunlight, humidity, and temperature and so on).

d.  The sale, storage and distributions of pharmaceutical product are accomplished keeping hygiene-sanitary conditions.
7. The pharmaceutical products of the second group are not available without responsible staff, and the pharmaceutical products of the third group are available without responsible staff according to these requirements foreseen by this law.
8. The expired and spoiled products are stored separately and isolated from other pharmaceutical products till their discard.  

9. If the seller of pharmaceutical product has substantial doubt, that pharmaceutical product has no right to be admitted to the Georgian market, is adulterated, defective, expired or spoiled:

a. The seller is obliged:

i. To stop selling the doubtful pharmaceutical product;

ii. To notify immediately the agency regarding this fact

b. The agency is obliged:

i. To check information received from the seller;

ii. If the doubt is confirmed, to notify the seller within reasonable term;

iii. If it came out, that the pharmaceutical product series is not admitted to the Georgian market is adulterated, defective, spoiled or expired, to ensure supervision of removal of pharmaceutical product from the wholesale and retail sale network.

Article 171. Confiscation and discard of pharmaceutical product

(10.08.2009 N1586 to be enacted as of October 15, 2009)

The pharmaceutical products are subject to confiscation by the agency and discard at the expense of the product owner according to rules determined by the Ministry or on the basis of recognized guidelines, if:

a) The product is not admitted to the Georgian market, is adulterated, defective, spoiled or expired.   

b) It comes out, that during the manufacturing process, as a result of unanticipated mistake the product is wrongly marked and/or can possibly harm the customer’s health.

Chapter VII. Deleted 
(10.08.2009 N1586 to be enacted as of October 15, 2009)

Chapter VII. Substances, agents and their dosage forms 

Subjected to special control
Article 20. Substances, agents and their dosage forms subjected to special control
1. According to the State policy of ensuring the public order and public health protection narcotics, agents containing narcotics, poisons and agents containing poisons, psychotropic and strong substances are subject to special state control.
2. The list of substances, agents and their dosage forms subjected to special control corresponds to the requirements of international convention in this field.

3. In case of need the Health Ministry of Georgia completes the available list taking into consideration the local narcological situation and practice of forensic-investigation authorities.   
Article 21. Control of legal sale of substances, agents and their dosage forms subjected to special control
1. The production and legal sale of substances, agents and their dosage forms subjected to special control are regulated the Georgian legislation.

2. The Ministry of Labor, Health and Social Affaires of Georgia determines the annual requirement of narcotics, corresponding quota, including an export-import of these substances. 
3. All legal entities engaged in legal sale of substances, agents and their dosage forms subjected to special control in prescribed manner, provide the Ministry of Labor, Health and Social Affaires of Georgia with information. 

Article 22. Sale of radioactive therapeutic agents

The rules of packaging, storage, import, transport-shipping, use and discard of radioactive agents used in medical practice are determined by the Georgian legislation. 

Chapter IX. Deleted 
(10.08.2009 N1586 to be enacted as of October 15, 2009)

Chapter X. Monitoring of drug’s side effects
Article 26. Monitoring of drug’s side effects
1. In the united system of monitoring of drug’s side effects participate physicians of medical-prophylactic network, specialists of medical services and bodies of the Ministry of Labor, Health and Social Affaires of Georgia. Deleted (18.12.2001 N1191).
2. The drug agency accomplishes the united coordination of monitoring system and analyzes the received information: 
a. Gathers information about the drug side effects, analyzes and generalizes it;

b. Exchanges this information with medical services of other countries and World Health Organization, WHO;

c. Makes an examination of found data and prepares recommendations concerning drug production, elimination and abolishment of registration certificate validity;

d. Studies by stages drug incompabilities and interactions, generalizes the data of therapeutic agents, prepares the information. (13.08.2004 N377).
3. The Ministry of Labor, Health and Social Affaires of Georgia elaborates and approves the consistency and rules of formation of informational flow from the medical network concerning the drug side effects. (13.08.2004 N377).
4. The users and sellers of medical agents are obliged to provide the drug agency with information about all cases of side effects of the therapeutic agents and other interactions, which are not included in the instructions for use. (13.08.2004 N377). 
Chapter XI. Information about therapeutic agents and advertisement

(18.12.2001 N1191)
Article 27. Therapeutic agent advertisement

1. Advertisement of pharmaceutical product means distribution of material and/or activity by means of mass information, also by any form and means, the purpose of which is the promotion of pharmaceutical product.
2. The following is not considered as advertisement:

a. Marking, instruction of  pharmaceutical product;

b. Business correspondence;

c. Factual, informative type advertisement and informative material, if there is information only about changes of pharmaceutical product and/or precautions;
d. Trade catalogue or pricelist, if it doesn’t contain conclusions and assertions about specific therapeutic agents;
e. Information concerning the health and/or disease, if there is not directly or indirectly indicated the treatment by pharmaceutical product;

3. Despite the form, the advertisement mustn’t mislead the customer. It should represent the objective information approved by registration, should contribute to efficient use of medical drug and should correspond to ethic criteria regarding the advertisement of drugs, which is elaborated by the Ministry of Labor, Health and Social Affairs on the basis of international standards.

4. The advertisement of unregistered, prescribed, medical drugs prepared with the main and officinal prescriptions is not allowed.

5. With the purpose of fulfillment of requirement foreseen by the paragraph 3 of this article the advertisement text should be preliminary agreed with the drug agency. (1308.2004 N377)
6. Distribution of medical drugs in population for advertisement purposes is not allowed.

7. During advertisement of medical drugs mentioning of such diseases, as tuberculosis, sexually transmitted diseases, chronic insomnia, diabetes mellitus, other diseases caused by metabolism, dangerous infectious diseases, and exception is vaccination. (18.12.2001. #1119 legislative news #36)
Article 28. Deleted (18.12.2001. #1119)

Chapter XII. Deleted (10.08.2009 N1586 to be enacted as of October 15, 2009)

Article 372. Illegal pharmaceutical activity (10.08.2009 N1586 to be enacted as of October 15, 2009)
1. Activity of pharmaceutical production, export or import of pharmaceutical product subject to special control, authorized drugstore, without permission of pharmaceutical agent clinical trial – will result in penalty in amount of 4,000 Gel.

2. The same action performed again – will result in penalty in amount of 8,000 Gel.

Article 373. Breach of approval conditions of clinical trial of pharmaceutical agent, authorized drugstore, export or import of pharmaceutical product subject to special control and pharmaceutical production
(10.08.2009 N1586 to be enacted as of October 15, 2009)
 Breach of approval conditions of clinical trial of pharmaceutical agent, authorized drugstore, export or import of pharmaceutical product subject to special control and pharmaceutical production – will result in penalty in amount of 1,000 Gel.
Article 372. Breach of rules of pharmaceutical activity 

(10.08.2009 N1586 to be enacted as of October 15, 2009)
1. Preparation, storage, packaging and sale of pharmaceutical product by unauthorized person – will result in penalty in amount of 2,000 Gel, with goods confiscation.

2. Infringement of pharmaceutical product preparation rule, infringement of storage conditions stated in the instruction, infringement of rules of pharmaceutical product sale – will result in penalty in amount of 500 Gel with or without goods confiscation.

3. Sale of defective, expired, spoiled pharmaceutical product – will result in penalty in amount of 3,000 Gel with goods confiscation.

4.   Sale of pharmaceutical products avoiding procedures of admission to the Georgian market - will result in penalty in amount of 10,000 Gel with goods confiscation.

Article 375. Sale of adulterated pharmaceutical products and/or pharmaceutical products not admitted to the Georgian market 

(10.08.2009 N1586 to be enacted as of October 15, 2009)
5. Sale of adulterated pharmaceutical products and/or pharmaceutical products not admitted to the Georgian market (manufacturing, packaging, storage, sale, import, export) - will result in penalty in amount of 10,000 Gel with goods confiscation.

Article 376. Infringement of pharmaceutical product advertisement rules


(10.08.2009 N1586 to be enacted as of October 15, 2009)
Infringement of pharmaceutical product advertisement rules (by customer, as well as by advertisement provider) – will result in penalty in amount of 1000 Gel.
Article 377. Beginning and finishing of wholesale and retail sale of pharmaceutical product without obligatory notification to the agency 


(10.08.2009 N1586 to be enacted as of October 15, 2009)
According to the paragraph 5, article 16 of this law, Beginning and finishing of wholesale and retail sale of pharmaceutical product without obligatory notification to the agency – will result in penalty in amount of 5,000 Gel.

Article 378. Change in pharmaceutical product packaging-marking without registration or obligatory notification to the agency 


(10.08.2009 N1586 to be enacted as of October 15, 2009)
Change in pharmaceutical product packaging-marking without registration or obligatory notification to the agency – will result in penalty of amount of 1,000 Gel, stopping the sale till eradication of infringement. 
Chapter XIII. Transitional regulations (18.12.2001 N1191)
Article 38. Transitional regulations
1. The paragraph 6 of article 14 of this law to be enacted for the drug’s retail sale, which will be re-registered or registered by rules determined on the Georgian territory from January 1, 2003. (25.12.2002 N1848)
2. Deleted (10.04.2002 N 1356)
3. The paragraph 11 of article 11 of this law to be enacted from January 1, 2006 (11.10.2005 N 1918)
4.  Within three month from this law, the Ministry of Agriculture of Georgia will ensure: (18.06.2008 N 23)
a. Developing of rules of State registration, re-registration or abolishment of registration and quality/safety control of veterinary agents  manufactured in Georgia and imported;

b. Approving of forms of registration certificates of veterinary agents.

5. From December 15, 2009 to be invalidated articles 6, 7 and 8 of this law. (10.08.2009 N1586 to be enacted as of October 15, 2009). 
Article 1111. National procedure of pharmaceutical product state registration 

(10.08.2009 N1586 to be enacted as of October 15, 2009).
1. The State registration of pharmaceutical product by national procedure is performed as following:
a. The interested party for state registration of pharmaceutical product by national procedure can be manufacturer or holder of trade license. The interested party submits the application and attached documentation to the agency. The application must comply with requirements of Article 78 of general administrative code of Georgia;

b. The registration papers contain administrative and scientific-technical parts; The agency performs administrational and scientific-technical examination;

c. The administrative part of registration documentation should be presented in Georgian language, and the scientific-technical part – in Georgian, Russian and English languages, in three copies; herewith, the scientific-technical part can be presented as electronic version;

d. The agency not late than within 14 days checks the compliance of submitted registration documentation with the requirements of this article, in other words it performs its administrative examination;

e. On the basis of positive conclusion of administrative examination the registration documentation is subject to further scientific-technical examination in order to determine the standardization, quality, safety and therapeutic efficacy of pharmaceutical product;

f. To eradicate defects on the administrative or scientific-technical level the interested party additionally is given 2 month period. During the indicated period the registration documentation is not reviewed;

g. In case of need the agency has the right to include additional experts in the review of registration documentation, which are responsible for the objectivity of own conclusions.

2. The changes concerning the pharmaceutical product active substances, form, strength (dose, concentration), method of use and preparation are considered as II line changes and require registration.
3. The changes mentioned in paragraph 21 of this article are considered as 1 line (relatively less important) changes and require submission of information about change to the agency.

4. If the terms of paragraph 3 of this article are not met, the indicated changes transforms to II line changes and require registration.

5. During I and II line changes:

a. Should be submitted:

i. Change motivation

ii. Change approving documentation;

iii. Renewed corresponding registration documentation;

b. The registration of change doesn’t result in change of registration term.

6. Registration documentation of renewed registration of pharmaceutical product should be submitted not more than 2 month before expiration of registration term, otherwise the pharmaceutical product registration will be performed by primary registration procedure.

7. During renewed registration the interested party is obliged to submit documentation foreseen by the paragraph 19 of this article and data of last five years about side effects of pharmaceutical product, publications and bibliography and attach the approving document of registration fee payment.

8. The time reckoning of registration procedure, including re-registration, registration of changes and registration-inventory begins from full submission of registration documentation.

9. During the registration procedure, including II line change registration – within the period of 3 months, re-registration and registration-inventory of pharmaceutical product - within the period of 2 months, I line “a” type change registration - within the period of 10 days, and I line “b” type change registration - within the period of 1 months, the agency takes decision about accepting or refusal of registration of pharmaceutical product or registration of change, which is formed by administrative act.

10.  In case of refusal of registration of pharmaceutical product, the agency is obliged to notify immediately in written the interested party the reasonable refusal. If within terms defined in paragraph 9 and subparagraph “d” of first paragraph of this law the interested party will not be notified the decision about refusal of registration, the pharmaceutical product is considered as registered and the agency is obliged to issue the approving document of admission to the Georgian market. The document approving admission to the market is formed within the period of 10 days from issuing administrative act about registration. The administrative act and document approving admission to the Georgian market are equivalent documents.          

11. If the pharmaceutical product is not put into production, the agency is available to receive the electronic version of marking sample and after putting into production of pharmaceutical product the agency can request changing the electronic version by material form.
12.  The agency abolishes the registration of pharmaceutical product in Georgia:

a. By request of interested party;

b. If the pharmaceutical product has the property to harm human or its offspring.

13. The agency temporarily, still eradication of registration stop reasons, stops registration of pharmaceutical product in Georgia:

a. By request of interested party;

b. If any part of registration documentation is changed, which is not registered by determined rules.

14. The agency abolishes the approving document of admission to the Georgian market:

a. During registration of pharmaceutical product;

b. In case of need of issuing new document approving admission to the market of pharmaceutical product. 

15. The expiration of registration terms leads to abolishment of approving document of admission to the Georgian market.

16. The sale of pharmaceutical product on the territory of Georgia is allowed within the period of 5 years from its registration, and after expiration of the term – till expiration of its validity.

17. In case of change, it is allowed the sale of pharmaceutical product available before change till the expiration of its validity.

18.  Pharmaceutical substances, unpackaged and intermediary pharmaceutical products, pharmaceutical products prepared with main and officinal prescriptions, and allergens for specific physical person don’t require registration.

19. The administrative part of registration documentation should be included:

a. application with page indices of attached documents (indicating pages);

b.  The original of statement concerning the registration of pharmaceutical products to be submitted by national procedure of pharmaceutical products state registration in Georgia;
c. The original of document approving authorization of legal or physical person by the interested part;

d. Certificate of pharmaceutical product in the form recommended by the World health Organization (original), or if its unavailable – document approving production of pharmaceutical product in compliance with GMP (goof manufacturing practice) standards or license of pharmaceutical product manufacturing, issued by the authorized person of the country of manufacturing.

e. Standard packaging of registration pharmaceutical product with standard marking (or with electronic version);

f. In case of pharmaceutical product manufactured in Georgia – instruction in Georgian language, and during registration of imported pharmaceutical product – authorized (approved) translation of instruction into Georgian language and original of the instruction according to rules determined by the Ministry.

20. The scientific-technical part of registration documentation should include:

a. for registration of innovative (new original)  pharmaceutical product:
i. Document approving registration in the country manufacturing the pharmaceutical product, also in other countries (if available);

ii. Chemical composition of pharmaceutical product, indicating quantities of all components and dose units;

iii. monographs about active substance (substances) (specifications and test method)

iv. Name and address of manufacturer (manufacturers) of unpackaged pharmaceutical product (so called bulk) and active substance (substances);

v. Monographs or references to the monographs in the international collection of standards, concerning non-active substance (substances) (specification and test methods);

vi. Monographs about test methods of pharmaceutical product, including specifications;

vii. Diagram of technological process of pharmaceutical product manufacturing;

viii. Sample of pharmaceutical product – 2 standard package and quantity necessary for two test, with corresponding quality certificate;

ix. Reference-standard (reference-standards) necessary for two tests with corresponding quality certificate;

x. Data about stability of pharmaceutical product;

xi. Preclinical data about specific pharmacological activity of pharmaceutical product, particularly:

1. pharmacodynamic effect;

2. Mode of action;

xii. Results of pharmacokinetic study;

xiii. Results of toxicological study about acute, subacute and chronic toxicity;

xiv. data of teratogenicity, embryotoxicity, mutagenicity, carcinogenicity and allergenicity;

xv. Clinical data about pharmacokinetics, pharmacodynamics and side effects;

xvi. Report of clinical study of pharmaceutical product;

xvii. Information about side effects;

xviii. Experience of clinical application of pharmaceutical product:

1. Interaction with other pharmaceutical products;

2. Publications and bibliography;

b. For registration of generic and remanufactured pharmaceutical product:

i. Chemical composition of pharmaceutical product, indicating quantities of all components and dose units;

ii. Corresponding document concerning the right of re-manufacturing by pharmaceutical product license (if available);

iii. Monographs or references to the monographs in the international collection of standards, concerning active substance (substances) (specification and test methods);

iv. Name and address of manufacturer (manufacturers) of active substance (substances);

v.  Monographs or references to the monographs in the international collection of standards, concerning non-active substance (substances) (specification and test methods);

vi.  Monographs about test methods of pharmaceutical products including specifications;

vii. Diagram of technological process of pharmaceutical product manufacturing;

viii. Sample of pharmaceutical product – 2 standard package and quantity necessary for two test, with corresponding quality certificate;

ix. Reference-standard (reference-standards) necessary for two tests with corresponding quality certificate;

x. Data about stability of pharmaceutical product;

xi. Data about bio- equivalence or therapeutic equivalence, taking into consideration of pharmaceutical product form and route of administration (according to WHO recommendations);

xii. Publications and bibliography;

c. For registration of blood preparation:

i. Document approving registration of blood preparation in country of manufacturing, and other countries (f available);

ii. Chemical composition of blood preparation, indicating quantities of all components and dose units;

iii. Monographs or references to the monographs in the international collection of standards, concerning active substance (substances) (specification and test methods);

iv. Name and address of manufacturer (manufacturers) of active substance (substances);

v. Monographs or references to the monographs in the international collection of standards, concerning non-active substance (substances) (specification and test methods);

vi. Monographs about test methods of blood preparation including specifications;

vii. Diagram of technological process of blood preparation manufacturing;

viii. Sample of pharmaceutical product – 2 standard package and quantity necessary for two test, with corresponding quality certificate, approved by the authorized authority;

ix. Reference-standard (reference-standards) necessary for two tests with corresponding quality certificate;

x. Data about stability of blood preparation;

xi. Description of closed container system;

xii. Data about efficacy and safety of blood preparation (in the form recommended by World health Organization, WHO), describing the methods used for virus inactivation;

xiii.  Publications and bibliography;
d. For registration of immunologic preparation:

i. Document approving registration of immunologic preparation in country of manufacturing, and other countries (f available);

ii. Method of receiving the immunologic preparation and materials, name and address of manufacturer (manufacturers);
iii. Monographs or references to the monographs in the international collection of standards, concerning active substance (substances) (specification and test methods);

iv. Monographs about test methods of immunological preparation including specification;

v. Diagram of technological process of immunological preparation manufacturing;

vi. Sample of immunological preparation – 2 standard package and quantity necessary for two test, with corresponding quality certificate;

vii. Data about stability of immunological preparation;

viii. Clinical data about efficacy, safety and side effects of  immunological preparation;
ix. Interactions with other pharmaceutical products;

x. Publications and bibliography;

e. For registration of paramedical agents:

i. Chemical composition of paramedical agent, indicating quantities of all components and dose units;

ii.  Monographs about active substances (specification and test methods);
iii. Name and address of manufacturer (manufacturers) of active substance (substances);

iv. Monographs or references to the monographs in the international collection of standards, concerning non-active substance (substances) (specification and test methods);

v. Monographs about test methods of paramedical agents, including specification;
vi. Diagram of technological process of paramedical agents manufacturing;

vii. Data about stability of paramedical agents;

viii. Sample of paramedical agents – 2 standard package and quantity necessary for two test, with corresponding quality certificate;

ix. Reference-standard (reference-standards) (in case of necessity) necessary for two tests with corresponding quality certificate;

x. Data about safety and efficacy of paramedical agents;

f. For registration of radiopharmaceutical agent:

i. Document approving registration of radiopharmaceutical agent in country of manufacturing, and other countries (f available);

ii. Composition of radiopharmaceutical agent, indicating quantities, specific or relative activities of all components and dose units;

iii. Monographs about active substances (specification and test methods);

iv. Method of preparation of active substance (substances) (specification and test method);
v. Monographs or references to the monographs in the international collection of standards, concerning non-active substance (substances) (specification and test methods);

vi. Monographs about test methods of radiopharmaceutical agents, including specification;

vii. Diagram of technological process of radiopharmaceutical agents manufacturing;

viii. Quality certificate of radiopharmaceutical agent, approved by the authorized authority;

ix. Data about stability of radiopharmaceutical agents;

x. Data about efficacy and safety of radiopharmaceutical agents (in case of therapeutic radiopharmaceutical agents);
xi. Data about safety of radiopharmaceutical agents (in case of diagnostic radiopharmaceutical agents);

g. For registration-inventory of biologically active supplements (BAS) for maintenance of physiological condition:

i. Composition of BAS;

ii. Test method of BAS;

iii. MAS samples – 2 standard packaging plus quantity for 2 tests, with corresponding quality certificate;

iv. Free sale certificate (if available);

h. For registration-inventory of complementary therapeutic agents:

i. Full composition of complementary therapeutic agents;

ii. Test methods of complementary therapeutic agents;

iii. Complementary therapeutic agent samples – 2 standard packaging plus quantity for 2 tests, with corresponding quality certificate;

iv. Monographs about  experience of use in medical practice, efficacy and safety of therapeutic complementary agents with corresponding bibliographic material;
v. Substantiation of purpose and actions based on therapeutic principles of complementary therapeutic agents;

i. For registration of mechanical contraceptives (except for non-invasive mechanical contraceptives):

i. Name and address of manufacturer of mechanical contraceptives;

ii. Standards determining the quality criteria;

iii. 2 samples of mechanical contraceptives with corresponding quality certificate;

j. For registration-inventory of dental material:

i. Dental material’s name, composition, information about ingredients and purpose;

ii. Standards determining the quality assessment criteria;

iii. Quality certificate of dental material;

iv. Information about safety of dental material’

v. Sample of dental material;

k. For registration-inventory of diagnostic agents: tests (according to nosology), allergens (except for allergen intended for specific physical person), reagents (for clinical biochemistry and clinical chemistry) and serum:

i. Purpose of diagnostic agents and methods of use (list with indication of manufacturer catalogue number and/or catalogue (if available));

ii. Information about safety and efficacy of diagnostic agents – during in vivo application;

iii. Criteria for quality assessment and information about stability of diagnostic agents (in case of necessity).

21. I line (relatively less important)  changes:

a. I line “a” type changes:

i. Changes in manufacturing license

Condition – should be presented renewed manufacturing license  

ii.   Change of pharmaceutical product name
Condition

1. The new name should be distinguished from the international non-proprietary name and/or registered pharmaceutical product name;

2. If there is commonly recognized name, the change should be made from the pharmacopeial or international non-proprietary name;

iii. Change of name and/or legal address of license holder – subject having the registration right

Condition – the manufacturer shouldn’t be changed;

iv. Change of manufacturer of active substance

Condition – The substance specification and methods of quality control must comply with internationally recognized pharmacopeia;

v. Change of marking on tablets and capsules
Condition – the new marking must be distinguished from other tablets and capsules;

vi. Change of marking of original packaging, secondary packaging and design

Condition – should be presented 2 new samples;

vii. Change ion quantity of pharmaceutical product in the packaging

Condition – The packaging material shouldn’t be changed

b. I line “b” type changes:

i. Change of non-active substances

Condition – shouldn’t be changed

1. Similar functional characteristic;

2. For solid forms – solubility character;

ii. Removal of colors or change with the other;

iii. Adding, removal or change of flavorings

Condition – shouldn’t be changed

1. Similar functional characteristics;

2. For solid forms – solubility character;

iv. Tablet’s covering mass or capsule cover mass change
Condition – the solubility property shouldn’t be changed; 

v. Qualitative change of composition of original packaging

Condition – proposed packaging material should be equivalent to the former with corresponding properties; the change shouldn’t be concerned with the sterile product;  
vi. Removal of any indication or route of administration
Condition – The safety and quality of use of preparation should be maintained and approved by data of preclinical retrospective study;

vii. Insignificant changes in the active substance production

Condition – In the specification of the substance should not be made undesirable changes, the physical properties shouldn’t be changed, shouldn’t be added new admixtures and the admixture level mustn’t be changed, which requires conduction of the study for the safety of finished product;

viii. Change of volume active substance series/batch

Condition – Analyzes of information about substance control must indicate, that the integrity of production service is not damaged and the physical properties of the substance are no 

ix. Insignificant changes in the pharmaceutical product production

Condition – Product specification mustn’t be changed; new technological process must ensure production of identical product in respect to quality, efficacy and safety; 

x. Change of production series volume of finished product

Condition – The production process integrity shouldn’t be impaired;

xi.  Change of specification of pharmaceutical product

Condition – Specification should be improved or added new tests of quality control and specified limits of parameter variation;
xii. Synthesis or reduction of excipients, which are described in the original registration documentation and are not indicated in the pharmacopeia
Condition – Specification, composition of admixtures or their level shouldn’t be changed, which require conduction of study on safety of finished product; also the physical-chemical properties of the finished product shouldn’t be changed;

xiii. Changes of specification of excipients of the finished product (except  for adjuvants of vaccines

Condition - 

Specification should be improved or added new tests of quality control and specified limits of parameter variation;

xiv. Extension of validity of pharmaceutical product mentioned during licensing
Condition – Information about stability of the product should be submitted during receipt of license; the data should indicate that the validity is not decreases, it shouldn’t exceed 5 years. 
xv. Change of validity after first opening of the package

Condition – the analyzes of information about product stability should indicate that the validity of the product during receipt of trade license according to the approved specification is not reduced;

xvi.  Change of validity after its renewal
Condition - the analyzes of information about product stability should indicate that the validity of the renewed product according to the approved specification is not reduced;

xvii. Change of storage conditions
Condition – the analyzes of information about product stability should indicate that the validity of the product during receipt of trade license according to the approved specification is not reduced; Information about stability of the product should be submitted during receipt of license according to the approved specification;

xviii. Change of examination of active substance

Condition – The results of method validation should indicate that the new methods are equivalent of the former; 

xix. Change of quality control method of pharmaceutical product

Condition – the specification shouldn’t be changed; the result validation method should indicate, that new methods of quality control are equivalent of the former;

xx. Corresponding change of amendment to the pharmacopeia 
Condition – the change should be made only with the purpose of enacting of new amendment of the pharmacopeia;

xxi. Change of non-pharmacopeial excipient examination method

Condition – results of method validation should indicate that, that new method of examination is equivalent of the former;

xxii. Change of original packaging examination method

Condition – results of method validation should indicate that, that new method of examination is equivalent of the former;
xxiii. Changes of examination method of administration devices
Condition – results of method validation should indicate that, that new method of examination is equivalent of the former;
xxiv. Change of original packaging form

Condition – the quality and stability of finished product in the packaging shouldn’t be changed; also the interaction of packaging material and the product shouldn’t be changed;

xxv. Change of sizes and average mass of tablets, capsules and suppositories, without their qualitative change

Condition – The solubility property shouldn’t be changed.

22. II line changes, which require registration.
a. Changes of pharmaceutical product form, strength and method of use:
i. change of bioavailability;

ii. change of pharmacokinetic ;

iii. change of strength of pharmaceutical product;
iv. change of therapeutic form or adding new therapeutic form;

v. adding the new method of use;

b. changes of active substances:

i. adding of one or more active substances, including antigenic component of the vaccine;

ii. removal of one or more active substances, including antigenic component of the vaccine;

iii. Change of active substance quantity;

iv. change of active substance with other salt (ether complex) derivative (with the same therapeutic properties), other isomer, isomer mixture or isolated isomer mixture;

v.  change of biological substance or biotechnological product with another substance or product with different molecular structure; transmitter modification, which is used for development of antigenic material;

c. Changes of therapeutic indication: 

i. adding of indication used in other field of therapy (treatment, prophylaxis, diagnostics);

ii. removal of indication used in other field of therapy (treatment, prophylaxis, diagnostics);

iii. change of place of manufacturing
23. The fee of state registration of the pharmaceutical product by national procedure is determined by the law. 

Chapter XII1. Responsibility in the field of pharmaceutical product turnover 

(10.08.2009 N 1586 becomes valid from October 15, 2009)
Article 371. Basis of responsibility concerning quality and 

safety of pharmaceutical product

(10.08.2009 N 1586 becomes valid from October 15, 2009)
1. The responsibility of persons engaged in the turnover of pharmaceutical products are classified by the following:

a. The state and holder of marketing authorization are responsible for the safety, quality and efficacy of pharmaceutical product admitted to the Georgian market by the national procedure of pharmaceutical product state registration;

b. The state is responsible for the safety, quality and efficacy of pharmaceutical product admitted to the Georgian market by the recognition procedure of pharmaceutical product state registration;

c. The manufacturer of pharmaceutical product series is responsible for the compliance with the submitted documentation during registration of pharmaceutical product admitted to the Georgian market by by the national procedure of pharmaceutical product state registration;

d. If after putting the pharmaceutical product admitted to the Georgian market into the distribution network the quality of pharmaceutical product is changed, and it doesn’t comply with the safety and quality standards, the responsibility is of importer and/or representative of corresponding ring in the distribution network. The quilt is defined by the Georgian legislation;

e. The distributor of pharmaceutical product is responsible for the failure to keep the conditions of wholesale and retail sale of pharmaceutical product, which includes all operations associated with purchase, storage, supply and distribution of pharmaceutical product.

2. The responsibility of the person during pharmaceutical activity for revealed infringement is defined by this law and in accordance with Georgian legislation.

3. The order concerning the  ---- for administrative violation of the law foreseen by this law is issued by the authorized authority (an official) of the Ministry 

The president of Georgia 




Eduard Shevardnadze 

Tbilisi,

April 17, 1997
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