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Health Functional Food Act 

Enacted by Act No. 6727, Aug. 26, 2002 

Amended by Act No. 7211, Mar. 22, 2004 

Amended by Act No. 7428, Mar. 31, 2005 

Amended by Act No. 8033, Oct. 4, 2006 

Amended by Act No. 8365, Apr. 11, 2007 

Chapter Ⅰ     General Provisions 

Article 1 (Purpose) The purpose of this Act is to contribute to the improvement of national health and the consumer protection by ensuring safety, improving quality, and seeking sound distribution and sales of health functional food. 

Article 2 (Responsibility) (1) The State and the local governments shall establish reasonable policies that the public is provided health functional food with good quality and proper information thereof, and direct and supervise persons who manufacture, process, import, or sell health functional food (hereinafter referred to as “business person”). 

(2) Any business person shall provide health functional food with good quality in a safe and sound manner pursuant to the related Acts and subordinate statutes. 

Article 3 (Definitions) For the purpose of this Act, the definitions of terms shall be as follows: 

1. The term “health functional food” means food manufactured or processed in a form of tablet, capsule, powder, granule, liquid or pill, etc. with ingredients or components, that possess the functionality useful for human body. 

2. The term “functionality” means gaining useful effect on health purposes by the adjustment of nutrients or the physiological effect, etc. for human body structure and function. 

3. The term “labeling” means letters, figures or diagrams described upon the container or the package of health functional food (including accompanying articles and contents; hereinafter the same shall apply). 

4. The term “advertising” means any conduct which shows or announces information of health functional food by radio, TV, newspaper, magazine, voice, sound, image, internet, printed matter, signboard or other methods. 

5. The term “business” means, as a business, the manufacturing (including any case of processing; hereinafter the same shall apply), importing or selling (including supplying for a large number of unspecified persons free of charge; hereinafter the same shall apply) of health functional food. 

Chapter Ⅱ     Business 

Article 4 (Business types and facilities criteria) (1) Any person who intends to operate any the following business shall have the facilities suitable for such criteria as prescribed by the Ordinance of the Ministry of Health and Welfare: 

1. Health functional food manufacture business 

2. Health functional food import business 

3. Health functional food sales business 

(2) The detailed types and scope of the business as referred to in paragraph (1) shall be prescribed by the Presidential Decree. 

Article 5 (Business permission, etc.) (1) Any person who intends to carry on the health functional food manufacture business as prescribed in Article 4(1)1 shall equip each business establishment with the facilities in accordance with the provisions of Article 4 under the Ordinance of the Ministry of Health and Welfare, and obtain a permission from the Commissioner of the Food and Drug Administration. The same shall also apply to a case for the modification of any matter as prescribed by the Presidential Decree. 

(2) Where a person, who has obtained the business permission under paragraph (1), intends to discontinue the business or modify any matter as prescribed by the Ordinance of the Ministry of Health and Welfare from among permitted matters, the person shall report it to the Commissioner of the Food and Drug Administration. 

(3) Matters necessary for the procedure, etc. of the business permission, the modification permission and the modification report as referred to in paragraphs (1) and (2) shall be prescribed by the Ordinance of the Ministry of Health and Welfare. 

Article 6 (Business report, etc.) (1) Any person who intends to carry on the health functional food import business as prescribed in Article 4(1)2 shall equip each business establishment with the facilities in accordance with the provisions of Article 4 under the Ordinance of the Ministry of Health and Welfare, and report to the Commissioner of the Food and Drug Administration. 

(2) Any person who intends to carry on the health functional food sales business as prescribed in Article 4(1)3 shall equip each business establishment with the facilities in accordance with the provisions of Article 4 under the Ordinance of the Ministry of Health and Welfare, and report to the Special Metropolitan City Mayor, Metropolitan City Mayor, or Do governor (hereinafter referred to as “Mayor/Do governor”). Provided, That if a health functional food is sold at a pharmacy which is established and registered under Article 20 of the 「Pharmaceutical Affairs Act」, this shall not apply. <Amended on March 22, 2004, April 11, 2007> 

(3) In case of the business closure or the modification of any matter as prescribed by the Ordinance of the Ministry of Health and Welfare, a person who has reported under paragraph (1) shall report to the Commissioner of the Food and Drug Administration and a person who has reported under paragraph (2) shall report to the Mayor/Do Governor. 

(4) Matters necessary for the procedure, etc. of the business report and the modification report as referred to in paragraphs (1) through (3) shall be prescribed by the Ordinance of the Ministry of Health and Welfare. 

Article 7 (Item manufacture report, etc.) (1) Where a person, who has obtained the permission for health functional food manufacture business under Article 5(1), intends to manufacture a health functional food, the person shall report matters as prescribed by the Ordinance of the Ministry of Health and Welfare, such as the manufacturing method document of such item, etc. to the Commissioner of the Food and Drug Administration. The same shall also apply to a case where the person intends to modify any matter as prescribed by the Ordinance of the Ministry of Health and Welfare from among the reported matters. 

(2) Matters necessary for the procedure, etc. of the item manufacture report and the modification report as referred to in paragraph (1) shall be prescribed by the Ordinance of the Ministry of Health and Welfare. 

Article 8 (Health functional food import report, etc.) (1) Any person who intends to import health functional food for business use shall report to the Commissioner of the Food and Drug Administration under the Ordinance of the Ministry of Health and Welfare. 

(2) If there is any reason as prescribed by the Ordinance of the Ministry of Health and Welfare, the Commissioner of the Food and Drug Administration shall have relevant public officials or examination laboratories conduct the necessary examination of the health functional food as reported under paragraph (1) before the customs clearance procedure is completed. 

(3) Notwithstanding paragraph (2), the Commissioner of the Food and Drug Administration may exempt from the whole or part of the examination in case where the health functional food as reported under paragraph (1) falls under any of the following subparagraphs: 

1. Where the Commissioner of the Food and Drug Administration has confirmed in advance and publicly announced (hereinafter referred to as “imported health functional food pre-confirmed registration”) that it satisfies with the facilities criteria and the standards and specifications as prescribed in Articles 4, 14, 15, and 17 and that it does not correspond to matters of the prohibition of advertising and sales as prescribed in Articles 18 and 23 through 25; 

2. Where the examination is carried out by a food sanitation examination laboratory designated by the Commissioner of the Food and Drug Administration pursuant to Article 18 of the Food Sanitation Act (hereinafter referred to as “examination laboratory”) or a foreign examination laboratory recognized and publicly announced by the Commissioner of the Food and Drug Administration, and the written result of such examination or the certificate thereof is submitted; and 

3. Where it falls under any reason as prescribed by the Ordinance of the Ministry of Health and Welfare, which is other matters corresponding to subparagraphs 1 and 2. 

(4) Matters necessary for the import report procedure as referred to in paragraph (1), the type, object and method of examination as referred to in paragraph (2), and the standards and designation procedures of the imported health functional food pre-confirmed registration as referred to in paragraph (3), etc. shall be prescribed by the Ordinance of the Ministry of Health and Welfare. 

Article 9 (Restrictions on business permission, etc.) (1) In case falling under any of the following subparagraphs, no business permission shall be granted as prescribed in Article 5(1): 

1. Where a person, for whom a period of six months has not elapsed since the business permission was revoked under any of subparagraphs of Article 32(1) (excluding subparagraph 9. Hereinafter this shall apply to this Article and Articles 34 and 35), intends to carry on the same kind of business as the revoked one at the same business establishment. Provided, That if the business permission has been revoked due to a removal of the entire business facilities, this shall not apply; 

2. Where a person (including its representative in case of a juridical person), for whom a period of one year has not elapsed since the business permission was revoked under any of subparagraphs of Article 32(1), intends to carry on the same kind of business as the revoked one; and 

3. Where a person (including its representative in case of a juridical person), who intends to obtain a business permission, is incompetent or is declared bankrupt and not yet reinstated. 

(2) In case falling under any of the following subparagraphs, no business report shall be filed under Articles 6(1) and 6(2). 

1. Where a person, for whom a period of six months has not elapsed since the order of business establishment closure was issued under any of subparagraphs of Article 32(1), intends to carry on the same kind of business as one subject to such order at the same business establishment. Provided, that if the order of business establishment closure has been issued due to a removal of the entire business facilities, this shall not apply; 

2. Where a person (including its representative in case of a juridical person), for whom a period of one year has not elapsed since the order of business establishment closure was issued under subparagraphs of Article 32(1), intends to carry on the same kind of business as one subject to such order; and 

3. Where a person (including its representative in case of a juridical person), who intends to file a business report, is incompetent or is declared bankrupt and not yet reinstated. 

Article 10 (Compliance matters of business person) (1) For the purpose of ensuring safety and controlling quality of health functional food, maintaining distribution order thereof, and promoting the public health, any business person shall: 

1. Control the manufacturing facilities and products (including raw materials) in order to prevent hazards and to ensure safety for public health; 

2. Not sell any product whose sell-by-date has been passed, display or store such product for sale, or use such product for manufacturing health functional food; 

3. Exchange any product that is rotten, deteriorated, or disposed, or whose sell-by-date has been passed, unless there is any justifiable reason; 

4. Not act to sell any product by stirring up speculative spirit, such as providing sales promotion gift or free gift, etc.; and 

5. Comply with matters as prescribed by the Ordinance of the Ministry of Health and Welfare, which are other matters corresponding to subparagraphs 1 through 4, for the purpose of ensuring safety and controlling quality of health functional food, and promoting the public health. 

(2) A health functional food manufacture business person shall notify the Commissioner of the Food and Drug Administration of the production records, etc. pursuant to the Ordinance of the Ministry of Health and Welfare. 

Article 11 (Business succession) (1) Where a business person transfers his business or ceases to live, or juridical persons are merged, the transferee or the heir, or the juridical person surviving the merger or newly established by the merger shall succeed to the status of the previous business person. 
(2) Any person who has acquired all of the business facilities and equipments by auction under the Civil Execution Act, transfer under the Debtor Rehabilitation and Bankruptcy Act, sale of property seized under the National Tax Collection Act, the Customs Act, or the Local Tax Act, or a procedure corresponding to it, shall succeed to the status, under this Act, of the previous business person. <Amended on March 31, 2005> 

(3) Any person who succeeds to the status of the previous business person under paragraph (1) or (2) shall report to the Commissioner of the Food and Drug Administration or the Mayor/Do Governor within one month pursuant to the conditions as prescribed by the Ordinance of the Ministry of Health and Welfare. 

(4) Articles 9(1) and 9(2) shall apply mutatis mutandis to the succession as referred to in paragraphs (1) and (2). Provided, that if the heir falls under Article 9(1)3 or 9(2)3, this shall not apply for three months from the day an inheritance has commenced. 

Article 12 (Quality manager) (1) Any person who intends to carry on business with the health functional food manufacture business permission under Article 5(1) shall employ a quality manager pursuant to the Ordinance of the Ministry of Health and Welfare (hereinafter referred to as “quality manager”). 

(2) A quality manager shall direct persons who engage in the health functional food manufacture in order to prevent the violation of this Act, or orders issued or sanctions imposed under this Act, and maintain products and facilities to be sanitary. 

(3) Any person who carries on the health functional food manufacture business shall not obstruct a quality manager's works under paragraph (2), and, when the quality manager requests a cooperation in the execution of works, shall comply with such request unless there is any justifiable reason. 

(4) Any person who carries on the health functional food manufacture business shall, in case of appointing a quality manager or dismissing him from his office, report to the Commissioner of the Food and Drug Administration pursuant to the Ordinance of the Ministry of Health and Welfare. 

(5) Matters necessary for the qualification criteria, duties, etc. of quality manager shall be prescribed by the Presidential Decree. 

Article 13 (Education) (1) The Minister of Health and Welfare may, if deemed necessary to prevent hazards for national health, order a business person and the employees to receive an education on ensuring safety of the health functional food and the quality management thereof. 

(2) Any person who intends to carry on the business under Article 4 shall receive in advance an education on ensuring safety of the health functional food and the quality management thereof. Provided, That in case where a person is unable to receive in advance such education due to any reason as prescribed by the Ordinance of the Ministry of Health and Welfare, the person may receive such education after the commencement of business under the conditions as determined by the Minister of Health and Welfare. 

(3) Any person who has appointed as a quality manager under Article 12 shall regularly receive an education on ensuring safety of the health functional food, the quality management thereof, etc. 

(4) Any person, from among those who have to receive an education under paragraph (1), who intends to carry on the business in more than two places or who is unable to receive an education due to any reason as prescribed by the Ordinance of the Ministry of Health and Welfare, may designate a person in charge, from among employees, to receive such education. 

(5) Matters necessary for the education institution, the contents of education, the collection of required expenses, etc. as referred to in paragraphs (1) through (3) shall be prescribed by the Ordinance of the Ministry of Health and Welfare. 
Chapter Ⅲ     Standards and Specifications, Labeling and Advertising, etc. 

Article 14 (Standards and specifications) (1) The Commissioner of the Food and Drug Administration shall establish and publicly announce the standards and specifications for manufacture and use, storage, etc. of health functional food for sale. 

(2) With respect to the standards and specifications of food, whose standards and specifications are not announced publicly under paragraph (1), the Commissioner of the Food and Drug Administration may recognize the standards and specifications of a health functional food through an examination by an examination laboratory after having a business person prescribed under Article 5(1) or 6(1) provide data on the standards and specifications, the safety, the functionality, etc. of such food. 

(3) Notwithstanding the provisions of paragraphs (1) and (2), the standards and specifications of health functional food for the export purpose may be subject to those as required by the importers. 

(4) Matters necessary for the standards and methods, the procedure, etc. for recognition as referred to in paragraph (2) shall be determined by the Commissioner of the Food and Drug Administration. 

Article 15 (Recognition of ingredients, etc.) (1) The Commissioner of the Food and Drug Administration shall determine and publicly announce the ingredients or the components of health functional food intended for sale. 

(2) With respect to the ingredients or the components of health functional food, which are not announced publicly under paragraph (1), the Commissioner of the Food and Drug Administration may recognize the ingredients or the components of health functional food after having a business person prescribed under Article 5(1) or 6(1) provide data on the safety, the functionality, etc. of such ingredients or such components. 

(3) Matters necessary for the standards and methods, the procedure, etc. for recognition as referred to in paragraph (2) shall be determined by the Commissioner of the Food and Drug Administration. 

Article 16 (Deliberation of labeling and advertising of functionality) (1) Any person who intends to label and advertise the functionality of health functional food shall be deliberated in accordance with the standards of labeling and advertising deliberation of health functional food, and the methods and procedures thereof decided by the Commissioner of the Food and Drug Administration. 

(2) The Commissioner of the Food and Drug Administration may entrust the works for the deliberation of labeling and advertising of functionality of health functional food as referred to in paragraph (1) to an association which is established under Article 28. 

Article 17 (Standards of label) (1) Any container or package of health functional food shall bear a label containing-: <Amended on October 4, 2006> 

1. letters of health functional food or diagram that stands for health functional food; 

2. the functional components or the nutrients, and the ratio of the recommended daily amounts (limited to the case where the recommended daily amounts is set up); 

3. the consumption amount, the consumption method, and the warning notice for consumption; 

4. the sell-by-date and the storage method; 

5. an disclaim that it is not a medicine for preventing and curing disease; and 6. other matters determined by the Commissioner of the Food and Drug Administration. 

(2) The Commissioner of the Food and Drug Administration shall determine and publicly announce the matters necessary for the method of labeling, etc. as referred to in paragraph (1). 

Article 18 (Prohibition of false or exaggerated labeling and advertising) (1) With respect to name, raw materials, manufacturing method, nutrients, components, usage method, quality, etc. of health functional food, no business person shall make false or exaggerated labeling or advertising falling under any of the following subparagraphs: 

1. Labeling or advertising which may cause to mislead or confuse that it is efficient and effective in preventing and curing disease, or it is a medicine; 

2. Labeling or advertising which is not truthful or exaggerated; 

3. Labeling or advertising which may cause consumers to be deceived, misled, or confused; 

4. Labeling or advertising with the name solely used for medicines (including prescriptions of Korean oriental medicine); and 

5. Labeling or advertising whose contents have not been deliberated or which is different in contents from what was deliberated under Article 16(1). 

(2) Matters necessary for the scope of false or exaggerated labeling and advertising, etc. as referred to in paragraph (1) shall be prescribed by the Ordinance of the Ministry of Health and Welfare. 

Article 19 (Official book of health functional food) The Commissioner of the Food and Drug Administration shall prepare and disseminate the official book of health functional food containing the standards and specifications of health functional food as prescribed under Article 14, the ingredients and the components as prescribed under Article 15, and the standards of label as prescribed under Article 17. 

Chapter Ⅳ     Inspection, etc. 
Article 20 (Entry; inspection; collection; etc.) (1) The Commissioner of the Food and Drug Administration (including the heads of his subordinate agencies as prescribed by the Presidential Decree) or Mayor/Do governor may, if deemed necessary, have any business person or other person concerned make a necessary report, or have a relevant public official enter a business place, office, warehouse, factory, storehouse, retail store or similar place to inspect raw materials, product, container and package, intended for sale or used for business, or a manufacturing or business facilities, etc., collect a minimum quantity of raw materials, product, containers and packages, etc. as required for examination without compensation, and peruse books or documents related to the business as the occasion arises. 

(2) Any relevant public official who intends to enter, inspect, collect or peruse under paragraph (1) shall carry an identification verifying his authority and present it to persons concerned. 

Article 21 (Responsibility of self quality examination) (1) Any person who has obtained a permission for the health functional food manufacture business as referred to in Article 5 (1) shall examine whether or not his manufactured health functional food conforms to the standards and specifications described in Article 14 under the conditions as prescribed by the Ordinance of the Ministry of Health and Welfare, and keep the records. 

(2) If it is improper that a person required to inspect under paragraph (1) carries out such self examination, the Commissioner of the Food and Drug Administration may entrust such examination to an examination laboratory. 

(3) Matters necessary for the examination items, the examination procedure, etc. as referred to in paragraphs (1) and (2) shall be prescribed by the Ordinance of the Ministry of Health and Welfare. 

Chapter Ⅴ     Good Manufacturing Practices, etc. 

Article 22 (Good Manufacturing Practices, etc.) (1) For the purpose of manufacturing and quality control of good health functional food, the Commissioner of the Food and Drug Administration may determine and publicly announce the standards of manufacturing and quality control of good health functional food (hereinafter referred to as “Good Manufacturing Practices”). 

(2) The Commissioner of the Food and Drug Administration may designate and publicly announce the Good Manufacturing Practices application business establishment, when a person with a permission for the health functional food manufacture business as referred to in Article 5 (1) complies with the Good Manufacturing Practices under paragraph (1). 

(3) Matters necessary for the designation procedure of the Good Manufacturing Practices application business establishment, the education and training for business persons and the employees, etc. shall be prescribed by the Ordinance of the Ministry of Health and Welfare. 

(4) In case where a Good Manufacturing Practices application business establishment falls under any of the following subparagraphs, the Commissioner of the Food and Drug Administration may revoke the designation or order to rectify it: 

1. Where it fails to comply with the Good Manufacturing Practices; 

2. Where it is imposed a business suspension or heavier administrative measures under Article 32; 

3. Where the business person and the employees fail to receive an education and training under paragraph (3); and 

4. Where it fails to observe any other matter as prescribed by the Ordinance of the Ministry of Health and Welfare for the purpose of managing effectively the Good Manufacturing Practices application business establishment. 

(5) No person, not designated as a Good Manufacturing Practices application business establishment, shall make labeling or advertising with the title of the Good Manufacturing Practices application business establishment or similar contents. 

(6) The Commissioner of the Food and Drug Administration may exempt the Good Manufacturing Practices application business establishment from the entry and inspection under Article 20 within a certain period of time as prescribed by the Ordinance of the Ministry of Health and Welfare, or give financial supports to improve business facility, etc. 

(7) The expenses required for the education and training, etc. under paragraph (3) may be charged to the recipients. 

Chapter Ⅵ     Prohibition of Sales, etc. 

Article 23 (Prohibition of sales, etc. of health functional food injurious to health) No health functional food shall be sold or manufactured, imported, used, stored, transported or displayed for sale- 

1. If it is rotten or spoiled so that it may injure the health of the human body; 

2. If it contains or is adhered with any poisonous or detrimental substance, or if there is any possibility thereof, except that this subparagraph shall not apply in case where the Commissioner of the Food and Drug Administration deems that it is not injurious to health of the human body; 

3. If it is or may be contaminated with any pathogenic microorganism so that it may injure the health of the human body; 

4. If it may injure the health of the human body because it is filthy, any foreign substance is mixed or added, or there is any other reason; 

5. If it is manufactured by a person without business permission in case where it is required to obtain a permission for business under Article 5 (1); or 

6. If it is prohibited from importing or is imported without report in cases where it is required of import report under Article 8. 

Article 24 (Prohibition of selling, etc. of the health functional food which violates the standards and specifications) 
(1) Any business person shall manufacture, use, or store the health functional food, whose standards and specifications are determined in Articles 14 (1) and (2), in accordance with such standards and specifications, and shall not sell or manufacture, import, use, store, transport or display for sale any health functional food which does not comply with such standards and specifications. 

(2) No business person shall manufacture a health functional food with ingredients, solely used for medicines, or whose combination, mixture ratio or content is identical with or similar to medicine, or import, sell, or display such health functional food. 

(3) The Commissioner of the Food and Drug Administration shall prescribe the detailed standards and scope of the ingredients solely used for medicines and the health functional food similar to medicines, etc. as referred to in paragraph (2). 

Article 25 (Prohibition of sales etc. of health functional food violated the standards of label) No business person shall sell or manufacture, import, display, transport, or use for sale any health functional food violated the standards of label prescribed in Article 17. 

Article 26 (Prohibition of analogous labeling, etc.) If it is not a health functional food, no one shall make labels upon its container or package, or advertising which may mislead public into thinking that it has food and nutritional․physiological functions and effects, etc. for the human body structure and function, or sell, store or display for sale anything that is labeled or advertised as one analogous to health functional food. 

Chapter Ⅶ     Establishment of Health Functional Food Deliberation Committee and Associations 

Article 27 (Health Functional Food Deliberation Committee) (1) The Health Functional Food Deliberation Committee shall be established in the Ministry of Health and Welfare to research and deliberate on the following matters at the request of the Minister of Health and Welfare or the Commissioner of the Food and Drug Administration: 

1. Matters relating to the policies on health functional food; 

2. Matters relating to the standards and specifications for health functional food; 

3. Matters relating to the labeling and advertising of health functional food; and 

4. Other important matters relating to health functional food. 

(2) The Health Functional Food Deliberation Committee may appoint research fellows to research and study on the standards and specifications, the labeling and advertising of health functional food, etc. 

(3) Matters necessary for the organization and operation of the Health Functional Food Deliberation Committee as referred to in paragraphs (1) and (2) shall be prescribed by the Presidential Decree. 

Article 28 (Establishment of associations) (1) Business persons may establish an association by type of business as determined by the Presidential Decree in order to contribute to ensuring safety and improving quality of health functional food, and improving the public health by promoting a sound development of such business. 

(2) The association shall be a juridical person. 

(3) In case where intending to establish an association, the promoters of more than 1/10 (20 persons in case of exceeding 20) of persons eligible for members shall prepare the articles of association under the conditions as prescribed by the Presidential Decree, and obtain an authorization for its establishment from the Minister of Health and Welfare. 

Chapter Ⅷ     Administrative Sanctions such as Order of Correction and Revocation of Permission, etc. 

Article 29 (Order of correction) The Commissioner of the Food and Drug Administration or the Mayor/Do governor may, if deemed necessary, issue an order of correction to a person who does not observe the provisions of this Act. 

Article 30 (Sanction of disposal, etc.) (1) If a business person violates the provisions of Articles 23 through 26, the Commissioner of the Food and Drug Administration or the Mayor/Do governor may have relevant public officials seize or dispose such health functional food, or order the business person to take measures necessary for eliminating any hazard to food sanitation. 

(2) The Commissioner of the Food and Drug Administration or the Mayor/Do governor may have relevant public officials seize or dispose such health functional food as manufactured or such apparatus, containers or packages, etc. as used for it, without obtaining permission in a case where it is required under Article 5 (1). 

(3) When any hazard to sanitation has occurred or is deemed to occur, the Commissioner of the Food and Drug Administration or the Mayor/Do governor may order the business person to recall or dispose such health functional food in circulation, or to change the ingredients, manufacturing method, components or mixture ratio thereof of health functional food. 

(4) In the case of the seizure or disposal as referred to in paragraphs (1) and (2), the relevant public official shall carry an identification verifying his authority and present it to the persons concerned. 

(5) Matters necessary for the seizure or disposal as referred to in paragraphs (1) and (2), the standards applying to the health functional food to be recalled under paragraph (3), etc. shall be determined by the Ordinance of the Ministry of Health and Welfare. 

Article 31 (Order to improve or repair facilities, etc.) (1) If business facilities do not conform to the standards as prescribed in Article 4 (1), the Commissioner of the Food and Drug Administration or the Mayor/Do governor may order the business person to improve or repair the facilities within a prescribed period. 

(2) If the owner of a building is not the business person, the former shall cooperate fully with the latter in improving or repairing the facilities according to an order issued under paragraph (1). 

Article 32 (Revocation of permission, etc.) (1) The Commissioner of the Food and Drug Administration or the Mayor/Do governor may revoke the business permission, suspend the whole or part of the business with fixing a period not exceeding six months, or order a business establishment closure (limited to a business as reported under Article 6; hereafter the same shall apply in this Article) under the conditions as prescribed by the Presidential Decree, if a business person-: 
1. violates the provisions of Article 5(1)(latter part), 7(1)(former part), 8(1), 10(1) (excluding subparagraphs 1 and 5), or 11(3); 

2. violates the provisions of 12(1); 

3. violates the provisions of 18(1); 

4. fails to carry out the self quality examination under Article 21; 

5. violates the provisions of 22(5); 

6. violates the prohibitions of selling and analogous labeling, etc. under Article 23, 24(1) and (2), 25 or 26; 

7. violates an order issued under Article 29, 30(1) and (3), 31(1) or 33(1); 

8. continues to carry on the business in violation of the business suspension order; or 

9. continues to suspend his business for six months or more without any justifiable reason. 

(2) The detailed criteria for administrative sanction as referred to in paragraph (1) shall be determined by the Ordinance of the Ministry of Health and Welfare considering the types, degree, etc. of violation, 
Article 33 (Suspension of item manufacturing, etc.) (1) If a business person violates the provisions of Article 18(1), 21(1), 23, 24(1) and (2), 25 or 26, the Commissioner of the Food and Drug Administration may order the business person to suspend the manufacturing of the item or items concerned (referred to all items manufactured under application of the same standards and specifications as those determined under Article 14; hereinafter the same shall apply), with fixing a period not exceeding six months, under the conditions as pre-scribed by the Presidential Decree. 

(2) The detailed criteria for administrative sanction as referred to in paragraph (1) shall be determined by the Ordinance of the Ministry of Health and Welfare considering the types, degree, etc. of violation. 

Article 34 (Succession to effect of administrative sanction) In case where a business person transfers his business or juridical persons are merged, the effect of an administrative sanction taken against the previous business person for his violation of Article 32 (1) or 33 (1) shall be succeeded to the transferee or the juridical person surviving the merger for a year from the day on which the sanction period is terminated, and if the procedure for the administrative sanction is pending, it may proceed against such transferee or juridical person. 

Article 35 (Closure measures, etc.) (1) If a person carries on a business without obtaining permission or reporting in violation of the provisions of Article 5(1)(former part) or 6(1) and (2), or continues to carry on the business after the permission is revoked or an order of business establishment closure is issued under Article 32(1), the Commissioner of the Food and Drug Administration or the Mayor/Do governor may have relevant public officials take the following measures for closing the business establishment in question: 
1. To remove or delete a signboard or other business marks of such business establishment; 

2. To post a notice, etc. announcing that such business establishment is not a legal establishment; and 

3. To put the seal on facilities of such business establishment and other apparatus, etc. used for the business, for the prohibition of their use. 

(2) If it is deemed unnecessary to continue sealing after administering it under paragraph (1)3, or the business person or his agent promises to close such business establishment or otherwise requests the release of sealing by presenting any justifiable reason, the Commissioner of the Food and Drug Administration or the Mayor/Do governor may release such sealing. This provision shall also apply to a case of notice, etc. as referred to in paragraph (1)2. 

(3) If the Commissioner of the Food and Drug Administration or the Mayor/Do governor intends to take measures under paragraph (1), he shall, in advance, notice in writing to the business person or his agent in question, unless there is any reason determined by the Ordinance of the Ministry of Health and Welfare. 

(4) The measures taken under paragraph (1) shall be limited to a minimum extent as required to close the business. 

(5) In a case as referred to in paragraph (1), the relevant public official shall carry an identification verifying his authority and present it to the persons concerned. 

Article 36 (Hearing) If the Commissioner of the Food and Drug Administration or the Mayor/Do governor intends to impose a sanction of business permission revocation or order of business establishment closure under Article 32(1), he shall hold a hearing. 

Article 37 (Penalty surcharge) (1) If a business person falls under any of subparagraphs of Article 32(1) (excluding subparagraphs 8 and 9) or 33(1), the Commissioner of the Food and Drug Administration or the Mayor/Do governor may impose a penalty surcharge not exceeding two hundred million won in lieu of a sanction of business suspension or item or items manufacturing suspension under the conditions as prescribed by the Presidential Decree, except in a case where he falls under Article 32(1) or 33(1) for violating the provisions of Article 5(1)(latter part), 10(1), 18(1), 23, 24(1) and (2), 25 or 26, which is determined by the Ordinance of the Ministry of Health and Welfare. 

(2) Matters necessary for the amount of penalty surcharge depending on the cases, degree, etc. of violation on which the penalty surcharge is imposed under paragraph (1), etc. shall be determined by the Presidential Decree. 

(3) If the penalty surcharge as referred to in paragraph (1) is not paid by the due date, the Commissioner of the Food and Drug Administration or the Mayor/Do governor shall cancel the penalty surcharge as referred to in paragraph (1) and impose a sanction of business suspension, etc. under Article 32 or 33. 

(4) Of the penalty surcharge collected under paragraphs (1), that imposed and collected by the Commissioner of the Food and Drug Administration shall be reverted to the State, and that imposed and collected by the Mayor/Do governor to the Food Promotion Fund of City/Do (referring to the Food Promotion Fund under Article 71 of the Food Sanitation Act). 

(5) In a case where the Mayor/Do governor has delegated the authority to impose and collect the penalty surcharge as referred to in paragraph (1) to the head of Si/Gun/Gu under Article 41, the Mayor/Do governor may grant the required expenses to the head of local government under the conditions as prescribed by the Presidential Decree. 

Chapter Ⅸ     Supplementary Provisions 

Article 38 (Relations with other Acts) (1) Except for providing in this Act, the standards and specifications for food additives prescribed in Article 7 of the Food Sanitation Act shall apply mutatis mutandis to food additives used for health functional food, the reexamination of food, etc. prescribed in Article 17-2 of the same Act shall apply mutatis mutandis to matters relating to the reexamination of health functional food, the designation of food sanitation examination laboratory prescribed in Article 18 of the same Act shall apply mutatis mutandis to matters relating to the designation of health functional food examination laboratory, the food sanitation inspectors prescribed in Article 20 of the same Act shall apply mutatis mutandis to the health functional food sanitation inspectors, the honorary food sanitation inspectors prescribed in Article 20-2 of the same Act shall apply mutatis mutandis to the honorary health functional food sanitation inspectors, the medical examination prescribed in Article 26 of the same Act shall apply mutatis mutandis to the medical examination, the voluntary recall of food, etc. prescribed in Article 31-2 of the same Act shall apply mutatis mutandis to matters relating to the voluntary recall of health functional food, the hazard analysis critical control point system prescribed in Article 32-2 of the same Act shall apply mutatis mutandis to matters relating to the hazard analysis critical control point system, the publication prescribed in Article 56-2 of the same Act shall apply mutatis mutandis to matters relating to the publication, and the investigation and report on food poisoning prescribed in Article 67 of the same Act shall apply mutatis mutandis to matters relating to the investigation and report on food poisoning. 

(2) If a person violates the provisions of the Food Sanitation Act applicable mutatis mutandis under paragraph (1), the order of correction under Article 55 of the same Act, the sanction of disposal, etc. under Article 56 of the same Act, the revocation of permission, etc. under Article 58 of the same Act, or the suspension of item manufacturing, etc. under Article 59 of the same Act, may be imposed, and the person may be punished under Articles 75, and 78 through 80 of the same Act. 

Article 39 (State subsidy) The Minister of Health and Welfare or the Commissioner of the Food and Drug Administration may assist the whole or part of the following expenses within the limit of budget: 

1. Expenses required for the collection of health functional food, etc. under Article 20(1); 

2. Expenses needed for the finance support, etc. for the business facilities of the Good Manufacturing Practices application business establishment under Article 22(6); 

3. Expenses required for the quality improvement of health functional food, the prevention of false or exaggerated labeling and advertising thereof, the promotion of research and development thereof, etc.; and 

4. Expenses required for the private organization activities in order to improve safety of health functional food. 

Article 40 (Payment of reward money) The Commissioner of the Food and Drug Administration or the Mayor/Do governor may pay the reward money, under the criteria as determined by the Ordinance of the Ministry of Health and Welfare, to a person who reports to or informs a relevant administrative agency or criminal investigation agency on an offender who violates the provisions of Article 5(1), 6(1) and (2), or 23 through 26. 

Article 41 (Delegation and entrustment of authority) (1) The Commissioner of the Food and Drug Administration may delegate part of his authority as prescribed in this Act to the Commissioner of the Regional Food and Drug Administration or entrust it to the head of the National Quarantine Service under the conditions as prescribed by the Presidential Decree. 

(2) The Mayor/Do governor may delegate part of his authority as prescribed in this Act to the head of local government under the conditions as prescribed by the Presidential Decree. 

(3) The Minister of Health and Welfare or the Commissioner of the Food and Drug Administration may entrust part of his authority as prescribed in this Act to the association, as referred to in Article 28, under the conditions as prescribed by the Presidential Decree. 

Article 42 (Fees, etc.) Any person who intends to obtain a permission, file a report, file an application, or undergo an examination, falling under one of the following subparagraphs, shall pay the fees as determined by the Ordinance of the Ministry of Health and Welfare: 

1. Business permission, modification permission under Article 5(1) or modification report under Article 5(2); 

2. Business report or modification report under Article 6(1) through (3); 

3. Item manufacturing report or modification report under Article 7; 

4. Import report, examination or imported health functional food pre-confirmed registration application under Articles 8(1) through (3); 

5. Examination for recognizing the standards and specifications, the ingredients, etc. under Article 14(2) or 15(2); 

6. Application for deliberation of functionality labeling and advertising under Article 16 (1); 

7. Entrusted self quality examination under Article 21(2); and 

8. Application for designation of the Good Manufacturing Practices application business establishment. 

Chapter Ⅹ     Penal Provisions 

Article 43 (Penal provisions) Any person who violates the provisions of Article 5(1) or 23 shall be punished by imprisonment for not more than seven years or a fine not exceeding one hundred million won. In this case, imprisonment and a fine may be imposed concurrently. 

Article 44 (Penal provisions) Any person who falls under any of the following subparagraphs, shall be punished by imprisonment for not more than five years or a fine not exceeding fifty million won. In this case, imprisonment and a fine may be imposed concurrently: 

1. A person who carries on business without filing such report required by Article 6(1) or 6(2); 

2. A person who manufactures and sells a product without filling an item manufacturing report required by the former part of Article 7(1); 

3. A person who sells a product in violation of Article 10(1)4; 

4. A person who makes a false or exaggerated labeling or advertising in violation of Article 18(1); 

5. A person who fails to make such self quality examination under Article 21(1); 

6. A person who makes labels or advertising in violation of Article 22(5); 

7. A person who sells, etc. in violation of Articles 24 through 26; 

8. A person who fails to comply with any such order under Article 29 or 30(1) and (3); and 

9. A person who violates such business suspension order under Article 32(1). 

Article 45 (Penal provisions) Any person who falls under any of the following subparagraphs, shall be punished by imprisonment for not more than three years or a fine not exceeding thirty million won: 

1. A business person who violates such facilities criteria prescribed under Article 4; 

2. A person who fails to observe such matters to be complied by the business person under Article 10(1)2 and 3; 

3. A person who fails to file such business succession report prescribed by Article 11(3); 

4. A person who fails to employ such quality manager prescribed by Article 12(1); 

5. A person who refuses, interferes with or evades such entry, inspection or collection under Article 20(1); 

6. A person who refuses, interferes with or evades such seizure or disposal under Article 30(2); 

7. A person who violates such item manufacturing suspension order, etc. under Article 33(1); and 

8. A person who removes or damages, without permission, such sealing or notice, etc., which was put by a relevant public official under Article 35. 

Article 46 (Joint penal provisions) If the representative of a juridical person or an agent, employee or any other worker of a juridical person or individual has committed offenses as referred to in Articles 43 through 45 with respect to activities of such juridical person or individual, the fine as prescribed in respective Articles shall be imposed on such juridical person or individual, in addition to punishment of the offender. 

Article 47 (Fine for negligence) (1) Any person who falls under any of the following subparagraphs shall be punished by a fine for negligence not exceeding three million won: 

1. A person who fails to file such modification report of permitted matter required by Article 5(2); 

2. A person who fails to file such modification report of reported matter required by Article 6(3); 

3. A person who fails to file such modification report of item manufacturing reported matter required by the latter part of Article 7(1); 

4. A person who fails to observe such matters to be complied by business person under Article 10(1) 1 and 5 or violates the provisions of Article 10(2); 

5. A person who interferes with the works of quality manager under Article 12(3) or fails to file such report of appointment or dismissal of quality manager under Article 12(4); 

6. A person who fails to receive such education required by Articles 13(1) through (3); 

7. A person who fails to keep the records after such self quality examination or makes fraud records required by Article 21(1); and 

8. A person who fails to comply with such order to improve or repair facilities under Article 31(1). 

(2) The fine for negligence as referred to in paragraph (1) shall be imposed and collected by the Commissioner of the Food and Drug Administration or the Mayor/Do governor under the conditions as prescribed by the Presidential Decree. 

(3) Any person who is disagreed with the disposition of a fine for negligence under paragraph (2), may raise an objection to the Commissioner of the Food and Drug Administration or the Mayor/Do governor within thirty days after he is informed of the disposition. 

(4) When a person subject to the disposition of a fine for negligence under paragraph (2), has raised an objection under paragraph (3), the Commissioner of the Food and Drug Administration or the Mayor/Do governor shall notify the competent court without delay, and such court tries the case of fine for negligence according to the Non-Contentious Case Litigation Procedure Act. 

(5) If no objection is raised and no fine for negligence is paid within such a period as prescribed in paragraph (3), the fine shall be collected according to the case of disposition of national taxes or local taxes in arrears. 

Article 48 (Special cases in application of provisions concerning fine for negligence) In an application of the provisions of Article 47 concerning a fine for negligence, this shall not be imposed on an act against which a penalty surcharge is imposed under Article 37. 

        ADDENDA <Act No. 6727, August 26, 2002> 

Article 1 (Enforcement date) This Act shall enter into force one year after the date of its promulgation. 

Article 2 (Transitional measures concerning health functional food manufacture business permission, etc.) (1) Any person, who has filed such food manufacture business or food processing 
business required by Article 22(5) of the Food Sanitation Act and manufactures health functional food in accordance with the standards and specifications required by Article 14(1) at the time this Act enters into force, shall be considered as the business person, who carries on health functional food manufacture business, as prescribed in this Act. In this case, he shall obtain a permission from the Commissioner of the Food and Drug Administration under Article 5 within six months after this Act enters into force, but the fees shall be exempted. 

(2) If the item that the business person under the former part of paragraph (1) has made a manufacture notification required by Article 22(6) of the Food Sanitation Act falls under health functional food in accordance with the standards and specifications required by Article 14(1) at the time this Act enters into force, it may continue to be manufactured and sold. In this case, the business person shall file a report with documents determined by the Ordinance of the Ministry of Health and Welfare, such as a manufacturing method document of the item, etc. to the Commissioner of the Food and Drug Administration under Article 7 within six months after this Act enters into force, but the fees shall be exempted. 

Article 3 (Transitional measures concerning health functional food import business report) Any person, who has filed such report on imported food, etc. business required by Article 16(1) of the Food Sanitation Act, and imports and sells health functional food in accordance with the standards and specifications required by Article 14(1) at the time this Act enters into force, shall be considered as the business person, who carries on the health functional food import business, as prescribed in this Act. In this case, he shall file a report to the Commissioner of the Food and Drug Administration under Article 6(1) within six months after this Act enters into force, but the fees shall be exempted. 

Article 4 (Transitional measures concerning a person whose business permission has been revoked, etc.) The period for restricting any permission or report against a person whose license is 
revoked or who is ordered to close the business establishment under the Food Sanitation Act before this Act enters into force, shall be subject to the provisions of the Food Sanitation Act. 

Article 5 (Transitional measures concerning penalty and fine for negligence) In applying the penalty or the fine for negligence to the acts committed before this Act enters into force, the provisions of the Food Sanitation Act shall apply. 

Article 6 (Transitional measures concerning disposition, etc.) Any disposition, application, report, notification and other act to the administrative agency pursuant to the Food Sanitation Act before this Act enters into force shall be considered as one done under this Act. 

Article 7 (Transitional measures concerning association) Any trade association which has been established under Article 44 of the Food Sanitation Act at the time this Act enters into force shall be considered as an association established under this Act when it falls within the purview of Article 28. 

Article 8 (Relations with other Acts and subordinated statues) In cases where other Acts and subordinated statues refer the provisions of the Food Sanitation Act at the time this Act enters into force and this Act has provisions equivalent to them, this Act or such provisions of this Act shall be deemed to be referred in lieu of the previous provisions. 

Article 9 (Amendment to other Acts) (1) The Food Sanitation Act shall be amended as follows: 

“Article 65 and Article 37 of the Health Functional Food Act” shall replace “Article 65” in Article 71(2)2, “business person (including business person under the Health Functional Food Act)” shall replace “business person” in Article 71(3)1, and “food sanitation, national nutrition and health functional food” shall replace “food sanitation and national nutrition” in Article 71(3)7. 

(2) Article 16(6)13-2 of the Industrial Placement and Factory Construction Act shall be provided as follows: 

13-2 health functional food manufacture business permission under Article 5 of the Health Functional Food Act. 

(3) Article 10(1)3-2 of the Distribution Industry Development Act shall be provided as follows: 

3-2 health functional food manufacture business under Article 5 of the Health Functional Food Act or health functional food sales business under Article 6 of the same Act. 

(4) The Act on Special Measures for the Control of Public Health Crimes shall be amended as follows: 

In Article 2(1), “a person who manufactures or processes without the permission under the provisions of Article 5 of the Health Functional Food Act, previously permitted or reported food, food additives or health functional food” shall replace “previously permitted or reported food or food additives”, and “Article 6 or 7(4) of the Food Sanitation Act or Article 24(1) of the Health Functional Food Act” shall replace “Article 6 or 7(4) of the same Act”, and in Article 2(1)1 and 2, “food, food additives or health functional food” shall replace “food or food additives”. 

ADDENDUM <Act No. 7211, March 22, 2004> 

This Act shall enter into on the date of its promulgation. 

ADDENDA (Debtor Rehabilitation and Bankruptcy Act) <Act No. 7428, March 31, 2005> 

Article 1 (Enforcement date) This Act shall enter into force one year after the date of its promulgation. 

Articles 2 through 4 Omitted 

Article 5 (Amendment to other Acts) (1) and (2) Omitted. 

(3) The Health Functional Food Act shall be amended as follows: 

“Debtor Rehabilitation and Bankruptcy Act” shall replace “Bankruptcy Act” in Article 11(2). 

(4) through (145)  Omitted. 

Article 6  Omitted. 

ADDENDUM <Act No. 8033, October 4, 2006> 

This Act shall enter into force six months after the date of its promulgation. 

ADDENDUM <Act No. 8365, April 11, 2007> 

Article 1 (Enforcement date) This Act shall enter into on the date of its promulgation.<proviso omitted> 

Articles 2 through 20 Omitted. 

Article 21 (Amendment to other Acts) (1) The Health Functional Food Act shall be amended as follows: 

“Article 16 of the Pharmaceutical Affairs Act” shall replace “Article 20 of the 「Pharmaceutical Affairs Act」” in the proviso of Article 6(2). 

(2) through (12)  Omitted. 

Aticle 22 Omitted. 

