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Chapter I General Provisions

(Z DEFHO HRY)
(Purpose of Act)
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Article 1 The purpose of this Act is to implement necessary control of import,
export, possession, manufacturing, assignment, acquisition and use of

Stimulants and Stimulants' Raw Materials, so as to prevent health and



sanitation hazards caused by abuse of stimulants.

(HEEDOER)
(Definitions of Terms)
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Article 2 (1) As used in this Act, the term "Stimulants" means the items listed in
the following:
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(i) phenylaminopropane, phenylmethylaminopropane and their salts;
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(i1) a substance having a stimulating effect similar to the substances specified
in the foregoing items, which are designated by Cabinet Order; or
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(iii) a substance containing any of the substances specified in the preceding two

items.
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(2) As used in this Act, the term "Stimulants Manufacturer" means a person who
obtained a designation pursuant to the provisions of this Act as a person
permitted to engage in the business of manufacturing Stimulants (including
refining Stimulants, processing Stimulants into a different type of Stimulants,
with or without the application of a chemical transformation process, and
dividing Stimulants into small portions and placing them in containers, but
excluding prescription; the same applies hereinafter) and assigning the
manufactured Stimulants to a Stimulants Dispensing Facility or Stimulants
Researcher.
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(3) As used in this Act, the term "Stimulants Dispensing Facility" means a
hospital or clinic which obtained a designation pursuant to the provisions of
this Act as a facility permitted to dispense Stimulants.
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(4) As used in this Act, the term "Stimulants Researcher" means a person who
obtained a designation pursuant to the provisions of this Act as a person
permitted to use Stimulants, and to manufacture Stimulants limited only to



the cases allowed by the Minister of Health, Labour and Welfare, for an
academic research purpose.
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(5) As used in this Act, the term Stimulants' Raw Materials" means the items
listed in the Appended Table.
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(6) As used in this Act, the term "Stimulants' Raw Materials Importer" means a
person who obtained a designation pursuant to the provisions of this Act as a
person permitted to engage in the business of importing Stimulants' Raw
Materials, or to import Stimulants' Raw Materials for a business purpose.
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(7) As used in this Act, the term "Stimulants' Raw Materials Exporter" means a
person who obtained a designation pursuant to the provisions of this Act as a
person permitted to engage in the business of exporting Stimulants' Raw
Materials.
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(8) As used in this Act, the term "Stimulants' Raw Materials Manufacturer"
means a person who obtained a designation pursuant to the provisions of this
Act as a person permitted to engage in the business of manufacturing of
Stimulants' Raw Materials (including refining of Stimulants' Raw Materials,
and processing Stimulants' Raw Materials into a different type of Stimulants'
Raw Materials, with or without the application of a chemical transformation
process, and dividing Stimulants' Raw Materials into small portions and
placing them in containers, but excluding prescription) or to manufacture
Stimulants' Raw Materials for a business purpose (including refining of
Stimulants' Raw Materials, and processing Stimulants' Raw Materials into a
different type of Stimulants' Raw Materials, with or without the application of
a chemical transformation process, and dividing Stimulants' Raw Materials
into small portions and placing them in containers, but excluding prescription).
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(9) As used in this Act, the term "Stimulants' Raw Materials Handler" means a
person who obtained a designation pursuant to the provisions of this Act as a
person permitted to engage in the business of assigning Stimulants' Raw
Materials or to use Stimulants' Raw Materials for a business purpose.
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(10) As used in this Act, the term "Stimulants' Raw Materials Researcher" means
a person who obtained a designation pursuant to the provisions of this Act as a
person permitted to manufacture or use Stimulants' Raw Materials for an
academic research purpose.

B_E BERWEH
Chapter II Designation and Notification

(FgE D EF)

(Requirements for Designation)
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Article 3 (1) A Stimulants Manufacturer, Stimulants Dispensing Facility or
Stimulants Researcher is to be designated from among persons who satisfy the
following qualifications and who are determined appropriate, by the Minister
of Health, Labour and Welfare for each manufacturing site in the case of a
Stimulants Manufacturer, or by the governor of the prefecture of the location of
a hospital, clinic or research institute for each of such facility in the case of a
Stimulants Dispensing Facility or Stimulants Researcher:
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(i) for a Stimulants Manufacturer, a person who has obtained permission for
pharmaceuticals manufacturing and sales business under Article 12,
paragraph (1) (Permission for Pharmaceuticals Manufacturing and Sales
Business) of the Act on Securing Quality, Efficacy and Safety of
Pharmaceuticals, Medical Devices, Regenerative and Cellular Therapy
Products, Gene Therapy Products, and Cosmetics (Act No. 145 of 1960)
(hereinafter referred to as "Act on Pharmaceuticals and Medical Devices") or



permission for pharmaceuticals manufacturing business under Article 13,
paragraph (1) (Permission for Pharmaceuticals Manufacturing Business) of
the Act on Pharmaceuticals and Medical Devices (hereinafter collectively
referred to as a "Pharmaceuticals Manufacturer and Distributor");
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(i1) for a Stimulants Dispensing Facility, a mental hospital or any other
hospital or clinic which requires the dispensing of Stimulants for a medical
treatment purpose; or
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(iii) for a Stimulants Researcher, a person with considerable knowledge of
Stimulants who needs to use Stimulants for a research purpose.
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(2) The standard for designation of a Stimulants Dispensing Facility or
Stimulants Researcher is provided by Order of the Ministry of Health, Labour
and Welfare.

(F&7E @ WG Fhe)
(Application Procedures for Designation)
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Article 4 (1) A person who intends to obtain a designation of a Stimulants
Manufacturer must submit to the Minister of Health, Labour and Welfare, via
the governor of the prefecture of the location of the person's manufacturing site,
a written application for each manufacturing site.
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(2) A person who intends to obtain a designation of a Stimulants Dispensing
Facility or Stimulants Researcher must submit to the governor of the
prefecture of the location of the person's hospital, clinic or research institute a

written application for each of such facilities.

(FEEFE)
(Designation Certificate)
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Article 5 (1) When a designation of a Stimulants Manufacturer, Stimulants



Dispensing Facility or Stimulants Researcher is granted, the Minister of
Health, Labour and Welfare must deliver a designation certificate to the
Stimulants Manufacturer, and the prefectural governor must deliver a
designation certificate to the licensee for the establishment of the Stimulants
Dispensing Facility or Stimulants Researcher.
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(2) The delivery of the designation certificate to the Stimulants Manufacturer is
to be made via the governor of the prefecture of the location of the
manufacturer's manufacturing site.
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(3) A designation certificate may not be assigned or loaned to any other person.

(F&E DA 2]
(Effective Period of Designation)
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Article 6 The effective period of designation of a Stimulants Manufacturer,
Stimulants Dispensing Facility or Stimulants Researcher is from the day of

designation to December 31 of the subsequent year.

(FEDK%h)
(Lapse of Designation)
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Article 7 For a Stimulants Manufacturer, Stimulants Dispensing Facility or
Stimulants Researcher, if the effective period of a designation expires or the
designation is rescinded, or if any of the grounds specified in Article 9
(Notification of Discontinuance of Business) arise, the designation ceases to be

in effect.

(FEEDEUHE L K OB E D 1)
(Rescission of Designation and Suspension of Business)
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Article 8 (1) If a Stimulants Manufacturer, a licensee for establishment of a
Stimulants Dispensing Facility, an administrator (meaning an administrator of
a hospital or clinic under the Medical Care Act (Act No. 205 of 1948) the same
applies hereinafter) of a Stimulants Dispensing Facility, a physician engaged
in medical treatment at a Stimulants Dispensing Facility or a Stimulants
Researcher has violated any provisions of this Act, a disposition imposed under
the provisions of this Act, or any conditions imposed on the designation or
permission, or if a Stimulants Researcher no longer satisfies the qualification
under Article 3, paragraph (1) (Requirements for Designation), item (iii), their
designation may be rescinded, or an order for the business or research of such
Stimulants Manufacturer or Stimulants Researcher relating to Stimulants and
Stimulants Raw Materials to be suspended for a fixed period may be issued, by
the Minister of Health, Labour and Welfare in case of a Stimulants
Manufacturer, or by the prefectural governor in case of a Stimulants
Dispensing Facility or Stimulants Researcher.
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(2) A notice under Article 15, paragraph (1) or Article 30 of the Administrative
Procedure Act (Act No. 88 of 1993) relating to the disposition under the
preceding paragraph must be given no later than two weeks before the hearing
date or the deadline for submission of a written statement of explanation (or no
later than two weeks before the date of oral presentation, when an opportunity

for explanation by oral presentation is given).
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(Notification of Discontinuance of Business)
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Article 9 (1) When a Stimulants Manufacturer falls under any of the following
items, the Stimulants Manufacturer must provide a notification to that effect,
with a designation certificate attached, to the Minister of Health, Labour and
Welfare, via the governor of the prefecture of the location of the Stimulants
Manufacturer's manufacturing site, within 15 days from the day when the
grounds for falling under the item arose:
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(i) when the manufacturer has discontinued the Stimulants manufacturing



business at the manufacturing site;
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(i1) when the manufacturer has not obtained a renewal upon the expiration of
the effective period of a pharmaceuticals manufacturing and sales business
permission pursuant to the provisions of Article 12, paragraph (2) (Effective
Period of Permission) of the Act on Pharmaceuticals and Medical Devices, or
upon the expiration of the effective period of a pharmaceuticals
manufacturing business permission pursuant to the provisions of Article 13,
paragraph (3) (Effective Period of Permission) of the Act on Pharmaceuticals
and Medical Devices; or
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(iii)) when a pharmaceuticals manufacturing and sales business permission or
pharmaceuticals manufacturing business permission is rescinded pursuant to
the provisions of Article 75, paragraph (1) (Rescission of Permission) of the
Act on Pharmaceuticals and Medical Devices.
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(2) When a licensee for establishment of a Stimulants Dispensing Facility falls
under any of the following items, the licensee must provide a notification, with
a designation certificate attached, to that effect to the governor of the
prefecture of the location of the licensee's hospital or clinic, within 15 days
from the day when the grounds for falling under the item arose:
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(i) when the licensee has discontinued the hospital or clinic which is a

Stimulants Dispensing Facility;
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(i1) when the licensee has discontinued the medical treatment at the medical
department specified in the designation standard under Article 3, paragraph
(2) (Standard for Designation) at the hospital or clinic which is a Stimulants
Dispensing Facility; or
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(ii1) when the permission for establishment of the hospital or clinic which is a
Stimulants Dispensing Facility is rescinded pursuant to the provisions of
Article 29 (Rescission of Establishment Permission and Closure Order) of the



Medical Care Act.
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(3) When a Stimulants Researcher discontinues research which requires the use
of Stimulants at the research institute, the Stimulants Researcher must
provide a notification to that effect, with a designation certificate attached, to
the governor of the prefecture of the location of the research institute, within
15 days from the day of the discontinuance.
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(4) If a Stimulants Manufacturer, licensee for establishment of a Stimulants
Dispensing Facility or Stimulants Researcher dies or is dissolved, the
notification under the preceding three paragraphs must be provided by the
relevant person's heir in the case of death, or by its liquidator or a corporation

surviving or incorporated by a merger in the case of dissolution.
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(Returning and Submission of Designation Certificate)
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Article 10 (1) Except as provided in the preceding Article, when a designation of
a Stimulants Manufacturer, Stimulants Dispensing Facility or Stimulants
Researcher ceases to be in effect, the designation certificate must be returned
to the Minister of Health, Labour and Welfare, via the governor of the
prefecture of the location of such person's manufacturing site in the case of a
person which formerly was a Stimulants Manufacturer, or to the governor of
the prefecture of the location of the hospital, clinic or research institute in the
case of a person which formerly was a licensee for establishment of a
Stimulants Dispensing Facility or Stimulants Researcher, within 15 days from
the day when the designation ceased to be in effect.
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(2) When a Stimulants Manufacturer has received a disposition to suspend
business under Article 8, paragraph (1) (Rescission of Designation and
Suspension of Business) of this Act or Article 75, paragraph (1) (Rescission of
Permission) of the Act on Pharmaceuticals and Medical Devices, a licensee for
establishment of a Stimulants Dispensing Facility has received a closure order
under Article 29 (Rescission of Establishment Permission and Closure Order)
of the Medical Care Act, or a Stimulants Researcher has received a disposition
to suspend research under Article 8, paragraph (1) of this Act, the designation
certificate must be submitted to the Minister of Health, Labour and Welfare,
via the governor of the prefecture of the location of the manufacturing site in
the case of a Stimulants Manufacturer, or to the governor of the prefecture of
the location of the hospital, clinic or research institute in the case of a licensee
for establishment of a Stimulants Dispensing Facility or Stimulants
Researcher, within 15 days from the day of the disposition.
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(3) In the case referred to in the preceding paragraph, the Minister of Health,
Labour and Welfare or prefectural governor must state the summary of the
disposition in the designation certificate, and must return the certificate to the
Stimulants Manufacturer, licensee for establishment of a Stimulants
Dispensing Facility or Stimulants Researcher promptly after the expiration of
the period of suspension of business, period of closure or period of suspension

of research.

(F8 ERED F 22 A)
(Reissuance of Designation Certificate)
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Article 11 (1) When a designation certificate is damaged or lost, a Stimulants
Manufacturer may submit an application for reissuance of the designation
certificate to the Minister of Health, Labour and Welfare, via the governor of
the prefecture of the location of the manufacturing site in the case of a
Stimulants Manufacturer, or to the governor of the prefecture of the location of
the hospital, clinic or research institute in the case of a licensee for
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establishment of a Stimulants Dispensing Facility or Stimulants Researcher.
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(2) When the lost designation certificate is discovered after the application for
reissuance, the former designation certificate must be returned within 15 days,
to the Minister of Health, Labour and Welfare, via the governor of the
prefecture of the location of the manufacturing site in the case of a Stimulants
Manufacturer, or to the governor of the prefecture of the location of the
hospital, clinic or research institute in the case of a licensee for establishment

of a Stimulants Dispensing Facility or Stimulants Researcher.

(R4 NFIEFEOLEEE)
(Notification of Change of Name and Address)
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Article 12 (1) When a Stimulants Manufacturer has changed name (or corporate
name, in case of a corporation), address or the name of the Stimulants
Manufacturer's manufacturing site, the Stimulants Manufacturer must provide
a notification to that effect, with a designation certificate attached, to the
Minister of Health, Labour and Welfare, via the governor of the prefecture of
the location of the Stimulants Manufacturer's manufacturing site, within 15
days from the day of the change.
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(2) When a licensee for establishment of a Stimulants Dispensing Facility has
changed the name of the licensee's Stimulants Dispensing Facility, the licensee
must provide a notification to that effect, with a designation certificate
attached, to the governor of the prefecture of the location of the licensee's
hospital or clinic, within 15 days from the day of the change.
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(3) When a Stimulants Researcher has changed the Stimulants Researcher's
name or address, or the name of the Stimulants Researcher's research institute
has changed, the Stimulants Researcher must provide a notification to that
effect, with a designation certificate attached, to the governor of the prefecture
of the location of the research institute, within 15 days from the day of the
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change.
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(4) In the case of the preceding three paragraphs, the Minister of Health, Labour
and Welfare or prefectural governor must promptly amend and return the

designation certificate.

B2 ERIEKRUHIR
Chapter III Prohibitions and Restrictions
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(Prohibition of Import and Export)
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Article 13 No person may import or export any Stimulants.

(FrFED AL L)

(Prohibition of Possession)

FHUE TEWAERLEREE . WA AR OB KOV R A R
BBV TR T 2 EA, REWHBFZEE L IR WA KR I W T2
FEICHEF T D EM UTEEWHIFEE DO O T2 DR 232 T T 0T, (MMAS,
HHEWAIZFTR LT3R 57220,

Article 14 (1) No person may possess Stimulants, except for a Stimulants
Manufacturer, licensee for establishment of a Stimulants Dispensing Facility
or its administrator, a physician engaged in medical treatment at a Stimulants
Dispensing Facility, Stimulants Researcher, or a recipient of delivery of
Stimulants for a dispensing purpose from a physician engaged in medical
treatment at a Stimulants Dispensing Facility or Stimulants Researcher.

2 WOKZFOWTNNITEYE T H5EITIE., ATEOBEITEH LR,

(2) The provisions of the preceding paragraph do not apply to a case falling under
any of the following items:

— REWARLEESE . REWANE AR OE . TV ASE TR %wfﬁ

(CHESS D R A ST WA O EE L OMBIE 23T DR O 12 DI FHA WA
;Ii’F)]":lJ:j—]“T Z) 7/7 (=}

(1) the case where a business assistant of a Stimulants Manufacturer,
administrator of a Stimulants Dispensing Facility, a physician engaged in
medical treatment at a Stimulants Dispensing Facility or Stimulants
Researcher possesses Stimulants for a business purpose;

=R WAIRLE EE T VAR L < XS WA I %tb\%'%f
EL, IIREWAIORERLZ T 2501280\ T, B L ITRMFZER
EEOFRFEICET HIERE CERHEERFILHILE) 5 4RH HIZ ﬁﬁ?é%
M B HURERLELOE =1&oLEHFICBnT FEEE] Lo, ) X
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(ii) the case where a Stimulants Manufacturer assigns Stimulants to a
Stimulants Dispensing Facility or Stimulants Researcher or transfers
custody of Stimulants, and where a person engaged in the service of
transportation of mail or correspondence provided in Article 2, paragraph (2)
of the Act on Correspondence Delivery by Private Business Operators (Act No.
99 of 2002) (referred to as "correspondence" in Article 24, paragraph (5) and
Article 30-7, item (x)) or goods possesses Stimulants as necessary for
performing the service;

= REWARAEREICB W TRIRICERE T DEMMN OO 2% T 58 D
FHBIIYDENTOFEDIDITHENKZFTRT 556

(ii1) the case where a person who provides nursing care for a recipient of
delivery of Stimulants for a dispensing purpose from a physician engaged in
medical treatment at a Stimulants Dispensing Facility possesses Stimulants
for the recipient; or

W EFICENTT TR 2EREVHLIFRT 256

(iv) the case of possession of Stimulants for any act conducted under laws and

regulations.

(3E D AR 1 K OV BR)
(Prohibition and Restriction on Manufacturing)

FHIE REOWAREERENZOEGOBNOTDIZH-ET 256 K ORE WA
FHENEAEFEBRE O 2% 17 THEO-OIZB]ET 25605, MAL, BEW
Ala s L Cide By,

Article 15 (1) No person may manufacture any Stimulants, except for the case of
manufacturing by a Stimulants Manufacturer for a business purpose or the
case of manufacturing by a Stimulants Researcher with the permission of the
Minister of Health, Labour and Welfare for a research purpose.

2 RHEWAWFZEEIL, ATEOBREICL YV EEVWAIOEDOHF 22T L) e T5L&
X BAEGBESTOEDD E ZAIZLY . L ONFFERT O FTE o ER E AT IR 9 A #E T
JEATGBREICHEELH S RITiE R 50,

(2) When a Stimulants Researcher intends to obtain permission for
manufacturing Stimulants pursuant to the provisions of the preceding
paragraph, the Stimulants Researcher must submit a written application to
the Minister of Health, Labour and Welfare, via the governor of the prefecture
of the location of the Stimulants Researcher's research institute, pursuant to
the provisions of Order of the Ministry of Health, Labour and Welfare.

3 JBAEFHREIZX, BE-HPL=HAFET, WANGANAET, EHPGIAETK
AL A ETOHM I LIS, BEREVAEREE OREREZ T 5 Z L3
TE 5,

(3) The Minister of Health, Labour and Welfare may designate the
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manufacturing quantity of each Stimulants Manufacturer for each period from
January to March, April to June, July to September, and October to December
of each year.

4 RBEVWAIREESE L ATEOBEICLVEETHRENED-RELZ AT, B
WA A BLE LTt 67220,

(4) A Stimulants Manufacturer may not manufacture Stimulants in excess of the
quantity designated by the Minister of Health, Labour and Welfare pursuant to

the provisions of the preceding paragraph.

(B A it R B o0 8 )
(Administrator of Stimulants Dispensing Facility)

FHARE BEOWAMEAEBEICSWTHHAT 2T EWHOEZIZET 5 F5E K ORE W
Al RSB B W TRE D I e R WAIOBE T, M B O EHE R LiiTh
T 6700,

Article 16 (1) Business affairs relating to acquisition of Stimulants to be
dispensed at a Stimulants Dispensing Facility and management of Stimulants
acquired by a Stimulants Dispensing Facility must be handled by the
administrator of the dispensing facility.

2 REWARMAEREOBRRE 1T, Uit IEEAOEHE RSV OEZICEAT 5F
BROGEY Z T2 REWAIOERZ SER1T L7250,

(2) A licensee for establishment of a Stimulants Dispensing Facility must have
the administrator of the dispensing facility handle business affairs relating to

the acquisition of Stimulants and the management of Stimulants acquired.

(REYE Jo OGESZ O il MR & OV 1)
(Restriction and Prohibition of Assignment and Acquisition)

FHts REWAIRLEEF L, £ ofE LR WH 2 T O FiE R & OV
HIBFZEE LS OFIZED FEL TT R B 720,

Article 17 (1) A Stimulants Manufacturer may not assign Stimulants
manufactured by the Stimulants Manufacturer to any person other than a
Stimulants Dispensing Facility and Stimulants Researcher.

2 WA RSB UL WA 1S, REWAIRESEE DS DOFE DB WA
RV Z T IR LR,

(2) A Stimulants Dispensing Facility or Stimulants Researcher may not acquire
Stimulants from any person other than a Stimulants Manufacturer.

3 A _HHOGE K OFAE WA AR I W TRRIRIZHESE T 5 EAINULR WA
ENREWF 2 HO 7O T G 0ME, AL, REWAIZEDEL, L
BT IR0,

(3) No person may assign or acquire Stimulants, except for the cases referred to
in the preceding two paragraphs or the case where a physician engaged in
medical treatment at a Stimulants Dispensing Facility or Stimulants
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Researcher delivers Stimulants for a dispensing purpose.

4 ERIEEDBHBEOBITICOEREVAZEVIE L, A LIUTEEY Z T 256 TR
HWHIFIEE DEAEFBREDOFTF 25217 T, REWAIZEVIEL, HFLIGREY %
JAEEICIE. AT =EHOBUEITEH LRV,

(4) The provisions of the preceding three paragraphs do not apply to the case of
assignment or acquisition of Stimulants for the execution of duties under laws
and regulations, or to the case of assignment or acquisition of Stimulants by a
Stimulants Researcher with the permission of the Minister of Health, Labour
and Welfare.

5 RWHEWHINIZEE L, BIEOBEIZ LV EEWHORE SUIEZ OF 22T Lo &
THEXIX, BEGBHESOEDD L ZAIZKLY | ZOWFSEHT O T EH O H 8 ) 50
Faft TRAGBREICHFEE 2 H SR TIER B0,

(5) When a Stimulants Researcher intends to obtain permission for assignment
or acquisition of Stimulants pursuant to the provisions of the preceding
paragraph, the Stimulants Researcher must submit a written application to
the Minister of Health, Labour and Welfare, via the governor of the prefecture
of the location of the Stimulants Researcher's research institute, pursuant to
the provisions of Order of the Ministry of Health, Labour and Welfare.

(REJERE M ONGEZRIE)
(Assignment Certificate and Acquisition Certificate)

FHAEL BEOAZEVIEL, XTEVZT 5546 (FEWFITE RISV TR
IZHEFET HEM XL EE WA E DR WAIZ A O DR MM T 5556 %k<, )
IZ1E, EBENTIEAFBES TEDD &AL VIER LB Z . B2 NTEAE
FEETTEDD & ZAIZE D ER LICEZFEA T HICZM LT IER 6720,

Article 18 (1) When assigning or acquiring Stimulants (excluding the case where
a physician engaged in medical treatment at a Stimulants Dispensing Facility
or Stimulants Researcher delivers Stimulants for a dispensing purpose), the
assignor must deliver to the assignee an assignment certificate prepared
pursuant to the provisions of Order of the Ministry of Health, Labour and
Welfare, and the assignee must deliver to the assignor an acquisition
certificate prepared pursuant to the provisions of Order of the Ministry of
Health, Labour and Welfare.

2 AIEHOEZ AT, RHEOBEIZ L DEZFEDOZMITRAT, BB TED D E ZAIC
EV . UM FLOKFZF T, Ykl CReil T N & FH 2 B 15 WAL 2
M4 2 HiEE OMOFEHRIEE O Z R T2 HIETHO TRATHET TED D
LOICE VBT D ENTE D, TOHBITENT, ULEZ NIE, YEXE L
AP LI2b D& Bind,

(2) The assignee referred to in the preceding paragraph may provide information
on the matters to be specified in the acquisition certificate under the preceding
paragraph by a method using an electronic information processing system or
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any other method using information communication technology as specified by
Order of the Ministry of Health, Labour and Welfare, with the approval of the
assignor and pursuant to the provisions of Cabinet Order, in lieu of delivery of
the acquisition certificate. In such case, the assignee is deemed to have
delivered the acquisition certificate.

3 BHOEZAER L < IXREERESUIRTHEATRICHES 2 FIEMTO 256 10454
FEIZBWTELG N o EMREE (B, MR Z oM ADREIZ LD T
LT 5 Z ENTE RV LR TELNDRETH O TEFFHREIC L D EHRLED
Rzt sz L LTEAFHESTEDLLOEZ VS, LTFRELT, ) 1T, YER
TR Z Z T 22BN T, YR EWH O UIGEEO B 226 “FM, RI7F
LR HIER B2,

(3) The assignment certificate or acquisition certificate under paragraph (1), or
electronic or magnetic record (meaning a record made in an electronic form, a
magnetic form or any other form not recognizable to human perception, which
1s made available for information processing by computers and specified by
Order of the Ministry of Health, Labour and Welfare; the same applies
hereinafter) prepared by the method prescribed in the first sentence of the
preceding paragraph must be kept by the recipient of the delivery or provision
thereof for two years from the date of the acquisition or assignment of the
Stimulants.

4 GEVEREK OVESGEN QN RIS HE T 2 EREAAGEERIT. & —BOUTHE —HOBEIC
LD5AEOIENE, MAIZEED EL TR L0,

(4) The assignment certificate, acquisition certificate and electronic or magnetic
record specified in the preceding paragraph may not be assigned to others,

except for the assignment under paragraph (1) or (2).

(fif FH D EE L)
(Prohibition of Use)
FHILE EOZSICBT2560ME, MAL, BREVWAIZEN L TIR B0,
Article 19 Except for the cases specified in the following items, no person may
use any Stimulants:
— REWARNEEENREDOTZOME AT 255
(i) the case where a Stimulants Manufacturer uses Stimulants for a

manufacturing purpose;

S REAIE R 5 TR R B ERUTS AT RS 5 4
é\

(ii) the case where a physician engaged in medical treatment at a Stimulants
Dispensing Facility or Stimulants Researcher dispenses Stimulants;

= REWAIWEE RO T DE N 555

(iii) the case where a Stimulants Researcher uses Stimulants for a research
purpose;
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DR 2 BB 2% 6

(iv) the case where a recipient of Stimulants delivered by a physician engaged
in medical treatment at a Stimulants Dispensing Facility or Stimulants
Researcher for a dispensing purpose dispenses the Stimulants; or

T ERICENTT 2T/ AT 256

(v) the case of use for the act conducted under laws and regulations.

(it D HIFR)
(Restriction on Dispensing)

Btk REVWANEAEREIC BN TRIRICEET D EMIZ, ZORRIHEFEFLTND
R OAE B O S OFET 2R WAICRT AU, A L. U 0729
AP L CiE e b2,

Article 20 (1) A physician engaged in medical treatment at a Stimulants
Dispensing Facility must not dispense, or deliver for a dispensing purpose, any
Stimulants except for those managed by the administrator of a Stimulants
Dispensing Facility where the physician engages in medical treatment.

2 HIEOEMIZ, AOZFELSO BRNIZREE WA Z A L, XUIHH O 7= L

TR B 720,

(2) The physician referred to in the preceding paragraph must not dispense, or
deliver for a dispensing purpose, any Stimulants for any purpose other than
the medical treatment of others.

3 F—HOEML REWAIOFEEIIHL, TOFELZEM L XUTIRET 272901
THEWAIZA L, 3H T O 72226 LTI bru,

(3) The physician referred to in paragraph (1) may not dispense, or deliver for a
dispensing purpose, any Stimulants for the purpose of alleviation or treatment
of addictive symptoms of stimulants addicts.

4 —HDERPTEENFZHH OO 2551280V TEL, ZfFE2%T2FD
fﬂifﬁ\ KA. Flm, Jii 55 & O I 4 fdk L7 EmIC S ZEMOZES 2 LT,
ZHEFIREFIZASAT LT aud e H7en,

(4) In the case of delivery of Stimulants by the physician referred to in paragraph
(1) for a dispensing purpose, the physician must affix the physician's signature
on a document specifying the address, name and age of the recipient of delivery
thereof as well as the dispensing method and period of dispensing, and must
deliver the document upon the dispensing.

5 RHEWAWIEEIL, BAEGEKRE O 22 T I25E6 O1E0E, RO A
L TCTREWAIZIH L, SUIHH D72 D24 L TiEe 7220,

(5) A Stimulants Researcher must not dispense, or deliver for a dispensing
purpose, any Stimulants to others for a research purpose, except for the cases
permitted by the Minister of Health, Labour and Welfare.

6 WHWAIBIEEIL, ATEOBEICL D BENF Ok XIIRM O EZIT L5 &
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FrRCEATHREICHFREZH I RTNET R 620,

(6) When a Stimulants Researcher intends to obtain permission for dispensing or
delivery of Stimulants pursuant to the provisions of the preceding paragraph,
the Stimulants Researcher must submit a written application to the Minister
of Health, Labour and Welfare, via the governor of the prefecture of the
location of the Stimulants Researcher's research institute, pursuant to the
provisions of Order of the Ministry of Health, Labour and Welfare.

7 RHEOVAIEE DR WAIZIEH O - DR M 258101, BNEOHE L HEHT
Do

(7) The provisions of paragraph (4) apply mutatis mutandis to the case where a
Stimulants Researcher delivers Stimulants for a dispensing purpose.

(A& DOHIFR)
(Restriction on Advertisement)

B otRoZ BEWANCETZIEEIE, MAL, BFEE L IXEEXTEREFICHE
TORF LT 5EHEEREE (EEERE SUIHABRFAICEAT 2 RICERET S
FraWNI, LTFZORICBWTFEL, ) M OFHEIIHEIC L 0ITHIHEEZoMmE
ELTEEBREEZ DGR E LTUT I LB DN, (TOTIETRBR,

Article 20-2 No person may make an advertisement concerning Stimulants
except for a case of advertisement in newspapers or magazines for medical and
pharmaceutical specialists, etc. (meaning medical and pharmaceutical
specialists or persons engaged in research on natural science; the same applies
in this Article) which publicizes articles relating to medical, pharmaceutical or
natural science issues, or any other case of advertisement primarily targeting

medical and pharmaceutical specialists, etc.

FHNE IR
Chapter IV Handling

(RIEARIZ K D EFA)
(Sealing by Revenue Stamp)

Bt —% REPWAREREZ T, TORELEREVAIZELETBETOEDD &2
AIZED . FalTw, Ho, BUFREITOFER CTE A i S 2 1T 5720,

Article 21 (1) A Stimulants Manufacturer must contain Stimulants
manufactured by the Stimulants Manufacturer in a container and seal the
container with a revenue stamp issued by the government, pursuant to the
provisions of Order of the Ministry of Health, Labour and Welfare.

2 REWARLEREE . REWANTEHERE L OREWFIEE X, fTEOFEIC LD &
R L7 REWAITR TR, EVIEL., IRV T IR B0,

(2) A Stimulants Manufacturer, Stimulants Dispensing Facility and Stimulants
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3

Researcher may not assign or acquire any Stimulants unless they are kept
sealed pursuant to the provisions of the preceding paragraph.

EFICL DB OPITIZCOETHEWAIZEY E L, JUITGEY 2T 555 1TiE, AiA
OFEITEH L722 v,

(3) The provisions of the preceding paragraph do not apply to the case of

5

assignment or acquisition of Stimulants for the execution of duties under laws
and regulations.

(PrE M OV 46

(Storage and Storage Transfer)

T BREWHIBRLEESE . BEWHI AR OE A SUTREVWAIFEE IX. £
DA L XIFEHT 2T WAl Z 2 0 fERr, mbea L < X2 HET UIHFZEFT NI
WTHRE LRTnER 6720, HL, REVWAIREERIT, REWVAIZRE T XEE
T (LLF TREVWHIREEZET] &0 o, ) ZED T, TOELZ YLEEFTOFE
O FENF IR FN S A R CIEAGBREIC R IT RSG5, TOMAT2HEWHl%
TEWAIRE EREFTICBNTRE L, KOZEORIERT & B8 WAIRE B 30T & O X
FREWAIRE B EORICB O TRERT L Z LN TE 5,

Article 22 (1) A Stimulants Manufacturer, administrator of a Stimulants

2

Dispensing Facility or Stimulants Researcher must store the Stimulants owned
or managed by such person at the person's manufacturing site, hospital, clinic
or research institute; provided, however, that if a Stimulants Manufacturer
designates a business office where Stimulants are to be stored (hereinafter
referred to as "Stimulants Storage Business Office") and provides a notification
to that effect to the Minister of Health, Labour and Welfare, via the governor of
the prefecture of the location of the business office, the Stimulants
Manufacturer may store the Stimulants it owns at its Stimulants Storage
Business Office, and transfer custody thereof between its manufacturing site
and Stimulants Storage Business Office or two or more Stimulants Storage
Business Offices.

A2 LEOREWARE EETTIT. REWAIRIEEEOEHEFT THOT, 2o,
25 K i [ R S B T BUE 3 2 AR A E L TV D EZEFT TRITITE R 6720,

(2) The Stimulants Storage Business Office under the proviso to the preceding

3

paragraph must be a business office of a Stimulants Manufacturer for which a
pharmacist provided in the Act on Pharmaceuticals and Medical Devices is
appointed.

F—HOREIL, PE LT TEBERGIICEWTITORITHIEZR B0,

(3) The storage under paragraph (1) must be implemented at a locked and robust

place.

(FEHE)
(Disposal)
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B+ o BEWAIRLERES . BEWANE AR OB R E LRV A ZEE 1T,
ZOHATHREVHZEREL LD LT 5L 1, 2oIERT (R WAIRE = 3T
IZBWTRET 2 HDIZOWNTITZOREE R | Wi L < X2 R P XU ET
O FTAE HE D FRE T VR i 1 TR B DN O FIZAT R T TR 570,

Article 22-2 When a Stimulants Manufacturer, licensee for establishment of
Stimulants Dispensing Facility or Stimulants Researcher intends to dispose of
Stimulants owned by such person, the person must provide a notification to the
governor of the prefecture of the location of the place of the person's
manufacturing site (or a place of storage in case of Stimulants stored at a
Stimulants Storage Business Office), hospital, clinic or research institute, and
must implement the disposal with the attendance of a prefectural official.

(FHofmH)
(Notification of Accident)

B =4 REVAIRLEES . REOWAEAEREOEBE LIRS WA EIL, £
OFTA LXUTEFBRT 2REWAIZA L, BAIRGN, XITZEDOIFENRE L o7
XL THRNITEDOREWAIO 4 R OEEZ OMFE ORI EZ I &M 57
DOLERFEERLY REWABLEEE T > CiTZ 0o fERT (RS WAIRE = EFTICE
WTIRE T2 b DIZHOWTIEZ DOPREEZEFT) O FT LR O HE I TR0 2 8 TEA 7
BREC, RAEWAISE AR O & BLE SUIREWAINFEE 12 H > TTZ oRkidE L <
(TR ST LT DR IO EE N RS 2 2 m T 72 T nidZe 7220,

Article 23 When any of the Stimulants owned or managed by a Stimulants
Manufacturer, administrator of Stimulants Dispensing Facility or Stimulants
Researcher is lost or stolen, or its whereabouts become unknown, a notification
on the item names and quantities of the Stimulants as well as any other
information necessary to identify the situation of the accident must be
promptly provided to the Minister of Health, Labour and Welfare, via the
governor of the prefecture of the location of the manufacturing site (or the
Stimulants Storage Business Office in case of Stimulants stored there) in the
case of a Stimulants Manufacturer, or to the governor of the prefecture of the
location of the hospital, clinic or research institute in the case of an
administrator of a Stimulants Dispensing Facility or Stimulants Researcher.

(FRE D KB D56 OHE 2H5)
(Obligation to Take Measures upon Lapse of Designation)

B REWAIRLE SRS . REWATE AR UL S WFIFEE O EN R &
Kol &T RFRICHET HHEDHFHZ LA IZITZ OGS G DML
DR OEE LT L, ) HENNINEZRSTEH (RFICHET DHEEDOHHELZ LT
BAIIZEOHFEICHT 2RO HHOT-A LT 5, LFARFIZBWNTHLE, )
PHFEHAUNIZ, BREWAIRLERESE THOE X ZORER (B WAIRE = 2EPT
ICBWTHRE T2 DI DN TITZ OREE DT OFTEHOERE T RN F 24 % TR
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BROTBEEDENIIA L TWIEREEWHIO ML KO E L2 RS Ll bz,

Article 24 (1) When a designation of a Stimulants Manufacturer, Stimulants
Dispensing Facility or Stimulants Researcher ceases to be in effect (or, if the
application for designation provided in the following Article is made, when the
disposition to refuse the application is rendered), a report on the item names
and quantities of Stimulants owned by the relevant person at the time when
the designation ceased to be in effect, must be submitted to the Minister of
Health, Labour and Welfare, via the governor of the prefecture of the location
of the manufacturing site (or the Stimulants Storage Business Office in case of
Stimulants stored there) in the case of a person which formerly was a
Stimulants Manufacturer, or to the governor of the prefecture of the location of
the hospital, clinic or research institute in the case of a person which formerly
was a licensee for establishment of a Stimulants Dispensing Facility or
Stimulants Researcher, within 15 days from the day when the designation
ceased to be in effect (or, if the application for designation provided in the
following Article is made, from the day when the disposition to refuse the
application was rendered; hereinafter the same applies in this Article).

2 FAHEOBEICBNT, BREWARLEREE THoOE . BV DB E T
bOTE NTHEWAIIEE ThOHIX, MERD N 2RO H NS =+ ALHNIC,
ZOFATLREVA Z R WAIRGESRES | B2V TR WAWRIESE T
HOHLDITEVIE L, Ho, EVELLZEEVHOMA L OE =T NTEZ ND K4

WENZHSTIEZEOLH) K OMEFN 27 WAIRLEEE IO OW T2 o®ERT ()R
FVWAREEENICBOTRE TS L DICHOWTIZZE DREE %P OFHEHOEE
JRF VRN A i CIE A TP R BT, R WA AR ST WA ZEE 2> Ttz
DIFRBEA L < X2 H T XAIHFFERT O PrfE OB E N A I s L2z T il
IRBTRUN,

(2) In the case referred to in the preceding paragraph, a person which was
formerly a Stimulants Manufacturer, licensee for establishment of a
Stimulants Dispensing Facility or Stimulants Researcher must assign
Stimulants owned by the person to a Stimulants Manufacturer, Stimulants
Dispensing Facility or Stimulants Researcher, and submit a report on the item
names and quantities of the Stimulants assigned as well as the name (or
corporate name in case of a corporation) and address of the assignee, to the
Minister of Health, Labour and Welfare, via the governor of the prefecture of
the location of the manufacturing site (or the Stimulants Storage Business
Office in case of Stimulants stored there) in the case of a Stimulants
Manufacturer, or to the governor of the prefecture of the location of the
hospital, clinic or research institute in the case of a Stimulants Dispensing
Facility or Stimulants Researcher, within 30 days from the day when the
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designation ceased to be in effect.

3 AHHOHIRNICHYERENAELEY ET Z LR TE R OTEHEITE. BEVAIR
WL ThOTE, BEWAINAEEOERE Th o7& TR EWAIFIEE TH >
7L, THARNCUKEB DN EEZROZDIEREZZ T TYZREEWAIZ LS L
TR B0,

(3) If the person which formerly was a Stimulants Manufacturer, licensee for
establishment of a Stimulants Dispensing Facility or Stimulants Researcher
was unable to assign the Stimulants within the period specified in the
preceding paragraph, the person must promptly request the attendance of an
official and dispose of the Stimulants in accordance with the official's
instructions.

4 FHOHEIZL DA, B HOHEIC K 5 K ORI NI RTFE O HLEIC X
DA, REWHIRNEER ThHOH ., B WA B DOBRRE Tho7-H it
THEWHIIEE ThOEN, T LG AITITZOMR AL, B LIZSEIZIEE
DIFEEN T AR LA L <IFAEPHC X VB SN EAR LT iz oz n

(4) If the person which formerly was a Stimulants Manufacturer, licensee for
establishment of a Stimulants Dispensing Facility or Stimulants Researcher
dies or is dissolved, the report under paragraph (1), the assignment and report
under paragraph (2) and the disposition under the preceding paragraph must
be made by the relevant person's heir in the case of death, or by its liquidator
or a corporation surviving or incorporated by a merger in the case of
dissolution.

5 RIZHOBLAIZEWTIL, REWAIRNERESE ThoE . WA S O Bk
FEThOILHE, REVAIMAEE THOTHE RTINS DOFE OGN, HHEAULAE O
i LB L <IFAPHT R VR ENTIENTHOWTIE, F8END I E ROTCHEND
RIEOHEIZ X DEE TNy %3 5 E TOMIE, BHNEE—-H (Frkozkl) o
BUEIE, B LRV, ZOHRICENT, ZhbOHFDER EOMBE IOV TIEH
RE_H (R LEoFIS) FH—SoRELZ, BEE L IMEFME IO EE D
BICEET 2H IOV TIREE 5o RE2ERNT 5,

(5) In the cases referred to in the preceding three paragraphs, the provisions of
Article 14, paragraph (1) (Prohibition of Possession) do not apply to the person
which formerly was a Stimulants Manufacturer, licensee for establishment of a
Stimulants Dispensing Facility or Stimulants Researcher and the relevant
person's heir or its liquidator or a corporation surviving or incorporated by a
merger, for the period from the day when the designation ceased to be in effect
to the date of the assignment or disposition under the paragraph. In such case,
the provisions of Article 14, paragraph (2) (Exception to Prohibition of
Possession), item (i) apply mutatis mutandis to their business assistant, and
item (ii) of the paragraph to a person engaged in the service of transportation
of mail, letters and goods.

6 B _HEKOEMNHEHOLEIZIE, Btk GEEADEZORIRAOEEL) KO-
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(6) In the case of paragraphs (2) and (4), the provisions of Article 17 (Restriction
and Prohibition of Assignment and Acquisition) and Article 21, paragraph (2)
(Prohibition of Assignment and Acquisition of Stimulants Not Sealed with
Revenue Stamp) do not apply.

(FHEE DY 6 DFel)
(Special Provisions on Re-designation)

B+ hSk REWAIRLERE ThoE ., REWAIRMEREOBRRE Thod
THEWAIIEE THOTENH ALK FaEOHRMIM) ([THIET DI8EDH BB D
I TRIC, U EO AWM O 7% =+ HUNIC, BICREWHIREES, &8
WA BEEE SUX R WAIFZEE CThHH Z EDIREOHFEZ LIEHAICIE. £DOHEE
(XS D EAGE KE OIFENN RN EOH DL o HETIE, b 0F KW
YRR WA A OF A Th O FHIZOWTIHEHMSRE —H (Frifo%iih)
K ORISR OBUE T L72u,

Article 25 If the person which formerly was a Stimulants Manufacturer, licensee
for establishment of a Stimulants Dispensing Facility or Stimulants
Researcher makes an application for designation of a Stimulants Manufacturer,
Stimulants Dispensing Facility or Stimulants Researcher again before the
expiration of the effective period of designation provided in Article 6 (Effective
Period of Designation) or within 30 days from the expiration of the effective
period of designation, the provisions of Article 14, paragraph (1) (Prohibition of
Possession) and the preceding Article do not apply to that person or the person
which formerly was an administrator of the Stimulants Dispensing Facility for
the period until the Minister of Health, Labour and Welfare or prefectural
governor renders a disposition to grant or refuse the application.

B+ RS% HIER
Article 26 Deleted

(EEIZmE L2 m g F oausy)
(Disposition of Stimulants Vested in National Treasury)
Bt ts BAGBRKEIX, SO EICLVEEICRE LEEEWHIZONT, Z
DOIEEO B ZZR T DT OB R Z T 52 LR TE D,
Article 27 The Minister of Health, Labour and Welfare may make dispositions
regarding Stimulants vested in the national treasury pursuant to the
provisions of laws and regulations.

BRE RBICHETIEERVORE

Chapter V Record and Report Concerning Business
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(M %)
(Books)

FHoHNSR REVWHIRLEEE | TEWAR I OEHE K OREWAIRIEE X, £
nENZ ORLEFTHE L ITTEWHIRE BT, Wbie L < IEER P XUIHF5ERT 2 &
IZIRE 2 % . AT 2 FHEAZTALRITITR SR,

Article 28 (1) A Stimulants Manufacturer, administrator of a Stimulants
Dispensing Facility and Stimulants Researcher must keep books at their
respective manufacturing sites, Stimulants Storage Business Offices, hospitals,
clinics or research institutes, and enter the following matters in the books:

— HEL, GEVEL., EV. REWHL., AL, MAOLORM L, XITH5E
D7D L 7=REWHI O 54 K O &I N2 OFE A H

(1) the item names and quantities of the Stimulants manufactured, assigned,
acquired, transferred to different custody, dispensed, delivered for the
purpose of dispensing, or used for a research purpose, as well as the date
thereof;

T OBEXIIBEZOMETOKRL (EANIHOTIIZFOLRR) K OYMEATE 0N B&E T
L <AEREWAICRE BT, T8 WAl FH% B SUIBEFERT O 44 FR K OB TE S5 7

(ii) the name (or the corporate name in the case of a corporation) and address
of the counterparty to assignment or acquisition, and the name and location
of the manufacturing site, Stimulants Storage Business Office, Stimulants
Dispensing Facility or research institute; and

= B o =% (FEkol) OBEICEY EHE LEREWHIO A KO R

(iii) the item names and quantities of the Stimulants concerning which
notification was provided pursuant to the provisions of Article 23
(Notification of Accident).

2 FIEICHET 2& L, FHEOIIREL K& OFTAZ L2 A2 b ZAEMRELRITE
IRBTRUN,

(2) A person specified in the preceding paragraph must keep the books under the
preceding paragraph for two years from the date of the last entry.

(R WAIRLESEE O )
(Report of Stimulants Manufacturer)

B oG REWVWARLEEF X, —ANPL=HFE T, WAL RAET, EANLIL
AETEKO+HAHNPGF+AETOHB T LI, BT 2FEELZOWMOW T%+
FHUWNIZ, Z ORGSR O P e O#E T RS 4 R CEAFEREICHRE LR T
X 6720,

Article 29 A Stimulants Manufacturer, via the governor of the prefecture of the
location of the Stimulants Manufacturer's manufacturing site, must submit a
report to the Minister of Health, Labour and Welfare on the following matters
for each period from January to March, from April to June, from July to
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September, and from October to December, within 15 days from the expiration

of such period:

— WIWNCEITA LI2REWAIO M4 . BE &K ORE ST

(i) the item names and quantities of the Stimulants owned at the beginning of
the relevant period, as well as the place of storage;

= ZoHHPICEE L RS WHIO M4 RO E

(ii) the item names and quantities of the Stimulants manufactured during the
relevant period;

= ZOWHIMPICEY ELZREWHEIO A LU E

(iii) the item names and quantities of the Stimulants assigned during the
relevant period; and

M HIRICEHTA LIeREWAlOmA . BE&K ORE ST

(iv) the item names and quantities of the Stimulants owned at the end of the
relevant period, as well as the place of storage.

(R A it R B o0 & BB K OV WA SEE O )
(Reports of Administrator of Stimulants Dispensing Facility and Stimulants
Researcher)

FotR REWARAEEOEHE TEEWAWIZEE X, BEF A+ HE £ TS,
ZOEEZZITTZH FBELXTEFEOREROE _+HE (BEEDOLE DR
DOHFEIZR L THREDHOTFIZH D TUIRMEO+ A —H) 1HLZDHFEO+—H =
+HETIZEY T, AL, AR L, IO DMHEH L, &L <X
g L7 WHIOMmA KO EIE N2 D0FEO+—H =+ HICB W TER L XIIFT
A LIEREEWHIO G K OE % £ OJEkea L < 1ZR2 5T XIIHFZERT O Fr L # o #E
RIS LT i3 7e 720,

Article 30 No later than December 15 of each year, an administrator of a
Stimulants Dispensing Facility or Stimulants Researcher must submit a report
to the governor of the prefecture of the location of the administrator's hospital,
clinic or research institute on the item names and quantities of the Stimulants
acquired, dispensed, delivered for the purpose of dispensing, or used or
manufactured for a research purpose for the period from the day of obtaining
designation (or December 1 of the preceding year, in the case of the year
subsequent to the year in which the designation was obtained, or in the case of
the year in which the designation was granted to the application under Article
25 (Special Provisions on Re-Designation)) to November 30 of the same year, as
well as the name and quantity of the Stimulants managed or owned as of
November 30 of the same year.

FHEHEOCZ RTEWVWAIFREHCET2HEERCEL. HREOE LN
Chapter V-2 Designation, Notification, Restriction, Prohibition and
Treatment Relating to Stimulants' Raw Materials
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(F6E D ELF)

(Requirements for Designation)

F=FR0 WA BHEAZEE S L < VXD FI R 3 E ST WO AR
RS ER O EITES T TG Z L ICBEATBREDL . BEWHIFBHRRE XX
T WAIFEEHIF 788 O FaE X ZEB P UM TERT 2 & 2% O PR LD BB E N R A 23
JEAEFBETDOEDD EZAICED ., RICHEITHED I HiEY LBDDLEITHOVTT
Do

Article 30-2 A Stimulants' Raw Materials Importer, Stimulants' Raw Materials
Exporter, Stimulants' Raw Materials Manufacturer, Stimulants' Raw Materials
Handler or Stimulants' Raw Materials Researcher is to be designated from
persons satisfying the following qualifications as determined appropriate, by
the Minister of Health, Labour and Welfare and for each business
establishment or manufacturing site in the case of a Stimulants' Raw
Materials Importer, Stimulants' Raw Materials Exporter or Stimulants' Raw
Materials Manufacturer, or by the governor of the prefecture of the location of
a business establishment or research institute for each of those establishments
in the case of a Stimulants' Raw Materials Handler or Stimulants' Raw
Materials Researcher, pursuant to the provisions of Order of the Ministry of
Health, Labour and Welfare:

— BEVLAIREEmAZEL IZ oW TR, ERERMEEREEER ST OMEE WAL %
WATDHIEAHELLED ETDENIEGOTDRE VAR ORA Z L2 & 3
LH

(1) in the case of a Stimulants' Raw Materials Importer, a Pharmaceuticals
Manufacturer and Distributor or any other person who intends to engage in
the business of importing Stimulants' Raw Materials, or a person who needs
to import Stimulants' Raw Materials for a business purpose;

R WAIECRHRE H SEE (oW TR R RS R USRS - H (BRR B RR
DFFF) OREIC LV FERHROF T 2ZITTWLE (LT TEBHZRE] v
Do ) EIMELEIRGEREE T, ERMD EREAREIES PN RE —H Ok
EOFFA) SOIFE=FNUSKE—H (HEREEEDOFR) OFIEIC LV JEHiRTEHE X
TEIFEIRCEDFF A 22T TWDE (LT ZORIZENT TEFRMREEE] LW
9. ) TOMBEEWAFERZ@EET 5 2ELELLOETDHH

(i1) in the case of a Stimulants' Raw Materials Exporter, a person who has
obtained permission for establishing a pharmacy pursuant to the provisions
of Article 4, paragraph (1) (Permission on Establishment of Pharmacy) of the
Act on Pharmaceuticals and Medical Devices (hereinafter referred to as
"Licensee for Establishment of Pharmacy"), a Pharmaceuticals Manufacturer
and Distributor, a person who has obtained the permission of a retailer or
wholesaler pursuant to the provisions of Article 26, paragraph (1)
(Permission of Retail Business) or Article 34, paragraph (1) (Permission of
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Wholesale Business) (hereinafter referred to as "pharmaceuticals distributor"
in this Article), or any other person who intends to engage in the business of
exporting Stimulants' Raw Materials;

= REWAIRBHEGEEZ IZOWTIE, EREGEEIRE RS F L O WA &
BETLH2 2L LED LT 2B NIEFOTDORTE WA OIE 2 L3 L7
L

(ii1) in the case of a Stimulants' Raw Materials Manufacturer, Pharmaceuticals
Manufacturer and Distributor, pharmaceuticals distributor or any other
person who intends to engage in the business of manufacturing Stimulants'
Raw Materials or a person who needs to manufacture Stimulants' Raw
Materials for a business purpose;

M REEWAIFEERRE IC oW TR, FERARE. ERMBOENGEER S, EHMR
REHEZTOMREEVCAIFEEZFEVET 2L LE) ETENIEFO-DOR
FWAIFEE O 2 LEE T 5%

(iv) in the case of a Stimulants' Raw Materials Handler, a Licensee for
Establishment of Pharmacy, Pharmaceuticals Manufacturer and Distributor
or any other person who intends to engage in the business of assigning
Stimulants' Raw Materials or a person who needs to use Stimulants' Raw
Materials for a business purpose; or

B REWAIREBMFZEE IOV TR, BEWAIFUEHIRE LB OMiE L £ 5. 7220,
W LR WAIFE O BE I 2 N L T 54

(v) in the case of a Stimulants' Raw Materials Researcher, a person with
considerable knowledge of Stimulants' Raw Materials who needs to

manufacture or use Stimulants' Raw Materials for a research purpose.

(P8 E O BUE L R O¥EBEE O 1)
(Rescission of Designation and Suspension of Business)

FEFEo= RTEWHIFEEHRGAZES . WA 3 VAR RGE 3
T WAEEHRAR S AL WA ZEE 28 Z OIEEOHE, Z OEFROBIEICHE
DG ATHEER L <VEFFANISAT LIeRFICER LTz & &1, BAETHREIIR Y
WANFCEHEAZER . RO ARG H 2 ST T WA LEZE R IOV T, #E
JRF VRN LR WA B E TR WAFEMFEE 12O\ T, ZERENZEORE
ZWMVIFE L, IHMAZED T, BEOWHIFEEHIBET 2 254 L <3 R O 1L % m
T5HLIENTED,

Article 30-3 (1) If a Stimulants' Raw Materials Importer, Stimulants' Raw
Materials Exporter, Stimulants' Raw Materials Manufacturer, Stimulants' Raw
Materials Handler or Stimulants' Raw Materials Researcher has violated any
provisions of this Act, a disposition imposed under the provisions of this Act, or
any conditions imposed on the designation or permission, their designation
may be rescinded, or an order for the business or research relating to
Stimulants Raw Materials to be suspended for a fixed period may be issued, by
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the Minister of Health, Labour and Welfare in the case of a Stimulants Raw
Materials Importer, Stimulants Raw Materials Exporter or Stimulants Raw
Materials Manufacturer, or by the prefectural governor in the case of a
Stimulants Raw Materials Handler or Stimulants Raw Materials Researcher.

2 EINEKRE IHE (MEEZEoHEORR) OMEIL, siEOHEIZ L D052 LTER
T2,

(2) The provisions of Article 8, paragraph (2) (Special Provisions on Method of
Hearing) apply mutatis mutandis to the disposition under the preceding

paragraph.

GEB ORI O )
(Notification of Discontinuance of Business)

F=HRoN  BHEOWAIFEEHRAZEE N EOEBITIZB T 27 WHAIFEE O A O EH
ZBEIL LTz & & WA R 38 232 O EBITIC BT D 7O AlEEO B o
EBBEIL Lol &, BEWAIREHLE R 22 OBLEFTIZ B 1T 2 R WA B o
DGR L& & BEWAIFEHERRE 23 € OEBITIC BT 2R WHIEEO
REIEE L UIERITR D EBZ BRI Lz & & IR WAIFEMF RS 28 %2 OB 5EET
IZBTHREVAIEEOBER L IIEHEZLE LT M EZFEIL L& XX, £h
Ziv, HFEBEILEO AL I A LINIC, BEWAIFERHEA EZ I L < IERE VAR
W H 3 TR W FUBHE 2512 8 T Y i 2605 7T XU 558 AT oo FiT/E Hh o #1038
RSN 2t CIEA B REIC . B WHIFBHRRE U R WAIEEH RS 2
T M REZEH T AT ZE T DT E - O FE T RN FIC FEEFLZIRZA TEDE XS
HZRT TR 6720,

Article 30-4 (1) When a Stimulants' Raw Materials Importer has discontinued
the business of importing Stimulants' Raw Materials at the business
establishment, a Stimulants' Raw Materials Exporter has discontinued the
business of exporting Stimulants' Raw Materials at the business establishment,
a Stimulants' Raw Materials Manufacturer has discontinued the business of
manufacturing Stimulants' Raw Materials at the manufacturing site, a
Stimulants' Raw Materials Handler has discontinued the business relating to
the assignment or use of Stimulants' Raw Materials at the business
establishment, or a Stimulants' Raw Materials Researcher has discontinued
the research which requires the manufacturing or use of Stimulants' Raw
Materials at the Stimulants' Raw Materials Researcher's research institute, a
notification to that effect, with a designation certificate attached, must be
provided to the Minister of Health, Labour and Welfare, via the governor of the
prefecture of the location of the business establishment or manufacturing site
in the case of a Stimulants' Raw Materials Importer, Stimulants' Raw
Materials Exporter or Stimulants' Raw Materials Manufacturer, or to the
governor of the prefecture of the location of the business establishment or
research institute in the case of a Stimulants' Raw Materials Handler or
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Stimulants' Raw Materials Researcher, within 15 days from the day of the
discontinuance.

2 AEHOHEIC L DI, BEWAIREHRAES . TEWAIF R 3, B
FIFBHE S | R OAFR B E XX R OAIFEMFZEE 23, 8T LI-GA 12X
ZDOFFEND . L7235 A X OER N SUTE IR LA L AT L 3k
SNENTEEAND L2 T IR 5720,

(2) If a Stimulants' Raw Materials Importer, Stimulants' Raw Materials Exporter,
Stimulants' Raw Materials Manufacturer, Stimulants' Raw Materials Handler
or Stimulants' Raw Materials Researcher dies or is dissolved, the notification
under the preceding paragraph must be provided by the relevant person's heir
in the case of death, or by its liquidator or a corporation surviving or

incorporated by a merger in the case of dissolution.

(F87E K OV HC BS99 2 Y L E)
(Application, Mutatis Mutandis, Relating to Designation and Notification)
Fot+&Roh FUENLELEET FREOHFEFR. ik, IMEOFIHMHE. &
EDRDN) KOEFENLE+ HRKET FEETEORME ORI, FRERED AT,
KA IIEFEOETR) OMTIE, THWEIF B A LS . WAl UG H2EH
TEWHEEHOESES | B WFIEEHRRE K R WFIEEFEE (B LT 5,
ZOHBEITBWT, Zhbo#lEF IMEEWAIRIEEE ) LH L5013 TEEWAIRE
WA WA 2 E ST R VARG b TR WA G
Bl &0 B+ _&FE _HoLax2R<, ) . [REVWATAEEORRE] &b
L200F TREWAIFEEREE] & TREWAIIEE ] & H 501 TREWAIEEHT
JEE) L. NSRS, FRAE H, FIRBEEOE H, B -RAETIC
B ARE-HE TRYERT) L2003 TEBE IRERT) &, BUERE _H, 5§
FRFE-HROHE ZHW N H+—5T DRbes LI Ld 0. B+ 558
I TRBESUIRREAT L DO TR &, BHEHE P NRYGRREE
F LhHDHOE DYk, W EERE TREEE ) L DY R o B
Hl LHHOE TUZEERE] &, BART [Z0FE] LHH0IF [, ZOHEED
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G T [EREIRMR, AR o010 TEBEIEMR & F+ 458
CIEH TREOWAIEASE AT EHE0E TR4 (EACHSTEEDLAT) #
U <UIEFTUIEBFTOLT] LHARZXLbDET 5,
Article 30-5 The provisions of Articles 4 to 7 (Application Procedures for
Designation, Designation Certificate, Effective Period of Designation, and
Lapse of Designation) and Articles 10 to 12 (Returning and Submission of
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Designation Certificate, Reissuance of Designation Certificate, and Notification
of Change of Name and Address) apply mutatis mutandis to a Stimulants' Raw
Materials Importer, Stimulants' Raw Materials Exporter, Stimulants' Raw
Materials Manufacturer, Stimulants' Raw Materials Handler or Stimulants'
Raw Materials Researcher. In such case: in these provisions, the term
"Stimulants Manufacturer" is deemed to be replaced with "Stimulants' Raw
Materials Importer, Stimulants' Raw Materials Exporter or Stimulants' Raw
Materials Manufacturer, the terms "Stimulants Dispensing Facility" (excluding
the case of Article 12, paragraph (2)) and "licensee for establishment of
Stimulants Dispensing Facility" are deemed to be replaced with " Stimulants'
Raw Materials Handler," the term "Stimulants Researcher" is deemed to be
replaced with "Stimulants' Raw Materials Researcher"; in Article 4, paragraph
(1), Article 5, paragraph (2), Article 10, paragraphs (1) and (2), Article 11 and
Article 12, paragraph (1), the term "manufacturing site" is deemed to be
replaced with "business establishment or manufacturing site"; in Article 4,
paragraph (2), Article 10, paragraphs (1) and (2), Article 11 and Article 12,
paragraph (2), the term "hospital or clinic" is deemed to be replaced with
"business establishment"; in Article 5, paragraph (1), the term "manufacturer"
1s deemed to be replaced with "importer, exporter or manufacturer," the term
"licensee for establishment of the dispensing facility" is deemed to be replaced
with "handler"; in Article 6, the term "the subsequent year" is deemed to be
replaced with "the year in which the fourth anniversary of the date of
designation falls"; in Article 7 and Article 10, paragraph (1), the terms "Article
9" and "the preceding Article" are deemed to be replaced with "Article 30-4"; in
Article 10, paragraph (2), the terms "under Article 8, paragraph (1) (Rescission
of Designation and Suspension of Business) or Article 75, paragraph (1)
(Rescission of Permission) of the Act on Pharmaceuticals and Medical Devices"
and "under Article 8, paragraph (1)" are deemed to be replaced with "Article
30-3, paragraph (1)," the term "a closure order under Article 29 (Rescission of
Permission of Establishment and Closure Order) of the Medical Care Act" is
deemed to be replaced with "a disposition of suspension of business under
Article 30-3, paragraph (1)"; in Article 10, paragraph (3), the term "the period
of suspension of business, period of closure or" is deemed to be replaced with
"the period of suspension of business or"; and in Article 12, paragraph (2), the
term "the name of the licensee's Stimulants Dispensing Facility" is deemed to
be replaced with "the name (or the corporate name, in the case of a
corporation) or address or name of business establishment."

(tigy A e Ol HH oD il B K OVEE IE)
(Restriction and Prohibition of Import and Export)
FatRoRN BEWAITEHRAESE DN, BEAETEHETOED D & ALV R H)
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KREDFAIZ#%Z1T T, ZOXEBOTOREWAIFE ZE8AT 256 01Z0E, (TAD,
THEWAIREZ#A LTI 57220,

Article 30-6 (1) No person may import any Stimulants' Raw Materials, except for
the case of import by a Stimulants' Raw Materials Importer with the
permission of the Minister of Health, Labour and Welfare pursuant to the
provisions of Order of the Ministry of Health, Labour and Welfare for a
business purpose.

2 REHEWAIREHRHEE D, BEAETHESOED D L ALY EAFBKREOT A
ZZT T, TOEBOLOREVAIFEBZEH T 256 01320M%, MAL, BEWHA
JFORH 2 i L Cidre b 7w,

(2) No person may export any Stimulants' Raw Materials, except for the case of
export by a Stimulants' Raw Materials Exporter with the permission of the
Minister of Health, Labour and Welfare pursuant to the provisions of Order of
the Ministry of Health, Labour and Welfare for a business purpose.

3 RREWAIREHGAZEL UL WA AR EF 1L, 5T ZHOBEIC K0 WAl
JEEF DB A ST OFF AT 22 LD e T H L &, BEFBHEATOEDD & A
KV ZOEFFTOITEROEEN RAFZ R CEATBREICRFEEZH IR
T2 6720,

(3) When a Stimulants' Raw Materials Importer or Stimulants' Raw Materials
Exporter intends to obtain permission for import or export of Stimulants' Raw
Materials pursuant to the provisions of the preceding two paragraphs, the
importer or exporter must submit a written application to the Minister of
Health, Labour and Welfare, via the governor of the prefecture of the location
of the person's business establishment, pursuant to the provisions of Order of
the Ministry of Health, Labour and Welfare.

(i HH D BR D £ 7)
(Indications for Export)

Bt RoAROZ FEWAIEEEHER T, REOARE @2 & xiE, 2odm
R OHEIZOWTRBORTE LTI R DU,

Article 30-6-2 When a Stimulants' Raw Materials Exporter exports Stimulants'
Raw Materials, the exporter must not make a false indication for the item

names and quantities.

(FrRs 2L k)
(Prohibition of Possession)
FotHRot WROKZIZET 25E50IE0E, MAL, BEWHIFEEZErE L Cidk
SYAJAN
Article 30-7 Except for the cases specified in the following items, no person may
possess any Stimulants' Raw Materials:

— REWAIFREHG AT NEOEBOT-OREWAIFEE 2T+ 2546
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(1) the case where a Stimulants' Raw Materials Importer possesses Stimulants'
Raw Materials for a business purpose;

= REWAIREHG HEE R OEB OO R WA Z TR 256

(ii) the case where a Stimulants' Raw Materials Exporter possesses Stimulants'
Raw Materials for a business purpose;

= REWAIFEHLEEE TR WAIRIEER 082 OER O 12O 7 WHIRE & Fr
342556

(iii) the case where a Stimulants' Raw Materials Manufacturer or Stimulants
Manufacturer possesses Stimulants' Raw Materials for a business purpose;

R WHIFEHERRE 232 DZEBE O DREWAIEE 2 FF 4 256

(iv) the case where a Stimulants' Raw Materials Handler possesses Stimulants'

Raw Materials for a business purpose;

T R WAIREHMIFZEE AR WA E D FEO 7o O T WAIFUE 2 T fE 4 2 55
&

(v) the case where a Stimulants' Raw Materials Researcher or Stimulants
Researcher possesses Stimulants' Raw Materials for a research purpose;

NIRRT O E . ERIESLEE —H ((E2EMEIZET 5 56)
(CHLET D EAA L < ITEEEA (UT MEZEMSE] &vwo, ) XIFEEEMZ
ey (BREERIE CERPUAREAE U+ 5) 85 48 “HHICHE T 2 2R sk &
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Zte, LTFELC, ) NEDOEBOLDEIML TH L REEWAIFE 2R 256

(vi) the case where a licensee for establishment of a hospital or clinic, a
physician or dentist specified in Article 5, paragraph (1) (Special Provisions
on House-Visiting Physician) of the Medical Care Act (hereinafter referred to
as "House-Visiting Physician, etc.") or a licensee for establishment of a
human-reared animal treatment facility (meaning a treatment facility
specified in Article 2, paragraph (2) of the Veterinary Practice Act (Act No.
46 of 1992), and including the address of a person engaging veterinarians in
medical treatment of human-reared animals solely through house-calls; the
same applies hereinafter) (including a veterinarian engaged in medical
treatment of human-reared animals solely through house-calls; the same
applies hereinafter) possesses Stimulants' Raw Materials which are
pharmaceuticals for a business purpose;

t ERBARRE A ER ., R AL SCTERE AT DAL ST AT K0 FEAIRR TR L 7o R 3R
b T & 2 WA K OV 3%HA O 7o DI 3 2 R CTd 2 T WHIRE 2
FTFEd 256

(vii) the case where a Licensee for Establishment of Pharmacy possesses
Stimulants' Raw Materials which are pharmaceuticals prescribed by a
pharmacist in accordance with the prescription of a physician, dentist or
veterinarian and Stimulants' Raw Materials which are pharmaceuticals to be

32



used for the prescription;

I\ ERE L B L <UERRATIC B W TIRANI A9 2 257000 mbea L <IE2 T
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(viii) the case where a pharmacist engaged in prescription at a pharmacy,
hospital or clinic, an administrator of a hospital or clinic, a physician or
dentist engaged in medical treatment at a hospital or clinic, an
administrator specified in Article 5, paragraph (2) of the Veterinary Practice
Act (including the case where it applied mutatis mutandis pursuant to
Article 7, paragraph (2) of the Act) (hereinafter referred to as "Veterinarian
Administrator") or a veterinarian (limited to a veterinarian who is a licensee
for establishment of a human-reared animal treatment facility or a
veterinarian employed by a licensee for establishment of human-reared
animal treatment facility; the same applies hereinafter) engaged in medical
treatment of human-reared animals (meaning human-reared animals
provided in Article 2, paragraph (1) of the Veterinary Practice Act; the same
applies hereinafter) possesses Stimulants' Raw Materials which are
pharmaceuticals for a business purpose;

U BT FICHET 2EH DG LOMBIE N ZDEBOT- DR WAIFE 24 %
)

(ix) the case where a business assistant of a person specified in the preceding
items possesses Stimulants' Raw Materials for a business purpose;

+ B L IXEFEXIHOEBEOEF IR T 2ENEOEEZITH LE LR
HWHIEE 2 BT i 5 56

(x) the case where a person engaged in the service of transportation of mail,
correspondence or goods possesses Stimulants' Raw Materials as necessary
for performing the businesses;

+— B L IEREFTICB W TR RICERE T 2 EMAE L IXEBHEM, 12 ER
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(xi) the case where a recipient of delivery of Stimulants' Raw Materials which
are pharmaceuticals for a dispensing purpose from a physician or dentist
engaged in medical treatment at a hospital or clinic, a House-Visiting
Physician, etc. or a veterinarian engaged in medical treatment of human-
reared animals possesses the Stimulants' Raw Materials, or a case where a
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person who provides nursing care for the recipient of delivery possesses the
Stimulants' Raw Materials for the recipient; or

+ = EAA, ERHEA SUIERER O A DR 2T 2B N YL T EAIC LY
FEFNEM 23 FF LI = FE A T 2 WA 2 T T 256 MO 2% %
FHOFEITNDEND, TOFHEDTD, MEZALI7H 0T 0 FEHIRIASTA U 7 3
Th DREVHIREZ e 256

(xii) the case where a recipient of delivery of a prescription by a physician,
dentist or veterinarian possesses Stimulants' Raw Materials which are
pharmaceuticals prescribed by a pharmacist in accordance with the
prescription, and a case where a person who provides nursing care for the
recipient possesses Stimulants' Raw Materials which are pharmaceuticals
prescribed by a pharmacist in accordance with the prescription for the
recipient; or

+= ERICENWTT TR/ EREWHIEE 2R T 256

(xiii) the case of possession of Stimulants' Raw Materials for any act conducted

under laws and regulations.

(B D EEIER)
(Prohibition of Manufacturing)
F=tFDIN WROEKEFIZEITHH5E0IENE. MAL, BEWHIEEZ8E L Tk
57w,
Article 30-8 Except for the cases specified in the following items, no person may
manufacture any Stimulants' Raw Materials:
— REOVAIFREHROEES UIREWAIRIEREE N Z OGO 12 DT WA Rk 2 1
BT 550
(1) the case where a Stimulants' Raw Materials Manufacturer or Stimulants
Manufacturer manufactures Stimulants' Raw Materials for a business

purpose; or

R WAIFEHMIFIEE TR WA ZEE S FE D 72 O T WA R 2 s 5 5
é\

(ii) the case where a Stimulants' Raw Materials Researcher or Stimulants
Researcher manufactures Stimulants' Raw Materials for a research purpose.

(REE K ONGESZ D HIPR Je OV 1)
(Restriction and Prohibition of Assignment and Acquisition)

BRI ROZZITEIT2EE0I1ENE, MAL, REWAIFEZEVIEL, X
WTEED T Td e B0,

Article 30-9 Except for the cases specified in the following items, no person may
assign or acquire any Stimulants' Raw Materials:
— FHE+F5ot (RO F-ENDERFETICHET 2EN., TOEBKEX

IR D T, ZDOMHAEDHITE N T, HEWAISE ZGEY E L, IRV =T 5
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(1) the case where a person specified in Article 30-7 (Prohibition of Possession),
items (i) to (v) assigns or acquires Stimulants' Raw Materials to or from
another person falling under those items for a business or research purpose;

=BT ROEEARSGXITIBELTITHET 2E N, TOEFDOID, FEFH X
B =GO A s E TICHET 2ENLERMLTHLREWAIFE 230 2175
e

(ii) the case where a person specified in Article 30-7, item (vi) or (vii) acquires
Stimulants' Raw Materials which are pharmaceuticals from a person
specified in item (i) or items (iii) to (v) of the Article for a business purpose;

= b L <IEREFTICB W TRRIFICHEF T o EMAE L < X BHER, 1E2EM%E
ST BB OZFAEE T D ERIEM A O 7o DRI Th 2 T OHIFR 2 22
13 256 KO RARRE XITWbie L < IX2WRPT OBRERE S ERM . i EHE R T
BRIERT O AL H AT X0 EHIEIAFHA L 72 E3E A TH 5 REWHIFEE A Y5205 ¢
ANETTFRT HFISGED KT 5 G

(iii) the case where a physician or dentist engaged in medical treatment at a
hospital or clinic, a House-Visiting Physician, etc. or a veterinarian engaged
in medical treatment of human-reared animals delivers, for a dispensing
purpose, Stimulants' Raw Materials which are pharmaceuticals, and a case
where a Licensee for Establishment of Pharmacy or a licensee of
establishment of a hospital or clinic assigns Stimulants' Raw Materials
which are pharmaceuticals prescribed by a pharmacist in accordance with a
prescription by a physician, dentist or veterinarian to a holder of the
prescription;

M R WAIF B A ZEE UL WAREE HEF S B =1%o (A K O
HOHIBR K ORI 35— X3 “HOHEIZ KD EAFBREDOFF A 23 1F T,
ZOEFOD, BEWAREEZ@EA L, X+ 2546

(iv) the case where a Stimulants' Raw Materials Importer or Stimulants' Raw
Materials Exporter imports or exports Stimulants' Raw Materials for a
business purpose with the permission of the Minister of Health, Labour and
Welfare under Article 30-6 (Restriction and Prohibition of Import and
Export), paragraph (1) or (2); or

T ERICEDBHEOHITICOEREVAIREIZEVIE L, XIIEYV 2T 256

(v) the case of assignment or acquisition of Stimulants' Raw Materials for the
execution of duties under laws and regulations.

(REVERE M ONGEZFIE)

(Assignment Certificate and Acquisition Certificate)

=+&0+ BREWHIEBZEVEL, BV 2T 256 FIRE =5 K OHEN 5
DYE xR, ) 1ZiE. BENIEETBHETTED D L TAITE VAER L IiEIERE
. B NIRETHESTEDD &ALV ER LICEZRE A T T ICZfMF L
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Article 30-10 (1) When assigning or acquiring Stimulants' Raw Materials
(excluding the cases of items (iii) and (iv) of the preceding Article), the assignor
must deliver to the assignee an assignment certificate prepared pursuant to
the provisions of Order of the Ministry of Health, Labour and Welfare, and the
assignee must deliver to the assignor an acquisition certificate prepared
pursuant to the provisions of Order of the Ministry of Health, Labour and
Welfare.

2 HIEOEZNIL, FHEOBEIC L DEZFAEOZMITRAT, BIRTED DL LI AIC
V. UM FLTORFEZF T, Y% ab IRl N & FIH 2 B 15 AL 2
4 % 7L OO EHIEE O 2T+ 2 TiEThH O TRATBHE T TED S
HOIZEVRET L2 ENTED, ZOHHRITBNT, YikEX NI, YikEXitz
AP LIZb D& BT,

(2) The assignee as referred to in the preceding paragraph may provide
information on the matters to be specified in the acquisition certificate under
the preceding paragraph by a method using an electronic information
processing system or any other method using information communication
technology as specified by Order of the Ministry of Health, Labour and Welfare,
with the approval of the assignor and pursuant to the provisions of Cabinet
Order, in lieu of delivery of the acquisition certificate. In such case, the
assignee is deemed to have delivered the acquisition certificate.

3 H—HOEZREA L < IXFEWEGEIATEBTECHE ¥ 2 HIEPNThiL 5 5612 Y%
FEIZBWTEL N L ERAFEERIT. YA TR A Z T -F 2B W T, Yk
HUWHIFEL OGRS SUTFEIE O H 22 6 AR, RAF LR ITAIEZR 670,

(3) The acquisition certificate and assignment certificate under paragraph (1), or
an electronic or magnetic record prepared by the method prescribed in the first
sentence of the preceding paragraph must be kept by the recipient of the
delivery or provision thereof for two years from the date of the acquisition or

assignment of the Stimulants' Raw Materials.

(ff FH D2E L)
(Prohibition of Use)
F=tE0+— ROKEZIEHITH2HEO1ENE, MAL, BHWHIEEZ#E/H L Tix
2B 7R,
Article 30-11 Except for the cases specified in the following items, no person may
use any Stimulants' Raw Materials:
— FH-+F5ot (FrRoiE) BEEENDE RS E TICHET 2ENEOER
WD T DT 255
(1) the case where a person specified in Article 30-7 (Prohibition of Possession),
items (iii) to (v) uses Stimulants' Raw Materials for a business or research
purpose;
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(i1) the case where a House-Visiting Physician, etc. and a person specified in
Article 30-7, item (viii) dispenses, or uses for the purpose of prescription,
Stimulants' Raw Materials which are pharmaceuticals for a business
purpose;

= ke L <IEREFTICRB W TRRIRICHEF T D EMAE L X EHERM, 2 EMSE
XN EEY OZRICIEE T D EREAT D B i H O 72 O EIE S T o 5 57 WOHIFEO
AT 2 2 T e B DY R OAIFE 2 i T 2356 K OER, Rk Af SO ZER AR
DILTTH A DAY %5 1 T2 B DS YT A L0 AR 2FHA L EE S TH D
T WA OB 2 38 R B & SUTRBeas L <UX2 BT OB E N BRE =27 The 3
L%6

(ii1) the case where a recipient of delivery of, for a dispensing purpose,
Stimulants' Raw Materials which are pharmaceuticals by a physician or
dentist engaged in medical treatment at a hospital or clinic, a House-Visiting
Physician, etc. or a veterinarian engaged in medical treatment of human-
reared animals dispenses the Stimulants' Raw Materials, and a case where a
recipient of delivery of a prescription by a physician, dentist or veterinarian
acquires Stimulants' Raw Materials which are pharmaceuticals prescribed by
a pharmacist in accordance with a prescription from a Licensee for
Establishment of Pharmacy or a licensee of establishment of a hospital or
clinic and dispenses the Stimulants' Raw Materials; or

W VETICENTT TR/ OEHERT 256

(iv) the case of use for an act conducted under laws and regulations.

(PRE)
(Storage)

FotEo+ 2 F-+Fot (0Ll F-5ro8LtsETICHET 2EH i
Bt SUERBIRFTICH O TUIZ DOEHE L L, SEEMZIEMRICH O TLZE OBREME
BELT D, UFE=TEOTMUZEBNTHLE, ) &, ZOFA L. IFFT 5%
FOWAFEEZ T TR RICIE T 25T B D THRE LT hiEe b,

Article 30-12 (1) A person specified in Article 30-7 (Prohibition of Possession),
items (i) to (vii) (or an administrator in the case of a hospital or clinic, or a
Veterinarian Administrator in the case of a human-reared animal treatment
facility; hereinafter the same applies in Article 30-14) must store Stimulants'
Raw Materials owned or possessed by the person at the places specified in the
following:

— REVAHEEHmAZEL . REOVHEERHES, WA EHLEEE TR
WHIRLEZEE ICH O TIX, TOEBFTHE L TSR SUIRAETBHETOED L L
ALY B 6 H U DHEN R EF 2 8 CJEA G B R B E T H 72 50T

(1) in the case of a Stimulants' Raw Materials Importer, Stimulants' Raw
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Materials Exporter, Stimulants' Raw Materials Manufacturer or Stimulants
Manufacturer, such person's business establishment or manufacturing site,
or the place on which notification is provided to the Minister of Health,
Labour and Welfare in advance, via the prefectural governor, pursuant to the
provisions of Order of the Ministry of Health, Labour and Welfare;

= REPOVAIFEBEEICH O TE, FOEFTUIEETBESTOED D L ZAHIC
£V & 52 COEER RIS T H 75T

(ii) in the case of a Stimulants' Raw Materials Handler, the handler's business
establishment or the place on which notification is provided to the
prefectural governor in advance pursuant to the provisions of Order of the
Ministry of Health, Labour and Welfare;

= REWAIFEMFEE IR WHIFEE IS H DO TIX, Z DOBFERT

(iii) in the case of a Stimulants' Raw Materials Researcher or Stimulants
Researcher, the relevant research institute;

U R EICH S TIE, TR

(iv) in the case of a Licensee for Establishment of Pharmacy, the licensee's
pharmacy:;

o RBESUIBIEFT O FEE I H O TEZ ORI EET, E2EMZEICH > TUT
Z DIERT

(v) in the case of an administrator of a hospital or clinic, the administrator's
hospital or clinic, or in the case of a House-Visiting Physician, etc., the
address of the House-Visiting Physician, etc.; or

N EEE S EE OBRIEMEREICH O I L DM, [E2OHRI LD THEH)
W OLIRFEG & B BAT 9 BRERMIC &> TITZ o

(vi) in the case of a Veterinarian Administrator of a human-reared animal
treatment facility, the Veterinarian Administrator's facility, or in the case of
a veterinarian engaged in the service of medical treatment of human-reared
animals only by house-visit, the veterinarian address.

2 BIEOREX, DEEZPTEGIICBW TR 2RIT IR B0,
(2) The storage under the preceding paragraph must be implemented at a locked

place.

(FEZE)
(Disposal)

F-tkot+= FE =+t (FTF0LLlL) F—-ShoEBLEETITHET HHEIL.
ZORAETLREVAIREIZBEREL LD &35 & X id, SEREEOWAIFEEORE ST
O FTAEHLOERE T R F @ 1T CYRIR B OB O P TR D RIT LR 6700,

Article 30-13 When a person specified in Article 30-7 (Prohibition of Possession),
items (i) to (vii) intends to dispose of Stimulants' Raw Materials owned by the
person, the person must provide a notification to the governor of the prefecture
of the location of the place of storage of the Stimulants' Raw Materials, and
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must implement the disposal with the attendance of a prefectural official.

(o Ja )
(Notification of Accident)
Fo=tko+l F=+Fot (FiFOHL) F—50noHB Lo E TITHRET 2& .
ZOFA L, IFFFT 2R E WA 2L L, AR LI, UXZE OFTEN R
Lol L EX, THRNIEDREWHIFE D fh 4 &k O & % O3 o R 2 B
BINCT DI OMERFEH L, AEFE SO E =S ETICHET 2 ICHOTIEY
LT VAR O PR AE 55 T O BT AE i O AT E T B = 2 % CIRAE ST RIS, £ Dftod
FAZ & TUX YL WA O PR A& 55 T 00 FT £ #1000 18 JiF W =5 12 i 1 HE 72 1 vl
VAN
Article 30-14 When any of the Stimulants' Raw Materials owned or possessed by
a person specified in Article 30-7 (Prohibition of Possession), items (i) to (vii) is
lost, stolen or its whereabouts becomes unknown, a notification on the item
names and quantities of the Stimulants' Raw Materials as well as any other
information necessary to identify the situations of the accident must be
promptly provided, to the Minister of Health, Labour and Welfare, via the
governor of the prefecture of the location of the place of storage of the
Stimulants' Raw Materials in the case of a person specified in items (i) to (iii)
of the Article, or to the governor of the prefecture of the location of the place of

storage of the Stimulants' Raw Materials in the case of any other person.

(FEE D RNEDGH O ERE)
(Obligation to Take Measures upon Lapse of Designation)
FotEo+H F-+Fot (ol 0ot ETicHET S 2E (H
SOTHG AR OB T 2 WPt TR H > T, TOEHRF L L, BHED
RONGE IR E ORET 2ME & L, BTG AR ORI 2 F8m2
WM H O TUTZ DEEMEHE L T2, ) 1T, WITBIT L5528V TEL, 20
HADELLLHMNLFRAUANIC, FRE - ThbHE - FETICHET 2HICHST
13RO AEURE O R B 5 BT OO BT 7R M O 0 E R VR = 2 % TR AT B KRR, £ o
fi DN &2 TUL L RE T WAFURE O OR300 BT (E 1 O #1E IF W N =01 2 3% = 28
A UTBEZEOBENFA L, UTFTE L T2 REWAIER O M4 & O &2 s L7
TR B0,
Article 30-15 (1) When any of the events specified in the following items occurs,
a person specified in Article 30-7 (Prohibition of Possession), items (i) to (vii)
(in the case of a hospital or clinic established by the state or local government,
1ts administrator, or, if an administrator is not appointed, an official
designated by the licensee for establishment; or in the case of a human-reared
animal treatment facility established by the state or local government, its
Veterinarian Administrator) must submit a report on the item and quantity of
Stimulants' Raw Materials owned or possessed by the person at the time of
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such event within 15 days from the day when the event occurred, to the

Minister of Health, Labour and Welfare, via the prefectural governor of the

place of storage of the Stimulants' Raw Materials in the case of a person

specified in items (i) to (iii) of the Article, or to the governor of the prefecture of
the location of the place of storage of the Stimulants' Raw Materials in the case
of any other person:

— REWAIREAEE, BEOAERHZES . REOWARBHEUEEE . BEn
FIBOEER . REOWAFEERRE . R OWAFEMFEE SUIREWHIFEE OfeE
BN eolzbx (B +IE (HREDOLEORH) REFE—HITEBWTH
HT 25642580, ) CHETA2HREOHGHEZ LG EIZIZEOHFEICHT 5L
DI RBTL X, ) |

(i) when a designation of a Stimulants' Raw Materials Importer, Stimulants'
Raw Materials Exporter, Stimulants' Raw Materials Manufacturer,
Stimulants Manufacturer, Stimulants' Raw Materials Handler, Stimulants'
Raw Materials Researcher or Stimulants Researcher ceases to be in effect (or,
when a disposition to refuse an application for designation under Article 25
(Special Provisions on Re-Designation) (including the case where it is applied
mutatis mutandis pursuant to Article 30-16, paragraph (1)) is rendered);

= EREARENZOFEFEBEIL LT L & ZOFFA OF IR T L TEO R
TR0l & TEFEMLEREREFES AR - GFToBiE L
H) OBREICEIY ZOFAEZRVEINT L,

(ii) if a Licensee for Establishment of Pharmacy closed the licensee's pharmacy,
if the effective period of the licensee's permission expires but the licensee
does not obtain renewal, or if the permission of the licensee is rescinded
pursuant to the provisions of Article 75, paragraph (1) (Rescission of
Permission) of the Act on Pharmaceuticals and Medical Devices;

= R L <IZRRATOMRE N Z Ot L IRz Bl L, 35 L <ITER
EE A ILERE I BRI OTUH R O T) OBEIC XY 2ok L <
ERIEFTORROFFAI 2V HI N & &, ITTEZEMENZOZRLFEIL LT
L&,

(iii) if the licensee for establishment of a hospital or clinic closed the licensee's
hospital or clinic, if the permission for establishment of the licensee's
hospital or clinic is rescinded pursuant to the provisions of Article 29,
paragraph (1) (Rescission of Permission of Establishment and Closure Order)
of the Medical Care Act, or if a House-Visiting Physician, etc. discontinues
medical treatment; or

I R E B2 bR OB E 2N F Ofisg XTI EEY OBIFREB LRI LT & &,

(iv) if a licensee for establishment of a human-reared animal treatment facility
closes the licensee's facility or discontinues the medical treatment of human-

reared animals.

2 HIHOBEICBW T, SlE 2 LT 6 R0nEIL, REA 52T 5HH
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(2) In the case referred to in the preceding paragraph, the person who is required
to submit the report must assign Stimulants' Raw Materials owned or
possessed by the person to a person specified in Article 30-7 (Prohibition of
Possession), items (i) to (vii), and must report on the item names and
quantities of the assigned Stimulants' Raw Materials as well as the name (or
corporate name, in the case of a corporation) and address of the assignee
within 30 days from the day when any of the situations specified in the items
of the preceding paragraph occurs, to the Minister of Health, Labour and
Welfare, via the prefectural governor, or to the prefectural governor, in
accordance with the categories specified in the paragraph.

3 HIEICHET 2 & BREO MM AN Y REE WA 258 T Z LN TE o
BT, ZOFEE, THRNCHEME D22 RO T OHFRZ% T TY%REE
WAIFEHZ D X BEEZ OOy % L TR 5720,

(3) If the person specified in the preceding paragraph is unable to assign the
Stimulants' Raw Materials within the period specified in the paragraph, the
person must promptly request the attendance of an official and dispose of or
conduct other treatment of the Stimulants' Raw Materials in accordance with
the official's instructions.

4 B HNUEFENE (FBEOKRDOGEOHEERE) OMREIX, FHE -5 IH
U5 DG EIZ BV THRBEA L < X2 LR B B a2 ik 0 Bk & 23 [E ST
NEMETH D5 E 2ROV T, AIZHOBEIC LD WmE L OEE, FEfEZ Ofho sy
(ZoE, BIZHOBEIZ X0 HE M OREE, RELCOMOLS % LRT LR 5220
FIZELENT S,

(4) Except for the case where the licensee for establishment of the hospital, clinic
or human-reared animal treatment facility in item (iii) or (iv) of paragraph (1)
is a state or local government, the provisions of Article 24, paragraph (4)
(Obligation to Take Measure upon Lapse of Designation) apply mutatis
mutandis to a person required to submit a report, assign, dispose of or
otherwise conduct treatment of Stimulants' Raw Materials pursuant to the
provisions of the preceding three paragraphs in relation to the report,
assignment, disposal or any other treatment under the provisions.

5 HIZHOLAEIZEW UL, B EXIBE HOBEIZ L BEWHIFE O, 5
T2 OMDOS % LR T IER R NER RN OFOMEAN, HHEANXILE DL
fife L. B L<IFAOHT X DR S NTE AL N 206 0F 0¥ EomMBh#E 12>
WTIE, FEHEAFICBT2FHOA LT ORI—HOBEIZ L D58, FEEZOD
oy 2T 5 FETCOMIZ. HE1TFOLOHEZ, EHH LW,
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(5) In the cases referred to in the preceding three paragraphs, the provisions of
Article 30-7 do not apply to a person required to assign, dispose of or otherwise
conduct treatment of Stimulants' Raw Materials pursuant to the provisions of
paragraph (2) or (3) or the person's heir, liquidator or a corporation surviving
or incorporated by a merger, as well as business assistants of the
aforementioned persons, for the period from the day when the grounds
specified in the items of paragraph (1) arose until the assignment, disposal or
other treatment under the preceding three paragraphs is completed.

6 FHEROBENHOLGEITIE, #H -+5olu GEEX UGS OHIRLKOEELE) O
FEIE. WA L7222,

(6) In the case of paragraphs (2) and (4), the provisions of Article 30-9
(Restriction and Prohibition of Assignment and Acquisition) do not apply.

(MEHHLE)
(Application, Mutatis Mutandis)

Bt ERo+AR B ot+RE (BREOHEORM) OMEIX, HEWHIFEHEA LS.
A WA 3EE . B WARBHEEE . B OAIREERRE & O W AR
EHAZEEICELERT 5, ZOHAICBWT MR 0WAliLEREchoE LD
DT TREWAFEERMAZEE Tho7eE . REVWAIFEmLEE ThOE, BEn
FIRBHLEREE Th o) &, TREVWATAIEEOHRE] LH201% [T
FEEHERRE ) &, TREVWHIFREE ] & HD01L BT WAIREEE ] &, (5
RNkl 20T TE=+F0H (FEEXVRHICETL2HEMABE) BN THERT
LEARE] &L REVWAIRLERE, | L2501 [REWAIFEHMAZES ., BV
AT AR HIZEE . REWARBHEOEREE, | & TREWAREHEEXIE) £H 250
X MRS WAIFEHERE L) &, T2 OF RO ELR Al A B B o & B
ThHOTEHIZOWTIEETNEE H] b0 ENLOFEKROZEOEE EOH
BEICOWTIEE =+&0L) LRz sb0E7 5,

Article 30-16 (1) The provisions of Article 25 (Special Provisions on Re-
Designation) apply mutatis mutandis to a Stimulants' Raw Materials Importer,
Stimulants' Raw Materials Exporter, Stimulants' Raw Materials Manufacturer,
Stimulants' Raw Materials Handler and Stimulants' Raw Materials Researcher.
In such case, the term "person which formerly was a Stimulants Manufacturer"
1s deemed to be replaced with "person which formerly was a Stimulants' Raw
Materials Importer, Stimulants' Raw Materials Exporter, Stimulants' Raw
Materials Manufacturer," the term "licensee for establishment of Stimulants
Dispensing Facility" is deemed to be replaced with "Stimulants' Raw Materials
Handler," the term "Stimulant Researcher" is deemed to be replaced with
"Stimulants' Raw Materials Researcher," the term "Article 6" is deemed to be
replaced with "Article 6 as applied mutatis mutandis pursuant to Article 30-5
(Application, Mutatis Mutandis, Relating to Designation and Notification)," the
term "Stimulants Manufacturer" is deemed to be replaced with " Stimulants'
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Raw Materials Importer, Stimulants' Raw Materials Exporter, Stimulants'
Raw Materials Manufacturer," the term "Stimulants Dispensing Facility or" is
deemed to be replaced with "Stimulants' Raw Materials Handler or," and the
phrase "the provisions of Article 14, paragraph (1) (Prohibition of possession)
and the preceding Article do not apply to that person or the person which
formerly was an administrator of the Stimulants Dispensing Facility" is
deemed to be replaced with "the provisions of Article 30-7 (Prohibition of
Possession) and the preceding Article do not apply to that person or that
person's business assistant."

2 HottER (EECFRRELEREWAIOLS) OBEIL, TEWHIFEHIE L%
T2,

(2) The provisions of Article 27 (Disposition of Stimulants Vested in National

Treasury) apply mutatis mutandis to Stimulants' Raw Materials.

(1 )
(Books)
FotRot+t F=1tFKot (FrFoE) B X3E _FICHETL2EIL. £h
FNEOEBIT T LICEEZH 2, WITHEHIT2FEHEZFTLALZTNIZ 2R 520,
Article 30-17 (1) A person specified in Article 30-7 (Prohibition of Possession),
item (i) or (i1)) must keep books at the person's respective business
establishment and enter the following matters in the books:
— WAL, L, EVIEL, JIGEY T T WAEE O M4 K ORIz NS
ZDEHH
(1) the item names and quantities of the Stimulants' Raw Materials imported,
exported, assigned or acquired, as well as the date thereof;
R WAIEUR o s A S O FE T 05 O KA A4 B K OMERT
(i1) the name and address of the counterparty to the import or export of
Stimulants' Raw Materials; and

= FotFo+N (FEOEH) OBEICLY EHEZ LEREWARE O &4 KO
&

(iii) the item names and quantities of Stimulants' Raw Materials notified
pursuant to the provisions of Article 30-14 (Notification of Accident).

2 FEAROEFE=FNOHELGETICHET 28I, T ENTOEBET. W&
SATWFFERT Z L TR 2 ff 2. RICBIT 2 FHZTZALRITITR 57220,

(2) A person specified in Article 30-7, items (iii) to (v) must keep books at the
person's respective business establishment, manufacturing site or research
institute and enter the following matters in the books:

— HEL, GEVIEL., BBV, XIEBE L IR O O L 7RV AlR
Bt 40 e OFE I Nz 2 O4FEH A
(i) the item names and quantities of the Stimulants' Raw Materials

manufactured, assigned, acquired or used for a business or research purpose,
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as well as the date thereof; and
Z BE=ETRoFUOBREIC LY A LR WAFEO M4 &k O E
(ii) the item names and quantities of Stimulants' Raw Materials notified
pursuant to the provisions of Article 30-14.
3 RIHHICHUET & 1. AT HOREZ REOTLAZ L7 B D ZERIRAF LR
X7 5720,
(3) A person specified in the preceding two paragraphs must keep the books
under the preceding two paragraphs for two years from the date of the last
entry.

EAE BE
Chapter VI Supervision

(s D)
(Request for Report)

Fo_t—% BEAGEHRE SUIFEMRMF T, REWAUIREEOWHEE OB Y =
VERH D & ET, REVWHIRIERES . REWATEAEEORRES L I3EHEH
L EREWAIRFZEE TE =+F0t (B0l F—50r06HtEE TICHE
T2 R XITBIEFTICH O T Z0EME #, MEHMZEMXICH O TITZED
HIEREEETZ G0, ) TOMOBABREICOVWTHELRRELZHEBT DHIENTE S,

Article 31 When it is necessary for the Minister of Health, Labour and Welfare
or the prefectural governor for the purpose of Stimulants or Stimulants' Raw
Materials control, the minister or prefectural governor may request a
necessary report from a Stimulants Manufacturer, a licensee for establishment
of a Stimulants Dispensing Facility or its administrator, a Stimulants
Researcher, a person specified in Article 30-7 (Prohibition of Possession) items
(1) to (vii) (in the case of a hospital or clinic, including its administrator, and in
the case of a human-reared animal treatment facility, including its
Veterinarian Manager) and any other related persons.

(GZARA, INE M OVER)
(On-Site Inspection, Sampling and Questioning)

Bt 4 BAGERE SUIEEMN RAFIL, REWAIOTH Y ELERD D & 1,
YA 2 L TREWAIRLEREE ORUERTE L IXREWAIRE T, WAl
MBI Tod 2Wbitr L VL2, B WHIFIEE OBFFERT £ O W ANZBEIR &
LHANC B ALY, IREZOMOMIFZHRAESE, REVAE LIIIRENHTH
LZLDHENDH LW ERBOIZOLERE/NEICIRDINE L, UIEEWHIRE
¥F. BEWAGE B OBHRER L ITEHE . BEWAIME RISV TRREIC
HEET HEM, REWAIFEE T OMOBEREICOVWTEMAZ S 2 LB TE 5,

Article 32 (1) When it is necessary for the Minister of Health, Labour and
Welfare or the prefectural governor for the purpose of Stimulants control, the

44



minister or prefectural governor may instruct officials to enter the premises of
a manufacturing site or Stimulants Storage Business Office of a Stimulants
Manufacturer, a hospital or clinic which is a Stimulants Dispensing Facility, a
research institute of a Stimulants Researcher or any other place relating to
Stimulants, inspect books or any other articles, take a sample of any items
which are or are suspected to be Stimulants limited to the minimum quantity
necessary for testing, or to ask a Stimulants Manufacturer, licensee or
administrator of a Stimulants Dispensing Facility or an administrator thereof,
a physician engaged in medical treatment at a Stimulants Dispensing Facility,
a Stimulants Researcher or any other related persons questions.

2 JEAEFEKESOIAERIEMEE, REWAEEIOBHE EXLER D D & X1, Y
BEZ L TE =150+ (RE) &FICHET L2HOUYRS ZICHET 250 (1F
ZEME KR MEZ O IO TEBTEY OBZIEES % B AT 5 BRERM O 2 bR
<o ) ICAEBLALE, REZLOMOMIEZHRESE, %ﬁﬂib\ﬁﬂﬁ‘*ﬂr% L< i%ﬁﬁb‘ﬁl
FEITHDLZ LDRVDHLMERBROT-OMERE/NFEICEVINE L, XH
+&ot (FrkRo%Ell) H—Sh oL E TICHET 2EHFZOMORAREITONT
B ZIE56Z N TED,

(2) When it is necessary for the Minister of Health, Labour and Welfare or the
prefectural governor for the purpose of Stimulants' Raw Materials control, the
minister or prefectural governor may instruct officials to enter a place specified
in the items of Article 30-12 (Storage) relating to a person specified in the
Article (excluding the location of a House-Visiting Physician, etc. and
veterinarian engaged in medical treatment of human-reared animals solely
through house-calls), inspect books or any other articles, take a sample of any
items which are or are suspected to be Stimulants' Raw Materials limited to
the minimum quantity necessary for testing, or to ask a person specified in
Article 30-7 (Prohibition of Possession), items (i) to (vii) or any other related
persons questions.

3 AIHOBEL., LREEDCTDICRD LN LD LML T b2,

(3) The provisions of the preceding two paragraphs must not be construed to have
been granted for the purpose of criminal investigation.

(FEWAIREHE)

(Stimulants Inspector)

ot =% Bt Ko (FEHE | B _THEEE=H WEERDOBERIZHTAL T
EREWHIOWLS) | Bt Ro+= (BEE) | B + O+ HE = (FBERNE
DBRIZHTA L TR WAIFEOLSY) 3 N RTSRE —H K O HICHET 5 Y
LI B OWHEIL, ROK ST DEP TR,

Article 33 (1) The authority of the officials provided in Article 22-2 (Disposal),

Article 24, paragraph (3) (Disposition of Stimulants Owned at Time of Lapse of
Designation), Article 30-13 (Disposal), Article 30-15, paragraph (3) (Disposition

|1 M
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of Stimulants' Raw Materials Owned at Time of Lapse of Designation), and

paragraphs (1) and (2) of the preceding Article are to be exercised by the

persons specified in the following items:

—  REEGEE I FEERE O O b EAETHRENH LN LDRET HF

(i) a narcotics agent or pharmaceutical affairs inspector designated in advance
by the Minister of Health, Labour and Welfare; or

= REERURE B T FEEA B O S b o H BN R EN S L LOIEET HE

(ii) a prefectural narcotics agent or pharmaceutical affairs inspector designated
in advance by the prefectural governor.

2 HHEE S XIIHE _SOBEICIVEESNTE T REVAIBRE EHT 5,

(2) A person designated pursuant to the provisions of item (i) or (ii) of the
preceding paragraph is called a stimulants inspector.

3 REWAREHRERIL, H _+ %0 FHLEHE - HUERE ="HOBEIZ L 2HEN
HOLGHFE L IFHE=FFO+=FH L FFE=1FO+LFE =—"HOBEIZ L 2HEN
FFEEI DAL B2 9 BB SUFRTSRF — A L <3 _HOBEIZ L VB A,
AL, INEL, BHLATEMT 256810, 20052~ ilZa28#a L, BERA
DFERDB O L ZF, TNEERLRTNIER LR,

(3) When a stimulants inspector attends the disposition of Stimulants under
Article 22-2 or Article 24, paragraph (3) or the disposition of Stimulants' Raw
Materials under Article 30-13 or Article 30-15, paragraph (3), or enters the
premises or makes inspection or sampling or asks questions pursuant to the
provisions of paragraph (1) or (2) of the preceding Article, the stimulants
inspector must carry an identification card and present it when requested by
the persons involved.

(BBENF IR F oo B LB H)
(Submission of Opinion by Prefectural Governor)

Bk MERRAEL, REVAREREE UITE VARG A S . B VA
SRR HEE T L <UEREWAIRBHUEEZ ICOWTENRE - EHXIBE =1%&D =

B (FREOTUEAOEBFOEIL) ICHET AN EMNE LR DL EXIFT, 20O
a2 EATBREICER LRITNIER S0,

Article 34 If a prefectural governor finds it necessary to render any disposition
specified in Article 8, paragraph (1) or Article 30-3, paragraph (1) (Rescission
of Designation and Suspension of Business) to a Stimulants Manufacturer,
Stimulants' Raw Materials Importer, Stimulants' Raw Materials Exporter or
Stimulants' Raw Materials Manufacturer, the governor must submit the

opinion to the Minister of Health, Labour and Welfare.

FHLE MR

Chapter VII Miscellaneous Provisions
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(FE & SUTFF AT D 5:AF)
(Conditions for Designation or License)

=MD" ZOEHEICHET 2HESUIFFICE, &MEazfL, KO aZER"
T5HLIENTED,

Article 34-2 (1) A designation or permission prescribed in this Act may be
subjected to certain conditions, and such conditions may be amended.

2 RIEOFEME. REWAISUIRE WA ORI X 2 R4 EofiF oA %2
Bl 92 720 B i /NMRBED S OIZIRY | o, F8EXIIFF I Z 2T 5 F 1S3 LA
URBEBEZRT LI LDV EOTRITNUTR D20,

(2) The condition referred to in the preceding paragraph must be within the
minimum extent necessary for the prevention of occurrence of health and
sanitation hazards caused by abuse of Stimulants or Stimulants' Raw
Materials, and must not result in the person who receives such designation or

license being bound by undue obligations.

(J0 TR R e WA IS B3 2 0 L BRS)
(Exemption of Application regarding Stimulants for Crime Forensic
Investigation)

FotHWEo= BEAFBREIR ZOEROBEIC»NDLT, BEWHIITIREE N
FECEHZ BA 9 2 S0 Ik o A3 2 WAL R W AR 2 A L, g L
NIFFEVZTHZENTE D,

Article 34-3 (1) Notwithstanding the provisions of this Act, the Minister of
Health, Labour and Welfare may import, manufacture or acquire Stimulants or
Stimulants' Raw Materials to be used for the crime forensic investigation
relating to Stimulants or Stimulants' Raw Materials.

2 BAEGHAREIL, APEOBEICIVEAL, BIEL, ITEEY T 2R WAISOX
FAREWAIREZ . R WF ORI WA B+ 2 J0 R #2217 © [E SUIEE T IR
OB T DD LT 5,

(2) The Minister of Health, Labour and Welfare provides the Stimulants or
Stimulants' Raw Materials imported, manufactured or acquired pursuant to
the provisions of the preceding paragraph to a national or prefectural
institution engaged in criminal forensic investigation relating to Stimulants or
Stimulants' Raw Materials.

3 AIEOBEIZ XV EEFMRKED DR WA UL WAIEROZ A %2 % 1 7B
DRI, |REAH A, TR EDFISUIREEWAIEEHZ BT 5 30 FREE K D 72 o fif ]
L 72 R WHI AT T WA O fh 4 S O NS £ O H B £ OEAT7 s
TEDDLFHZLE LRI RS20,

(3) The head of the institution which obtained Stimulants or Stimulants' Raw
Materials delivered from the Minister of Health, Labour and Welfare pursuant
to the provisions of the preceding paragraph must keep books, and must enter
in the books the item names and quantities of the Stimulants or Stimulants'
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Raw Materials used for the purpose of the criminal forensic investigation
relating to Stimulants or Stimulants' Raw Materials, as well as the date
thereof and any other matters specified by Order of the Ministry of Health,
Labour and Welfare.

4 JBAEGEREIL, SNEBUR R WAIDUI RS WAFEEHZ B3 230 IR o H I
T A2 REHEVAIUIEEOHIFEEIZ A LT WEOEFEN O & XX, ZoEFRED
HEIC)»»bLT, FHOBAEICIV@mAL, fEL, HLIULEVZTZREEW
FIHE L <IXEEWAEE SOIETOBREIC LY BEICHE L2EEWARE L <IEEE
WA 2 | YRZANEBF IS 2 2 LN TE D,

(4) Notwithstanding the provisions of this Act, if the Minister of Health, Labour
and Welfare receives a request from a foreign government on the import of
Stimulants or Stimulants' Raw Materials used for the purpose of criminal
forensic investigation relating to Stimulants or Stimulants' Raw Materials, the
minister may export to the foreign government the Stimulants or Stimulants'
Raw Materials imported, manufactured or acquired pursuant to the provisions
of paragraph (1) or the Stimulants or Stimulants' Raw Materials vested in the

national treasury pursuant to the provisions of laws and regulations.

(B ST HRE T IR O BRER 3 2 T Al B B8 o 45 & Fhe)
(Designation Procedures of Stimulants Dispensing Facility Established by
State or Prefecture)
=+HE JEAGEBREIL. BOBRT DM SUIRBIEITIZOW T, H =45 —H
(?EIHE@%#F) PR EMEE IR T D80 OHUE K O SR ZH (FEE O H 55 Fhe)
DODHEZD PO LT, EBEREEWiEO LR WHIEHEEOREEIT> 2N TE
Do

Article 35 (1) Notwithstanding the provisions of the portion of Article 3,
paragraph (1) (Requirements for Designation) relating to a person authorized
to grant designation and Article 4, paragraph (2) (Application Procedures for
Designation), the Minister of Health, Labour and Welfare may grant a
designation of a Stimulants Dispensing Facility to a hospital or clinic
established by the state, in consultation with the competent minister.

2 %‘BJEW%%D$ X, BEF R OB T IR SUIZEITIC OV T, FIUEE _HOH

i b, BEWAIR AR O ELIT) 2 LR TE 2,

(2) Notw1thstand1ng the provisions of Article 4, paragraph (2), a prefectural
governor may grant a designation of a Stimulants Dispensing Facility to a
hospital or clinic established by the prefecture.

3 JREATEAREIL, F-HOBEIC LY EOBKT 2B UTZEFTIC OV TRE D
i B DR E 21T 27 &L &1L, BAETBETOED DL L ALY, FREMLZ
ORI OFERF RN E 2R T, S EEOERF LM T 0L T 5,

(3) If the Minister of Health, Labour and Welfare grants the designation of a
Stimulants Dispensing Facility to a hospital or clinic established by the state
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pursuant to the provisions of paragraph (1), the minister delivers to an
administrator of the dispensing facility a designation certificate, via the
governor of the prefecture of the location, pursuant to the provisions of Order
of the Ministry of Health, Labour and Welfare.

(ST 5 AFEFAOBRRR 3 2 B WAl HHRAIC B T o fm i E O RBH DERE)
(Change of Entity Required to Provide Notification on Stimulants Dispensing
Facility Established by State or Prefectural Government)

BotAR% EXFHLALEEOBHR T 2R E WAl EHEEIC S W TIEDRZITH
J D FEEREOEM L OIS 1T, Mgk HEE O EHE (AN 20WIGE 12X
PR EORET 2ME) 25, B0 2T WA AR IZ H > TiTZ Dbt 3%
IR O P E M O FE N IR FN S A R CIEA B REIC, HFAIMAKOBRER T 578
WA FAEE BN &> T2 DIRBE LIRS IR BT O BT £ O AR E T RS2 % LT L7aiT
TR 6700,

Article 36 (1) For a Stimulants Dispensing Facility established by the state or
local government, the following notification, returning of designation
certificate and report must be provided and conducted by the administrator of
the dispensing facility (or if an administrator is not appointed, an employee
designated by the licensee for establishment of the facility), to the Minister of
Health, Labour and Welfare, via the governor of the prefecture of the location
of the administrator's hospital or clinic, in the case of a Stimulants Dispensing
Facility established by the state, or to the governor of the prefecture of the
location of the administrator's hospital or clinic in the case of a Stimulants
Dispensing Facility established by the local government:

— PBALEHE (BEELSOE) OHEICLDEN

(i) a notification under Article 9, paragraph (2) (Notification of Discontinuance
of Medical Treatment);

=BT ERE - (BEROGEIZBIT DREIED M) OBLEIC KX DIEEFEDIK
1

(i1) returning of designation certificate under Article 10, paragraph (1)
(Returning of Designation Certificate upon Lapse of Designation);

= B 5E o (BRMHEEREA LI BREEORM) OHEIC L 5 B ERE
O AP

(iii) returning of a former designation certificate under Article 11, paragraph
(2) (Returning of Former Designation Certificate Discovered after Making
Reissuance Application);

W+ ZRE _H (AHEEDREI) OBEIC XD EH

(iv) a notification under Article 12, paragraph (2) (Notification of Change of
Name); and

OB UEEEH (FRERDOBRIIHTA L TWIRE WA O mA K OO )
) KO I (FBERDOBICHA L T REWAIOEE K O OWmE) OH#
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T KD WE

(v) a report under Article 24, paragraph (1) (Report on Item Names and
Quantities of Stimulants Owned at Time of Lapse of Designation) and
paragraph (2) (Assignment of Stimulants Owned at Time of Lapse of
Designation and Report Thereof).

2 [EXIFHG AR OB T 2 WA AR I DWW T, B USRS —E
FEERDOEEICHA L TWEREWHIOEE K OZ OWmE) XITH =1 (FRERD
DEIZFTA L TWEREWAIOLLSy) OHEIZ L 2R WAIOFER XT3 1%, 4%
fi B D L (FHE DN WGEEICIIARE ORET HME) B LR TERbL
TRV,

(2) In the case of a Stimulants Dispensing Facility established by the state or
local government, the assignment or disposition of Stimulants under Article 24,
paragraph (2) (Assignment of Stimulants Owned at Time of Lapse of
Designation and Report Thereof) or paragraph (3) (Disposition of Stimulants
Owned at Time of Lapse of Designation) must be implemented by the
administrator of the dispensing facility (or if the administrator is not
appointed, an employee designated by the licensee for establishment of the
facility).

3 HIEOLEITIE, B HNURBLE (TRl ofist) MO RE GEEKR O
DOHFIR L OEEIEDFISS) OBIEEZERT 5,

(3) The provisions of Article 24, paragraph (5) (Exception to Prohibition of
Possession) and paragraph (6) (Exception to Restriction and Prohibition of
Assignment and Acquisition) apply mutatis mutandis to the case referred to in

the preceding paragraph.

(= D BHFR 9 % 5 Fl i R B o K51l D Z24T:)
(Delegation of Special Provisions on Stimulants Dispensing Facility
Established by State)

B ER ZOERIEDL LoD EoORERT 2REEWAREHERIC Z OiE#D
BUE 238 T DI DWW TRERR L, BAESEHE S TED D,

Article 37 In addition to what is provided in this Act, the special provisions
necessary for the application of the provisions of this Act to a Stimulants
Dispensing Facility established by the state are to be provided by Order of the
Ministry of Health, Labour and Welfare.

(FHckH)
(Charges)

=t N\E& KOBFITHITLHHIL, TRENYESZOHRGEITHT 2EOFAICES
D RE MR L TBG TED DO FHEE 2 EEICHO 2T 570,

Article 38 A person specified in the following items must pay to the national
treasury the charges in the amount specified by Cabinet Order considering the
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actual costs required for the examination by the state of the applications

specified in the relevant item:

— REVWAREETOREDOREL T 28

(1) an applicant for designation of a Stimulants Manufacturer;

= REWAIFEEEAEE OREDORFEEL T 5F

(i1) an applicant for designation of a Stimulants' Raw Materials Importer;

= REWAIREHEHET OB EOREEL T LHH

(iii) an applicant for designation of a Stimulants' Raw Materials Exporter;

W EEWHIREEHEERE DR ED R E T 5%

(iv) an applicant for designation of a Stimulants' Raw Materials Manufacturer;
or

o OREWABLEES | REWAIEEHRAZES . B WAEHG 3 SUXR VA
JFEHE R E DR EIEOH R O 2T 5F

(v) an applicant for re-issuance of a designation certificate of a Stimulants
Manufacturer, Stimulants' Raw Materials Importer, Stimulants' Raw

Materials Exporter or Stimulants' Raw Materials Manufacturer.

(REAE D A
(Price of Revenue Stamp)

Fotudk B &E - (ELLEEEVHIOFERIZ X 52EA) ICTHET DR
AL T 5T, EEIC, UMlie LT, EEOFMANIZEWTEATEE S TED
Dz XD R T T R B 7R,

Article 39 A person who needs a revenue stamp provided in Article 21,
paragraph (1) (Sealing of Manufactured Stimulants with Revenue Stamp) must
pay to the national treasury the price in the amount specified by Order of the
Ministry of Health, Labour and Welfare considering the actual costs.

(BEF T 23 & % Y O HIBR O e 1))
(Special Provisions on Time Limit When Procedure Is Made Via Prefectural
Governor)

U+ ZOBEFBEOHIEIZ L0 HER R E 28 TRATE KRR L TT 5mit,
FREREDEMNE L < IXRH SUTHBE IOV TIE, SEHLEICE O D RPN I AR E T IR
HFEICK L CmtE, e UImEEN RSN L ZE, 2006 DITHITFTED
HIRNIZeESnzbD LT 5,

Article 40 For a notification, returning or submission of designation certificate
or report to be directed to the Minister of Health, Labour and Welfare via the
prefectural governor pursuant to the provisions of this Act, if the written
notification, designation certificate or written report is submitted to the
prefectural governor within the time limit specified in the relevant provision,
such acts are deemed to have been conducted within the prescribed time limit.
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(FHDXST)
(Categories of Business Affairs)
B0 HEUERE—H (FREOHHEIHRLIHEH) (B=1+FKOHITBWTERT
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Article 40-2 Business affairs to be administered by a prefecture pursuant to the

provisions of Article 4, paragraph (1) (Application for Designation via
Prefectural Governor) (including the case where it is applied mutatis mutandis
pursuant to Article 30-5), Article 5, paragraph (2) (Delivery of Designation
Certificate via Prefectural Governor) (including the case where it is applied
mutatis mutandis pursuant to Article 30-5), Article 9, paragraph (1)
(Notification of Discontinuance of Business via Prefectural Governor), Article
10, paragraph (1) (Returning of Designation Certificate via Prefectural
Governor) and paragraph (2) (Submission of Designation Certificate via
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Prefectural Governor) (limited to the portion pertaining to a Stimulants
Manufacturer, and including the case where these provisions are applied
mutatis mutandis pursuant to Article 30-5), Article 11, paragraph (1) (Re-
Issuance of Designation Certificate via Prefectural Governor) and paragraph
(2) (Returning of Former Designation Certificate via Prefectural Governor)
(limited to the portion pertaining to a Stimulants Manufacturer, and including
the case where these provisions are applied mutatis mutandis pursuant to
Article 30-5), Article 12, paragraph (1) (Notification of Change of Name or
Address via Prefectural Governor) (including the case where it is applied
mutatis mutandis pursuant to Article 30-5), Article 15, paragraph (2)
(Application for Permission for Manufacturing via Prefectural Governor),
Article 17, paragraph (5) (Application for Permission for Assignment or
Acquisition via Prefectural Governor), Article 20, paragraph (6) (Application
for Permission for Dispensing and Delivery via Prefectural Governor), Article
22, paragraph (1) (Notification of Storage Business Office via Prefectural
Governor), Article 22-2 (Disposal), Article 23 (Notification of Accident), Article
24, paragraph (1) (Report on Item Names and Quantities of Stimulants Owned
at Time of Lapse of Designation) and paragraph (2) (Assignment of Stimulants
Owned at Time of Lapse of Designation and Report Thereof), Article 29 (Report
of Stimulants Manufacturer), Article 30 (Reports of Administrator of
Stimulants Dispensing Facility and Stimulants Researcher), Article 30-4,
paragraph (1) (Notification of Discontinuance of Business of Stimulants' Raw
Materials Importer) (limited to the portion pertaining to a Stimulants' Raw
Materials Importer, Stimulants' Raw Materials Exporter or Stimulants' Raw
Materials Manufacturer), Article 30-6, paragraph (3) (Application for
Permission of Import and Export of Stimulants' Raw Materials via Prefectural
Governor), Article 30-12, paragraph (1), item (i) (Notification of Place of
Storage of Stimulants' Raw Materials via Prefectural Governor) and item (ii)
(Notification of Place of Storage of Stimulants' Raw Materials), Article 30-13
(Disposal of Stimulants' Raw Materials), Article 30-14 (Notification of Accident
Relating to Stimulants' Raw Materials), Article 30-15, paragraph (1) (Report on
Item Names and Quantities of Stimulants' Raw Materials Owned at Time of
Lapse of Designation) and paragraph (2) (Assignment of Stimulants' Raw
Materials Owned or Possessed at Time of Lapse of Designation and Report
Thereof), Article 31 (Request for Report), Article 32, paragraph (1) (On-Site
Inspection, Sampling and Questioning Relating to Stimulants) and paragraph
(2) (On-Site Inspection, Sampling and Questioning Relating to Stimulants' Raw
Materials), Article 35, paragraph (3) (Delivery of Designation Certificate to
Stimulants Dispensing Facility Established by the State via Prefectural
Governor) and Article 36, paragraph (1) (Notification of Stimulants Dispensing
Facility Established by the State via Prefectural Governor) are treated as Item
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1 statutory entrusted functions prescribed in Article 2, paragraph (9), item (i)
of the Local Autonomy Act (Act No. 67 of 1947).

(HERR D ZAT:)
(Delegation of Authorities)

FEUHERDO= ZOEEICHET 2EATEHREOHERIT, BETBHETTEDL L
AL, MHFBARRICETETHZENTE D,

Article 40-3 (1) The authorities of the Minister of Health, Labour and Welfare
prescribed in this Act may be delegated to the head of a Regional Bureau of
Health and Welfare, pursuant to the provisions of Order of the Ministry of
Health, Labour and Welfare.

2 RIEOBEICLVHMAELERREICEEINTMERIL, EEFEHESTEDDL LA
(R0 TR SRR ST T BREE IR S T O RICEET D22 LN TE D,

(2) The authority delegated to the head of a Regional Bureau of Health and
Welfare pursuant to the provisions of the preceding paragraph may be
delegated to the head of a Regional Bureau of Health and Welfare Branch
Office or to the head of a regional narcotics control office, pursuant to the
provisions of Order of the Ministry of Health, Labour and Welfare.

(eI HE )
(Transitional Measures)

FEHROMN  ZOBEEICESETE T ZHE L, UIBET 251280 TR, £DB
BT, ZOHIEAITL BTN G BRI 2 & S 2 #PANIZ BV TRTEL O L6
HE GERNCET 2 RBEEEZ G, ) ZEDDIENTE D,

Article 40-4 In the case of legislation, revision or repeal of a Cabinet Order
pursuant to the provisions of this Act, transitional measures as may be
necessary (including transitional measures relating to penal provisions) may
be provided in the Cabinet Order, to the extent deemed reasonably necessary
for the legislation, revision or repeal.

FINE Sifl
Chapter VIII Penal Provisions

ORIED)
(Criminal Punishment)

B+ —5% REWAIZ, HA7Z0IC, AHE L 3HAEICEIA L, A L < 3S5ED
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— U EOFHIERIZAT D,

Article 41 (1) A person who imported or exported any Stimulants to or from
Japan or a foreign country or who manufactured any Stimulants without due
cause (excluding a person who falls under Article 41-5, paragraph (1), item (ii))
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is punished by imprisonment with required labor for a definite term not less
than one year.

2 EHOBARTRIEOREZL LIE T, BEHE L IZ=FLL Loz L, XxtE
Wiz X0 EHE L IE=FLL LR LA O—T HHU ToOseicd 5,

(2) A person who committed the offense referred to in the preceding paragraph
for the purpose of profit is punished by life imprisonment with required labor
or imprisonment with required labor for a term not less than three years, or,
depending on the circumstance of the offense, by a life imprisonment with
required labor or imprisonment with required labor for a term not less than
three years and a fine not exceeding 10,000,000 yen.
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(3) An attempt to commit the offenses mentioned in the preceding two
paragraphs is punished.
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Article 41-2 (1) A person who possessed, assigned or acquired any Stimulants
without due cause (excluding a person who falls under Article 42, item (v)) is
punished by imprisonment with required labor for a term not exceeding ten
years.
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(2) A person who committed the offense referred to in the preceding paragraph
for the purpose of profit is punished by imprisonment with required labor for a
definite term not less than one year, or, depending on the circumstance of the
offense, by an imprisonment with required labor for a definite term not less
than one year and a fine not exceeding 5,000,000 yen.

3 HT_HOKRERIL, F17 D,

(3) An attempt to commit the offenses mentioned in the preceding two
paragraphs is punished.
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Article 41-3 (1) A person who falls under any of the following items is punished
by imprisonment with required labor for a term not exceeding ten years:
— Bk EMOEIL) OBEIER L2E
(1) a person who violated the provisions of Article 19 (Prohibition of Use);
=B RE CEXIE = (M AOBRLS O BT S 6 E OSBRI T 5
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(ii) a person who violated the provisions of Article 20, paragraph (2) or (3)
(Restriction on Dispensing for Any Purpose Except for Medical Treatment of
Others or Restriction on Dispensing for Purpose of Alleviation or Treatment
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of Addiction);
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(iii) a person who violated the provisions of Article 30-6 (Restriction and
Prohibition on Import and Export); or
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(iv) a person who violated the provisions of Article 30-8 (Prohibition of
Manufacturing).
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(2) A person who committed the offense referred to in the preceding paragraph
for the purpose of profit is punished by imprisonment with required labor for a
definite term not less than one year, or, depending on the circumstance of the
offense, by an imprisonment for a definite term not less than one year and a
fine not exceeding 5,000,000 yen.

3 HIHORZEIEZ., &7 5D,

(3) An attempt to commit the offenses mentioned in the preceding two

paragraphs is punished.
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Article 41-4 (1) A person who falls under any of the following items is punished
by imprisonment with required labor for a term not exceeding seven years:
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(1) a person who violated the provisions of Article 20, paragraph (1) (Restriction
on Dispensing of Stimulants Not under Management of Administrator);
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(i1) a person who violated the provisions of Article 20, paragraph (5)
(Restriction on Dispensing by Stimulants Researcher);
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(iii) a person who violated the provisions of Article 30-7 (Prohibition of
Possession);
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(iv) a person who violated the provisions of Article 30-9 (Restriction and
Prohibition on Assignment and Acquisition); or
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(v) a person who violated the provisions of Article 30-11 (Prohibition of Use).
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(2) A person who committed the offense referred to in items (ii) to (v) of the
preceding paragraph for the purpose of profit is punished by imprisonment
with required labor for a term not exceeding ten years, or, depending on the
circumstance of the offense, by an imprisonment for a term not exceeding ten
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years and a fine not exceeding 3,000,000 yen.
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(3) An attempt to commit the offenses referred to in items (ii) to (v) of paragraph
(1) and the preceding paragraph (limited to the parts pertaining to items (ii) to
(v) of paragraph (1)) is punished.

%IEH“*%@E WOEFDO—ITHUTHHF., —FLUTORBESE LAXTH+HTHUT
Bl L, XxZhz iR 5,

Article 41-5 (1) A person who falls under any of the following items is punished
by imprisonment with required labor for a term not exceeding three years or
fine not exceeding 500,000 yen, or both:
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(i) a person who violated the order to suspend business or research under

]

Article 8, paragraph (1) (Rescission of Designation and Suspension of
Business);
BT EERENE (EORIR) OBUEISER LIZE
(i1) a person who violated the provisions of Article 15, paragraph (4)
(Restriction on Manufacturing);
= Ao (REOHIR) OHEIER LEHE
(iil) a person who violated the provisions of Article 20-2 (Restriction on
Advertisement); or
W F=t+ko=H—H FEEOTIHLOEBEDIEL) OREIC X 2R XI5
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(iv) a person who violated the order to suspend business or research under
Article 30-3, paragraph (1) (Rescission of Designation and Suspension of
Business).
2 RIEE S ORZEIFET. FIT D,
(2) An attempt to commit the offenses mentioned in the preceding two items is
punished.
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Article 41-6 A person who made a preparation with a purpose to commit the
offense under Article 41, paragraph (1) or (2) is punished by imprisonment
with required labor for a term not exceeding five years.
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Article 41-7 A person who made a preparation with a purpose to commit the
offense under Article 41-3, paragraph (1), item (iii) or (iv) or paragraph (2)
(limited to the portion pertaining to item (iii) or (iv) of paragraph (1) of the
Article) is punished by imprisonment with required labor for a term not

exceeding five years.
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Article 41-8 (1) The Stimulants or Stimulants' Raw Materials pertaining to the
offenses under Article 41 to the preceding Article which are owned or possessed
by an offender are confiscated; provided, however, that the Stimulants or
Stimulants' Raw Materials may not be confiscated if owned by a person other
than the offender.
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(2) In relation to the committing of the offense specified in the preceding
paragraph (excluding the offenses under Article 41-3 to Article 41-5 and the
preceding Article), a vessel, aircraft or vehicle made available for carrying the

Stimulants may be confiscated.
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Article 41-9 A person who knowingly provided or carried funds, land, building,
vessel, aircraft, vehicle, equipment, machine, device or raw material (excluding
Stimulants' Raw Materials) necessary for any act which constitutes an offense
under Article 41, paragraph (1) or (2) is punished by imprisonment with
required labor for a term not exceeding five years.
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Article 41-10 A person who knowingly provided or carried funds, land, building,
vessel, aircraft, vehicle, equipment, machine, device or raw material necessary
for any act which constitutes an offense under Article 41-3, paragraph (1), item
(ii1) or (iv) or paragraph (2) (limited to the portion pertaining to item (iii) or (iv)
of paragraph (1) of the Article) is punished by imprisonment with required
labor for a term not exceeding five years.
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Article 41-11 A person who acted as an intermediary for the assignment and
acquisition of Stimulants, which constitutes the offense under Article 41-2, is
punished by imprisonment with required labor for a term not exceeding three

years.
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Article 41-12 The offenses under Article 41, Article 41-2, Article 41-6, Article 41-
9 and the preceding Article are governed by the provisions of Article 2 of the
Penal Code.
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Article 41-13 A person who acted as an intermediary for the assignment and
acquisition of Stimulants' Raw Materials prohibited pursuant to the provisions
of Article 30-9 (Restriction and Prohibition of Assignment and Acquisition) is
punished by imprisonment with required labor for a term not exceeding three

years.
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Article 42 A person who falls under any of the following items is punished by
imprisonment with required labor for a term not exceeding one year or a fine
not exceeding 200,000 yen, or both:
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(1) a person who violated the provisions of Article 5, paragraph (3) (Prohibition
of Assignment and Lending of Designation Certificate);

Z B EAS (REVWARAEEOEHE) OBREICERK L

(ii) a person who violated the provisions of Article 16 (Administrator of
Stimulants Dispensing Facility);
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(iii) a person who failed to deliver an assignment certificate or acquisition
certificate in violation of the provisions of Article 18, paragraph (1) (Delivery
of Assignment Certificate and Acquisition Certificate), made a false
statement on these certificates, or made a false entry on the electronic or
magnetic records specified in paragraph (3) of the Article (Assignment
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Certificate and Acquisition Certificate, and Storage of Electronic or Magnetic
Records);
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(iv) a person who violated the provisions of Article 18, paragraph (4)
(Assignment Certificate and Acquisition Certificate, and Prohibition of
Assignment of Electronic or Magnetic Records);
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(v) a person who violated the provisions of Article 21, paragraph (1) (Sealing by
Revenue Stamp) or paragraph (2) (Prohibition of Assignment and Acquisition
of Stimulants Not Sealed by Revenue Stamp);
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(vi) a person who violated the provisions of Article 22 (Storage and Storage
Transfer);
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(vii) a person who violated the provisions of Article 22-2 (Disposal);
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(viii) a person who failed to provide a notification or submitted a false
notification under Article 23 (Notification of Accident);
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(ix) a person who failed to submit a report or submitted a false report under
Article 24, paragraph (1) (Report on Item Names and Quantities of
Stimulants Owned at Time of Lapse of Designation), paragraph (2)
(Assignment of Stimulants Owned at Time of Lapse of Designation and
Report Thereof) or paragraph (4) (Change of Party Obligated to Submit
Report in Case of Death or Dissolution), or a person who failed to submit a
report or submitted a false report under Article 36, paragraph (1) (Change of
Entity Obligated to Provide Notification Relating to Stimulants Dispensing
Facility Established by State or Local Government) in relation to Article 24,
paragraphs (1) and (2);
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(x) A person who violated the provisions of Article 24, paragraph (3)

60



(Disposition of Stimulants Owned at Time of Lapse of Designation) or
paragraph (4) (Change of Party Obligated to Submit Report in Case of Death
or Dissolution), or the provisions of Article 36, paragraph (2) (Change of
Party Obligated to Make Disposition Relating to Stimulants Dispensing
Facility Established by State or Local Government) in relation to Article 24,
paragraph (3);
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(xi) a person who failed to keep or make entries in a book, or who made a false
entry in the book under Article 28, paragraph (1) (Keeping and Entry of
book);
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(xii) a person who failed to submit a report or submitted a false report under
Article 29 (Report of Stimulants Manufacturer);
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(xiii) a person who failed to submit a report or submitted a false report under
Article 30 (Reports of Administrator of Stimulants Dispensing Facility and
Stimulants Researcher);
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(xiv) a person who violated the provisions of Article 5, paragraph (3), as
applied mutatis mutandis pursuant to Article 30-5 (Application, Mutatis
Mutandis, Relating to Designation and Notification);
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(xv) a person who violated the provisions of Article 30-6-2 (Indications for
Export);
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(xvi) a person who failed to deliver an assignment certificate or acquisition
certificate in violation of the provisions of Article 30-10, paragraph (1)
(Delivery of Assignment Certificate and Acquisition Certificate), made a false
statement on these certificates, or made a false entry on the electronic or
magnetic records under paragraph (3) of the Article (Assignment Certificate
and Acquisition Certificate, and Storage of Electronic or Magnetic Records);
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(xvii) a person who violated the provisions of Article 30-12 (Storage);
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(xviii) a person who violated the provisions of Article 30-13 (Disposal);
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(xix) a person who failed to provide a notification or submitted a false
notification under Article 30-14 (Notification of Accident);
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(xx) a person who failed to submit a report or submitted a false report under
Article 30-15, paragraph (1) (Report on Item Names and Quantities of
Stimulants' Raw Materials Owned at Time of Lapse of Designation) or
paragraph (2) (Assignment of Stimulants' Raw Materials Owned at Time of
Lapse of Designation and Report Thereof), or Article 24, paragraph (4)
(Change of Party Obligated to Submit Report in Case of Death or
Dissolution) as applied mutatis mutandis pursuant to Article 30-15,
paragraph (4);
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(xx1) a person who violated the provisions of Article 30-15, paragraph (3)
(Disposition or Other Treatment of Stimulants' Raw Materials Owned or
Possessed at Time of Lapse of Designation) or Article 24, paragraph (4)
(Change of Party Obligated to Submit Disposition in Case of Death or
Dissolution) as applied mutatis mutandis pursuant to Article 30-15,
paragraph (4);
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(xxii) a person who failed to keep or make entries in a book, or who made a
false entry in the book under Article 30-17, paragraph (1) or (2) (Keeping and
Entry of Book).

B R0 ROBZO—IZHYT2FIE. ZHAHUTOFE&IZLT 5,
Article 42-2 A person who falls under any of the following items is punished by a
fine not exceeding 200,000 yen:
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(1) a person who violated the provisions of Article 9 (Notification of
Discontinuance of Business), or Article 36, paragraph (1) (Change of Entity
Obligated to Provide Notification Relating to Stimulants Dispensing Facility
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Established by State or Local Government) in relation to Article 9,
paragraph (2);
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(ii) a person who violated the provisions of Article 18, paragraph (3)
(Assignment Certificate and Acquisition Certificate, and Storage of
Electronic or Magnetic Records);
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(ii1) a person who violated the provisions of Article 28, paragraph (2) (Storage
of Books);
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(iv) a person who violated the provisions of Article 30-4 (Notification of
Discontinuance of Business);
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(v) a person who violated the provisions of Article 30-10, paragraph (3)
(Assignment Certificate and Acquisition Certificate, and Storage of
Electronic or Magnetic Records);
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(vi) a person who violated the provisions of Article 30-17, paragraph (3)
(Storage of Books);
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(vii) a person who failed to submit a report or submitted a false report under
Article 31 (Request for Report); or
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(viii) a person who refused, obstructed or evaded inspection or sampling under
Article 32, paragraph (1) or (2) (On-Site Inspection, Sampling and
Questioning), or who failed to answer or made a false statement in response

to questions under the provisions of the paragraphs.

(ITBED)
(Administrative Punishment)
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Article 43 A person who falls under any of the following items (or, in the case of
a corporation, its representative) is punished by a non-criminal fine not
exceeding 100,000 yen:
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(1) a person who violated the provisions of Article 10, paragraph (1) (Returning
of Designation Certificate) or paragraph (2) (Submission of Designation
Certificate), or Article 36, paragraph (1) (Change of Entity Obligated to
Provide Notification Relating to Stimulants Dispensing Facility Established
by State or Local Government) in relation to Article 10, paragraph (1);
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(i1) a person who violated the provisions of Article 11, paragraph (2) (Returning
of Former Designation Certificate), or Article 36, paragraph (1) relating to
Article 11, paragraph (2);
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(ii1) a person who violated the provisions of Article 12 (Notification of Change
of Name or Address), or Article 36, paragraph (1) relating to Article 12,
paragraph (2);
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(iv) a person who violated the provisions of Article 20, paragraph (4)
(Procedure for Delivery for Purpose of Dispensing) (including the case where
it is applied mutatis mutandis pursuant to paragraph (6) of the Article);
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(v) a person who violated the provisions of Article 10, paragraph (1) or (2) as
applied mutatis mutandis pursuant to Article 30-5 (Application, Mutatis
Mutandis, Relating to Designation and Notification);
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(vi) a person who violated the provisions of Article 11, paragraph (2), as
applied mutatis mutandis pursuant to Article 30-5; or

t FoTROTICBOWTEMTLE - ROBEIERK LE

(vii) a person who violated the provisions of Article 12, as applied mutatis

mutandis pursuant to Article 30-5.

(I 21 81 7E)
(Dual Criminal Liability Provision)

BIUFIUSE BEAOREFE UIEAE LAIAOREA, HEHAZOMONEEEZNRZ D
EANIIANDOEBIZE L CTEMN—4RE _HE LIIHE =3, FU+—Fo 5 "
FLITE=HOREZIW L, XITHEM+—5o =5 " LB =1, HU+—5
O B L <3 =, FlU+—Fof, HU+ 58 L <IEHEN+ 250 0
EIATAE LI XX, 1TAEETIT 5130, ZOEAUIACK L THEALDS
SMzER4 2,

64



Article 44 If a representative of a corporation, or an agent, employee or other
worker of a corporation or an individual person committed an offense under
Article 41, paragraph (2) or (3) or Article 41-2, paragraph (2) or (3), or
committed a violation of Article 41-3, paragraph (2) or (3), Article 41-4,
paragraph (2) or (3), Article 41-5, Article 42 or Article 42-2, in relation to the
business of the corporation or individual person, in addition to punishing the
person who committed the act in question, the corporation or individual person
is also punished by a fine as respectively prescribed in the relevant Article.
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Appended Table
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(1) 1-phenyl-2-methylaminopropanol-1, its salts, and a substance containing
any of these, excluding any substance containing 10% or less 1-phenyl-2-
methylaminopropanol-1;
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(i1) 1-phenyl-1-chloro-2-methylaminopropane, its salts, and a substance

containing any of these;
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(iii) 1-phenyl-2-dimethylaminopropanol-1, its salts, and a substance containing
any of these, excluding any substance containing 10% or less 1-phenyl-2-
dimethylaminopropanol-1;

W ——rx=m———2nu—_—UAFNALT I/ Tanr TOHEBELRTINL
DWTNNEEHT DY

(iv) 1-phenyl-1-chloro-2-dimethylaminopropane, its salts, and a substance
containing any of these;

L T TV AFAT I ) T unr . ZOHEERI AL OWTANE
GHT LY

(v) 1-phenyl-2-dimethylaminopropane, its salts, and a substance containing
any of these;
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(vi) phenylacetic acid, its salts, and a substance containing any of these,
excluding any substance containing 10% or less phenylacetic acid;
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(vii) phenylacetoacetonitrile and a substance containing it;
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(viii) phenylacetone and a substance containing it; and
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(ix) any raw material substance of Stimulants specified by Cabinet Order.
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