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Chapter I General Provisions
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Article 1 The purpose of this Act is to prevent the sanitation hazards resulting
from eating and drinking by enforcing the regulations and other measures
necessary, from the viewpoint of public health, to ensure food safety and



thereby to protect citizens' good health.
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Article 2 (1) The State, prefectures, cities specified by a Cabinet Order based on
the provisions of Article 5, paragraph (1) of the Community Health Act (Act No.
101 of 1947) (hereinafter referred to as "cities establishing health centers") and
special wards shall take the necessary measures to disseminate the correct
knowledge concerning food sanitation through educational activities and PR
activities, conduct the collection, compilation, analysis, and provision of
information on food sanitation, promote research on food sanitation, enhance
inspection capabilities concerning food sanitation, and foster the human
resources to be engaged in the improvement of food sanitation and enhance
their capabilities.
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(2) The State, prefectures, cities establishing health centers, and special wards
shall coordinate closely with each other so that measures concerning food
sanitation shall be implemented comprehensively and immediately.
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(3) The State shall develop a system for conducting the collection, compilation,
analysis, and provision of information on food sanitation, carrying out research,
and making inspections on food sanitation with regard to imported food,
additives, apparatus and containers and packaging, and take the measures
necessary to ensure international coalition. At the same time, the State shall
provide prefectures, cities establishing health centers, and special wards
(hereinafter referred to as "prefectures, etc.") with the technical assistance
necessary for them to pursue their responsibilities as set forth in the preceding

two paragraphs.
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Article 3 (1) A food business operator (meaning a person or juridical person who
is engaged in collecting, producing, importing, processing, cooking, storing,
transporting, or selling food or additives, or producing, importing, or selling
apparatus or containers and packaging, or a person or juridical person who
provides food to many and unspecified persons on an ongoing basis at schools,
hospitals or other facilities; the same shall apply hereinafter) shall, on his/her
own responsibility, endeavor to ensure the safety of the food, additives,
apparatus or containers and packaging which he/she collects, produces, imports,
processes, cooks, stores, transports, sells, provides to many and unspecified
persons, or uses in business (hereinafter referred to as "food for sale, etc."), and
for that purpose, he/she shall endeavor to obtain the knowledge and
technologies necessary to ensure the safety of food for sale, etc., conduct
voluntary inspections of food for sale, etc., and take other necessary measures.
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(2) A food business operator shall endeavor to make a record of any necessary
information such as the name of a person who has sold food for sale, etc. or the
raw materials thereof to said food business operator and retain such record,
within the limit necessary for preventing food sanitation hazards resulting
from food for sale, etc.
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(3) In order to prevent food sanitation hazards resulting from food for sale, etc., a
food business operator shall endeavor to take any necessary measures
appropriately and immediately, such as the provision of a record prescribed in
the preceding paragraph to the State or prefectures, etc. and the disposal of the
food for sale, etc. which had caused the food sanitation hazards.
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Article 4 (1) The term "food" as used in this Act shall mean all food and drink;
provided, however, that this term shall not include pharmaceutical products or
quasi-pharmaceutical products specified by the Pharmaceutical Affairs Act (Act
No. 145 of 1960).
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(2) The term "additives" as used in this Act shall mean substances which are
used by being added, mixed or infiltrated into food or by other methods in the
process of producing food or for the purpose of processing or preserving food.
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(3) The term "natural flavoring agents" as used in this Act shall mean substances
obtained from animals or plants or mixtures thereof which are used for
flavoring food.
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(4) The term "apparatus" as used in this Act shall mean tableware, kitchen
utensils, and other machines, implements, and other articles which are used
for collecting, producing, processing, cooking, storing, transporting, displaying,
delivering, or consuming food or additives and which come into direct contact
with food or additives; provided, however, that this term shall not include
machines, implements, and other articles used for harvesting food in
agriculture and fisheries.
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(5) The term "containers and packaging" as used in this Act shall mean articles
which contain or wrap food or additives and are offered "as is" when delivering
food or additives.
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(6) The term "food sanitation" as used in this Act shall mean sanitation
concerning eating and drinking, with regard to food, additives, apparatus, and
containers and packaging.
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(7) The term "business" as used in this Act shall mean the act of collecting,
producing, importing, processing, cooking, storing, transporting, or selling food



or additives, or the act of producing, importing, or selling apparatus or
containers and packaging, in the course of trade; provided, however, that the
term shall not include the business of harvesting food in agriculture and
fisheries.
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(8) The term "a business person" as used in this Act shall mean a person or
juridical person who is engaged in business.
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(9) The term "a registered conformity assessment body" as used in this Act shall
mean a juridical person who has obtained registration from the Minister of
Health, Labour and Welfare pursuant to the provisions of Article 33,
paragraph (1).
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Chapter II Food and Additives
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Article 5 Food or additives which are used for sales (including delivery other
than sales to many and unspecified persons; the same shall apply hereinafter)
shall be collected, produced, processed, used, cooked, stored, transported,

displayed and delivered in a clean and sanitary manner.
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Article 6 The following food and additives shall not be sold (including cases of
being delivered but not being sold to many and unspecified persons; the same
shall apply hereinafter), or collected, produced, imported, processed, used,
cooked, stored, or displayed for the purpose of marketing:
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(1) Articles which have deteriorated, or are rotten, or immature; provided,
however, that this shall not apply to articles which involve no risk to human
health in general and are recognized as being edible;
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(i1) Articles which contain or are covered with toxic or harmful substances or



are suspected to contain or be covered with such substances; provided,
however, that this shall not apply to cases where the Minister of Health,
Labour and Welfare specifies that such articles involve no risk to human
health;
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(iii) Articles which are contaminated with pathogens or are suspected to be so,
and involve a risk to human health;
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(iv) Articles which involve a risk to human health due to contamination or the

addition of foreign substances or on other grounds.
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Article 7 (1) When articles which have not generally been served for human
consumption and have not been proved to involve no risk to human health or
articles including those articles have newly come to be sold or are going to be
sold as food, the Minister of Health, Labour and Welfare may prohibit the sales
of such articles as food, by hearing the opinions of the Pharmaceutical Affairs
and Food Sanitation Council, when he/she finds it necessary to prevent food
sanitation hazards.
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(2) Regarding articles which have generally been served for human consumption
but are served in a manner extraordinarily different from ordinary manners,
the Minister of Health, Labour and Welfare may prohibit the sales of such
articles as food, by hearing the opinions of the Pharmaceutical Affairs and
Food Sanitation Council, when there is no evidence to prove that the articles
involve no risk to human health and he/she finds it necessary to prevent food
sanitation hazards.
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(3) In the case of serious damage to human health which is suspected to have
been caused by food, and when it is suspected, from the conditions of said
damage, that said food included articles which have not generally been served
for human consumption and involve the risk of causing said damage, the
Minister of Health, Labour and Welfare may prohibit the sales of such food, by
hearing the opinions of the Pharmaceutical Affairs and Food Sanitation
Council, when he/she finds it necessary to prevent food sanitation hazards.
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(4) In the case where the Minister of Health, Labour and Welfare has prohibited
the sales under the preceding three paragraphs, he/she shall rescind said
prohibition, in whole or in part, by hearing the opinions of the Pharmaceutical
Affairs and Food Sanitation Council, when he/she finds that there is no risk of
food sanitation hazards resulting from articles or food pertaining to said
prohibition, based on an application from an interested person concerning said
prohibition, or as needed, pursuant to an Ordinance of the Ministry of Health,
Labour and Welfare.
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(5) In the case where the Minister of Health, Labour and Welfare has prohibited
the sales under paragraphs (1) to (3), or has rescinded the prohibition, in whole
or in part, under the preceding paragraph, he/she shall issue a public notice in
the official gazette.
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Article 8 (1) Regarding specific food or additives which are collected, produced,
processed, cooked, or stored in a specific country or region, or which are
collected, produced, processed, cooked, or stored by a specific person, in the
case where, as a result of inspections under Article 26, paragraphs (1) to (3), or
Article 28, paragraph (1), a considerable number of articles falling under the
following food or additives are found, or it is found that articles falling under
the following food or additives are likely to be included to a considerable extent,
judging from the conditions of food sanitation management at a production site
or on other grounds specified by an Ordinance of the Ministry of Health,
Labour and Welfare, the Minister of Health, Labour and Welfare may prohibit
the sales of said specific food or additives, or the collection, production, import,
processing, use, or cooking of said specific food or additives for the purpose of
marketing, by hearing the opinions of the Pharmaceutical Affairs and Food
Sanitation Council, when he/she finds it particularly necessary to prevent food
sanitation hazards resulting from said specific food or additives, considering
the level of the risk to human health and other matters specified by an
Ordinance of the Ministry of Health, Labour and Welfare:
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(1) Food or additives listed in each item of Article 6;
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(i1) Food prescribed in Article 10;
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(ii1) Food or additives which do not conform to the standards established
pursuant to the provisions of Article 11, paragraph (1);

W H+—RE—HOBEIZ LV ED LT EEEIZE DR WITEIC L0 BNy %z 1
Lo B

(iv) Food in which additives are used by methods that do not conform to the
criteria established pursuant to the provisions of Article 11, paragraph (1);
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(v) Food prescribed in Article 11, paragraph (3).
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(2) When the Minister of Health, Labour and Welfare intends to issue a
prohibition under the preceding paragraph, he/she shall consult with the heads
of the relevant administrative organs in advance.
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(3) In the case where the Minister of Health, Labour and Welfare has issued a



prohibition under paragraph (1), he/she shall rescind said prohibition, in whole
or in part, by hearing the opinions of the Pharmaceutical Affairs and Food
Sanitation Council, when he/she finds that there is no risk of food sanitation
hazards resulting from specific food or additives pertaining to said prohibition,
based on an application from an interested person concerning said prohibition,
or as needed, pursuant to an Ordinance of the Ministry of Health, Labour and
Welfare.
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(4) In the case where the Minister of Health, Labour and Welfare has issued a
prohibition under paragraph (1), or has issued a rescission of prohibition, in
whole or in part, under the preceding paragraph, he/she shall issue a public

notice in the official gazette.
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Article 9 (1) The meat, bones, milk, organs, and blood of livestock (meaning
livestock prescribed in Article 3, paragraph (1) of the Slaughterhouse Act (Act
No. 114 of 1953) and others specified by an Ordinance of the Ministry of Health,
Labour and Welfare; the same shall apply hereinafter) which have or are
suspected to have any of the diseases listed in item (i) or item (iii), have any of
the disorders listed in item (i) or item (iii), or have died, or the meat, bones,
and organs of poultry (meaning poultry prescribed in Article 2, item (i) of the
Poultry Slaughtering Business Control and Poultry Meat Inspection Act (Act
No. 70 of 1990) and others specified by an Ordinance of the Ministry of Health,
Labour and Welfare; the same shall apply hereinafter) which have or are
suspected to have any of the diseases listed in item (ii) or item (iii), have any of
the disorders listed in item (ii) or item (iii), or have died shall not be sold as
food, or be collected, processed, used, cooked, stored, or displayed as food for
the purpose of marketing, except for cases specified by an Ordinance of the
Ministry of Health, Labour and Welfare; provided, however, that this shall not



apply to the meat, bones, and organs of dead livestock or poultry which the

ministry officials find as involving no risk to human health and as being edible.
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(1) Diseases or disorders listed in each item of Article 14, paragraph (6) of the
Slaughterhouse Act;
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(i1) Diseases or disorders listed in each item of Article 15, paragraph (4) of the
Poultry Slaughtering Business Control and Poultry Meat Inspection Act;
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(ii1) Diseases or disorders other than those listed in the preceding two items
which are specified by an Ordinance of the Ministry of Health, Labour and
Welfare.
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(2) The meat and organs of livestock and poultry and products thereof specified
by an Ordinance of the Ministry of Health, Labour and Welfare (hereinafter
referred to as "livestock meat, etc." in this paragraph) shall not be imported as
food for the purpose of marketing, unless they have certificates attached which
have been issued by a governmental organization of an exporting country, and
which certify that they are not the meat or organs of livestock and poultry or
products thereof which have or are suspected to have any of the diseases listed
in each item of the preceding paragraph, have any of the disorders listed in
each item of the same paragraph, or have died, and which contain other
matters specified by an Ordinance of the Ministry of Health, Labour and
Welfare (hereinafter referred to as "matters regarding sanitation" in this
paragraph); provided, however, that this shall not apply to livestock meat, etc.
imported from countries specified by an Ordinance of the Ministry of Health,
Labour and Welfare, for which matters regarding sanitation concerning said
livestock meat, etc. have been sent from a governmental organization of said
countries via a telecommunications line to a computer (with an input-output
device) used by the Ministry of Health, Labour and Welfare and has been
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recorded in a file on said computer.
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Article 10 Additives (excluding natural flavoring agents and articles that have
generally been served for human consumption and that are used as additives)
and preparations and food containing additives shall not be sold, or be
produced, imported, processed, used, stored, or displayed for the purpose of
marketing, except for cases that the Minister of Health, Labour and Welfare
specifies as having no risk to human health by hearing the opinions of the
Pharmaceutical Affairs and Food Sanitation Council.
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Article 11 (1) From the viewpoint of public health, the Minister of Health,
Labour and Welfare may establish the criteria for the methods of producing,
processing, using, cooking, or preserving food or additives to be served for the
purpose of marketing, or may establish standards for the ingredients of food or
additives to be served for the purpose of marketing, by hearing the opinions of
the Pharmaceutical Affairs and Food Sanitation Council.
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(2) When the criteria or standards have been established pursuant to the
provisions of the preceding paragraph, food or additives shall not be produced,
processed, used, cooked, or preserved using methods that do not conform to
such criteria; food or additives that do not conform to such criteria shall not be
sold or imported; and food or additives that do not conform to such standards
shall not be produced, imported, processed, used, cooked, preserved, or sold.

3 EHE (BEIGE (B =S+ 25) B R0 _E—HIHET R
o, WRICBWTRL, ) | SEOZEMEDOMNR M O E O U B4 5 1583

(M HFERB=1TT) F_REHOHTEICE S BHKEE ST TED D
MBS 22 2B E L TR (RS HICHET 288209, ) 1T,
B, RIEE DD TFTIEIZLHODTHNON WK OFEFER “RE—HIZHET HIE

11



ELTHOOTEMOLOIHINDGZ ENEMNE SN TVDE DD THLHWME
(2 OWEPMEFINCZAL L TR LTEME 2 &7, NORFEZELR S BZhozn
ZEPHLENTHDL D E LTEATBRENED DMEZRS, ) 5. NOEFE%E
BoBEhohnwiEs LTREATHRKENESE - KMHAERESORRZEWTE
DLHEEZHRTHEET HEMIT, ZAEBEORICHT o720 c®/E L, AL, M
TU. AL, HBEL. fRAFL. XUFRE L TI R B RW, 72720, YW ED Y%
BMICEET2REDOREICHONTHE - HOBMD RSB LIBEBED DN TN D5
BIZOWNWTIE, ZDRY TRV,

(3) Food in which substances that are the ingredients of agricultural chemicals
(meaning agricultural chemicals prescribed in Article 1-2, paragraph (1) of the
Agricultural Chemicals Control Act (Act No. 82 of 1948), hereinafter the same
shall apply in the following Article), substances that are used by being added,
mixed or infiltrated into feed (meaning feed prescribed in Article 2, paragraph
(2) of the Act on Safety Assurance and Quality Improvement of Feed (Act No.
35 of 1953)) or are used by other methods for feed for the purpose of providing
it for usage specified by an Ordinance of the Ministry of Agriculture, Forestry
and Fisheries based on Article 2, paragraph (3) of the same Act, and
pharmaceutical products that are prescribed in Article 2, paragraph (1) of the
Pharmaceutical Affairs Act and are to be used for animals (including
substances chemically generated from such substances and excluding
substances that the Minister of Health, Labour and Welfare specifies as clearly
having no risk to human health) remain in a quantity exceeding the quantity
that the Minister of Health, Labour and Welfare specifies as having no risk to
human health by hearing the opinions of the Pharmaceutical Affairs and Food
Sanitation Council shall not be produced, imported, processed, used, cooked,
preserved, or sold for the purpose of marketing; provided, however, that this
shall not apply to cases where standards concerning the ingredients of food
under paragraph (1) have been established with regard to the residual limit of

said substances in said food.

Fr ok BEAGBREIL, AIRB HORBMOBEDIIR OB L LT, BMIZEET
DR, RO MO LK OB OYGEIZE T D IERE ZRE S HICHET o
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Article 12 When the Minister of Health, Labour and Welfare intends to establish
a quantity limit for substances (including substances chemically generated
from such substances) that are the ingredients of the agricultural chemicals
remaining in food, feed additives prescribed in Article 2, paragraph (3) of the
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Act on Safety Assurance and Quality Improvement of Feed, and
pharmaceutical products that are prescribed in Article 2, paragraph (1) of the
Pharmaceutical Affairs Act and are to be used only for animals (hereinafter
referred to as "agricultural chemicals, etc." in this Article) as the standard
concerning the ingredients of food set forth in paragraph (1), or when he/she
finds it necessary, he/she may request the Minister of Agriculture, Forestry
and Fisheries to provide data concerning the ingredients of the agricultural
chemicals, etc. or offer other necessary cooperation.
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Article 13 (1) Regarding food for which the criteria for the methods of production
or processing have been established pursuant to the provisions of Article 11,
paragraph (1) and which are specified by a Cabinet Order, when a person who
intends to produce or process such food by way of a comprehensive sanitation
management and production process (meaning a production or processing
process in which measures to prevent food sanitation hazards are taken
comprehensively for production or processing methods and sanitation
management methods; the same shall apply hereinafter) (including persons
who intend to produce or process such food in foreign countries) makes an
application, the Minister of Health, Labour and Welfare may grant approval
for producing or processing such food by way of the comprehensive sanitation
management and production process, for each type of food such person intends
to produce or process and for each production or processing facility.

2 JEAGHEREIL, AIEOHFEICHR DG A B RLE I FE 0 fE I T o 5k &
WZ OB FIEN, JBAEFBHES TEDLEMEITHE S LV E XX, FEOK
wa bz e,

(2) When production or processing methods and sanitation management methods
in a comprehensive sanitation management and production process pertaining
to an application prescribed in the preceding paragraph do not conform to the
criteria specified by an Ordinance of the Ministry of Health, Labour and
Welfare, the Minister of Health, Labour and Welfare shall not grant approval
under the same paragraph.

3 FHBHOAREZITLD LT HHIT. BEETEHEDTTEDLE ZAIZLD, HEEE
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(3) A person who intends to obtain approval under paragraph (1) shall submit a
written application attached with data concerning test results of food which
he/she produced or processed through said comprehensive sanitation
management and production process and other data, pursuant to an Ordinance
of the Ministry of Health, Labour and Welfare.

4 FHOKREZTEE RBICEBWT DEKEIEE ) &vWo, ) X, Skl
ROBAEAFHMERBEO —HMELEE L LY T2 L XL, ZOLEEITONTOK
RBERDDZENTE D, ZOH/ICBOTUL, Al HOBEEZHERT 5,

(4) When a person who has obtained approval under paragraph (1) (referred to as
a "person obtaining approval" in the following paragraph) intends to change
part of the comprehensive sanitation management and production process
pertaining to said approval, he/she may apply for approval for the change. In
this case, the provisions of the preceding two paragraphs shall apply mutatis
mutandis.

5 EAFBKREIZ, KOEKESZOWTNMNIEYT IHEEICE N TIL, ARBUGE 1=
7 —HORBORH T —HMERVIET N TE D,

(5) In cases falling under any of the following items, the Minister of Health,
Labour and Welfare may rescind, in whole or in part, the approval under
paragraph (1) which a person obtaining approval has obtained:

—  YEOKGRITER DR A A BRLERFE O BLE TN T O H1E K E O EE O
FER, B _HOBEEFBED TED L EBEITHEHA LR otk &,

(i) When production or processing methods and sanitation management
methods in a comprehensive sanitation management and production process
pertaining to said approval have become unconformable to the criteria
specified by an Ordinance of the Ministry of Health, Labour and Welfare set
forth in paragraph (2);

= ARRIEUGE D, YRR DA AR T ERE R O — A FTE O KR A 2T
TICEL L L X,

(i1) When a person obtaining approval has changed part of the comprehensive
sanitation management and production process pertaining to said approval
without obtaining approval under the preceding paragraph;

= EAETGEBREN., BENRHDHERO T, AEICHEWTYZRRIR D RA /A
PELER R 2 TR ORIEIIIN T 21T 5 KGR ESE (RZICB W T A ERE
AKRBAGHE] WO, ) IR L, BERHEZRDIZLEITENT, ZOWEN S
T, XITEBOHREN SN & &,

(ii1)) When the Minister of Health, Labour and Welfare has found it necessary
and has requested a person obtaining approval who produces or processes
food through a comprehensive sanitation management and production
process pertaining to said approval in a foreign country (referred to as a
"person obtaining approval for production in a foreign country" in the
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following item) to submit a necessary report, but no report has been made or
a false report has been made;

W EAGEREL., RERNHD ERO T, ZOMEIC, SMEROEARIGE O ik
XIFM T O, FHEIT. AEZOMOBFICE N TR, REEHT OMOYIF
IZOWVWTOREEZ ST LY ELEGRICBWT, ZOREDEEN, BT, X
S RY AW -3

(iv) When the Minister of Health, Labour and Welfare has found it necessary
and has intended to have ministry officials carry out inspections of food,
books and documents, and other articles at production or processing facilities,
offices, warehouses, and other locations of a person obtaining approval for
production in a foreign country, but the inspections have been refused,
obstructed or evaded.

6 B HOAGRIIMR D A A BRI A R 7 & dn O BUE SO TS oV T,
BB HORKMEE S LI B L2 BMOBE I L E AR LT, Z0ik
BT Z OERIZES T OBELZETT 2,

(6) The provisions of this Act or orders based on this Act shall apply to the
production or processing of food through a comprehensive sanitation
management and production process pertaining to the approval under
paragraph (1) by deeming it to be the production or processing of food through
methods that conform to the criteria set forth in Article 11, paragraph (1).

7 FHHOABIIFHENHEOELTORREZT L) ET25F1%, FEEICESTLHEED
WEERE L TBECEDDLIEDOFEEZMDRITHIT R B0,

(7) A person who intends to obtain the approval under paragraph (1) or the
approval for change under paragraph (4) shall pay a fee specified by a Cabinet
Order by taking into consideration the actual costs of the assessment.

FHIUE AiRE—HOARIL, ZFZ2 FORVWEATTEDLHME LLFZoRIZEND
T TAZHIRE) Lvwo, ) TEZoEH ez 20, ZoMHoOREIZ LT,
DR KD,

Article 14 (1) An approval under paragraph (1) of the preceding Article shall,
unless it is renewed at an interval of not less than three years as specified by a
Cabinet Order (hereinafter referred to as a "valid period" in this Article), cease
to be effective upon the expiration of such period.

2 HISGRHE ZHLROE —HOBEIX, ATEOEFICOWTHERT %,

(2) The provisions of paragraphs (2) and (3) of the preceding Article shall apply
mutatis mutandis to a renewal set forth in the preceding paragraph.

3 WHOEHOHERHLOTHEIIENT, A O TR £ TIZZDOHFEIC
KT DA S 7o & Z X, ERTORRIT., AW Om 7% b Z 00N ID
ETOMIX. RBZON 12T 5,

(3) In the case where an application for renewal under paragraph (1) has been
filed, when the disposition for the application has not been completed by the
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expiration date of the valid period, the approval then in force shall remain in
force even after the expiration of the valid period until the disposition is
completed.

4 AIEOEAEICBWT, AKBOEHFN SN L EiX, Z0RBOAIPMIL, #ERTD
AROF R ON T o R oE Hﬁ%t%#é%@&#éo

(4) In the case set forth in the preceding paragraph, when an approval has been
renewed, the valid period of the approval shall start from the day following the
expiration date of the valid period for the former approval.

5 FHHOAROEHREZZIT LI LT 2L, FEEICETLIFEEOFELBRE L THY
TED DO FLEZ MO R T HIL R b7,

(5) A person who intends to obtain a renewal of the approval under paragraph (1)
shall pay a fee specified by a Cabinet Order by taking into consideration the

actual costs of the assessment.

B BAROAEBREE
Chapter III Apparatus and Containers and Packaging

FHIg EELEATIHREROAEIROIET, HRTHAENTRITNIER B2,
Article 15 Apparatus and containers and packaging used in business shall be

clean and sanitary.

FHRNEk Awi, B iﬁ$f£¢@’%iﬁ§ﬁ?ih AL IIfE LT AORELAEL S

BENRHDEEA L IIAAH I ITEWE L ITIWIMIcHEf L TZh BICAF
REBEGRADZLIZE0D NORFELZHER S BZNUNH D B L IIBEWm LT,
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TIER B,

Article 16 Apparatus or containers and packaging which contain or are covered
with toxic or harmful substances and involve a risk to human health, or
apparatus or containers and packaging which touch food or additives and have
a harmful effect on them and involve a risk to human health shall not be sold,
nor be produced or imported for the purpose of marketing, nor be used in

business.
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Article 17 (1) Regarding specific apparatus or containers and packaging which
are produced in a specific country or region, or are produced by a specific
person, in the case where, as a result of inspections under Article 26,
paragraphs (1) to (3), or Article 28, paragraph (1), a considerable number of
articles falling under the following apparatus or containers and packaging are
found, or it is found that articles falling under the following apparatus or
containers and packaging are likely to be included to a considerable extent,
judging from the conditions of food sanitation management at a production site
or on other grounds specified by an Ordinance of the Ministry of Health,
Labour and Welfare, the Minister of Health, Labour and Welfare may prohibit
the sales of said specific apparatus or containers and packaging, the production
or import of said specific apparatus or containers and packaging for the
purpose of marketing, or the use of said specific apparatus or containers and
packaging in business, by hearing the opinions of the Pharmaceutical Affairs
and Food Sanitation Council, when he/she finds it particularly necessary to
prevent the food sanitation hazards resulting from said specific apparatus or
containers and packaging, considering the level of the risk to human health
and other matters specified by an Ordinance of the Ministry of Health, Labour
and Welfare:

— AIRICHET 2B I A w

(1) Apparatus or containers and packaging prescribed in the preceding
paragraph;

ZOREFEHOBEIZL DV ED DN TEHKIZE DR W E I A

(i1) Apparatus or containers and packaging which do not conform to the
standards established pursuant to the provisions of paragraph (1) of the
following Article.

2 BEAEFBREZ, MEOBREICL22EEZ LIS T2, SO0 TUH, BK
ITBHER O RITHEE L T e 5720,

(2) When the Minister of Health, Labour and Welfare intends to issue a
prohibition under the preceding paragraph, he/she shall consult with the heads
of the relevant administrative organs in advance.

3 HNARFE _HEOHMNEOBEIE, H-HOBEIZL5E LB TONIEEITOV
THEMT D, ZoHLEICEWT, REE =5 T&h 3R Lbo0i1x, I35
B3l LHARZDDbDET D,

(3) The provisions of Article 8, paragraphs 3 and 4 shall apply mutatis mutandis

-

to the case where a prohibition under paragraph (1) has been issued. In this
case, the term "food or additives" in paragraph (3) of the same Article shall be
deemed to be replaced with "apparatus or containers and packaging."
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Article 18 (1) From the viewpoint of public health, the Minister of Health,
Labour and Welfare may establish standards for the apparatus or containers
and packaging, or the raw materials thereof to serve for the purpose of
marketing or to be used in business, or establish the criteria for the production
methods thereof, by hearing the opinions of the Pharmaceutical Affairs and
Food Sanitation Council.

2 AIHOBEIC IV HE UIEENED N L EIT, TOHKICEDRVEES L
<IEFEFwaEZRE L, RO o72oiciiE L, AL IFmAL, LT
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(2) When the standards or criteria have been established pursuant to the
provisions of the preceding paragraph, the apparatus or containers and
packaging which do not conform to such standards shall not be sold, nor be
produced or imported for the purpose of marketing, nor be used in business;
raw materials which do not conform to such standards shall not be used; and
containers and packaging shall not be produced by methods that do not
conform to such criteria.

FUE RREOKRE
Chapter IV Labeling and Advertising

FLk BEAFERKEIX, ARELEDO RS, EE - SREERESOERLEZIEN
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EBTE D,

Article 19 (1) From the viewpoint of public health, the Minister of Health,

Labour and Welfare may establish the necessary criteria for the labeling of

food or additives to serve for the purpose of marketing, or apparatus or
containers and packaging for which the standards or criteria have been
established pursuant to the provisions of paragraph (1) of the preceding Article,
by hearing the opinions of the Pharmaceutical Affairs and Food Sanitation
Council.

2 HAIHOBEICEL Y RRICHOEEENED LR, I, B IR OEIL,
ZOREEICE S RRPRTHIE, Zngxlke L, eI 272Dz L, X
ITEE LA L TER B0,

(2) Food, additives, apparatus, or containers and packaging for which the criteria
for labeling have been established pursuant to the provisions of the preceding
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paragraph shall not be sold, displayed for the purpose of marketing, nor used
in business, without labeling which conforms to such criteria.

Tt A BN, SEXIIEWEEICEAL T, AREECAEFERETEE
W& DA O TFBR 2R TR E L LTI B0,
Article 20 False or exaggerated labeling or advertising, which may cause harm

to public health regarding food, additives, apparatus, or containers and
packaging, shall not be used.

BEE |RLIBNMAESE
Chapter V Japanese Standards of Food Additives

T BAGEREZR. BRBNIIMAEEELFERL, FH—FKFE-HOBEIZ X
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TN S EYFIER OCHK ZINEH T 2D LT 5,

Article 21 Regarding additives for which the criteria and standards have been
established pursuant to the provisions of Article 11, paragraph (1) and
additives for which the criteria have been established pursuant to the
provisions of Article 19, paragraph (1), the Minister of Health, Labour and

Welfare shall compile the Japanese Standards of Food Additives to contain said
criteria and standards.

BAE BERBIEEHEOEHE
Chapter VI Guidelines and Plans for Monitoring and Guidance

B4 BEAGBREZ. EROERENRRENT 5 B HEAEICBE T 2B OIS
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Article 22 (1) The Minister of Health, Labour and Welfare shall establish
guidelines concerning the monitoring of and guidance on food sanitation to be
implemented by the State and prefectures, etc. (hereinafter such monitoring
and guidance shall be referred to as "monitoring and guidance" and such
guidelines shall be referred to as the "guidelines").

2 eI, WITBT HFEHIIHOWTEDDLIBD LT D,

(2) The guidelines shall define the following matters:

—  BEEUEE O NEIZ BT 5 AR 22 5 )

(i) Basic policies concerning the implementation of monitoring and guidance;

O EAMICEREELER TS HBICET 5 FH

(i) Matters concerning items for which monitoring and guidance shall be
implemented intensively;

= ERBEEOERMAHICE Y 5 HEE
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(iii) Matters concerning a system for implementing monitoring and guidance;
MU Z OIS O EhiIZ B3 25 EEHEIH
(iv) Other important matters concerning the implementation of monitoring and
guidance.

3 BEAFEKREZ., FBHEED, TIhaxEF e i, Bk, Zhaihxk
THHDET D,

(3) When the Minister of Health, Labour and Welfare has established or revised
the guidelines, he/she shall publicize it without delay.

T+ =% BAVBREIL BEHCESE, BEE, BEEORMS., INIW. R
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Article 23 (1) Every fiscal year, the Minister of Health, Labour and Welfare shall
establish a plan concerning the monitoring and guidance to be implemented by
the State regarding the following fiscal year's import of food, additives,
apparatus, and containers and packaging (hereinafter referred to as the
"imported food monitoring and guidance plan"), based on the guidelines.

2 EMARMESREEREIX, RICBT2FHIIOWTEDDLI D LT D,

(2) The imported food monitoring and guidance plan shall define the following
matters:

— EHOFEZOMOEE DA TEAMICEREELZ T XEHAICET 2
HiH

(i) Matters concerning items for which monitoring and guidance shall be
implemented intensively, judging from circumstances at the productions
sites and other circumstances;

WA ZRAT O EER T 5 B ER RGO E IR L8 2 FIH

(i1) Matters concerning guidance on the implementation of voluntary sanitation
management for business persons engaged in import;

= X OMEEHFEE O FE N D 72 O LB 7R g

(ii1) Other matters needed for the implementation of monitoring and guidance.

3 EAFGEAREIZ, MARMEREEEZED, ITINEEE L& &%, Bl
<, INERETLHHD LT D,

(3) When the Minister of Health, Labour and Welfare has established or revised
the imported food monitoring and guidance plan, he/she shall publicize it
without delay.

4 JEAFTERET, WARMEREEFEOFEm ORI ONT, AKT LD LT
Al

(4) The Minister of Health, Labour and Welfare shall publicize the
implementation of the imported food monitoring and guidance plan.

BFUS HDERREF, REFTZRET 2T ORI OKXE (LUF HEhE
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Article 24 (1) Every fiscal year, a prefectural governor, mayor of a city
establishing health centers, or head of a special ward (hereinafter referred to
as a "prefectural governor, etc.") shall establish plans concerning the following
fiscal year's monitoring and guidance to be implemented by said prefecture, etc.
(hereinafter referred to as "prefectural plans for the monitoring of and
guidance on food sanitation"), based on the guidelines.

2 HREFIRE RS EAER ARSI, RICBT D2 FHIZOWTED LD LT D,

(2) Prefectural plans for the monitoring of and guidance on food sanitation shall
define the following matters:

— HEAMICERBESELERE TS HA AT 5 HH

(i) Matters concerning items for which monitoring and guidance shall be
implemented intensively;

T RMHEREERICNT 5 B EM RS O EMICR D EEICET 59 H

(i) Matters concerning guidance on the implementation of voluntary sanitation
management for food business operators;

= CUERERE IR & T D BB R O MBI AR T B RS & o O R ICRE T
L9
(ii1)) Matters concerning the securing of coordination between said prefecture,
etc. and other relevant administrative organs including neighboring
prefectures, etc.;

M Z Ot B ALFR S D FEfi D 72 D I 4 BE 7R Fe I

(iv) Other matters needed for the implementation of monitoring and guidance.

3 FBE RS AR R R B R, YRAEE N R EOXIEIC R T D R EEEE
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TED IR T IITIR B 7Ry,

(3) Prefectural plans for the monitoring of and guidance on food sanitation shall
be established by taking into consideration the situation of facilities
established by food business operators in areas of said prefecture, etc., actual
conditions of food sanitation hazards, and other circumstances of said areas.

4 HHEMFRAFEFT, HENREEMEEEREEHEZED, XN EZEE LT
EXIEL, BIRS, TNEARTLHE LT, BATBHESTTEDDLE ZAITLD,
JEAE G REICH A LT X 7e 6720,

(4) When a prefectural governor, etc. has established or revised prefectural plans
for the monitoring of and guidance on food sanitation, he/she shall publicize it
and report it to the Minister of Health, Labour and Welfare, without delay,
pursuant to an Ordinance of the Ministry of Health, Labour and Welfare.

5 HLEMFRENESIL, HOEN RS RS A AEBESRIREEE O FEE ORI ONW T, EA
FEETTEDDEZAICLY, ARLRITNIXRERN,
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(5) A prefectural governor, etc. shall publicize the implementation of prefectural
plans for the monitoring of and guidance on food sanitation, pursuant to an
Ordinance of the Ministry of Health, Labour and Welfare.

BLE BRE
Chapter VII Inspections
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Article 25 (1) Food or additives specified by a Cabinet Order for which standards
have been established pursuant to the provisions of Article 11, paragraph (1),
or apparatus or containers and packaging specified by a Cabinet Order for
which standards have been established pursuant to the provisions of Article 18,
paragraph (1) shall not be sold, displayed for the purpose of marketing, nor
used in business, unless they have labeling specified by an Ordinance of the
Ministry of Health, Labour and Welfare attached which certifies that they have
received inspections by the Minister of Health, Labour and Welfare, a
prefectural governor, or a registered conformity assessment body in accordance
with a classification specified by a Cabinet Order and have passed the
inspections.

2 HIEOKRES LD EATTBRESNIBREMERE OIT I MELZ T L9 & T2FIL.
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(2) A person who intends to receive inspections by the Minister of Health, Labour
and Welfare pursuant to the provisions of the preceding paragraph shall pay a
fee specified by the Minister of Health, Labour and Welfare by taking into
consideration the actual costs of the assessment, and a person who intends to
receive inspections by a registered conformity assessment body pursuant to the
provisions of the preceding paragraph shall pay a fee specified by said
registered conformity assessment body by obtaining approval from the Minister
of Health, Labour and Welfare by taking into consideration the actual costs of
the assessment.

3 HIEOFLEEHT., BEETBHREOITOMELZIT LD LT 2H5OMMTHHDIZH
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SRR IR BB DINA L T2,

(3) A fee set forth in the preceding paragraph which has been paid by a person
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who intends to receive inspections by the Minister of Health, Labour and
Welfare shall be deemed to be income of the Treasury and a fee set forth in the
preceding paragraph which has been paid by a person who intends to receive
inspections by a registered conformity assessment body shall be deemed to be
income of said registered conformity assessment body.

4 FIZHHIZED Db ODIEN, H—HOMER PNYEREICEHK LIZHE O EIZH
LB T, B CTED D,

(4) In addition to what is prescribed in the preceding three paragraphs, the
matters necessary for inspections set forth in paragraph (1) and the measures
to be taken when passing said inspections shall be specified by a Cabinet Order.

5 H—HOBMEORRIZOWTIE, ITBARRESE W=+t HEEREEAN+H5)
WX DRIRBNTET DI LN TERNY,

(5) No appeal under the Administrative Appeal Act (Act No. 160 of 1962) may be
entered against the results of inspections set forth in paragraph (1).
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Article 26 (1) In the case where a prefectural governor has found food, additives,
apparatus or containers and packaging listed in the following items, and when
he/she finds, in light of the capabilities, etc. for conducting inspections of a
person who produced or processed them, that food, additives, apparatus or
containers and packaging which the person produced or processed are likely to
continue to fall under those listed in the following items and finds it necessary
to prevent food sanitation hazards, he/she may, following requirements and
procedures specified by a Cabinet Order, order the person to receive
inspections by said prefectural governor or a registered conformity assessment
body regarding said food, additives apparatus or containers and packaging:

—  EAREE 5 XIEE =SB A BN SUTEINY)

(1) Food or additives listed in Article 6, item (ii) or item (iii);

=B S&EHOBEICL YV ED LN HKICE DR WE S SUITINY

(ii) Food or additives which do not conform to standards established pursuant
to the provisions of Article 11, paragraph (1);

= B REHOBEICLIVED LN EEICEDRWITIEIZ LD IR %1
L 7o

(iii) Food for which additives are used in methods that do not conform to the
criteria established pursuant to the provisions of Article 11, paragraph (1);
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(iv) Food prescribed in Article 11, paragraph (3);

B BEARICHET 248 B X I A w0 dE

v) Apparatus, or containers and packaging prescribed in Article 16;

N OFBHNEE-HOBEICLVED LNTZHKICE DRV E A XA

(vi) Apparatus, or containers and packaging which do not conform to standards
established pursuant to the provisions of Article 18, paragraph (1).

2 JBAGEREZ., B LOBEORELYILT O OMNENRH DL RO DH & E
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(2) When the Minister of Health, Labour and Welfare finds it necessary to
prevent food sanitation hazards, he/she may order a person who imports food,
additives, apparatus or containers and packaging of the same type as those
produced or processed by a person who has produced or processed food,
additives, apparatus or containers and packaging listed in each item of the
preceding paragraph or food prescribed in Article 10 to receive inspections by
the Minister of Health, Labour and Welfare or a registered conformity
assessment body regarding said food, additives, apparatus or containers and
packaging.

3 BEAGEAKEIL BMEE LOBEEORELSIETHDOMNERLDL LROL L X
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(3) When the Minister of Health, Labour and Welfare finds it necessary to
prevent food sanitation hazards, he/she may order a person who imports food,
additives, apparatus or containers and packaging which are found likely to fall
under those listed in each item of paragraph (1) or food prescribed in Article 10,
judging from circumstances at production sites and other circumstances, to
receive inspections by the Minister of Health, Labour and Welfare or a
registered conformity assessment body regarding said food, additives,
apparatus or containers and packaging.

4 FIZHEHOMBEZITE L. YEREE =T, %@ﬁ%:owf®@ﬁéﬁﬁt&
TRTAE, %ML, mIY, SEXIEwmEELZRTE L, RO ITHT 5729
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(4) A person who has received an order under the preceding three paragraphs
shall not sell said food, additives, apparatus or containers and packaging,
display them for the purpose of marketing, nor use them in business until
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he/she receives said inspections and receives notice of the results thereof.

5 HIEDBEH THO THEMAMEN T 2 bDIE, YZmELZTLIR&EZLaml
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(5) A notice set forth in the preceding paragraph which is to be made by a
registered conformity assessment body shall be made through the prefectural
governor or the Minister of Health, Labour and Welfare who has ordered the
person to receive said inspections.

6 H—HNOLEHE TOREIC L DEATEHRETIBEREKREOIT S i L=
FEOETHEIT. MECESTLIEEOHEELBEL T, BEAETHREDITOREICH
DTIHEETERENED DD, BkMRERKREOIT 9 A H D T YRk A
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(6) A person who intends to receive inspections by the Minister of Health, Labour
and Welfare pursuant to the provisions of paragraphs (1) to (3) shall pay a fee
specified by the Minister of Health, Labour and Welfare by taking into
consideration the actual costs of the assessment, and a person who intends to
receive inspections by a registered conformity assessment body pursuant to the
provisions of paragraphs (1) to (3) shall pay a fee specified by said registered
conformity assessment body, by obtaining approval from the Minister of Health,
Labour and Welfare, by taking into consideration the actual costs of the
assessment.

7T RIREZHEPOETHETOREIR, F—HNPOHE "HE TOMAICOWTHERT
Al

(7) The provisions of paragraphs 3 to 5 of the preceding Article shall apply

mutatis mutandis to inspections set forth in paragraphs (1) to (3).

F otk REOMICHL., TEXMERT 8L, BN, REUIRROEL
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Article 27 A person who intends to import food, additives, apparatus or
containers and packaging to serve for the purpose of marketing or to use in
business shall make a notification to the Minister of Health, Labour and
Welfare on a case-by-case basis, pursuant to an Ordinance of the Ministry of
Health, Labour and Welfare.

BN BAEGBHRESUIBEMRMEEL LERSHDL LD DH &1L, HES
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Article 28 (1) The Minister of Health, Labour and Welfare or a prefectural
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governor, etc. may, when it is found to be necessary, request a business person
or other relevant persons to submit the necessary report, or have their officials
visit places for business, offices, warehouses, and other places, inspect food,
additives, apparatus or containers and packaging to serve for the purpose of
marketing or to use in business, business facilities, books and documents, and
other articles, and remove food, additives, apparatus or containers and
packaging to serve for the purpose of marketing or to use in business, without
charge, within the limit necessary for using them for the purpose of testing.

2 FIEOBEIZ LY YEEREICHEBERAE TN ELZ S TGI8V TX, ZhicE
DE I RTAEREZHEH ST, o, BREOFERNH L L &1X, ZhanrIEh
L7 5780,

(2) The Minister of Health, Labour and Welfare or a prefectural governor, etc.
shall, when having their officials conduct on-site inspections, or remove
articles pursuant to the provisions of the preceding paragraph, have them
carry their identification and produce it at the request of relevant persons.

3 HHOBEICKDHERIE., LREEEODICRDO LN L0 LML Ttk b
A

(3) The authorities prescribed in paragraph (1) shall not be construed as having
been granted for criminal investigation.

4 JEAEGHERESOIEERF R FEL, FHOBEIC LV INE LI/, Ny,
ar B I AL ORBRICEAT 2 FH & B AERBEIC Rt T 52 LN TE D,

(4) The Minister of Health, Labour and Welfare or a prefectural governor, etc.
may entrust affairs concerning the testing of food, additives, apparatus or
containers and packaging that have been removed pursuant to the provisions of

paragraph (1) to a registered conformity assessment body.

BPLS EROEERRIE, B P RES - EHXIE S PARE - EHr L T
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Article 29 (1) The State and prefectures shall set up the necessary facilities for
inspections where inspections under Article 25, paragraph (1) or Article 26,
paragraphs (1) to (3) (hereinafter referred to as "product inspections") and
affairs concerning the testing of food, additives, apparatus or containers and
packaging that have been removed pursuant to the provisions of paragraph (1)
of the preceding Article are to be carried out.

2 PREERTZRRE T S W R OEBIKIE, BISRE —HOBEIZ L VIRE L&A, I,
ar B IR ORBRICEAT 2 FB 21T O L7720, LERRAERMGK 25T 2T
X7 6720,

(2) Cities establishing health centers and special wards shall set up the
necessary facilities for inspections where the business affairs concerning the
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testing of food, additives, apparatus or containers and packaging that have
been removed pursuant to the provisions of paragraph (1) of the preceding

Article are to be carried out.
3 #WEMNREORMEEMEMRICE LLELRFIRIL, S TEDD,
(3) The matters necessary for food sanitation inspection facilities of prefectures,

etc. shall be specified by a Cabinet Order.

otk B HARE-HICHET 2 MR E O X OB AR 2 FE O
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Article 30 (1) The Minister of Health, Labour and Welfare or a prefectural
governor, etc. shall appoint food sanitation inspectors from among their
officials to have them enforce the authority thereof prescribed in Article 28,
paragraph (1) and perform the duties of guidance on food sanitation.

2 ERERRENESEZ, HENFRERMMIAEBRBEEHHOED L L ZAIZLD, &
FAEEABRICERBE LT DR RITIER G220,

(2) A prefectural governor, etc. shall have food sanitation inspectors implement
monitoring and guidance, pursuant to the prefectural plans for the monitoring

of and guidance on food sanitation.

3 FEAGHKEIL WMARMEGRBESHEOEDD LZAICLY, AMEEREHRAIC
Bhh, W, SREROEIHRCOIEOMANRDERIFEZITOEL D LT 5,

(3) The Minister of Health, Labour and Welfare shall have food sanitation
Iinspectors implement monitoring and guidance pertaining to the import of food,

additives, apparatus or containers and packaging, pursuant to the imported

food monitoring and guidance plan.

I =IHIZED D b O DI, Bianfi/ LA B OB O & ARHEBIZE L4
BRRHIT, BT TED D,
(4) In addition to what is prescribed in the preceding three paragraphs, the
qualifications of food sanitation inspectors and other matters necessary for

food sanitation inspectors shall be specified by a Cabinet Order.

4

FINE BREREHE
Chapter VIII Registered Conformity Assessment Bodies

Bk BEMEKBEORREZT LD LTHET. BEEGBHEFTTEDDL LIS
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R 2 L2 6720,

Article 31 A person who intends to obtain registration as a registered conformity
assessment body shall pay a fee specified by a Cabinet Order by taking into
consideration the actual costs of the assessment and apply for registration with

the Minister of Health, Labour and Welfare.
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Article 32 A juridical person falling under any of the following items may not
obtain registration as a registered conformity assessment body:
— ZOENITTOEEZITOKEN Z OIERE L OERICE S LSITERK L,
Sl EORNICRE B, ZOHITEKDY | XFPITE2 21T 5 2 L0372 720l
7226 Z4FE 2R Lans o
(i) A juridical person who has been sentenced to a fine or severer punishment
for violation of this Act or any disposition based on this Act or whose officer
in charge of its business has been sentenced to a fine or severer punishment
for violation of this Act or any disposition based on this Act, before the
expiration of a period of two years since the person served out the sentence
or ceased to be subject to the sentence;
= BN =EoBEICL D BREZIRVIEIN, TOBIELO NS ZFEZ R LR
VAN
(i1) A juridical person who has had its registration rescinded pursuant to the
provisions of Article 43, before the expiration of a period of two years since
the date of said rescission;

= FENF=FOHEIZ L D2BEOEIE Lo HET =+ HLNIZEORIE LIRS TEAN
DHEBEITHOKBE THOOIEETEDOEIH LO AL LK LR NS DONZE DI
BaEITHOHB LR DOTWDHIEAN

(iii) A juridical person whose business is to be conducted by an officer who has

been an officer in charge of the business of the juridical person pertaining to

the rescission of registration under Article 43 within 30 days prior to the

date of said rescission, before the expiration of a period of two years since the

date of said rescission.

Fot =% BATEHREZ Fot—FK0oHEICIVBELHFFELIEE (LLFTZ0HE
BT TREHGFEE] Lo, ) BPDRICHTLEHFEOTXTUTHEE L TWVD & T,
ZORERE LIRTHIER LR, ZOREICEN T, BEICE L THRERFHIL. E
ETBE BT TED D,

Article 33 (1) When a person who has applied for registration under Article 31
(hereinafter referred to as an "applicant for registration" in this paragraph)
conforms to all the requirements listed as follows, the Minister of Health,
Labour and Welfare shall register that person. In this case, the procedures
necessary for registration shall be specified by an Ordinance of the Ministry of
Health, Labour and Welfare:

— BIROE MG THIHEREDOTHHI LT, TNENREXOE MIHBIT 28
s B2 OO Z A L, 2o, "EBRAEIXREROF =BT 5 & 0w
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(1) A person shall possess the machines, implements, and other facilities listed
in column 2 of the appended table respectively for each type of product
inspection listed in column 1 of the same table, product inspections shall be
conducted by a person who has the knowledge and experience that conform to
the conditions listed in column 3 of the same table, and the number of such
persons shall exceed the number listed in column 4 of the same table;

= RIS 2 RARECEEMEOHR OO OBENIHASNTND Z &,

(i) Measures to ensure the credibility of product inspections listed as follows
shall be taken:

A4 BREZTOAMICHLBREOCFE S L ICENENFLOFEHREZEL 2 &,

(a) Full-time supervisors shall be placed for each type of product inspection
at departments conducting inspections;

7 SERRE OEBEOEH L O E ORI 2 LEMER S LTS Z &,

(b) Documents concerning management of the operation of product
inspections and the securing of accuracy shall be prepared;

N BT D CEICREB I N L ATV RE O K OF LK O E O 1
RaAT O O L ES Z &,

(c) A specialized department shall be established for managing the operation
of product inspections and ensuring accuracy in accordance with what is
written in the documents listed in (b);

= BEHEED, B TLREHXIE S FARE-EHNLE ZHE TOREIS
FOBIBBRELZZ T R2TNERORNT &SN EM, I, #E IR
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&

(iii) An applicant for registration shall not fall under any of the following as a
person governed by a business person who sells food, additives, apparatus, or
containers and packaging for which product inspections under Article 25,
paragraph (1) or Article 26, paragraphs (1) to (3) shall be received, or who
produces, imports, processes, or displays such articles for the purpose of
marketing, or uses such articles in business (hereinafter referred to a
"business person subject to inspections" in this item and in Article 39,
paragraph (2)):

A4 BHEHBEEPFEASHETHILEICH O TUL, ZMEEEDZOBIEAN (&t
B CERHEFEREENAT) FNEE RS -HICRET 2BIEANEZ N
9., ) THhDHIZ L,

(a) In the case where an applicant for registration is a stock company, a
business person subject to inspections shall be its parent corporation
(meaning parent corporations prescribed in Article 879, paragraph (1) of
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the Companies Act (Act No. 86 of 2005));

n BREHFEAEOKE (Fostt (SHEFLE ETHIRE -HIHET 2/FH=
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(b) More than half of the officers of an applicant for registration (in the case
of a partnership corporation (meaning partnership corporations prescribed
in Article 575, paragraph (1) of the Companies Act), personnel in charge of
its business) shall be officers or employees of a business person subject to
inspections (including those who have been officers or employees of said
business person subject to inspections in the past two years);

N BEHFEE OREMLZ AT L2HKED, ZREEEOKBXITIHE (% 4R
ICH SR EEFDORBXITME Tho1-EF 25T, ) THDHZ L,

(c) Representative officers of an applicant for registration shall be officers or
employees of a business person subject to inspections (including those who
have been officers or employees of said business person subject to
inspections in the past two years).

2 BERIT., WICHIT 2 FHEEL BEERICFURE L TT 9,
(2) Registration shall be made by entering the following matters in the registry:
— BEFEH A RO ERE
(i) The date of registration and registration number;
= OBEMAE O, REFORA KNI T D FE T OFTEH
(i1) The name of the registered conformity assessment body, the name of its
representative, and the location of its principal office;
= REBALRENT O WA O
(iii) Types of product inspections which the registered conformity assessment
body shall conduct;
MO B GRimR A B S B R A A 1T O FHEFT O PR K OFTE#)
(iv) The name and the location of the office where the registered conformity

assessment body shall conduct product inspections.

BoUE BEMEMEOREIT., L2 ToRVES TED LI I LICEDEH
ZZTRINE ZOHEORBICE ST, £ HhEkH,

Article 34 (1) Registration as a registered conformity assessment body shall,
unless it is renewed at an interval of not less than three years as specified by a
Cabinet Order, cease to be effective upon the expiration of such period.

2 BT RPOREIRETOREIR., BIEOBREOFHIZHOWVWTHEMNT S,

(2) The provisions of Article 31 to the previous Article shall apply mutatis
mutandis to the renewal of registration set forth in the preceding paragraph.

BTk BREMREKEIT, RAREZITINE I LzROLNIE ST, ENH
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Article 35 (1) A registered conformity assessment body shall conduct product
inspections without delay, when requested, except for cases where there are

justifiable grounds not to do so.

2 ”ﬁ@ﬁ%%i INTELT, Do, BATEE S TED 280 EoEEICEAGT 2
(LY REREEZITORINIT RS20,
(2) A registered conformity assessment body shall conduct product inspections
fairly by a method that conforms to the technical criteria specified by an
Ordinance of the Ministry of Health, Labour and Welfare.

FoPARS BEBRARKEIT, ROBmA LT FETELFICREL, FEIEL, X3z
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Article 36 (1) When a registered conformity assessment body intends to newly
establish or abolish an office where it conducts product inspections or intends
to change the locations thereof, it shall notify the Minister of Health, Labour
and Welfare by one month prior to the day when the establishment, abolition,
or change is scheduled.

2 BREMAEMEIL. BETERKE HEHE S ROENS (FHEFTOATRITRDLE IS
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(2) A registered conformity assessment body shall, when there has been any
change to the matters listed in Article 33, paragraph (2), items (ii) and (iv)
(limited to the parts pertaining to the name of the office), notify the Minister of
Health, Labour and Welfare to that effect without delay, and, when intending
to change the matters listed in item (iii) of the same paragraph, notify the
Minister of Health, Labour and Welfare to that effect by one month prior to the
day when the change is scheduled.

FotESR BEEEREIT, ®OaBEOEFICHET IR (LT FEEBEHER] v
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Article 37 (1) A registered conformity assessment body shall establish rules
concerning the operation of product inspections (hereinafter referred to as
"operational rules") and apply for approval from the Minister of Health, Labour
and Welfare prior to the initiation of the operation of product inspections. The
same shall apply when it intends to change the rules.

2 FEHBRRIE, RamAOIE A, RSRAEIZET 5 TRk oMo B4 EE
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(2) Operational rules shall define methods for conducting product inspections,
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fees concerning product inspections, and other matters specified by an
Ordinance of the Minister of Health, Labour and Welfare.

3 BEAEGEKREIX, H-HORAZ LI EBHREN R RA DN IER I F AR Y &
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(3) When the Minister of Health, Labour and Welfare finds that operational rules
for which he/she has granted approval under paragraph (1) have become
inappropriate for conducting product inspections fairly, he/she may order the
registered conformity assessment body to change the operational rules.

=+HNSG BEMRAKEIL., EAYERKEOFT A 230 2, "MimEDFELED
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Article 38 A registered conformity assessment body shall not suspend, in whole
or in part, the operation of product inspections nor abolish the operation of
product inspections without obtaining the approval of the Minister of Health,
Labour and Welfare.
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Article 39 (1) Within three months after the end of each business year, a
registered conformity assessment body shall prepare an inventory of property,
balance sheet, profit and loss statement or income and expenditure account
statement, and business report of the business year (including an
electromagnetic record (any record which is prepared by electronic, magnetic,
or any other means unrecognizable by natural perceptive function, and is used
for data-processing by a computer; hereinafter the same shall apply in this
Article) in cases where electromagnetic records are prepared instead of those
paper documents; referred to as "financial statements, etc." in the following
paragraph and Article 79), and maintain them at the office for a period of five
years thereafter.

2 ZWEEETOMOFERMRANIL, BEMAEREOEFRHINIZ, WO TH, KIC
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(2) A business person subject to inspections and any other interested person may
make the following requests at any time within the business hours of a
registered conformity assessment body. However, when making a request set
forth in item (ii) or item (iv), he/she shall pay fees specified by the registered
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conformity assessment body:

— WMEHRENZEHZ OO TERINTWS & X3, YEEmOME UIET O
K

(1) When financial statements, etc. are prepared as written documents, a
request for inspection or copy of said documents;

= R OFE OREAR IR DFE K

(i1) A request for a transcript or an extract of the documents set forth in the
preceding item;

= WMEHBRENEMNLEZ b O TERSN TN D & &1k, YEMRARLERIZ Lk
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(iii)) When financial statements, etc. are prepared as electromagnetic records, a
request for inspection or a copy of the matters recorded on said
electromagnetic records which are displayed in means specified by an
Ordinance of the Ministry of Health, Labour and Welfare;

WU A5 OEBAIFLERIC TS SN FHEHZ B HIETHO O TEATNBHE T TED D
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(iv) A request for the matters recorded on the electromagnetic records set forth
in the preceding item in electromagnetic means specified by an Ordinance of
the Ministry of Health, Labour and Welfare or a request for the delivery of
written documents containing said matters.

FHUH BEMAERBEOKRESR L ITBAXIZZNODRIZHST-E 1T, ORIk
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Article 40 (1) Officers, employees of a registered conformity assessment body or
those who formerly held such positions shall not disclose secrets which have
come to their knowledge concerning the operation of product inspections or the
business affairs entrusted to them pursuant to the provisions of Article 28,
paragraph (4) (referred to as "entrusted affairs" in the following paragraph).

2 BAGREOFER IILFCEBITHEF T 2 B ERE 0% BT EIX. L (3
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(2) Officers or employees of a registered conformity assessment body who are
engaged in the operation of product inspections or entrusted affairs shall be
deemed to be officials engaged in public duties by laws and regulations when
the penal provisions prescribed by the Penal Code (Act No. 45 of 1907) or other
laws and regulations are applied.

FUF—5 JBAGEBREIR, BREMRATERE D E = KB - EHA SOV TANIEE
Lo B 5 & EiE, TOREMAMKEICT L, ZhHLDOREICHEET ST
DOMERIFELRLREZLEMmTHI ENTE D,

33



Article 41 When the Minister of Health, Labour and Welfare finds that a
registered conformity assessment body has become unconformable to any of the
items of Article 33, paragraph (1), he/she may order the registered conformity
assessment body to take necessary measures to make it conformable to these
provisions.
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Article 42 When the Minister of Health, Labour and Welfare finds that a
registered conformity assessment body has violated the provisions of Article 35,
or that product inspections by a registered conformity assessment body,
labeling under Article 25, paragraph (1), or a statement of notice under Article
26, paragraph (4) are not appropriate, he/she may order the registered
conformity assessment body to conduct product inspections or take necessary
measures to improve its methods of product inspections or other operational
methods.

FEUH=5 BEATBREIX, BEBAEBE N ROBZOWNTNIEET 5L &I
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Article 43 The Minister of Health, Labour and Welfare may, when a registered
conformity assessment body falls under any of the following items, rescind the
registration thereof, or order the suspension of the operation of product
inspections, in whole or in part, for a specified period:

— ZOEOHTEIER L L E,
(i) When a registered conformity assessment body has violated the provisions of
this Chapter;

ZOBE P IRE IR I T AL ES L &,

(i) When a registered conformity assessment body now falls under Article 32,
item (i) or item (iii);

= HotHERE-HORBWEZITLESHBICIO RV THERE LT O L &,

(iii) When a registered conformity assessment body has conducted product
inspections without following the operational rules approved under Article 37,
paragraph (1);

W =+E&E -HEXII _FOBREIZL2MTICE R L & X,

(iv) When a registered conformity assessment body has violated an order issued
under Article 37, paragraph (3), or the preceding two Articles;

HOIEMREAENROVOICE = FILRE T HEA SOREIC L DEREEAE L X,
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(v) When a registered conformity assessment body has rejected a request under
each item of Article 39, paragraph (2), without justifiable grounds;

N AREOFERIZIVE =+ ="FF HORRKEZ T L X,

(vi) When a registered conformity assessment body has obtained registration
under Article 33, paragraph (1), by wrongful means.

FUHTU4  BEmAERREIT. EATHESTTEDDL LI ALY, RELHL, i
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Article 44 A registered conformity assessment body shall keep books, record
matters concerning product inspections specified by an Ordinance of the
Ministry of Health, Labour and Welfare, and retain them, pursuant to an
Ordinance of the Ministry of Health, Labour and Welfare.

B+ S FEAFEHRKEIL. ROGEIZIE, TOEZERIZATLRTNIER B0,
Article 45 In any of the following cases, the Minister of Health, Labour and

Welfare shall issue a public notice of the relevant matters in official gazettes:

— FHotTEREHOBRERE L L X,

(1) When the Minister of Health, Labour and Welfare has granted registration
under Article 33, paragraph (1);

= E=NERE-HOBEIZ X BERREKE OB N kol b x,

(i1) When registration of a registered conformity assessment body has ceased to
be effective pursuant to the provisions of Article 34, paragraph (1);

= B PAREFE -HENEIE _HOBREICL A EHNn o & &,

(iii)) When there has been a notification under Article 36, paragraph (1) or
paragraph (2);

m H=+NEKOHFTE L E X,

(iv) When the Minister of Health, Labour and Welfare has granted approval
under Article 38;

I BN =ROBEICKIDBRELZRVEL, XITRAREOEFOELELMm UL
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(v) When the Minister of Health, Labour and Welfare has rescinded
registration or ordered the suspension of product inspections under Article
43.

FI4-NG BEMREKBEUAOEFIX, 0T EEPRAMRETH DL L NEZRPBIE
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Article 46 (1) No person other than a registered conformity assessment body
shall use labeling or advertising or conduct any other acts which may cause
people to mistake the operation he/she conducts for a product inspection.

2 JBAEFEKEZ, BEMEKEBELAOEIZKH L, 20179 EBNRMRETH D &
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(2) The Minister of Health, Labour and Welfare may order a person other than a
registered conformity assessment body to take measures not to cause people to

mistake the operation he/she conducts for a product inspection.

HUAtR EAFEHREIL. ZOEROEITICSNERREICHV T, Bk AaiREIc
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Article 47 (1) The Minister of Health, Labour and Welfare may have a registered
conformity assessment body make a report on its operation or financial
situation, or have the ministry officials visit offices or places of business of a
registered conformity assessment body to inspect its operational situation or
books, documents and other articles, or question relevant persons, to the extent
necessary for the enforcement of this Act.

2 B PNEE_HAOE_HOBREIL, AHEOLEICENT 5,

(2) The provisions of Article 28, paragraphs (2) and (3) shall apply mutatis
mutandis to cases set forth in the preceding paragraph.

BLE EZE
Chapter IX Business
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Article 48 (1) A business person who produces or processes dairy products,
additives specified by the Minister of Health, Labour and Welfare pursuant to
the provisions of Article 10, or other food or additives requiring special
consideration with regard to sanitation in the process of production or
processing and which are specified by a Cabinet Order shall place a full-time
food sanitation supervisor for each facility to have him/her supervise the
production or processing in a sanitary manner; provided, however, that this
shall not apply to facilities which the business person supervises as a food
sanitation supervisor by himself/herself.

2 EEEND, AMEHOHEIZL Y RMEAEHEE L BRI IE R S 2RSS T
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(2) In the case where a business person conducts production or processing
businesses for which full-time food sanitation supervisors are required under
the preceding paragraph at two or more facilities, when those facilities lie next
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to each other, one food sanitation supervisor shall be sufficient for those two or
more facilities, notwithstanding the provisions of the preceding paragraph.

3 AMEAEHEEIL. UEERICEBNTZOEBITMR L &M XIIRIMIZE LTI o
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(3) A food sanitation supervisor shall supervise persons who are engaged in the
production or processing of food or additives pertaining to his/her supervision
at said facility so that there should be no violations pertaining to this Act nor
orders or dispositions based on this Act with regard to such food or additives.
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(4) In addition to what is prescribed in the preceding paragraph, a food
sanitation supervisor shall take the necessary care and state the necessary
opinions to the business person with regard to sanitation management methods
at said facility and other matters concerning food sanitation, in order to
prevent any violations pertaining to this Act or orders or dispositions based on
this Act and prevent food sanitation hazards, with regard to food or additives
pertaining to his/her supervision at said facility.

5 EHEHEIT, TOWRICEMEAEHEEZE WL XT, ATEOBEIC X D& MEAE
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(5) When placing a food sanitation supervisor at a facility, a business person
shall respect the stated opinions of the food sanitation supervisor pursuant to
the provisions of the preceding paragraph.

6 WOBZONWTILNIEETL2ETRINE, RAEAEERTE LRI LENTER
AN

(6) No person other than those falling under any of the following items may be a
food sanitation supervisor:

—  [EAL, ERREEAT,  HEA AL ST ER A

(i) A physician, dentist, pharmacist, or veterinarian;

TSR (R A TARERE R E) ISR KR, IBRFES (RIELE
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(i1) A person who has graduated from a university under the School Education
Act (Act No. 26 of 1947), a university under the old University Ordinance
(Imperial Ordinance No. 388 of 1918) or a vocational training school under
the old Vocational Training School Ordinance (Imperial Ordinance No. 61 of
1903) after completing a course in medical science, dentistry, pharmacy,
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veterinary medicine, animal science, fisheries science, or agricultural
chemistry;

= JEAGHE R OB Gk A T T B S AR R O it ak (2 B\ TRTE DR & &
TLEHE

(iii) A person who has completed prescribed courses at training institutes for
food sanitation supervisors registered by the Minister of Health, Labour and
Welfare;
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(iv) A person who has graduated from a high school or secondary education
school under the School Education Act or a secondary school under the old
Secondary School Ordinance (Imperial Ordinance No. 36 of 1943) or a person
who is deemed to have equal or greater academic ability than the above-
mentioned persons pursuant to an Ordinance of the Ministry of Health,
Labour and Welfare and who has been engaged in sanitation management of
the production or processing of food or additives for three years or more at
production or processing businesses for which full-time food sanitation
supervisors are required under paragraph (1), and who has completed
courses of training sessions registered by the Minister of Health, Labour and
Welfare.

7 HTEBNNSICHY T LI IR BT HE OB AT 58 IL. AT
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(7) A person who possesses the qualifications of a food sanitation supervisor due
to falling under item (iv) of the preceding paragraph may become a food
sanitation supervisor only at a facility of the same type of production or
processing business as the one where he/she has been engaged in food
management work for three years or more.

8 H—HICHETIEHERIL. AMEAEHELES, IO RMEATHE LR
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(8) A business person prescribed in paragraph (1) shall, when placing a food
sanitation supervisor or becoming one himself/herself, notify the name of the
food sanitation supervisor or the fact that he/she has become a food sanitation
supervisor and other matters specified by an Ordinance of the Ministry of
Health, Labour and Welfare to the prefectural governor of the location of
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his/her facility within 15 days. The same shall apply when he/she has changed

food sanitation supervisors.
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Article 49 Necessary matters concerning registration of training institutes under
paragraph (6), item (iii) of the preceding Article or training sessions under
item (iv) of the same paragraph shall be specified by a Cabinet Order, and
subjects and other necessary matters concerning courses at training institutes
under item (iii) of the same paragraph and courses of training sessions under
item (iv) of the same paragraph shall be specified by an Ordinance of the
Ministry of Health, Labour and Welfare.
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Article 50 (1) The Minister of Health, Labour and Welfare may establish the
necessary criteria concerning measures to prevent toxic or harmful substances
from getting mixed into food or additives in the process of the production or
processing of said food or additives.
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(2) Prefectures may establish the necessary criteria concerning public health
measures to be taken such as for maintaining the cleanliness of the interior
and exterior of business facilities (excluding poultry slaughtering businesses
prescribed in Article 2, item (v) of the Poultry Slaughtering Business Control
and Poultry Meat Inspection Act) and for exterminating rats and insects, etc.,
by a Prefectural Ordinance.
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(3) When the criteria set forth in the preceding two paragraphs have been
established, a business person (excluding poultry slaughterers prescribed in
Article 6, paragraph (1) of the Poultry Slaughtering Business Control and
Poultry Meat Inspection Act) shall observe them.
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Article 51 From the viewpoint of public health, prefectures shall establish the
necessary criteria for facilities for restaurant businesses or other businesses
which have an extraordinary impact on public health (excluding poultry
slaughtering businesses prescribed in Article 2, item (v) of the Poultry
Slaughtering Business Control and Poultry Meat Inspection Act) and which are
specified by a Cabinet Order, for each type of business, by a Prefectural
Ordinance.

B4 AIRICBETOI2EXRLZEDL D ET2F1T. BEATHERTTEDD L IAIIC
0. FEFRMEOT A EZZ T RITIUXR BN,
Article 52 (1) A person who intends to conduct businesses prescribed in the
preceding Article shall obtain approval from the prefectural governor pursuant
to an Ordinance of the Ministry of Health, Labour and Welfare.
2 HIEHOLBEICE W T, FEMIRMFEIL, ZOEEORMKDAIGROBIEIC L 55T
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(2) In the case set forth in the preceding paragraph, the prefectural governor
shall grant approval when he/she finds that the business facilities of the
person conform to the criteria under the preceding Article; provided, however,
that he/she may decline to grant approval when the person who intends to
conduct businesses prescribed in the preceding Article falls under any of the
following items:
—  ZOERXIZIZOEFEICESUSITER L THIZAE S, ZOHITEZ KDY,
MITHITEZ T D Z DR O B HlE LT F2Rm LR nE

(i) A person who has been punished for violation of this Act or any disposition
based on this Act, before the expiration of a period of two years since the
person served out the sentence or ceased to be subject to the sentence;
= OBRTNENGHE AT ASFETOREICLVFAAZIVEIN, ZORIELOH
PHER LT FELRE L RN

(ii) A person who has had his/her approval rescinded pursuant to the
provisions of Articles 54 to 56, before the expiration of a period of two years
since the date of said rescission;

= BEATHOT, TOEBEZITOKBD D BIZHI 5 OWTINIHYE T 281D
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(iii) A juridical person who has persons falling under any of the preceding two

items among the officers in charge of its business.
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(3) A prefectural governor may attach the necessary conditions such as a valid
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period of not less than five years to the approval set forth in paragraph (1).
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Article 53 (1) When there has been an inheritance, merger, or split related to a
person who has obtained the approval set forth in paragraph (1) of the
preceding Article (hereinafter referred to as an "approved business person" in
this Article) (limited to an inheritance, merger, or split for succeeding said
business), an heir (when there are two or more heirs and one particular heir
has been selected as the successor of the business by consent of all the heirs,
such selected heir), a juridical person surviving the merger, a juridical person
established by the merger, or a juridical person succeeding to said business by
the split shall succeed to the status of the approved business person.

2 HAHHOBEIC LV FFREEREOHA 24K L7 1X, Bk, ZOFEELIET D
EHZRZ T, TOEEZHENBRAFEIRITHRTIER 20,

(2) A person who has succeeded to the status of the approved business person
pursuant to the provisions of the preceding paragraph shall notify the
prefectural governor to that effect without delay, with a document proving such
fact.
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Article 54 In the case where a business person has violated any of the provisions
of Article 6, Article 9, Article 10, Article 11, paragraph (2) or paragraph (3),
Article 16, Article 18, paragraph (2), or Article 20, or where a business person
has violated any prohibition under Article 8, paragraph (1) or Article 17,
paragraph (1), the Minister of Health, Labour and Welfare or a prefectural
governor may order the business person or his/her officials to dispose of the
food, additives, apparatus, or containers and packaging, or order the business
person to take any other necessary measures to eliminate the food sanitation
hazards.

FRAT HUEMRMEL, BEEDERSL BE BRSO OB RE AL
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Article 55 (1) In the case where a business person has violated any of the
provisions of Article 6, Article 9, Article 10, Article 11, paragraph (2) or
paragraph (3), Article 16, Article 18, paragraph (2), Article 19, paragraph (2),
Article 20, Article 25, paragraph (1), Article 26, paragraph (4), Article 48,
paragraph (1) or Article 50, paragraph (3), where a business person has
violated any prohibition under Article 7, paragraphs (1) to (3), Article 8,
paragraph (1) or Article 17, paragraph (1), where a business person now falls
under any of Article 52, paragraph (2), item (i) or item (iii), or where a business
person has violated any conditions under paragraph (3) of the same Article, a
prefectural governor may rescind the approval under paragraph (1) of the same
Article, prohibit the business in whole or in part, or suspend the business for a
specified period.
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(2) In the case where a business person (limited to a person or juridical person
who imports food, additives, apparatus, or containers and packaging) has
violated any of the provisions of Article 6, Article 9, paragraph (2), Article 10,
Article 11, paragraph (2) or paragraph (3), Article 16, Article 18, paragraph (2),
Article 26, paragraph (4), or Article 50, paragraph (3), or where a business
person has violated any prohibition under Article 7, paragraphs (1) to (3),
Article 8, paragraph (1) or Article 17, paragraph (1), the Minister of Health,
Labour and Welfare may prohibit the business in whole or in part, or suspend

the business for a specified period.
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Article 56 In the case where a business person has violated any criteria under
Article 51 with regard to his/her business facilities, a prefectural governor may
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order that person to develop and improve the facilities, rescind the approval
under Article 52, paragraph (1), prohibit the business in whole or in part, or

suspend the business for a specified period.

BTE MR

Chapter X Miscellaneous Provisions
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Article 57 The Treasury shall bear half of the following expenses of the
prefectures or cities establishing health centers pursuant to a Cabinet Order:
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(1) Expenses needed for removal under Article 28, paragraph (1) (including the
cases where it is applied mutatis mutandis under Article 62, paragraphs (1)
and (3));
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(i1) Expenses needed to place food sanitation inspectors under Article 30,
paragraph (1) (including the cases where it is applied mutatis mutandis
under Article 62, paragraphs (1) and (3));
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(ii1) Expenses needed for the approval of a business under Article 52,
paragraph (1) (including the cases where it is applied mutatis mutandis
under Article 62, paragraph (1));
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(iv) Expenses needed for disposal under Article 54 (including the cases where it
is applied mutatis mutandis under Article 62, paragraphs (1) and (3));

O BEAEE -EXIE H BN AF HIIBWCHERTLIHAEE
tr, ) OBEIC X DIEEDIERNE S 5

(v) Expenses needed for autopsies of corpses under Article 59, paragraph (1) or
paragraph (2) (including the cases where it is applied mutatis mutandis
under Article 62, paragraph (1));
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(vi) Expenses needed for lawsuits concerning the enforcement of this Act and
compensation to be paid as a result of the lawsuits.
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Article 58 (1) A physician who has diagnosed a person who has been or is
suspected to have been poisoned by food, additives, apparatus, or containers
and packaging (hereinafter referred to as a "person poisoned by food, etc.") or
examined a corpse thereof shall notify the director of the nearest health center
to that effect immediately.
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(2) When the director of a health center has received a notification set forth in
the preceding paragraph or in other cases where he/she finds that there have
been persons poisoned by food, etc., he/she shall make a report to the
prefectural governor, etc. immediately and conduct an investigation, pursuant
to a Cabinet Order.
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(3) In the case where a prefectural governor, etc. has received a report from the
director of a health center pursuant to the provisions of the preceding
paragraph, and when there have been or are likely to be more persons poisoned
by food, etc. than specified by an Ordinance of the Ministry of Health, Labour
and Welfare, or in other cases specified by an Ordinance of the Ministry of
Health, Labour and Welfare, he/she shall make a report to the Minister of
Health, Labour and Welfare immediately.
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(4) When a director of a health center has conducted an investigation under
paragraph (2), he/she shall make a report to the prefectural governor, etc.
pursuant to a Cabinet Order.
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(5) When a prefectural governor, etc. has received a report under the preceding
paragraph, he/she shall make a report to the Minister of Health, Labour and
Welfare, pursuant to a Cabinet Order.
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Article 59 (1) A prefectural governor, etc. may, when it is found to be necessary
to investigate the cause of death, submit the corpse of a person who has died of
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a disease that was or is suspected to have been caused by food, additives,
apparatus, or containers and packaging to be autopsied with the consent of the
bereaved family.
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(2) In the case set forth in the preceding paragraph, when the cause of death is
not clear without autopsying a corpse and a prefectural governor, etc. finds it
is likely to cause serious public sanitation hazards eventually, he/she may
submit the corpse to be autopsied after notifying the bereaved family, even
without obtaining the consent thereof.
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(3) The provisions of the preceding two paragraphs shall not preclude compulsory
dispositions under the Rules on Criminal Procedure.
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(4) When autopsying a corpse pursuant to the provisions of paragraph (1) or
paragraph (2), care shall be taken to pay respect to the deceased.
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Article 60 In the case where there have been or are likely to be more persons
poisoned by food, etc. than specified by an Ordinance of the Ministry of Health,
Labour and Welfare, or where persons poisoned by food, etc. have appeared or
are likely to appear across wide areas, and when it is urgent to prevent food
sanitation hazards, the Minister of Health, Labour and Welfare may request
prefectural governors, etc. to investigate the causes of food poisoning and
report the investigation results, within a fixed time limit.
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Article 61 (1) Prefectures, etc. shall endeavor to provide the necessary advice,
guidance and other assistance to food business operators in order to prevent
food poisoning and improve food sanitation in the region.

2 HUEMNREIX, RREFETORMMEAEON RICEET 5 A EMRIEE A EET 57
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(2) Prefectures, etc. shall appoint food sanitation promotion leaders from among
those who enjoy the public's confidence and who have the enthusiasm,
knowledge and experience for the improvement of food sanitation, in order to
promote the voluntary activities of food business operators concerning the
improvement of food sanitation.
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(3) A food sanitation promotion leader shall cooperate with the measures set by
prefectures, etc., provide consultation for food business operators, and perform
other activities such as giving advice to such persons, with regard to sanitation
management methods for facilities for restaurant businesses and other matters
concerning food sanitation.
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Article 62 (1) The provisions of Article 6, Article 8, Article 10, Article 11,
paragraphs (1) and (2), Articles 16 to 20, Articles 25 to 56, and Articles 58 to 60
shall apply mutatis mutandis to toys designated by the Minister of Health,
Labour and Welfare as those likely to harm the health of infants when they
touch such toys. In this case, the term "Additives (excluding natural flavoring
agents and articles that have generally been served for human consumption
and are used as additives)" in Article 10 shall be deemed to be replaced with
"Chemically synthesized compounds (meaning substances obtained by causing
a chemical reaction other than a degradation reaction to elements or
compounds by chemical means) intended to be used as additives for toys."
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(2) The provisions of Article 6, and Article 11, paragraphs (1) and (2) shall apply
mutatis mutandis to the cleaning agents used for cleaning vegetables, fruits, or
tableware.
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(3) The provisions of Articles 15 to 18, Article 25, paragraph (1), Articles 28 to 30,
Article 51, and Articles 54 to 56 shall apply mutatis mutandis to cases where
food is provided to many and unspecified persons on an ongoing basis at

schools, hospitals or other facilities.
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Article 63 In order to prevent food sanitation hazards, the Minister of Health,
Labour and Welfare and a prefectural governor shall endeavor to clarify the
situation of food sanitation hazards by publicizing the name, etc. of a person
who has violated this Act or any disposition based on this Act.
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Article 64 (1) When the Minister of Health, Labour and Welfare intends to
specify cases having no risk to human health prescribed in the proviso of
Article 6, item (i1) (including cases where it is applied mutatis mutandis under
Article 62, paragraphs (1) and (2)), intends to prohibit the sales under Article 7,
paragraphs (1) to (3) or rescind the prohibition in whole or in part under
paragraph (4) of the same Article, intends to establish, revise, or abolish the
Ordinance of the Ministry of Health, Labour and Welfare set forth in Article 9,
paragraph (1), intends to specify cases having no risk to human health
prescribed in Article 10, intends to establish the criteria or standards pursuant
to the provisions of Article 11, paragraph (1) (including cases where it is
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applied mutatis mutandis under Article 62, paragraphs (1) and (2)), intends to
specify substances clearly having no risk to human health or the quantity of
the substances having no risk to human health prescribed in Article 11,
paragraph (3), intends to establish the criteria or standards pursuant to the
provisions of Article 18, paragraph (1) (including cases where it is applied
mutatis mutandis under Article 62, paragraphs (1) and (3)), intends to
establish the criteria pursuant to the provisions of Article 19, paragraph (1)
(including cases where it is applied mutatis mutandis under Article 62,
paragraph (1)), intends to establish or revise the guidelines pursuant to the
provisions of Article 22, paragraph (1), intends to establish or revise the
imported food monitoring and guidance plan prescribed in Article 23,
paragraph (1), or intends to establish the criteria pursuant to the provisions of
Article 50, paragraph (1), he/she shall publicize the purpose, contents, and
other necessary matters to canvass widely for citizens' opinions; provided,
however, that this shall not apply when it is urgent for food sanitation hazards
to be prevented and that there is no time canvass widely for citizens' opinions
in advance.
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(2) When a prefectural governor, etc. has established or revised prefectural plans
for the monitoring of and guidance on food sanitation prescribed in Article 24,
paragraph (1), he/she shall publicize the purpose, contents, and other
necessary matters canvass widely for residents' opinions.
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(3) In the case set forth in the proviso of paragraph (1), the Minister of Health,
Labour and Welfare shall canvass widely for citizens' opinions subsequently
and without delay.
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Article 65 In order to reflect citizens' or residents' opinions in the measures
concerning food sanitation and to promote the exchange of information and
opinions between relevant persons, the Minister of Health, Labour and Welfare
and a prefectural governor, etc. shall publicize the implementation of said

measures and canvass widely for citizens' or residents' opinions.
FOARNTFARE HUHNE, Fh+_FP0HEETAFETROTESRT=F0HEF TH
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Article 66 The term "prefectural governor" in Article 48, Articles 52 to 56, and
Article 63 shall be deemed to be replaced with "city mayor" for cities
establishing health centers and "ward mayor" for special wards; provided,
however, that this shall not apply to any disposition specified by a Cabinet
Order concerning businesses specified by a Cabinet Order.
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Article 67 In addition to what is prescribed in the main clause of the preceding
Article, affairs which are specified as those to be determined by prefectures in
this Act and are specified by a Cabinet Order shall be determined by
designated cities set forth in Article 252-19, paragraph (1) of the Local
Autonomy Act (Act No. 67 of 1947) (hereinafter referred to as "designated
cities") or by core cities set forth in Article 252-22, paragraph (1) of the same
Act (hereinafter referred to as "core cities") from designated cities or core cities
(hereinafter referred to as "designated cities, etc.") pursuant to a Cabinet
Order. In this case, the provisions of this Act concerning prefectures shall

apply to designated cities, etc. as the provisions concerning designated cities,
ete.
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Article 68 A person who is dissatisfied with the determination concerning a
request for examination on a disposition made by the head of a local public
entity (excluding prefectures) pursuant to the provisions of this Act (limited to
a disposition pertaining to item 1 legally delegated affairs prescribed in Article
2, paragraph (9), item (i) of the Local Autonomy Act (referred to as "item 1
legally delegated affairs" in the following Article) may make a request for re-
examination to the Minister of Health, Labour and Welfare.
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Artlcle 69 (1) Affairs that are to be determined by prefectures pursuant to the
provisions of Article 25, paragraph (1) (including the cases where it is applied
mutatis mutandis under Article 62, paragraphs (1) and (3)), Article 26,
paragraph (1) (including the cases where it is applied mutatis mutandis under
Article 62, paragraph (1)), Article 28, paragraph (1) (including the cases where
it is applied mutatis mutandis under Article 62, paragraphs (1) and (3); the
same shall apply hereinafter), Article 30, paragraph (2) (excluding the part
pertaining to monitoring and guidance accompanying the approval of a
business prescribed in Article 51 (limited to restaurant businesses and other
sales businesses that are specified by a Cabinet Order) and including the cases
where it is applied mutatis mutandis under Article 62, paragraphs (1) and (3);
the same shall apply hereinafter), Article 54 (including the cases where it is
applied mutatis mutandis under Article 62, paragraphs (1) and (3); the same
shall apply hereinafter), Article 58, paragraph (1) (including the cases where it
is applied mutatis mutandis under Article 62, paragraph (1)), and Article 59,
paragraph (1) (including the cases where it is applied mutatis mutandis under
Article 62, paragraph (1); the same shall apply hereinafter) shall be deemed to
be item 1 legally delegated affairs.
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(2) Affairs that are to be determined by cities establishing health centers or
special wards pursuant to the provisions of Article 28, paragraph (1), Article 30,
paragraph (2), Article 54, Article 58 (including the cases where it is applied
mutatis mutandis under Article 62, paragraph (1)), and Article 59, paragraph
(1) shall be deemed to be item 1 legally delegated affairs.

FLttk ZOBERICHET2EATEREOHERIL, EETHETTEDDLE ZAIT
V., MEREARRICEETLHZENTE D,
Article 70 (1) The authority of the Minister of Health, Labour and Welfare
specified by this Act may be delegated to the directors of the Local Bureaus of
Health and Welfare, pursuant to an Ordinance of the Ministry of Health,
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Labour and Welfare.
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(2) The authority delegated to the directors of the Local Bureaus of Health and
Welfare pursuant to the provisions of the preceding paragraph may be
delegated to the chiefs of the Local Welfare Bureau Branches, pursuant to an
Ordinance of the Ministry of Health, Labour and Welfare.

F+—= &8l
Chapter XI Penal Provisions
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Article 71 (1) A person who falls under any of the following items shall be
punished by imprisonment with work for a period not exceeding three years or
a fine not exceeding three million yen:
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(1) A person who has violated the provisions of Article 6 (including the cases
where it is applied mutatis mutandis under Article 62, paragraphs (1) and
(2)), Article 9, paragraph (1), or Article 10 (including the cases where it is
applied mutatis mutandis under Article 62, paragraph (1));
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(i1) A person who has violated the prohibition under Article 7, paragraphs (1) to
(3);
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(iii) A business person who has not obeyed an order issued by the Minister of
Health, Labour and Welfare or a prefectural governor (a city mayor or ward
mayor when replacing the terms pursuant to the provisions of Article 66)
pursuant to the provisions of Article 54 (including those who provide food
prescribed in Article 62, paragraph (3)), or a business person who has
conducted business in violation of a disposition under Article 55 (including
the cases where it is applied mutatis mutandis under Article 62, paragraphs
(1) and (3)).
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(2) A person who has comm1tted any of the crimes set forth in the preceding
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paragraph may be cumulatively punished both by imprisonment with work and
a fine in light of the circumstances.
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Article 72 (1) A person who has violated the provisions of Article 11, paragraph
(2) (including the cases where it is applied mutatis mutandis under Article 62,
paragraphs (1) and (2)) or paragraph (3), Article 16 (including the cases where
it is applied mutatis mutandis under Article 62, paragraphs (1) and (3)),
Article 19, paragraph (2) (including the cases where it is applied mutatis
mutandis under Article 62, paragraph (1)), Article 20 (including the cases
where it is applied mutatis mutandis under Article 62, paragraph (1)), or
Article 52, paragraph (1) (including the cases where it is applied mutatis
mutandis under Article 62, paragraph (1)) shall be punished by imprisonment
with work for[a period not exceeding two years or a fine not exceeding two
million yen.
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(2) A person who has committed any of the crimes set forth in the preceding
paragraph may be cumulatively punished both by imprisonment with work and
a fine in light of the circumstances.

FBLt=% ROBZONTNNIHEATLEIE. Zhid —FLUTORBEXITE ML
TOEEIZLT 5,

Article 73 A person falling under any of the following items shall be punished by
imprisonment with work for a period not exceeding one year or a fine not
exceeding one million yen:
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(1) A person who has violated the provisions of Article 9, paragraph (2), Article
18, paragraph (2) (including the cases where it is applied mutatis mutandis
under Article 62, paragraphs (1) and (3)), Article 25, paragraph (1) (including
the cases where it is applied mutatis mutandis under Article 62, paragraphs
(1) and (3)), Article 26, paragraph (4) (including the cases where it is applied
mutatis mutandis under Article 62, paragraph (1)), and Article 58, paragraph
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(1) (including the cases where it is applied mutatis mutandis under Article
62, paragraph (1));
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(i1) A person who has violated the prohibition under Article 8, paragraph (1)
(including the cases where it is applied mutatis mutandis under Article 62,
paragraph (1)) or Article 17, paragraph (1) (including the cases where it is
applied mutatis mutandis under Article 62, paragraphs (1) and (3));
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(iii) A person who has disclosed secrets which have come to his/her knowledge
concerning his/her duties in violation of Article 40, paragraph (1);
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(iv) A person who has violated the criteria under Article 51 (including the cases
where it is applied mutatis mutandis under Article 62, paragraphs (1) and
(3)) or who has violated the conditions under Article 52, paragraph (3)
(including the cases where it is applied mutatis mutandis under Article 62,
paragraph (1));
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(v) A business person who has not obeyed an order issued by the Minister of
Health, Labour and Welfare or a prefectural governor (a city mayor or ward
mayor when replacing the terms pursuant to the provisions of Article 66)
pursuant to the provisions of Article 56 (including the cases where it is
applied mutatis mutandis under Article 62, paragraphs (1) and (3); the same
shall apply hereinafter) (including those who provide food prescribed in the
same paragraph), or a person who has conducted business in violation of a

disposition under Article 56.
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Article 74 Officials or employees of a registered conformity assessment body
which has violated an order of the suspension of business under Article 43
shall be punished by imprisonment with work for a period not exceeding one
year or a fine not exceeding one million yen.
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Article 75 A person falling under any of the following items shall be punished by
a fine not exceeding 500 thousand yen:
— B HNEE-HOBEIC LD YERE ORI EZ A, BT, X
ke L7
(1) A person who has refused, obstructed or evaded on-site inspections by
officials or removal under Article 28, paragraph (1);
=R CHAERE-HOBEIC L WME T E T IIEBOWMEE LItk
(ii) A person who has not made a report under Article 28, paragraph (1) or who
has made a false report;
= B AEREIENHNEENE (ZENEAR+RKE-HIIBWTHERT S
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(ii) A person who has not made a notification under Article 27 or Article 48,
paragraph (8) (both including the cases where it is applied mutatis mutandis
under Article 62, paragraph (1)) or who has made a false notification;
VU SEUSERE _HOBEIZ L 2mAIER L2
(iv) A person who has violated an order under Article 46, paragraph (2).
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Article 76 Officials or employees of a registered conformity assessment body who
have committed any of the following violations shall be punished by a fine not
exceeding 500 thousand yen:
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(i) When a registered conformity assessment body has abolished the whole
operation of product inspections without obtaining approval under Article 38;
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(i) When a registered conformity assessment body has not recorded matters
prescribed in Article 44, has made false record, or has failed to retain books
in violation of the same Article;
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(iii) When a registered conformity assessment body has not made a report
under Article 47, paragraph (1) or has made a false report;
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(iv) When a registered conformity assessment body has refused, obstructed or
evaded inspections under Article 47, paragraph (1), has not given answers to
questions under the same paragraph, or has given false answers.
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Article 77 When a food sanitation supervisor has neglected his/her duties under
Article 48, paragraph (3), and when there have been acts falling under
violations set forth in Articles 71 to 73 with regard to food or additives
pertaining to his/her supervision at said facility, he/she shall be punished by a
fine as prescribed in the respective Articles in light of the manner of such acts;
provided, however, that this shall not apply when the food sanitation
supervisor is the person who has committed such acts.
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Article 78 When a representative of a juridical person, an agent, an employee or
any other worker of a juridical person or person, in connection with the
business of such juridical person or person, has committed an act in violation of
the provisions listed in the following items, not only shall the offender be
punished but also the juridical person shall be punished by a fine prescribed in
the relevant respective items or the individual shall be punished by a fine
prescribed in the respective Articles; provided, however, that this shall not
apply when the individual shall be punished by a fine as a food sanitation
supervisor pursuant to the provisions of the preceding Article:
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(i) Article 71 or Article 72 (limited to the part pertaining to the provisions of
Article 11, paragraph (2) (including the cases where it is applied mutatis
mutandis under Article 62, paragraphs (1) and (2)) or paragraph (3), Article
19, paragraph (2) (including the cases where it is applied mutatis mutandis
under Article 62, paragraph (1)), and Article 20 (including the cases where it
is applied mutatis mutandis under Article 62, paragraph (1)) ? A fine not
exceeding 100 million yen;
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(i1) Article 72 (limited to the part pertaining to the provisions of Article 11,
paragraph (2) (including the cases where it is applied mutatis mutandis
under Article 62, paragraphs (1) and (2)) or paragraph (3), Article 19,
paragraph (2) (including the cases where it is applied mutatis mutandis
under Article 62, paragraph (1)), and Article 20 (including the cases where it
is applied mutatis mutandis under Article 62, paragraph (1)), Article 73, or
Article 75 ? A fine prescribed in the respective Articles.
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Article 79 A person who has not maintained financial statements in violation of
Article 39, paragraph (1), or has not recorded matters to be recorded in
financial statements, has made a false record, or has refused a request under
each item of Article 39, paragraph (2) without justifiable grounds shall be
punished by a non-penal fine not exceeding 200 thousand yen.

aF (GF =+ =ZE1%)
Appended Table (Re: Article 33)

bR A — O HERE ROFFDNTIHNIEET DT by
Physicochemica | 1. Centrifugal L, 4
l inspections separator A person shall fall under any of Fo

the following items: ur
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i A L A

2. Water purifying
apparatus

3.

Py
4.

AR AE

Deep freezer

REDFA P —

Homogenizer

— EREBEIEICESKRE (EY
R¥FakR<, ) . HRFEFICHESL
RF AL BHEMLRFITES < HH
FRICBWTES, @5, K% B
B, RET. KET. BEEHE
L <A bFoOMEILT I 61
YT 2L ED THRELE,
— R EEYL RO A OB ITIEF
LBra A+ o5 THDLZ L,

(i) A person who has graduated
from a university (excluding a
junior college) under the School
Education Act, a university under
the old University Ordinance, or a
vocational training school under
the old Vocational Training School
Ordinance after completing a
course in medical science,
dentistry, pharmacy, veterinary
medicine, animal science, fisheries
science, agricultural chemistry, or
applied chemistry, or a course
relevant to these, and has
experience of being engaged in the
operation of physicochemical
inspections for one year or more;
T BB EIC RS EHREX
TEEHMFRICB W T LELFD
AR T Z ALY T 2R R A B D
TR, —FLL EEEFRIMR
BEOEBIHEELRREATLH
ThdHZ L,

(ii) A person who has graduated
from a junior college or a
vocational high school under the
School Education Act after
completing a course in industrial
chemistry or a course relevant to
this, and has experience of being
engaged in the operation of
physicochemical inspections for
three years or more;

= Wi HICETE LFEE LD
HERBR A AT 2H THDH I &,
(iii) A person who has equal or
greater knowledge and experience
than those listed in the preceding
two items.
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5. Gas
chromatograph

N O HAZwm~< T
7 7 E &SR (B
nn (ZFR R % R K
FRES — kD _H—
HIZHLET 2 RIED
A Z1T 5 HITR
% )

6. Gas
chromatograph
mass spectrometer
(limited to those
which conduct
inspections of
agricultural
chemicals
remaining in food
that are prescribed
in Article 1-2,
paragraph 1 of the
Agricultural
Chemicals Control
Act)

£ RO
JEF

7. Atomic
absorption
photometer

N EEER s v =
N7Z T

8. High
performance liquid
chromatograph

IS BE v
Bacteriological
inspections

—E DB
1. Centrifugal
separator

RDOFEFDNTINNIEETDHZ
&

A person shall fall under any of
the following items:
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2. Water purifying
apparatus

3.

Py
4.

AR AE

Deep freezer

REDFA P —

Homogenizer

— EREBEIEICESKRE (EY
R¥FakR<, ) . HRFEFICHESL
RF AL BHEMLRFITES < HH
FRICBWTES, @5, K% B
B, RET. KET. BEEHE
L<IFAEMFORBEXITZ 5 I
VI HBEED THRELLE, —
UL BB PR A O FERITESE L
TR EAT 28 THDL L,

(i) A person who has graduated
from a university (excluding a
junior college) under the School
Education Act, a university under
the old University Ordinance, or a
vocational training school under
the old Vocational Training School
Ordinance after completing a
course in medical science,
dentistry, pharmacy, veterinary
medicine, animal science, fisheries
science, agricultural chemistry, or
biology, or a course relevant to
these, and has experience of being
engaged in the operation of
bacteriological inspections for one
year or more;

T BB EIC RS EHREX
A EHFRICB N TEDF OB
XTI ZNITHEY T 2R EED T
R LB, U MR FR R
DEFIIERELTRBREATLHET
bHHT L,

(ii) A person who has graduated
from a junior college or a
vocational high school under the
School Education Act after
completing a course in biology or a
course relevant to this, and has
experience of being engaged in the
operation of bacteriological
inspections for three years or
more;

= AT AE EREL Lo
HERBR A AT 2H THDH I &,
(iii) A person who has equal or
greater knowledge and experience
than those listed in the preceding

two items.
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5. Dry heat
sterilizer
NGB
6. Optical
microscope

£ mERE AR
7. Autoclave
JAGISNI| -

8. Incubator

iy & A5
7

Inspections
using animals

— LSy BERE
1. Centrifugal
separator

KRS AL
2. Water purifying

apparatus

ROEBEDNTIMNICHEYTH
&

A person shall fall under any of
the following items:

— EREEIEICE SRS (EH
RFEZERLS, ) o HRFEFIZESL
P QY EE NS Sl e SO RN
FRICBWTES, @5, 8% B
B, BT, KET., BETHE
L <I3AEMZ ORI I 6T
VI HRBEEED THRELLEZ, —
L EE Z R DA O EBITHE
FHLERREATLHEHETHLZ &,
(i) A person who has graduated
from a university (excluding a
junior college) under the School
Education Act, a university under
the old University Ordinance, or a
vocational training school under
the old Vocational Training School
Ordinance after completing a
course in medical science,
dentistry, pharmacy, veterinary
medicine, animal science, fisheries
science, agricultural chemistry, or
biology, or a course relevant to
these, and has experience of being
engaged in the operation of
inspections using animals for one
year or more;

60

Q=R




AR IR

3. Deep freezer

W RESST AP —

4. Homogenizer

O OFREBIEICE S S EHRFEX
EREEMFRICB N TED O}
BT Z IS T 5B 2 ED T
FELH, ZFULEmZ WD
BAEDOEBINE L -RREET 5
HFEThdbZ L,

(ii) A person who has graduated
from a junior college or a
vocational high school under the
School Education Act after
completing a course in biology or a
course relevant to this, and has
experience of being engaged in the
operation of inspections using
animals for three years or more;
= Wi FICETE LEFEEL RO
HiktR e G+ 28 THLZ L,
(iii) A person who has equal or
greater knowledge and experience
than those listed in the preceding
two items.
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