Law on Transplantation of Organs, Tissues and Cells Promulgated in "The State Gazette", issue 83/19.09.2003, in force from 01.01.2004, amended, 88/04.11.2005 

Chapter One 

General Provisions 

Article 1 (amended - State Gazette, 36/2009) (1) This law shall regulate the conditions and order of commitment of transplantation of organs, tissues and cells in human medicine. (2).The provisions of this law shall not be applied for: 

1. (amended - State Gazette, 71/2006) donation of blood, blood transfusion and blood components. 

2. (amended - State Gazette, 71/2006) assisted reproduction and related reproductive organs, tissues and cells. 

3. (amended - State Gazette, 71/2006)autotransplantation, when collection and transplanting shall be accomplished in one and the same invasive procedure. 

4. implantation of artificial tissues and organs. 

Article 2 (amended and supplemented - State Gazette, 36/2009){lXamended - State Gazette, 36/2009) Transplantation shall be a totality of medical and other activities, related to collecting of organs, tissues and cells from human or animal corpse, or from a living person and transplanting them to another individual for therapeutic purposes. 

(2) Transplantation shall also be the collecting and transplanting of haemopoetic stem cells, as well as embryonic organs, tissues and cells. 

(3) Transplantation shall also be the collecting of organs, tissues and cells from animal origin and grafting them to a human organism. 

(4) (New - State Gazette, 71/2006) Transplantation shall also be autotransplantation, when collecting and transplanting shall be accomplished in one and the same invasive 

procedure. 
. 

(5) (Previous paragraph 4-State Gazette, 71/2006),(amended 36/2009) Transplantation shall include the activities, related to provision, expertise, treating, processing, labeling, preserving and proViding of organs, tissues and cells intended for usage in human medicine. 

Article 3. Transplantation shall be conducted under conditions which guarantee equal rights of patients, in necessity of transplantation, as well as protection of human rights and freedoms of actual and potential donors and recipients 

Article 4. (1) Transplantation shall be conducted in accordance with medical standarts and selection criteria, approved in a regulation of the Minister of Health. 

(2) Transplantation shall be performed only when other therapeutic methods shall be less effective, or not applicable. 

(3) Transplantation shall be executed only after performing the necessary medical examinations, in accordance with the set up medical standarts for transplantation, to guarantee maximum security for the health of both the donor and the recipient. 

(4) Medical specialists shall be obliged to ensure conditions for reduction of risk from transfer of transmissive infections and other diseases from the donor to the recipient. 

(5) (New - State Gazette, 71/2006) Medical specialists shall be obliged to ensure conditions for quality and safety of tissues and cells, when performing autotransplantation, in which the activities of expertise, collecting, processing, preserving and transplanting shall be accomplished in more than on invasive procedure. 

(6) (New - State Gazette, 71/2006) The requirements for qualification and medical condition of the persons, who shall perform collecting, expertise, treating and processing, labeling and preserving of tissues and cells are determined by a regulation of the Minister of Health. 

(7) (New - State Gazette, 71/2006) Persons under paragraph 6, shall attend mandatory training coarse, at least once every two years under conditions and order, determined in the regulation under paragraph 6 

Article 5. Human organs shall not be a subject to retribution deal. 

Article 6. (amended -State Gazette, 36/2009) Advertising of availability of organs, tissues and cells, aimed at material benefit, as well as offering material benefit aimed at obtaining organs, tissues and cells shall be prohibited. 

Article7. Organs, tissues and cells, which cannot be used for the needs of transplantation for medical reasons, shall be granted for other therapeutic, diagnostic and scientific goals under the conditions and order, in accordance with regulation of the Minister of Health. 

Article 8. Distribution of data, allowing identification of the donor, or the recipient shall be prohibited. 

Chapter Two 

National Transplantation System Section One 

Organization and Activities of the National Transplantation System 

Article 9. The National Transplantation System shall include government authorities and medical institutions, conducting activities, related to the organization, management and control of the transplantation process. 

Article 10. (amended - State Gazette, 36/2009) (1) The Minister of Health shall administer the government policy in the field of transplantation. 

(2) (amended - State Gazette, 36/2009) The Minister of Health shall authorize import and export of organs, tissues and cells. 

Article lOa. (New - State Gazette, 36/2009)(1) The Minister of Health shall assign by a decree a public donor bank for stem cells and bone marrow, which shall be a structure of an in-patient medical institution, conducting collection, expertise, treating and processing, preserving, labeling and transportation of stem cells and bone marrow for transplantation. 

(2)The medical institution under paragraph 1 shall meet the following criteria: 

1. Shall be 100% government participation; 

2. Shall hold license for activities under paragraph 1, issued duly under article 47 of the Law on the Healthcare Establishments; 

3. Shall be fund with credit according to article 86, paragraph 1 of the Law on the Healthcare Establishments. 

(3) The donor bank, assigned duly according to paragraph 1 and 2, shall be a National Public Donor Bank and shall be aimed to supply stem cells and bone marrow in a national scope for transplantation to persons, suffering from diseases, in which other therapeutic methods are less effective, or are not applicable. 

Article 11. (amended and supplemented - State Gazette, 36/2009 r.) (1) (amended ​state Gazette, 71/2006 r.) An Executive Transplant Agency shall be established toward the Minister of Health. 

(2)The Executive Transplant Agency shall be a legal entity on budgetary funding. 

(3) The activity, structure and organization of operational activities of the Executive Transplant Agency shall be laid down in a regulatory statutes, approved by the Council of Ministers on proposal of the Minister of Health 

(4) (New - State Gazette, 71/2006) The Executive Transplant Agency shall be the competent authority to manage, coordinate and control transplantation in the Republic of Bulgaria. 

(5) (previous paragraph 4 - State Gazette, 71/2006) The Executive Transplant Agency: 

17. (New - State Gazette, 36/2009 ) Shall organize training on quality and safety in activities on transplantation, of the persons, under article is, as well as persons executing collecting, expertise, treating and processing, labeling preserving, provision and transportation of organs, tissues and cells .. 

(6) (New -State Gazette, 36/2009) When conducting the activities under paragraph 5, item 5, the Executive Transplant Agency shall collect taxes in rates, determined in a tariff, approved by the Council of Ministers on proposal of the Minister of Health .. 

Article 11a. (New - State Gazette, 36/2009) (1) The earnings of the Executive 

Transplant Agency shall come from: 

1. Subsidies from the state budget and trough the budget of the Ministry of Health; 

2. Own activity. 

(2) The Executive Transplant Agency shall administer the earnings from own activities from: 

1. taxes under article 11, paragraph 6 for issuing licenses and certificates related to transplantation and to assisted reproduction; 

2. organizing trainings on quality and safety in performing activities on transplantation to persons under article is, as well as to persons, performing collecting, expertise, treating, processing, labeling, preserving, providing and transportation of organs, tissues and cells; 

3. other sources, determined by law, or decree of the Council of Ministers. 

(3) Funding of trainings on quality and safety in performing activities in transplantation of persons under article is, as well as to persons, performing collecting, expertise, treating, processing, labeling, preserving, providing and transportation of organs, tissues and cells shall be at the expense of the respective medical institutions, or at the expense of the trainees. 

(4) Funds under paragraph 2 shall be spent on the activities of the Executive Transplant Agency. 

Article 12.(1) Under Council of Ministers shall be established and Ethical Commission on Transplantation. 

(2) Commission under paragraph 1 shall consist of nine members and shall include mandatory physicians, psychologists, theologians, and lawyers. The staff of the Commission shall be determined by a decision of the Councils of Ministers on proposal of the Minister of Health, for a period of five years. 

(3) Persons, conducting activities under article 2, shall not be members of the Ethical Commission on Transplantation. 

(4) Ethical Commission on Transplantation shall give opinions on deontological and ethical issues in the field of transplantation and shall permit collecting of organs and tissues from persons in cases under this law. 

(5) The meetings of the Ethical Commission on Transplantation shall be closed to public. (6) The Council of Ministers shall determine by statutes the conditions and mode of operation of the Ethical Commission on Transplantation. 

(7) (New - State Gazette, 71/2006) Funding of the activity of the Ethical Commission on Transplantation shall be provided by the Executive Transplant Agency. 

Article 13. (amended and supplemented - State Gazette, 36/2009 ) (1) (amended and supplemented, 36/2009) Collecting and/or expertise, processing, treating, labeling, preserving, providing and transplanting of organs, tissues and cells shall be conducted in inpatient medical institutions, licensed under article 48, item 1 of the Law on healthcare establishments, where the respective activities are explicitly determined. 

(2) (amended and supplemented - State Gazette,36/2009) Collecting, expertise treating, processing, labeling, preserving, providing and transplanting of tissues and cell shall be conducted also in outpatient medical institutions, registered under article 40, item 3 of the Law on Healthcare Establishments, and holding certificate for explicitly determined respective activities. 

1. Shall coordinate and control the activities in the field of transplantation, conducted in the medical institutions; 

2. Shall propose to the Minister of Health medical standarts for transplantation of organs, tissues and cells, as well as medical criteria for selection of donors and recipients; 

3. Shall create and maintain public and official registry by gathering, processing preserving and supplying information related to transplantation; 

4. (New - State Gazette, 71/2006 r.; amended, 36/ 2009 r.) Shall ensure incessant access of the physicians, directly involved in medical care of the potential donor, to the official registry of persons, declared refusal to granting organs, tissues and cells after their death, under condition and in accordance with a regulation of the Minister of Health; 

5. (previous item 4 - State Gazette, 71/2006 r.; amended, 36/2009)Shall coordinate import and export of organs, tissues and cells; 

5a. (new - State Gazette, 36/2009 r.) Shall issue licenses and certificates, cited in this law, Health Act and the Law on Healthcare establishments, concerning conducted activities in transplantation and assisted reproduction; 

6. (previous item 5 - State Gazette, 71/2006) Shall distribute organs, provided for transplantation, and shall control the distribution of tissues and cells; 

7 (previous item 6, amended - State Gazette, 71/2006) Shall register, preserve and analyze the information concerning donors' data, medical condition of the recipient as well as serious adverse reactions and serious incidents, related to transplantation; 

8. (previous item 7 - State Gazette, 71 /2006) Shall study and analyze medical, legal, ethical, religious, economical and social consequences of transplantation; 

9. (previous item 8 - State Gazette, 71/2006) Shall inform society on transplantation processes, aiming to guarantee transparency and equal access of all individuals in necessity; 10. (previous item 9 - State Gazette, 71 /2006 r.; amended, 36/2009 r.) Shall coordinate cooperation between government institutions, scientific organizations and non​government organizations in the field of transplantation; 

11. (previous item 10 - State Gazette, 71/2006 r.) Shall participate in developing national strategies and programs, international projects, analyses and forecasts concerning processes of transplantation; 

12. (New - State Gazette, 71/2006 r.; supplemented, 36/2009)Shall control the activities for ensuring quality and safety of organs, tissues and cells, intended for tra nspla ntation; 

13. (New - Sate Gazette, 71 /2006 r.; amended, 36 /2009) Shall ensure tracing from donor to recipient of all organs, tissues and cell, as well as contacted materials and products, received, treated, processed and preserved, or provided on the territory of the Republic of Bulgaria; 

14. (New - State Gazette, 71/2006) Shall control the activities on collecting, implanting, expertise, processing and labeling of human oval cells, sperm cells and zygotes, intended for assisted reproduction and ensures possibility to trace them and contacted materials and products form the donor to the recipient; 

15. (New - State Gazette, 71/2006, enforced on the date of enforcing the EC Membership Agreement of the Republic of Bulgaria) Shall submit each three years to the European Commission a report, concerning the activities, conducted in the Republic of Bulgaria on promoting and encouraging the voluntary and gratuitous donation of tissues and cells; 

16.(New - State Gazette, 71/2006, enforced on the date of enforcing the EC Membership Agreement of the Republic of Bulgaria, amended, 36/2009) Shall submit each three years to the European Commission, a report concerning the activities, conducted in the Republic of Bulgaria on ensuring quality and safety of expertise, collecting, treating, processing, labeling, preserving, supply, transplanting, control and conducted inspections. 

(3) (amended - State Gazette, 88 /2005 ; supplemented 36/2009) Activities under paragraph 1 shall be conducted in the medical institutions to Council of Ministers Ministry of Defense, Ministry of Interior and Ministry of Transportation as well, after receiving a certificate from the Executive Transplant Agency, that the medical institution is assigned to perform transplantation of organs, tissues and cells in accordance with set up medical standarts. 

(4) (New - State Gazette, 71/2006 r.; supplemented, 36/2009) Medical institutions under paragraph 1,2 and 3 and tissue banks shall register all conducted by them activities on expertise, collecting, transplanting, treating, processing, preserving, providing, transportation and receiving and labeling of organs, tissues and cells under conditions and order, under regulation of the Minister of Health. 

(5) (New - State Gazette, 71/2006) Medical institutions shall provide annual report for the activities under paragraph 4, in standardized in the regulation under paragraph 4 pattern and submit it to the Executive Transplant Agency. 

(6) (New - State Gazette, 71/2006) Data from the report under paragraph 5, shall be inscribed in the registry under article 39, paragraph 1, item 1. 

(7) (Previous paragraph 4, supplemented 71 /2006) Transportation of donors and organs intended for transplanting is conducted by the Emergency Centers. 

(8) (Previous paragraph 5 - State Gazette, 71/2006) Transportation of tissues and cells intended for transplanting shall be conducted by the medical institutions under paragraph 1,2 and 3, as well by tissue banks. 

Article 14. (amended - State Gazette, 71/ 2006; amended, completely 36/ 2009) (1) Tissue banks shall be able to perform activities on collecting, expertise, treating, processing, labeling, preserving, providing and transportation of tissues and cells, intended to transplanting and processing. 

(2) Tissue banks might perform activities on collecting, expertise, processing, labeling, preserving and transportation of organs only when they are intended for processing. 

Article lS.(amended - State Gazette, 36/2009) (1) (amended, 36/2009) Bioproducts, derived after processing of organs and tissues, might be used for manufacturing of pharmaceuticals and medicinal products. 

(2) (amended completely - State Gazette, 36/2009 ) Medical institutions might provide bioproducts, derived from processing to manufacturers of pharmaceuticals and medicinal products. 

(3) (amended - State Gazette, 71/2006) The conditions and order for expertise, labeling, treating, processing, preserving, ensuring quality and safety and providing the tissues and cells shall be determined by regulation of the Minister of Health. 

Article lSa. (New -State Gazette, 71/2006) (1) Medical institutions shall sign written contracts between them, when performing joined activities on collecting, treating, processing, preserving and/or transplanting organs, tissues and cells. 

(2) Medical institutions shall sign written contracts with third parties for providing goods, or services, which might affect quality and safety of the organs, tissues and cells. 

(3) Medical institutions shall create and maintain a registry of the signed contracts under paragraph 1 and 2. 

(4) Medical institutions shall submit copies of the contracts under paragraph 1 and 2 to the Executive Transplant Agency within seven days after signing. 

Article 15b. (New - State Gazette, 71/2006; amended and supplemented, 36/ 2009) (1) (amended, 36/2009) Medical institutions shall be obliged to inform the Executive Transplant Agency within seven day for all serious adverse reactions, or serious incidents, when they come as a result from collecting, transplanting, providing, expertise, treating, processing, preserving, providing and/or transporting of organs, tissues and cells, intended for transplanting and are related to their quality and safety. 

(2)amended - State Gazette, 36/2009) Medical Institutions shall be obliged to create and apply system for immediate blockage, withdrawal, or extermination of all tissues and cells, which might cause serious adverse reaction, or have been a subject of a serious incident. 

(3) Conditions and order of announcement, registration, reporting and informing on the serious adverse reactions and serious incidents, or on blockage, withdrawal and extermination of tissues and cells shall be determined in regulation of the Minister of Health. 

Article 1Sc. (New -State Gazette, 71/2006; amended and supplemented, 36 /2009) (1) (amended completely, 36/2009) Medical institutions shall label collected organs, tissues and cells, in accordance with the medical standarts for transplantation of organs, tissues and cells. 

(2) (amended -State Gazette, 36/2009) Medical institutions shall be obliged to establish conditions for tracing the organs, tissues and cells from the donor to the recipient and backwards, as well as the products and materials, contacted to them and related to their quality and safety, under conditions and order, determined by a regulation of the Minister of Health. 

(3)New - State Gazette, 36/2009) Medical institutions shall be obliged to create and apply a quality assurance system for performing all activities on transplantation. 

Article 1Sd. (New - State Gazette, 71/2006; amended and supplemented, 36/2009 I.) (1) (supplemented - State Gazette, 36/2009) Each medical institution conducting activities on transplantation shall assign a person from its staff, who shall organize, control and bare responsibility on expertise, collecting, treating, processing, labeling, preserving, providing and transplanting of organs, tissues and cells, as well as reporting of serious adverse reactions and serious incidents. 

(2) The person under paragraph 1 shall meet the folloWing criteria: 1. shall be a university graduate, with a "Master Degree" in: 

a) specialization in the professional division "Medicine"- in cases related to transplantation of organs; 

b) (amended -State Gazette, 36/2009 ) specialization in the professional division "Medicine", "Dental Medicine", or "Biological Sciences" - in cases related to the transplantation of tissues and cells; 

2. shall have at least two years experience in the fields of responsibility. 

(3) (New - State Gazette, 36 /2009 ) The person under paragraph 1, shall attend mandatory training coarse at least once every two years under conditions and order determined in the regulation under article 4, paragraph 6. 

(4) (Previous paragraph 3 - State Gazette, 36/2009) Medical institutions shall inform the Executive Transplant Agency for the name, qualification and length of experience of the person under paragraph 1. 

(5) (previous paragraph 4 - State Gazette, 36/2009) Medical institutions shall inform the Executive Transplant Agency on replacement, or substitution of the person under paragraph 1, as well as on the moment it had occurred and on the term of substitution .. 

(6) (previous paragraph 5 - State Gazette, 36/2009 ) Duties and responsibilities of the person under paragraph 1 shall be determined in the regulation under article 15b, paragraph 3. 

Article lSf. (New - State Gazette, 71/2006 I.; supplemented, 36 /2009 ) Medical institutions shall preserve the information, related to conducted by them activities under this law not less than 30 years and ensure conditions for its protection from illegal access, unauthorized change or destruction. 

Section Two Funding 

Article 16. (amended - State Gazette, 71/2006; amended and supplemented, 36/ 2009) (1) (amended completely, 36/2009) The Ministry of Health shall reimburse the 

expenses of the medical institutions under article 13, paragraph 1,2 and 3 for activities on transplantation of: 

1. organs and all related to this expenses including the donor and the recipient, as well as the expenses for diagnostics and treatment of the recipient in the post transplantation period; 

2. tissues and organs for treatment of diseases, determined by regulation of the Minister of Health. 

(2) (New - State Gazette, 36/2009) The Ministry of Health shall fund also: 

1. creating of information systems for integration, registration and control of the 

transplantation process; 

2. medical scientific project in the field of transplantation; 

3. national health programs in the field of transplantation. 

(3) (Previous paragraph 2- State Gazette, 36/2009) National Health Insurance Fund and Voluntary Health Insurance Funds might fund activities on transplantation, based on the contract with the medical institution, which induce activity after approval by the Executive Transplant Agency and inscribing in the registry. 

(4) (Previous paragraph 3 - State Gazette, 36/2009 ) Conditions, order and the amount of reimbursement of expenses under paragraph 1, as well as the relative part of the expended effort are determined by regulation of the Minister of Health. 

Article 17. (amended - State Gazette, 71/2006) Private and legal entities might donate funds for activities on transplantation, by signing a contract with the medical institution, which induces activity, after approval by the Executive Transplant Agency and inscribing in its registry. 

Chapter three 

Collecting of Organs, Tissues and Cells Section I 

Collecting of Organs, Tissues and Cells fro Deceased Human Bodies 

Article 18.(1) Collecting of organs, tissues and cells might be done from human cadaver, after detection of death, in accordance with the medical criteria and order, determined by regulation of the Minister of Health. 

(2) When all functions of the brain have stopped irreversibly and active heart function, death shall be detected, by a permanent commission, composed of three physicians. The commission shall be assigned by the Director of the medical institution, where organs, tissues and cells shall be collected, after approval by the Director if the Executive Transplant Agency. 

(3) Physicians, detecting death under paragraph 2, shall not be members of teams, conducting collecting and transplanting of organs. 

Article 19. (amended - State Gazette, 36/2009 ) (1) (amended, 71/2006) In case, the person had been declared written refusal to collecting organs, tissues and cells, it shall not be allowed. 

(2) Collecting of organs, tissues and cells shall not be allowed from cadaver of a person under 18 years of age, as well as persons under judicial disability, unless with the written consent of his/her parent, guardian, or trustee. 

(3) Collecting of organs, tissues and cells for transplantation from a cadaver with unknown identity shall not be allowed. 

(4) (amended - State Gazette, 36/2009) In case the cadaver shall be subjected to forensic expertise, collecting of organs, tissues and cells shall be conducted, after written authorization of a forensic expert, who shall not participate in activities on transplantation. 

Article 20. (amended and supplemented - State Gazette, 36 /2009) (1) (amended ​State Gazette, 71 /2006) Every legally capable Bulgarian citizen, as well as a foreigner with a 

long-term residence in the Republic of Bulgaria, shall have right to declare, when alive, explicit written refusal to collecting organs, tissues and cells after his/her death. 

(2) (amended-State Gazette, 71/2006)The explicit refusal under paragraph 1 might concern specified, or all organs, tissues and cells, as well as its collection for other therapeutic, diagnostic, medical scientific, educational and teaching goals. 

(3) (amended - State Gazette, 71/2006 ) The refusal to collecting organs, tissues and cells shall be expressed to the general practitioner by signing declaration, approved by the Minister of Health on proposal of the Executive Transplant Agency. 

(4) (amended - State Gazette, 71/2006; V13M., amended 36/2009)The general practitioner shall be obliged to inscribe immediately the explicit refusal in the health insurance card of the person and within seven days to inform in written the Director of the Regional Healthcare Center. 

(5) (New - State Gazette, 71/2006) Persons with severance pay of health insurance rights, without health insurance, or who have not chosen their general practitioner, might express refusal for collecting organs, tissues and cells after death by signing declaration , approved by the Minister of Health on proposal of the Executive Transplant Agency. The declaration shall be submitted in two copies to the Municipality of permanent residence, as the first copy shall be returned to the person, expressing refusal and the second shall be sent to the Executive Transplant Agency within seven days to its submission. 

(6) (previous paragraph 5, amended, 71 /2006 ; amended and supplemented, 36 / 2009 ) Within seven days from receiving the information under paragraph 4 for persons, expressed refusal, the directors of the Regional Healthcare Centers shall be obliged to inform in written the director of the Executive Transplant Agency. 

(7) (previous paragraph 6, amended and supplemented - State Gazette, 71/2006 r.)The expressed refusal under paragraph 1 and 5 shall be inscribed in the registry of the Executive Transplant Agency within three days from receiving the message under paragraph 6. 

Article 21. (amended - State Gazette, 71/2006) (1) Collecting of organs, tissues and cell from human cadaver might be conducted under the following conditions: 

1. no written refusal for collecting organs, tissues and cells after death, inscribed in the health insurance card of the deceased person, in case such card had been issued; 

2. the name of the person had not been inscribed in the official registry of the Executive Transplant Agency under article 39, paragraph 1 and 2; 

3. the forthcoming collection of organs, tissues and cells had been mandatory 

announced and written refusal had not been expressed by: 

a) spouse or parent; 

b) child; 

c) brother or sister. 

(2) The order for ascertainment and verifying of the conditions under paragraph 1 shall be determined in regulation of the Minister of Health. 

Article 22. (amended - State Gazette, 71 /2006) After executing the collection, all necessary measures shall be undertaken for restoring the outer appearance of the body of the deceased person. 

Article 23. Each medical institution, where collecting of organs, tissues and cells from deceased human body had been executed shall be obliged within seven days to register the conducted procedure in the Executive Transplant Agency. 

Section II 

Collection of Organs, Tissues and Cells from a Living Donor 

Article 24.(1) Collecting of organs, tissues and cells from donor shall be conducted only under the condition, that it shall not harm his/her life and his/her notarized written consent had been received, after preliminarily in a comprehensive language the undertaken risks had been explained to him/her. 

(2) (New - State Gazette, 71/2006) The notary authentication of the consent shall be done by a district notary from the district of the medical institution, which would conduct the collecting of organs, tissues and/or cells. 

(3) (previous paragraph 2 - State Gazette, 71/2006) Donor shall be informed on his/her rights, medical procedures and precaution measures under this law, by a physician, not included in the collecting, or transplanting team. 

(4) (previous paragraph 3 - State Gazette, 71/2006) Donor might withdraw the given consent anytime prior to collecting of organs, tissues and cells. 

(5) (previous paragraph 4 - State Gazette, 71 /2006 )Collecting of organs for transplantation from a person under the age of 18 shall not be allowed. Collecting of organs for transplantation from person under 18 years of age, shall be allowed only in cases specified in this law. 

(6) (previous paragraph 5 - State Gazette, 71/2006) Collection of organs, tissues and cells from person under judicial disability shall not be allowed. 

(7) (previous paragraph 6, amended and supplemented - State Gazette, 71/2006) The physical and psychological health of the donor shall be established by a commission, assigned by the director of the medical institution, conducting the collecting of organs, tissues and cells, consisting of at least three physicians, who shall not participate in the collecting, or transplanting team, under protocol, signed by all members of the commission. 

(8) (New - State Gazette, 71/2006) The offer of material profit to donor of organs, tissues and cells shall be prohibited, as well as receiving of material profit by the donor. 

Article 25. Only one from even organs, or a part of self reconstructive organs might be collected for transplantation from a liVing donor under the following conditions: 

1. after preliminary verifying that the organ, or its part to be collected respectively, as well as the remaining organ shall have preserved function; 

2. after preliminary conducting of the necessary test for excluding the possibility of transferring infections and establishment of biological compatibility between the donor and the potential recipient. 

Article 26. (amended and supplemented - State Gazette, 36/2009) (1) (supplemented - State Gazette, 71/2006; supplemented, 36/ 2009) Donor of organs and tissues might be only a person, who shall be a spouse, or a relative of direct descent, or collateral relative to fourth degree, including relationship, based on adoption, but not earlier than three years after the adoption, in case, when the donor shall be adoptive parent, which shall be verified by an official document. 

(2) (amended - State Gazette, 71/ 2006.; supplemented, 36/2009 r.)By an exception, with the permission of the Ethical Commission on Transplantation shall be allowed donor to be a person, who: 

1. factually cohabit, without civil marriage longer than two years, and this had been 

indisputably verified; 

2. is a biological parent of the recipient and had not acknowledged him/her legally. (3) (repelled - State Gazette, 36/2009) 

Article 27. (amended - State Gazette, 36/2009) (1) (supplemented - State Gazette, 71 /2006) Collecting of self reconstructive tissues from persons under 18 years of age shall be conducted only when the transplantation shall be intended for parent, spouse, brother, or Sister, son or daughter, under the following conditions: 

1. non availability of suitable donor over 18 years of age; 2.transplantation shall be a life saving treatment; 

3. the recipient is included in the official registry of the Executive Transplant Agency; 

4. permission by the Ethical Commission on Transplantation had been issued. 

(2) (amended and supplemented - State Gazette, 71/2006) in cases under paragraph 1 a notary authenticated consent of the parents, guardian, or trustee of the donor shall be required. 

(3) (repelled - State Gazette, 36/2009 ) 

Article 27a. (new - State Gazette, 36/2009) (1) Haemopoetic stem cells and bone marrow, might be collected from any capable in body and mind person, irrelevant to relationship to the recipient, after receiving his/her written informed consent.. 

(2) Haemopoetic stem cells might be collected from a person underage, irrelevant to his/her relationship to the recipient, after receiving written informed consent from both his/her parents, or guardians. 

(3) Bone marrow might be collected from a person underage only when ties of relationship to recipient had been established, after receiving written informed consent from both parents, or guardians. 

(4) The consent of the parent, or guardians of the person underage, shall represent presumed will of the person underage and might be withdrawn anytime. 

(5) Haemopoetic stem cells and bone marrow might be collected from a person underage, after receiving written informed consent of the person and from both parents, or guardian. 

(6) The consent of the person underage, might be withdrawn anytime. 

(7) Information shall be given to persons in a comprehensive for them manner, concerning collection of haemopoetic stem cells and bone marrow. 

(8) In cases under paragraph 3 and 5, the activities on collecting bone marrow shall be conducted after receiving permission by the Ethical Commission under article 12, paragraph 1. 

Article 28. (amended and supplemented - State Gazette, 36 /2009) Collecting of amniotic tissue, umbilical tissues and placenta cells shall be conducted for alogenic and autologic transplantation after receiving informed consent of the pregnant woman, or the woman in childbirth. 

'-In. 29. (amended - State Gazette, 71/2006 ) (1) Each medical institution, which shall conduct collecting of organs, tissues and cells from a living donor shall be obliged to inform the Executive Transplant Agency on this activity, at least seven days beforehand. 

(2) The medical institution shall be obliged to register the procedure of collecting of organs, tissues and cells from a living donor in the Executive Transplant Agency within seven days. 

Section III 

Collecting of Embryonic organs, Tissues and Somatic, Cells from Placenta and Amniotic Cell 

Article 30. (1) Embryonic organs, tissues and somatic cells, placenta cells, and amniotic cells intended for transplantation might be collected from fetus after miscarriage, after receiving informed consent from the woman, who had aborted the fetus. 

(2) The Minister of Health shall determine by regulation, the conditions and order of collecting embryonic organs, tissues and somatic and embryonic cells and cells from placenta. 

Section IV 

Collecting of Organs, Tissues and Cells from Animals 

Article 31. Animal organs, tissues and cells might be used for transplantation under conditions and order, determined by regulation of the Minister of Health. 

Chapter Four 

TRANSPLANTING OF ORGANS, TISSUES AND CELLS 

Article 32. Transplanting of organs, tissues and cells shall be conducted only under the condition that: 

i.the recipient and his/her legal representatives had given informed consent for the future transplanting procedure; 

2. the recipient had been included in the official registry of the Executive Transplant Agency. 

Article 33. Including persons, in necessity of transplantation of organs in the official registry of the Executive Transplant Agency, as well as the selection of specific recipient of an organ, tissue, or cells, is conducted under conditions and order determined in regulation of the Minister of Health. 

Article 34. The medical institutions under article 13, paragraph 1,2 and 3 shall conduct all medical activities, related to the selection and preparation of the potential recipient, as well as the continuous observation, control of the medical condition and the supporting care of the recipient. 

Article 35. Each medical institution, which had conducted transplantation of an organ, tissue or cells shall be obliged to register the conducted transplanting procedure in the Executive Transplant Agency within seven days. 

Chapter Five 

IMPORT AND EXPORT OF ORGANS, TISSUES AND CELLS. 

CONTROL 

(Title amended - State Gazette, 36/2009) 

Article 36. (amended completely - State Gazette, 36/2009; supplemented, 41/2009 , in force from 02.06.2009) (1) Import and export of organs intended for transplantation from and to third countries shall be allowed only on the basis of signed by the Republic of Bulgaria agreements, in which conditions and order for import and export are explicitly determined. 

(2) Export of organs, intended for transplantation in third countries shall be allowed only in case in the European Union member-states and Swiss, European Economic Area and Swiss shall not be available a suitable recipient, and in case they shall be intended for institution, acknowledged under the set up order in the respective country. 

(3) Import of organs, intended for transplantation from third countries, shall be allowed only when they shall be provided by an institution, applying all requirements for quality and safety, under the established regulation in the European Union, European Economic Area and Swiss, and which is acknowledged in the respective country. 

(4) (Supplemented - State Gazette, 41 /2009 , in force from 02.06.2009 r.) Import and export under paragraph 1, shall be carried out with license of the Minister of Health, or of assigned by him/her vice-minister, which shall be issued for each single donor on proposal of the executive director of the Executive Transplant Agency under conditions and order determined in regulation of the Minister of Health and the Minister of Finance. 

Article 37. (amended - State Gazette, 36 /2009; supplemented, 41 /2009, in force from 02.06.2009 ) (1) (amended completely - State Gazette, 36/2009 ; supplemented, 41 / 2009, in force from 02.06.2009) Export of tissues and cells, intended for transplantation in third countries, shall be allowed after satisfying the necessities of the Republic of Bulgaria with license of the Minister of Health, or by assigned by him/her vice-minister on proposal of the executive director of the Executive Transplant Agency under conditions and order, determined in the regulation under article 36, paragraph 4. 

(2) (amended - State Gazette, 36 /2009) License under paragraph 1 shall be issued to the medical institutions under article 13, paragraph 1-3, as well as tissue banks, under the following conditions: 

1. tissues and cells shall be provided to institution, acknowledged by the set up in the respective country order for conducting this kind of activity; 

2. tissues and cells shall be collected, preserved and transported, in accordance with this law and set up medical standarts and regulations in the respective country; 

3. tissues and cells shall be included in the official registry of the Executive Transplant Agency. 

"In. 38. (amended and supplemented - State Gazette, 36 /2009; supplemented, 41 / 2009, in force from 02.06.2009) (1) (amended completely - State Gazette,36/2009; supplemented, 41/2009, in force 02.06.2009)Import of tissues and cells from third countries shall be conducted with license by the Minister of Health, or by assigned by him/her vice​minister on proposal of the director of the Executive Transplant Agency under conditions and order, determined in the regulation under article 36, paragraph 4. 

(2) (amended - State Gazette, 36/2009 )The requirements, which the quality of the tissues and cells under paragraph 1 shall meet shall be determined in regulation of the Minister of Health. 

(3) (amended - State Gazette, 36 /2009)License under paragraph 1 shall be issued to medical institutions under article 13, paragraph 1-3, as well as to tissue banks. 

(4) (amended - State Gazette, 36/2009)Import under paragraph 1 shall be allowed only in cases, in which tissues and cells are provided by an institution, acknowledged in accordance with the set up order in the respective country for conducting this activity and one of the following conditions shall be fulfilled: 

1. (amended - State Gazette, 36/2009) availability of proven positive effect from using of the tissues and cells, derived and processed by methods and technologies not practiced in the European Union member states, European Economic Area and Swiss; 

2. (amended - State Gazette, 36/2009) absence of such tissues and cells in the medical institutions in cases when they shall be derived and processed by methods and technologies, known in European Union member states, European Economic Area and Swiss. 

(5) (New - State Gazette, 36 /2009) Import under paragraph 1 shall be conducted on proposal of medical institution under article 13, paragraph 1-3, or of tissue bank. 

Chapter Six REGISTRY AND CONTROL 

(Title supplemented - State Gazette, 71 /2006) Article 39.(1) The Executive Transplant Agency shall create and maintain: 1. public registry; 

2. (supplemented - State Gazette, 71 /2006) official registry, in which names of persons, expressed refusal for collecting organs, tissues and cells, shall e inscribed. 

(2) The circumstances and data, inscribed in the registry under paragraph 1, order of inscribing and use of information shall be determined in regulation of the Minister of Health. In the registry not personal data shall be included. 

(3) Data in the public registry shall be accessible for all persons under the conditions and order of the Law on access to public information. 

(4) (amended - State Gazette, 71/2006) Data from the official registry shall be preserved 30 years. Citizens shall have the right to check whether the expressed refusal for collecting organs, tissues and cells had been duly inscribed in the official registry. 

(5) (amended - State Gazette, 71/2006) Medical information from the official registry shall be provided under article 28 of Health Act. 

Article 39a. (New State Gazette, 71/2006; amended, 36/2009) (1) (amended - State Gazette, 36 /2009) The executive Transplant Agency shall conduct inspections of the medical institutions, conducting activities under this law, and under section III "Assisted Reproduction" form Health Act, at least once every two years. 

(2) Inspections shall be conducted in each case of a serious adverse reaction, or serious incident, as well as per request by a competent authority of other country. 

(3) Inspections under paragraph 1 and 2 shall be conducted by qualified employees of the Executive Transplant Agency, under conditions and order determined in regulation of the Minister of Health. 

(4) Persons under paragraph 3 shall attend mandatory training coarse, at least once a year under conditions and order, determined in the regulation under paragraph 3. 

Chapter Seven 

ADMINISTRATIVE PENALTY PROVISIONS. COMPULSORY ADMINISTRATIVE MEASURES 

(Title amended - State Gazette, 36/2009) 

Article 40. (amended - State Gazette, 36/2009) (1) (amended - State Gazette, 36 / 2009) The person, who performs activity on collecting, testing, treating, processing, preserving, transportation, providing and transplanting of organs, tissues and cells or distributes information in violating the regulations in this law, or in the normative acts of its implementation shall be fined 10 000 to 30 000 leva, in case the infringement does not constitute a crime. 

(2) When the infringement is committed by a legal entity, penalty payments from 20 000 to 50 000 leva shall be imposed. 

Article 40a. (New - State Gazette, 71/2006) (1) Person who violates the prohibitions under article 6, or under article 24, paragraph 8, shall be fined from 20 000 to 40 000 leva. (2) When the infringement under paragraph 1 is committed by a legal entity, penalty payments from 30 000 to 50 000 leva shall be imposed. 

Article 40b. (New - State Gazette, 71/2006)Medical institution, which infringes regulations under article 13, paragraph 4 and 5, article 15a, 15b, 15c, 15d, 15e, or 29, shall be imposed to penalty payments from 30 000 to 50 000 leva. 

Article 41. (amended - State Gazette, 36/2009) (1) (amended -State Gazette, 36 / 2009)Person who performs activity on import and export of organs, tissues and cells in infringement of the regulations under this law, or under the normative acts of its implementation shall be fined from 100 000 to 500 000 leva, in case the infringement does not liable to more severe penalty. 

(2) when the infringement under paragraph 1 is committed by a legal entity, a property penalty from 750 000 to 2 000 000 leva shall be imposed. 

Article 41a. (New - State Gazette, 36/2009r) (1) A person who violates the regulations under this law, or under the normative acts of its implementation, except for the cases under article 40 - 41, shall be fined by 5 000 to 10 000 leva. 

(2) When the infringements under paragraph 1 are committed by legal entity, penalty payments from 7 000 to 12 000 leva shall be imposed. 

Article 42. (supplemented - State Gazette, 71/2006; amended, 36/2009) (1) (supplemented - State Gazette, 71 /2006; amended, 36/ 2009) The infringements under article 40, 40a, 40b and 41a shall be established through deeds, drawn by officials authorized by the Executive Transplant Agency, assigned by its director. 

(2) (supplemented -State Gazette, 71 /2006; amended, 36/2009) The penalty decrees for infringements of provisions under article 40, 40a, 40b, 41a shall be issued by the Minister of Health, or by an authorized by him/her official. 

Article 43. (1) The infringements under article 41 shall be established though deeds, drawn by officials from the customs authorities, or by officials from the Executive Transplant Agency, assigned by its director. 

(2) The penalty decrees for infringements under article 41 shall be issued by the director of the Customs Agency, or by assigned by him/her officials, respectively by the Minister of Health, or assigned by him/her official. 

Article 44.The establishment of the infringements, the issuing, appeal and the execution of the penalty decrees shall be conducted under the Law for Administrative Violations and Penalties .. 

Article 45. (New - State Gazette, 36/2009) The earnings from fines and penalties for established infringements under this law and under normative acts of its implementation shall be received as income to the authority, which had issued the penalty decree. 

Article 46. (New - State Gazette, 36/2009) (1) The executive director of the Executive Transplant Agency might stop by order conducting of an activity on transplantation for a period of 6 months, in case the medical institution shall not meet the requirements of the medical standart on transplantation of organs, tissues and cells. 

(2) Copy of this order shall be sent to: 

1. the Minister of Health - for the medical institutions under article 13, paragraph 1; 

2. the director of the respective regional healthcare center - for the medical institutions under article 13, paragraph 2; 

3. the respective primary administrator, of which the medical institutions under article 13, paragraph 3 shall be secondary administrators of budgetary credits. 

(3) In case after the term under paragraph 1 continue to infringe the requirements of the medical standart for transplantation of organs, tissues and cells, the excutive director of the Executive Transplant Agency might: 

1. propose to the Minister of Health to delete the activity on transplantation of the respective medical institution from the license for therapeutic activity - for medical institutions under article 13, paragraph 1; 

2. propose to the director of the respective regional healthcare center to delete the activity on transplantation of the respective medical institution from the license for therapeutic activity - for the medical institutions under article 13, paragraph 2; 

3. issue a decree with which to withdraw the certificate for transplantation of the medical institutions under article 13, paragraph 3. 

(4) The decrees under paragraph 1 and 3 might be appealed under the regulation of the Code on administrative Violations and Penalties. 

(5) The appeal of the decrees shall not prevent execution. 

ADDITIONAL PROVISIONS 

(Title amended - State Gazette, 71/2006; amended and 

supplemented, 36/2009) § 1. For the sense of this law: 

1. "Cell" shall mean the smallest functional unit, bUilding up tissues and organs. 

2. "Tissue" shall mean a group of identical by structure and function body cells, which shall be a component of an organ, or shall be able to regenerate. 

3. "Organ" shall mean an integrated, morphologically and functionally specified group of tissues, which fulfils specific function in the body. 

4. "Haemopoetic stem cells" shall mean the cell from which all blood cells originate. 

S. "Recipient" shall mean a person to whom organs, tissues and cells have been transplanted for therapeutic purposes. 

6. "Living donor" shall mean a private entity (a person), from whom are collected organs, tissues and cells intended for transplantation to another person for therapeutic purpose. 

7. "Collecting" shall mean the deriVing by medical methods of organs, tissues and cells from donor's body intended for transplanting, or for other therapeutic, scientific, and teaching purposes in medicine. 

8. 'Transplantation' shall mean the implanting by medical methods of organs, tissues and cells in recipients' body. 

9. "Embryonic organs, tissues and cells" shall mean organs, tissues and cells collected from a human embryo. 

10. "Reproductive organs" shall mean testicles and ovaries, which are intended to create generation and reproduction of individuals. 

11. "Oval cell" shall mean female reproductive cell. 

12. "Sperm cell" shall mean male reproductive cells. 

13. "Informed consent" shall mean voluntary given in written consent for conducting of specific medical activity. The person, who gives the consent, must have received all necessary information on the conducted activity, the expected results from it, as well as explanations on the existing alternative methods for solving the medical problem. 

14. "Bioproducts" shall mean all compounds, cell cultures and products, derived under the provisions of this law by processing organs, tissues and cells from human, or animal origin, which are not pharmaceutical products. 

15. "Biological compatibility" shall mean the established by medical methods possibility the transplanted organs, tissues and cells from one individual to function, without causing acute reaction of rejection of the transplanted organs, tissues and cells. 

16. "Amniotic tissue" shall mean a membrane comprised of epithelium like connective tissue cells, which covers the embryo and forms the amniotic chamber. 

17. (amended completely - State Gazette,36/2009 ) "Autotransplantation" (autologic transplantation) shall mean collecting of tissues and cells from one person and transplanting them to another place of the body of the same person. 

18. "Implantation of artificial organs and tissues" shall mean implanting by medical methods in the body of a person of artificial organs and tissues for therapeutic purpose. 

19. "Advertising" shall mean every announcement in mass media on providing organs, tissues and cells for transplanting. 

20. "Placenta cells" shall be the cells of the organ, through which the fetus breathes oxygen and nutritional compounds and excrete carbon dioxide and other waste compounds during intra uterine development. . 

21. "Self recovering organ" shall mean organ which may recover completely its volume and function after removing part of it. 

22. "Self recovering tissue" shall mean tissue, which may recover its mass after removing part of it. 

23. "Human cadaver' shall mean a body of a human after his/her death. 

24. (New -State Gazette,71/2006) "Serious adverse reaction" shall mean unforeseen reaction in a donor, or a recipient, associated with expertise, collecting, treating, processing preserving, transportation and transplanting organs, tissues and cells, that might lead to death , life-threatening condition, transfer of infectious disease, permanent disability, or disease, that results in prolongation of hospitalization. 

25. (New - State Gazette, 71/2006) Serious incident" shall mean any adverse event associated with expertise, collecting, treating, processing, preserving, transportation, and transplanting of organs, tissues and cells, that might lead to death, life-threatening condition, transfer of infectious disease, permanent disability, or disease, that might lead to prolongation of hospitalization. 

26. (new - State Gazette, 71/ 2006) "Donor" shall mean each source of organs, tissues and cells from human origin. 

27.(New - State Gazette, 71/2006) "Invasive procedure" shall mean any instrumental breaking the entirety of the skin or mucous membranes, that penetrates the human body for collecting and transplanting of organs, tissues and/or cells. 

28. (New - State Gazette, 71/2006 )"Expertise" shall mean actiVity, associated with examinations for assessment of the condition of an organ, tissue and cells, as well as establishing the immune status, availability of disease-bearing microorganisms, chemical or biological SUbstances, that might transfer a certain disease, or intoxication. 

29. (New - State Gazette,71 /2006 ) :Treating" shall mean actiVity for preparation of collected organs, tissues, or cells for transplantation by applying physical, chemical , or biological methods during collecting, or immediately after that, including packaging, which does not change their integrity, or physiological condition. 

30. (New - State Gazette, 71/2006) "Processing" shall mean activity for preparation of collected tissues and cells for transplanting, or deriving of curative substances, by applying 

physical, chemical or biological methods, including packaging, that changes their integrity, or physiological condition. 

31. (New - State Gazette, 71 /2006 ) "Preserving" shall mean activity, associated with usage of physical or chemical processes, or change in the environment to prevent, or retard biological, or physical damage of the collected organs, tissues and cells, including packaging. 32. (New - State Gazette, 71/2006)"Reasonably short period" shall mean the time during which organs, tissues and cells preserve their vitality and might be used for transplantation. 

33. (New - State Gazette,71/2006) "Labeling" shall mean activity on signifying the packaging of organs, tissues and cells aiming at their identification. 

34. (New - State Gazette,71/2006) "Packaging" shall mean isolating by means of suitable materials from the environment of organs, tissues or cells to prevent contamination, or damaging. 

35. (New - State Gazette, 36/2009 ) "Third countries" shall mean countries, that are not members of the European Union, European Economic Area and Swiss. 

36. (New - State Gazette, 36/2009) "System for quality assurance' shall mean a composition of written rules, that determine the consecutiveness of procedures and processes, the kind and quantity of the resources and the responsibility of each participant in the organizational structure, which conducts activities on transplantation. The rules have to be applicable for managing the quality at each stage and in all activities, that directly, or indirectly refer to it. 

37. (New - State Gazette, 36/2009) "ProViding" shall mean a process of distribution, supply and delivery of organs, tissues and cells, intended for transplantation form one medical institution to another. 

38. (New - State Gazette, 36/2009) "Alogenic transplantation" shall mean collecting of cells and tissues from one person and transplanting them to another person. 

§ la. (New - State Gazette, 71 /2006; supplemented 36 /2009) This law shall introduce the regulations of Directive 2004/23/EC of European Parliament and Council concerning establishment of standarts for quality and safety in donation, procurement, control processing, preserving, storage and distribution of human tissues and cells, Directive 2006/86/EO of the Commission from the 24th of October, 2006 for implementation of Directive 2006/86/EO of the European Parliament and of the Council concerning establishment of requirements for traceability, announcement of serious adverse reactions and events and certain technical requirements regarding coding, processing, preserving, storage and proViding of human tissues and cells and Directive 2006/17/EO of the Commission from 8th of February, 2006 concerning establishment of standarts for quality and safety in donation, supply, control, processing, preserving, storage and distribution of human tissues and cells. 

FINAL PROVISIONS 

§ 2. Within one month from enforcing this law, the Council of Ministers shall adopt and the Minister of Health issues the normative acts for its implementation. 

§ 3. In the Public Health Act (promulgated - State Gazette, 88 /1973; corrected, 92 / 1973 ; amended and supplemented, 63/1976 , 28/1983, 66/1985, 27 /1986, 89/1988, 87 and 99 /1989, 15 /1991 ; corrected, 24 /1991 ; amended, 64 /1993, 31 /1994, 36 /1995, 12, 87 and 124 /1997, 21, 70, 71 and 93 /1998, 30, 62, 67, 90 and 113 /1999, 10 and 36/ 2000, 63/2002) the following amendments and supplements shall be made: 

1. In article 3a item 16 shall be established: 

"16. transplantation of organs, tissues and cells" 2. Articles 33 , 33a, 34 and 35 shall be repelled. 

§ 4. I the Law on Health Establishments(promulgated - State Gazette, 62/1999; amended, 88 and 113/1999; corrected, 114/1999, amended, 36, 65 and 108/ 2000, 51 / 

2001 - Decision NQ 11 of the constitutional Court from 2001; amended, 28 and 62 /2002) the following amendments and supplements shall be made: 

1. In article 2, paragraph 1, item-.2 shall be established 

"6. transplantation of organs, tissues and cells." 

2. In articlel0 item 7shall be established: 

"7. tissue bank" 

3. In article 19 , item 4a shall be established: 

"4a. Transplantation of organs, tissues and cells;". 4. Article 28b shall be established: 

"Article 28b. (1) Tissue bank shall be a medical institution, where physician, assisted by other specialists shall collect, test, preserve and process organs, tissues and cells for medical purposes. 

(2) Tissue banks might collect only tissues and cells for transplanting or processing and organs - only for processing. 

(3) The activity of tissue bank shall be conducted in accordance with regulations of the system, activity and internal order, approved by the manager of the medical institution" 

5. Article 36a shall be established: 

"Article 36a. (1) Tissue bank shall be established as a limited liability company, or a joint-stock company and conducts activity, after receiving license under article 51a. 

(2) In the object of activity of the tissue bank mandatory shall be inscribed execution of activities only under article 28b. 

(3) The legal registration of the company shall obligatory include the full signature of the medical institution." 

6. In article 40, paragraph 1 item 11 shall be established: 

"11. Certificate from the Executive Transplant Agency, that the medical institution might perform collecting and transplanting of tissues and cells in accordance with the set up medical standarts, in cases when the medical institution shall conduct such activity" 

7. In article 47 item 12 shall be established: 

"12. Certificate from the Executive Transplant Agency, that the medical institution might perform collecting and transplanting of organs, tissues and cells in accordance with set up medical standarts, in cases, when medical institutions conduct such activity" 

8. Article 51a shall be established: 

"Article 51a. (1) Tissue banks execute activity after receiving license from the director of the Executive Transplant Agency. 

(2) License under paragraph 1 shall be issued on the basis of application to which shall be attached: 

1. the legal decision for registration, certificate for actual legal registration, certificate for tax registration, and unified identification code; 

2. Constitutive act of the company and the regulatory statutes and internal regulations 

of the medical institution; 

3. higher education diplomas of the persons, who shall work in the medical institution; 

4. court reference of the persons, representing the medical institution; 

5. hygienic conclusion for the object by the Hygienic-epidemiological inspection. 

(3) In case the submitted documents under paragraph 2, are incomplete the director of the Executive Transplant Agency shall inform in written the applicant within 15 days, and sets term for removal of the shortage. 

(4) within three months from submission of documents under paragraph 2, the director of the Executive Transplant Agency shall issue license for conducting the activity of the tissue bank, in which the kinds of activities to be executed are specified, or shall give motivated refusal for issuing. 

(5) The refusal might be appealed under regulation of the Law on administrative proceedings. 

(6) The director of the Executive Transplant Agency might by a decree withdraw the issued license in the following cases: 

1. in case the tissue bank executes activity in infringement of this law and the normative acts on its implementation, or perform activities beyond those, specified in the license; 

2. on request of the tissue bank; 

3. when the tissue bank stops its activity. 

(7) The decree of the director of the Executive Transplant Agency under paragraph 6, item 1 might be appealed under the regulations of the Law on administrative proceedings. (8) The appeal shall not prevent execution. 

9. In article 63, paragraph 5 the words "article 10, item 4, 5 and 6" shall be substituted by "article 10, item 4, 5, 6 and 7". 

10. In article 86, paragraph 1 the words "and diagnostic-consultative centers" are shall 

be substituted by"diagnostic-consultative centers and tissue banks". 

§ 5. The implementation of the law shall be assigned to the Minister of Health. § 6. The law shall come in force from 1st January 2004. 

This law is approved by XXXIXth National Assembly on 30th July 2003, approved repeatedly on 11th September 2003 and is sealed with the Official Seal of the National Assembly. 

TRANSITIONAL AND FINAL PROVISIONS to the Law on alteration and amendment of The Law on transplantation of organs, tissues and cells 

(State Gazette,71/ 2006 r., in force from 1.01.2007 ) 

§ 26. (1) The Council of Ministers amends and supplements the regulatory statute of the Executive Transplant Agency in accordance with law within one month after the law is put in force. 

(2) Within 6 months after this law is put in force, the Minister of Health issues the normative acts for its implementation. 

§ 27. (1) The Ministry of Health informs the Bulgarian citizens in a comprehensive manner for the conditions and order of collecting and transplanting organs, tissues and cells till 31st March, 2007. 

(2) Informing under paragraph 1 is carried out under conditions and order, set up in regulation of the Minister of Health. 

§ 28. (In force from the date of coming in force the European Union Membership Agreement for Republic of Bulgaria) The first report under article 11, paragraph 5, item 16, shall be submitted to the European Commission by the Executive Transplant Agency till ih of April, 2009. 

§ 30. This law is in force from the 1st of January 2007, with the exception of the regulations under § 4, item 3, "d" - concerning items 15 and 16, and § 28, which come in force from the date of enforcement of European Union Membership Agreement. 

