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Food Sanitation Law

Law No. 233, December 24, 1947
Last amendment: Law No. 87, July 26, 2005



Chapter 1. General Provisions
[Purpose]

Article 1. The purpose of this Law is to prevent the occurrence of health hazards arising from
human consumption of food, by making necessary regulations and taking any measure so as to
work for the protection of the health of the people.

[Duty of State, Prefectures, Cities Establishing Health Centers and Special Wards]

Article 2. State, any prefecture, any city prescribed by the Cabinet Order under the provisions of
the Article 1 Paragraph 1 of the Health Center Law (Law No. 101, 1947) (hereinafter referred as
a "city establishing health centers"), and any special ward shall take necessary measures
through educational activities and public relations, so as to collect, arrange, analyze and offer
information concerning food sanitation, so as to promote investigations concerning food
sanitation, so as to improve examination facilities concerning food sanitation, and so as to train a
man of ability and to improve the talent.

2. State, prefectures, cities establishing health centers and special wards shall make mutual
cooperation so as to carry out measures concerning food sanitation systematically and rapidly.

3. State shall prepare systems concerning collection, arrangement, analysis, offer and research
of food sanitation, and arrange systems concerning food sanitation examination of imported
foods,

food additives, apparatus and containers/packages, shall make necessary measures so as to
ensure international cooperation, and shall give technical assistance to prefectures, cities
establishing health centers and special wards (shall be referred, hereinafter, as "prefecture,
etc.") so as to be able to achieve the qualification prescribed in the two preceding Paragraphs
sufficiently.

[Duty of the Business Person of Food, etc.]

Article 3. Any business person of food, etc. (a person or a corporation that handles,
manufactures, imports, processes, prepares, stores, transports, or sells food or food additives as
a business, a person or corporation that manufactures, imports, or sells apparatus and
containers/packages as a business, or a person or a corporation that serves foods continuously
to the public or a large number of persons; the same, hereinafter) shall voluntarily make an effort
to get knowledge and techniques related to the securing of the safety of the food, food additives,
apparatus or containers/packages that was handled, manufactured, imported, processed,
prepared, stored, transported, sold, offered to the public or a large number of persons, or used
for business purpose (hereinafter referred to as "food intended for sale, etc."), related to the
securing the safety of the raw materials of food intended for sale, etc., related to the practice of
the self-imposed examination, and make an effort to take any other necessary measures.

2. Within the limit for prevention of the occurrence of health hazards arising from food intended
for sale, etc., any business person of food etc. shall make a record of the list of the names of
suppliers of food intended for sale, etc. or its raw materials, being attached with any other
necessary information, and shall make an effort for its maintenance.

3. In order to prevent the occurrence of health hazards arising from food intended for sale, etc.,
any business person of food etc. shall make an effort precisely and quickly so as to work for the
effort of the record prescribed in the preceding Paragraph to the state and prefectures, for the
disposal of the food intended for sale, etc. which caused the outbreak of food sanitation hazards,
and for any other necessary measure that can be taken.
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[Definitions]

Article 4. In this Law, the term "food" means all foods and drinks; provided, however, that this
term does not include drugs and quasi-drugs prescribed in the Pharmaceutical Affairs Law (Law
No. 145, 1960).

2. In this Law, the term "food additive" means substances to be used in or on food, in the
process

of the manufacturing of food or for the purpose of the processing or preserving of food, by
adding, mixing, infiltrating, or other means.

3. In this Law, the term "natural flavoring agent" means food additives, intended for use for
flavoring food, which are substances obtained from animals or plants, or mixtures thereof.

4. In this Law, the term "apparatus" means tableware, kitchen utensils, and machines,
implements, and other articles which are used for handling, manufacturing, processing,
preparing, storing, transporting, displaying, delivering, or consuming food or food additives and
which come into direct contact with food or food additives; provided, however, that this term
does not include machines, implements, and other articles used for collecting food in agriculture
and fisheries.

5. In this Law, the term "container/package" means articles in which foods or food additives are
contained or packaged and in which foods and food additives are offered when such foods and
food additives are delivered.

6. In this Law, the term "food sanitation" means hygiene as it relates to human consumption of
food. This covers foods, food additives, apparatus, and containers/packages.

7. In this Law, the term "business" means, as a business, the handling, manufacturing, importing,
processing, preparing, storing, transporting, or selling of food or food additives; or the
manufacturing, importing, or selling of apparatus or containers/packages; provided, however,
that this term does not include the collecting of food in agriculture and fisheries.

8. In this Law, the term "business person" means individuals or corporations who carry on
businesses.

9. In this Law, the term "registered laboratory" means corporations qualified for registration of
the Minister of Health, Labour and Welfare under the provisions of Article 33 Paragraph 1 of the
Law.

Chapter 2. Food and Food Additives
[Principles for Handling of Food and Food Additives Intended for Sale]
Article 5. Any food or food additive intended for sale (hereinafter in this Law, the term "sale"
includes supplying for purposes other than sale to the public or a large number of persons) shall
be handled, manufactured, processed, used, prepared, stored, transported, displayed, or
delivered in clean and sanitary conditions.

[Food and Food Additives Whose Sale is Prohibited]

Article 6. No person shall sell (hereinafter in this Law, the term "sell" includes supplying for
purposes other than sale to the public or a large number of persons), or handle, manufacture,



import, process, use, prepare, store, or display with intent to sell any food or food additive given
below:

(1) Those which are rotten, decomposed, or immature; provided, however, that this
Subparagraph does not apply to articles that are generally deemed not to be injurious to human
health and are deemed to be fit for human consumption.

(2) Those which contain or bear toxic or injurious substances or which are suspected to contain
or bear these substances; provided, however, that this provision does not apply to the cases
which r)slre prescribed by the Minister of Health, Labour and Welfare as not injurious to human
health”.

(3) Those which are either contaminated with or suspected to be contaminated with pathogenic
microorganisms and which may injure human health.

(4) Those which may injure human health due to uncleanliness, the admixture or addition of
extraneous substances, or any other causes.

(Reference)
1): The proviso of Article 4 (2): Article 1 of the Ministry of Health, Labour and Welfare Ordinance
No. 23 (hereinafter in this Law referred to as the "Ministerial Ordinance")

[Prohibition of Sale of Newly Developed Food]

Article 7. When any article never before generally served for human consumption, which could
possibly injure human health, or any article containing the same is, or is to be, newly sold as
food, the Minister of Health, Labour and Welfare may prohibit the sale of such article as a food
after hearing the opinion of the Pharmaceutical Affairs and Food Sanitation Council, when the
Minister of Health, Labour and Welfare determines that the action is necessary to prevent the
outbreak of food sanitation hazards.

2. When any article generally served for consumption, and in case it is served for consumption in
a quite different recipe from the ordinary way of consumption, which could possibly injure human
health, the Minister of Health, Labour and Welfare may prohibit the sale of such article as a food,
after hearing the opinion of the Pharmaceutical Affairs and Food Sanitation Council, when the
Minister determines that such action is necessary to prevent the outbreak of food sanitation
hazards.

3. When a serious hazard broke out related human health, suspected to have been derived from
food, and from the mode of the hazard it is suspected that the food is suspected to contain a
substance which has never been served for human consumption before, the Minister of Health,
Labour and Welfare may prohibit the sale of such food, after hearing the opinion of the
Pharmaceutical Affairs and Food Sanitation Council, when the Minister determines that such
action is necessary to prevent the outbreak of food sanitation hazards.

4. In case prohibitions of sale were performed according to the provisions of the preceding
Paragraphs, the Minister of Health, Labour and Welfare shall cancel all or a part of the
dispositions, when it was confirmed that there will be no more danger of outbreak or injuring
from the standpoint of food sanitation, based on the application of the persons concerned with
the dispositions or in case of need, after hearing the opinion of the Pharmaceutical Affairs and
Food Sanitation Council.

5. In case prohibitions of sale were performed according to the provisions of Paragraphs 1

through 3, or in case all or a part of the dispositions were canceled, the Minister of Health,
Labour and Welfare shall make a notice on official gazette.
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[Prohibition of Sale, Manufacture, Import, etc. of Specified Foods and Food Additives]

Article 8. In case specified foods or food additives, which had been collected, manufactured,
processed, prepared or stored in specified countries or regions, or which had been collected,
manufactured, processed, prepared or stored by specified persons, were found after the
inspection specified in Article 26 Paragraphs 1 through 3 or Article 28 Paragraph 1 considerably
to fall into the following foods or food additives, or, in case specified foods or food additives are
suspected from the standpoint of food sanitation control condition in the production area and
from other items prescribed in the Ministerial Ordinance considerably to fall into the following
foods or food additives, taking into account the degree of injuring the human health that might
happen and other items prescribed in the Ministerial Ordinance, the Minister of Health, Labour
and Welfare can prohibit, in order to prevent outbreak of harmful food sanitary hazard, after
hearing the opinion of the Pharmaceutical Affairs and Food Sanitation Council, the sales or
collecting, manufacturing, importing, processing, using or preparing with intent to sell any food or
food additive given below:

(1) Foods or food additives specified in each Subparagraph of Article 6
(2) Foods specified in Article 10

(3) Foods or food additives not in conformity with the specifications under the provisions of
Article 11 Paragraph 1

(4) Foods to which food additives had been used by a method not in conformity with the
standards
under the provisions of Article 11 Paragraph 1

(5) Foods specified in Article 11 Paragraph 3

2. On performing the prohibitions according to the provisions of the preceding Paragraph, the
Minister of Health, Labour and Welfare has, in advance, to make a negotiation with the directors
of the related administrative organizations.

3. In case prohibitions were performed according to the provisions of Paragraph 1, the Minister
of Health, Labour and Welfare shall cancel all or a part of the prohibitions, when it was confirmed
that there will be no more danger or outbreak of injuring from the standpoint of food sanitation,
based on the application of the persons concerned with the prohibitions or in case of need, after
hearing the opinion of the Pharmaceutical Affairs and Food Sanitation Council.

4. In case prohibitions were performed according to the provisions of Paragraph 1, or in case all
or a part of the prohibitions according to the provisions of Paragraph 1 were canceled, the
Minister of Health, Labour and Welfare shall make a notice in official gazette.

[Prohibition of Sale, etc. of Meat, etc. Derived from Diseased Livestock and Poultry]

Article 9. No person shall sell as a food, or handle, process, use, prepare, store, or display with
intent to sell as a food any meat, bone, milk, viscera, or blood of livestock (livestock designated
under the provisions of Article 3 Paragraph 1 of the Abattoir Law (Law No. 114, 1953) and other
substances as designated by the Ministerial Ordinance”; the same, hereinafter) which suffers
from or is suspected to suffer from diseases specified in Subparagraph 1 or 3, which shows
disorder specified in Subparagraph 1 or 3, or which has died of any causes before slaughtering ,
or any meat, bone, or viscera of poultry (poultry designated under Article 2, Subparagraph 1 of
the Law concerning the Regulation of Poultry Plant and Poultry Inspection (Law No. 70, 1990)
and other substances designated by the Ministerial Ordinance '; the same, hereinafter) which
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suffers from or is suspected to suffer from diseases specified in Subparagraph 2 or 3, which
shows disorder specified in Subparagraph 2 or 3, or which has died of any causes before
slaughtering; provided, however, that this Paragraph does not apply to any meat, bone or
viscera of dead livestock or poultry which is determined b}/ the officials concerned as not
injurious to human health and fit for human consumption3.

(1) Disease or disorder designated under the Subparagraphs of Paragraph 6 of Article 14 of the
Abattoir Law

(2) Disease or disorder designated under the Subparagraphs of Paragraph 4 of Article 15 of the
Law concerning the Regulation of Poultry Plant and Poultry Inspection

(3) Disease or disorder other than those indicated in the two preceding Subparagraphs and are
specified in the Ministerial Order

2. No person shall import, with intent to sell as a food, any meat or viscera of livestock or
poultry or products thereof designated by the Ministerial Ordinance” (hereinafter in this
Paragraph, the meat, viscera, and products thereof mentioned above are referred to as
"livestock meat etc.") unless it is accompanied with a certificate or a copy thereof issued by a
governmental organization of the exporting country, stating that it is not meat or viscera nor any
of the products derived from livestock or poultry which suffers from or is suspected to suffer from
any of the diseases designated by the Ministerial Ordinance under the preceding Paragraph or
which has died of any reason before slaughtering, and describing other items prescribed by the
Ministerial Ordinances)(hereinafter in this Paragraph, any statements and necessary items
mentioned above are referred to as "sanitation-related information"); provided, however, that this
Paragraph does not apply to livestock meat etc. which is imported from a country designated
by the Ministerial Ordinance and concerning which sanitation-related information has been
transmitted from a governmental organization of such country to the computer used by the
Ministry of Health, Labour and Welfare (including input/output unit) on an electric communication
line and recorded in a file on the computer.

(References)

1): Article 7 Paragraph 2, Subparagraph 1 of the Ministerial Ordinance
2): Article 7 Paragraph 2, Subparagraph 2 of the Ministerial Ordinance
3): Article 7 Paragraph 4 of the Ministerial Ordinance

4): Article 8 of the Ministerial Ordinance

5): Article 9 of the Ministerial Ordinance

[Prohibition of Sale, etc. of Food Additives, etc.]

Article 10. No person shall sell, or manufacture, import, process, use, store, or display with
intent to sell any food additive (excluding any natural flavoring agent and any substance which is
generally provided for eating or drinking as a food and which is used as a food additive) or any
preparation or food that contains such food additive, unless the Minister of Health, Labour and
Welfare designates it as not injurious to human health based upon the opinion of the
Pharmaceutical Affairs and Food Sanitation Council”.

(Reference)
1): Article 12 of the Ministerial Ordinance (Table 1)
[Establishment of Specifications and Standards for Food or Food Additives]

Article 11. The Minister of Health, Labour and Welfare, from the viewpoint of public health, may
establish standards for methods of manufacturing, processing, using, preparing, or preserving
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food or food additives intended for sale or may establish specifications for components of food
or food additives intended for sale, based upon the opinion of the Pharmaceutical Affairs
and Food Sanitation Council.

2. Where specifications or standards have been established pursuant to the provisions of the
preceding Paragraph, any person shall be prohibited from manufacturing, processing, using,
preparing, or preserving any food or food additive by a method not complying with the
established standards; or from manufacturing, importing, processing, using, preparing,
preserving, or selling any food or food additive not complying with the established specifications.

3. No person shall manufacture, import, process, use, prepare, store with intent to sell, or sell
food which contains pesticides [pesticide, designated under the provision of Article 1-2
Paragraph 1 of Agricultural Chemicals Regulation Law (Law No. 82, 1948)], substances,
designated under the provisions of Article 2 Paragraph 3 of the Law concerning Safety
Assurance and Quality Improvement of Feed (Law No. 35, 1953), to be used in feed (feed,
designated under Paragraph 1 of the same Article of the Law) by adding , mixing, infiltrating, or
other means, and ingredients of the drugs, designated under Article 2 Paragraph 1 of the
Pharmaceutical Affairs Law for the purpose to be used for animals (including chemically
transformed substances from the substance and excluding substances which are prescribed by
the Minister of Health, Labour and Welfare as not injurious to human health) above the levels
established by the Minister of Health, Labour and Welfare as quantities not injurious to human
health based upon the opinion of the Pharmaceutical Affairs and Food Sanitation Council;
provided, however, that this Paragraph does not apply to foods which residue limits have been
established according to the specifications of Paragraph 1 for components of the food.

[Request for Cooperation from the Minister of Agriculture, Forestry, and Fisheries]

Article 12. The Minister of Health, Labour and Welfare may request from the Minister of
Agriculture, Forestry and Fisheries the provision of information concerning ingredients of a
pesticide, feed additives, designated under the provisions of Article 2 Paragraph 3 of the Law
concerning Safety Assurance and Quality Improvement of Feed, drugs designated under the
provisions of Article 2 Paragraph 1 of the Pharmaceutical Affairs Law, which is to be used
exclusively for animals (shall be called, hereinafter as "pesticides, etc.") and other necessary
cooperation, when the Minister of Health, Labour and Welfare determines that such action is
necessary to establish quantitative limitations on substances (including products formed by a
chemical change of the substance), and any other cooperation seems necessary.

[Comprehensive Sanitation-controlled Manufacturing Process]

Article 13. When the Minister of Health, Labour and Welfare has received an application for
approval concerning a food for which standards for manufacturing or processing methods have
been established pursuant to the provisio1ns of Article 11 Paragraph 1 and which has been
designated by the Cabinet Order No. 229 ) (hereinafter referred to as the "Cabinet Order"), from
a person (including a person wishing to manufacture or process such food abroad) who wishes
to manufacture or process the food based on comprehensive sanitation-controlled
manufacturing process (hereinafter in this Law, such process means a process of manufacturing
or processing in which comprehensive measures are taken concerning manufacturing or
processing methods and sanitation-control methods, to prevent the occurrence of food sanitation
hazards), the Minister of Health, Labour and Welfare may give approval for such manufacturing
or processing based on the comprehensive sanitation-controlled manufacturing process, for
each type/kind of food and each manufacturing or processing plant.

2. The Minister of Health, Labour and Welfare shall not give the approval prescribed in the
preceding Paragraph if the manufacturing or processing method and the sanitation-control
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method under the comprehensive sanitation-controlled manufacturing process concerning which
the application mentioned in the same Paragraph has been made does not comply with the

standards prescribed by the Ministerial Ordinance”.

3. Any person who wishes to3 obtain the approval prescribed in Paragraph 1 shall, as prescribed
by the Ministerial Ordinance ), submit an application accompanied by the required documents
including test data for the food manufactured or processed according to the comprehensive
sanitation-controlled manufacturing process.

4. When a person who has obtained the approval prescribed in Paragraph 1 (hereinafter in
Paragraph 5, referred to as an "approval-holder") wishes to change a part of the comprehensive
sanitation-controlled manufacturing process under approved such approval, such person may
request approval for such partial change. The provisions of the preceding two Paragraphs shall
apply in this case.

5. The Minister of Health, Labour and Welfare may cancel all or a part of the approval prescribed
in Paragraph 1 which the approval-holder obtained, if one of the following prevails:

(1) The manufacturing or processing method and sanitation-control method under the
comprehensive sanitation-controlled manufacturing process approved under such approval is no
longer in compliance with the standards prescribed by the Ministerial Ordinance mentioned in
Paragraph 2.

(2) An approval-holder changes a part of the comprehensive sanitation-controlled manufacturing
process approved under such approval without obtaining the approval prescribed in the
preceding Paragraph.

(3) An approval-holder who manufactures or processes food in accordance with the
comprehensive sanitation-controlled manufacturing process approved under such approval in a
foreign country (in Subparagraph (4), referred to as an
"overseas-manufacturing-approval-holder") fails to submit the report or submits a false report,
when the Minister of Health, Labour and Welfare, based on the determination that an action is
necessary, has requested such person to submit a required report.

(4) An inspection is refused, obstructed, or evaded, when the Minister of Health, Labour and
Welfare, based on the determination that an action is necessary, has required officials to inspect
foods, account books, or other articles at manufacturing or processing plants, offices,
warehouses, or other places of an overseas-manufacturing-approval-holder.

6. The manufacturing or processing of food based on the comprehensive sanitation-controlled
manufacturing process approved under the approval prescribed in Paragraph 1 shall be deemed
as the manufacturing or processing of food using a method complying with the standards
prescribed in Article 11 Paragraph 1 and shall be subjected to the provisions of this Law or any
order based on the this Law.

7. Any person wishing to obtain the approval prescribed in Paragraph 1 or the approval for
change prescribed in Paragraph 4 shall pay a fee fixed by the Cabinet Order " in consideration of
the expenses required to review the application.

(References)

1) Article 1 Paragraph 1 of the Cabinet Order

2) Article 13 of the Ministerial Ordinance

3) Articles 14 and 15 of the Ministerial Ordinance
4) Article 1 Paragraph 2 of the Cabinet Order

[Term of Validity of Approval of Comprehensive Sanitation-controlled Manufacturing Process]
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Article 14. Any person who wishes to apply for the renewal of the approval prescribed in
Paragraph 1 of the preceding Article shall lose the validity after elapse of not less than 3 years
specified by the Cabinet order (shall be called, hereinafter, as "term of validity", in this Article),
unless he applies the renewal every time when necessary.

2. The provisions in Paragraphs 2 and 3 of the preceding Article shall apply to the renewal of the
preceding item.

3. In case an application was done for the renewal of the preceding Paragraph, when the
disposition has not been done by the day of completion of the term of validity, the former
approval shall be valid even after the completion of the term of validity until the disposition shall
be done.

4. In the preceding Paragraph, when the renewal of approval was done, the term of validity of
the approval shall begin from the next day of the completion of the former approval.

5. A person who wishes to get the renewal of the approval prescribed in Paragraph 1 shall pay a
fee fixed by Cabinet Order, taking into account the actual cost price necessary for the
examination.

Chapter 3. Apparatus and Containers/Packages
[Principle for Handling of Apparatus and Containers/Packages Used in Business]

Article 15. Any apparatus and container/package used in business shall be clean and sanitary.

[Prohibition of Sale, etc. of Toxic or Injurious Apparatus or Containers/Packages]

Article 16. No person shall sell, manufacture or import with intent to sell, or use in business any
apparatus or container/package which contains or bears toxic or injurious substances and may
injure human health or any apparatus or container/package which may injure human health by
having harmful influence on foods and food additives through contact therewith.

[Prohibition of the Sales, Manufacture, Import, etc. of Specified Apparatus and
Container/Package]

Article 17. In case specified apparatus or containers/packages, which had been manufactured,
in specified countries or regions, or which had been manufactured by specified persons, were
found after the inspection specified in Article 26 Paragraphs 1 through 3 or Article 28 Paragraph
1, considerably to fall into the following apparatus and containers/packages, or, in case specified
apparatus and containers/packages are specifically needed from the standpoint of food
sanitation control in the manufacturing area and from other items prescribed in the Ministerial
Ordinance, the Minister of Health, Labour and Welfare can prohibit, after hearing of the
Pharmaceutical Affairs and Food Sanitation Council, the sales or manufacturing, importing or
using on business with intent to sell any apparatus or container/package given below:

(1) Apparatus or containers/packages specified in the preceding Article

(2) Apparatus or containers/packages not in conformity with the specifications under provisions
of the Paragraph 1 of the following Article



2. On performing the prohibitions according to the provisions of the preceding Paragraph, the
Minister of Health, Labour and Welfare has in advance, to make a negotiation with the directors
of the related administrative organizations.

3. The provisions of Article 8 Paragraphs 3 and 4 shall apply to the cases when prohibitions
were performed according to the provisions of Paragraph 1. In these cases, "foods or food
additives" used in the same Article Paragraph 3 shall be construed as "apparatus or
containers/packages".

[Establishment of Specifications and Standards for Apparatus or Containers/Packages]

Article 18. The Minister of Health, Labour and Welfare, from the viewpoint of public health, may
establish specifications for apparatus, containers/packages, or raw materials thereof intended for
sale or for use in business, or may establish standards for methods of manufacturing apparatus
or containers/packages, based upon the opinion of the Pharmaceutical Affairs and Food
Sanitation Council.

2. Where specifications or standards have been established pursuant to the provisions of the
preceding Paragraph, any person shall be prohibited from selling, manufacturing or importing
with intent to sell, or using in business any apparatus or container/package not complying with
the established specifications; from using any raw material not complying with the established
specifications; or from manufacturing any apparatus or container/package by a method not
complying with the established standards.

Chapter 4. Labeling and Advertising
[Establishment of Standards for Labeling]
Article 19. The Minister of Health, Labour and Welfare, from the viewpoint of public health, may
establish after hearing the opinion of the Pharmaceutical Affairs and Food Sanitation Council
necessary standards for the labeling of foods or food additives intended for sale, or of apparatus
or containers/packages for which specifications or standards have been established pursuant to
the provisions of Paragraph 1 of the preceding Article”.
2. No person shall sell, or display with intent to sell, or use in business any food, food additive,
apparatus, or container/package for which standards for labeling have been established
pursuant to the provisions of the preceding Paragraph, unless it bears labeling complying with
the established standards.
(Reference)
1): Tables 3 through 9 of Article 21 of the Ministerial Ordinance
[Prohibition of False Labeling, etc.]
Article 20. No person shall falsely or exaggeratedly label or advertise any food, food additive,
apparatus, or container/package in any manner which may injure public health.

Chapter 5. The Japanese Standards for Food Additives

[The Japanese Standards for Food Additives]
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Article 21. The Minister of Health, Labour and Welfare shall compile The Japanese Standards
for Food Additives to contain therein the standards and specifications for the food additives for
which standards and specifications have been established pursuant to the provisions of Article
11 Paragraph 1 and to contain therein the standards for the food additives for which standards
have been established pursuant to the provisions of Article 19 Paragraph 1.

Chapter 6. Principle and Plan of Inspection and Guidance
[Principle of Inspection and Guidance]
Article 22. The Minister o Health, Labour and Welfare shall establish principle on the practice
(shall be called, hereinafter, as "principle") of the inspection guidance on food sanitation (shall
be called, hereinafter, as "inspection and guidance"), performed by the state and prefectures.
2. Principle shall be established on the following items.
(1) Basic destination on the practice of inspection and guidance
(2) Items on which inspection and guidance shall be performed concentratedly
(3) Matters on the performance system of inspection and guidance
(4) Other important subjects on the practice of inspection and guidance
3. When he established or changed the principle, the Minister of Health, Labour and Welfare
shall announce it without delay.
[Plan of Inspection and Guidance of Imported Food]
Article 23. The Minister of Health, Labour and Welfare shall establish every fiscal year,
according to the principle, plan of practice of inspection and guidance of the next year on the
import of food, food additives, apparatus and containers/packages, carried out by the state (shall
be called, hereinafter, as "plan of inspection and guidance of imported food").

2. Plan of inspection and guidance of imported food shall be established on the following items.

(1) In view of circumstances in the producing district and other circumstances, items to be
inspected and guided concentratedly

(2) Items to be guided for persons engaged in import business, concerning practice of
self-imposed examination of food sanitation

(3) Other items necessary for the performance of the inspection and guidance

3. The Minister of Health, Labour and Welfare shall establish plan of inspection and guidance of
imported food, and shall officially announce it when he established or changed the plan.

4. The Minister of Health, Labour and Welfare shall officially announce on the actual

circumstance of the practice of plan of inspection and guidance of imported food.

[Plan of Inspection and Guidance of Food Sanitation of Prefectures, etc.]
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Article 24. The governor of any prefecture, the mayor of any city establishing health centers, or
mayor of any special ward (shall be called, hereinafter, as "governor of prefecture, etc.") shall
establish, every fiscal year, according to the principle, plan of practice of inspection and
guidance of the next year, carried out by governor of prefecture, etc. (shall be called, hereinafter,
as "plan of inspection and guidance of food sanitation of prefecture, etc.").

2. Plan of inspection and guidance of food sanitation of prefecture, etc. shall be established on
the following items.

(1) Items on which inspection and guidance shall be performed concentratedly

(2) ltems to be guided for business person of food, etc.,concerning practice of self-imposed
examination of food sanitation

(3) Items related to the secureness of the cooperation of the concerned prefecture, etc. with
neighboring prefecture, etc. and with other related administration agencies

(4) Any other items necessary for the practice of inspection and guidance

3. Plan of inspection and guidance of food sanitation of prefecture, etc. shall be established,
taking into account the situation of setting up facility of the business person of food, etc. in the
area of

the prefecture, etc. concerned, actual condition of outbreaks of harmful food sanitary hazard,
and other actual state of the area.

4. In case plan of inspection and guidance of food sanitation of prefecture, etc. was established
or changed, governor of prefecture, etc. shall officially announce it without delay, and shall report
it to the the Minister of Health, Labour and Welfare according to the provisions prescribed in the
Ministerial Ordinance.

5. Governor of prefecture, etc. shall officially announce the actual situation of the practice of plan
of inspection and guidance of food sanitation of prefecture, etc.

Chapter 7. Examination
[Product Examination and Prohibition of the Sale of Foods not Labeled with Certificates]

Article 25. No person shall sell, display with intent to sell, or use in business any food or food
additive or any apparatus or container/package for which specifications have been established
pursuant to the provisions of Article 11 Paragraph 1 or Article 18 Paragraph 1, respectively, and
which has been designated by the Cabinet Order”, unless it has undergone examinations
performed by the Minister of Health, Labour and Welfare, the governor of the prefecture
concerned, or a registered laboratory, in accordance with the classificatior; prescribed by the
Cabinet Order "’ and bears a label prescribed by the Ministerial Ordinance ) stating that it has
passed the examinations.

2. Any person who wishes to apply for examinations by the Minister of Health, Labour and
Welfare or a registered laboratory, prescribed in the preceding Paragraph shall pay the fee fixed
by the Minister of Health, Labour and Welfare in case of examination performed by the Minister
and the fee fixed by the registered laboratory concerned, in case of examination performed by a
registered laboratory, respectively, in consideration of actual expenses required for the
examinations.

3. The fee of the preceding Paragraph shall become 1) revenue of the National3 Treasury in the
case of examinations performed by the Minister of Health, Labour and Welfare ), and 2) revenue
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of the registered laboratory concerned in the case of examinations performed by a registered
laboratory.

4. In addition to the provisions of the preceding three Paragraphs, necessary items relating to
the examinations prescribed in Paragraph 1 and measures to be taken when the product has

passed the examinations shall be prescribed by the Cabinet Order4),

5. No person shall file objection under the Administrative Appeals Law (Law No.160, 1962) to
any result of the examinations prescribed in Paragraph 1.

(References)

1): Article 4 Paragraph 1 of the Cabinet Order

2): Article 26  of the Ministerial Ordinance

3): Article 31 of the Ministerial Ordinance

4): Article 4 Paragraphs 2 through 4 of the Cabinet Order

[Examination Order]

Article 26. If the governor of any prefecture discovers a food, food additive, apparatus, or
container/package which is designated by the Cabinet Order" and which falls under any of the
foods, food additives, apparatus, or containers/packages given in each of the Subparagraphs
below, the governor may, in accordance with requirements and procedures prescribed by the
Cabinet Orderz), order the person having manufactured or processed such product to allow
examinations performed by the governor of such prefecture or a registered laboratory on such
food, food additive, apparatus, or container/package, when the governor determines that in the
light of the examination capability of the manufacturer or processor of such product, the food,
food additive, apparatus, or container/package manufactured or processed by the same person
may continue to fall under any of the foods, food additives, apparatus, or containers/packages
given in each of the Subparagraphs below and that the action is necessary to prevent the
occurrence of food sanitation hazards.

(1) Foods or food additives prescribed in Article 6 Subparagraph (2) or (3).

(2) Foods or food additives not complying with the specifications established pursuant to the
provisions of Article 11 Paragraph 1.

(3) Foods in which food additives are used by methods not complying with the standards
established pursuant to the provisions of Article 11 Paragraph 1.

(4) Foods specified in Article 11 Paragraph 3.
(5) Apparatus or containers/packages prescribed in Article 6.

(6) Apparatus or containers/packages not complying with the specifications established pursuant
to the provisions of Article 18 Paragraph 1.

2. The Minister of Health, Labour and Welfare may order a person who imports any food, food
additive, apparatus, or container/package of the same kind as that manufactured or processed
by the person who has previously manufactured or processed a food, food additive, apparatus,
or container/package which falls under any of the foods, food additives, apparatus, or
container/packages given in each of the Subparagraphs of the preceding Paragraph, or any of
the foods prescribed in Article 10, to allow examinations performed by the Minister of Health,
Labour and Welfare or a registered laboratory on such food, food additive, apparatus, or
container/package, when the Minister of Health, Labour and Welfare determines that the action
is necessary to prevent the occurrence of food sanitation hazards.
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3. The Minister of Health, Labour and Welfare may order a person who imports any food, food
additive, apparatus, or container/package which is suspected to fall under any of the foods, food
additives, apparatus, or containers/packages given in each of the Subparagraphs of Paragraph
1, or to fall under any of the foods prescribed in Article 10 in view of circumstances in the
producing district and other circumstances, to allow examinations performed by the Minister of
Health, Labour and Welfare or a registered laboratory on such food, food additive, apparatus, or
container/package, when the Minister of Health, Labour and Welfare determines that such action
is necessary to prevent the occurrence of food sanitation hazards.

4. No person who has received any examination order prescribed in the preceding three
Paragraphs, shall sell, display with intent to sell, or use in business any food, food additive,
apparatus, or container/package, unless it undergoes the examinations and such person
receives a notice of the examination result*.

Note * : "the person receives a notice of the examination result" means "the person receives a
notice indicating that the product has no problem concerning food sanitation."

5. The notice prescribed in the preceding Paragraph shall, when issued by a registered
laboratory, be issued through the governor of such prefecture or the Minister of Health, Labour
and Welfare, who ordered the examinations.

6. Any person who wishes to apply for examinations prescribed in Paragraphs 1 through 3 shall,
for examinations performed by the Minister of Health, Labour and Welfare, pay a fee determined
by the Minister of Health, Labour and Welfare, as appropriate, in consideration of the actual
expenses required for the examinations, or shall, for examinations performed by a registered
laboratory, pay a fee determined by the examiner under permission of the Minister of Health,
Labour and Welfare, in consideration of the actual expenses required for the examinations.

7. The provisions of Paragraphs 3 through 5 of the preceding Article shall apply to the
examinations prescribed in Paragraphs 1 through 3.

(References)
1): Article 5 Paragraph 1 of the Cabinet Order
2): Article 5 Paragraphs 2 and 3 of the Cabinet Order

[Import Notification]

Article 27. Any person, who wishes to import a food, food additive, apparatus, or
container/package intended for sale or for use in business, shall, at each import, notify the
Minister of Health, Labour and Welfare as prescribed by the Ministerial Ordinance”.

(Reference)
1): Article 32 of the Ministerial Ordinance

[Request for Reports, On-site Inspection, Collection of Samples]

Article 28. The Minister of Health, Labour and Welfare, or governor of prefecture, etc. may
request necessary reports from a business person or other related persons, require the officials
concerned to visit the place of business, offices, warehouses, or other places in order to inspect
foods, food additives, apparatus, or containers/packages intended for sale or for use in business,
or the business facilities, books, documents, or other articles, or require such officials to collect
samples of foods, food additives, apparatus, or containers/packages intended for sale or for use
in business without compensating such samples within the quantity necessary for performing
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tests” , when the Minister of Health, Labour and Welfare, governor of prefecture, etc. concerned
determines that the action is necessary.

2. When the Minister of Health, Labour and Welfare, governor of prefecture, etc., pursuant to the
provisions of the preceding Paragraph, requires the officials concerned to make on-site
inspections or to collect samples, the Minister of Health, Labour and Welfare, governor, etc.

concerned shall have such officials carry certificates stating their status”.

3. The authority endorsed by the provisions of Paragraph 1 shall not be read to mean that it is
approved to be used for the execution of criminal investigation.

4. The Minister of Health, Labour and Welfare or prefectural governor, etc. may consign the
administrative work related to the testing of foods, food additives, apparatus, or
containers/packages collected pursuant to the provisions of Paragraph 1, to a registered
laboratory.

(References)
1): Article 35 Paragraph 1 of the Ministerial Ordinance
2): Article 35 Paragraph 2 of the Ministerial Ordinance

[Food Sanitation Examination Facilities]

Article 29. The Government and each prefecture shall establish examination facilities to perform
the examinations prescribed in Article 25 Paragraph 1 or Article 26 Paragraphs 1 through 3
(hereinafter referred to as "product examination") and to perform administrative work relating to
testing of foods, food additives, apparatus, or containers/packages collected pursuant

to the provisions of Paragraph 1 of the preceding Article.

2. Each city establishing health centers and each special ward shall establish examination
facilities to perform administrative work relating to testing of food, food additives, apparatus, or
containers/packages collected pursuant to the provisions of Paragraph 1 of the preceding
Article.

3. Requirements relating to food sanitation examination facilities established by each prefecture,
etc. shall be prescribed by the Cabinet Order".

(Reference)
1): Article 8 of the Cabinet Order

[Food Sanitation Inspectors]

Article 30. The Minister of Health, Labour and Welfare, the governor of each prefecture, etc.
shall appoint food sanitation inspectors to execute the authority of officials prescribed in Article
28 Paragraph 1 and to perform the duties of providing guidance for food sanitation, in each
jurisdiction from among the officials of the Government or prefecture, etc.

2. The governor of prefecture, etc. shall require food sanitation inspectors to perform inspections
or to provide guidance under the provisions of the plan of inspection and guidance of food
sanitation of prefecture, etc.

3. The Minister of Health, Labour and Welfare shall require food sanitation inspectors to perform
inspections or to provide guidance concerning import of food, food additives, apparatus and
containers/packages under the provisions of the plan of inspection and guidance of imported
food.
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4. In addition to the provisions of the preceding three Paragraphs, qualifications of food
sanitation inspectors and other necessary items relating to food sanitation inspectors shall be
prescribed by the Cabinet Order".

(Reference)
1): Article 9 of the Cabinet Order

Chapter 8. Registered Laboratories
[Application]

Article 31. Any person wishing to obtain license of registered laboratory, shall apply registration
to the Minister of Health, Labour and Welfare in accordance with the provisions of the Ministerial

Ordinance”, paying the fee fixed by the Cabinet Order” in consideration of the actual expenses.

(References)
1): Article 38 of the Ministerial ordinance
2): Article 10 of the Cabinet Order

[Persons Not Qualified for Registration]

Article 32. Any person who falls under any of the categories given below shall not be able to
obtain the license of registered laboratory.

(1) A person or an executive engaged in the execution of the business has been fined a penalty
or sentenced to penal servitude due