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Ordinance on the GLP Standard for the Conduct of Non-Clinical Safety Studies
of Veterinary Medicinal Products

(CPRAERMHKEETHELTUS)

(Ministerial Ordinance of Ministry of Agriculture, Forestry and Fisheries
No.74 of 1997)

(Provisional translation)
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Based on the provisions of Article 14, paragraph (3) (including as applied mutatis mutandis
pursuant to paragraph (6) of the same Article, and Article 19-2, paragraph (4) and Article 23), and
Article14-4, paragraph (4) and Article 14-5, paragraph (4) (including cases where such provisions are
applied mutatis mutandis pursuant to Article 19-4 and Article 23) of the Pharmaceutical Affairs Act
(Act No. 145 of 1960), the Ordinance on the GLP Standard for the Conduct of Non-Clinical Safety

Studies of Veterinary Medicinal Products is hereby enacted as follows.
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Supplementary Provisions

B—E #A
Chapter 1—General Provisions
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Article 1 This Ministerial Ordinance is intended to set forth such practices of those included among
the standards stipulated by the Ordinance of Ministry of Agriculture, Forestry and Fisheries in Article
14, paragraph (3)"(including as applied mutatis mutandis pursuant to paragraph (13) of the same
Article (including as‘applied mutatis mutandis pursuant to Article 19-2, paragraph (5)) and Article
19-2, paragraph (5), hereinafter the same applies), Article 14-2-2, paragraph (2) (including as
applied mutatis mutandis pursuant to Article 19-2, paragraph (5) and (6), hereinafter the same applies),
and Article 14-4, paragraph (5) and Article 14-6, paragraph (4) (including cases where these
provisions are applied mutatis mutandis pursuant to Article 19-4, hereinafter the same applies), of
the Act on Securing Quality, Efficacy and Safety of Products Including Pharmaceuticals and Medical
Devices (Act No. 145 of 1960, hereinafter referred to as the “Act”), all of which are applied by
replacing the terms pursuant to the provisions of Article 83, paragraph (1) of the Act, as are applicable
to non-clinical safety studies of Veterinary Medicinal Products (meaning only those studies that are
conducted at test facilities using test systems for collection and preparation of materials, out of the
studies stipulated in Article 26, paragraph (1), items (i)-e and (i)-h, and Article 41, paragraph (1)
(including as applied mutatis mutandis pursuant to Article 91) of the Control Regulations for

Veterinary Medical Products (Ministerial Ordinance of Ministry of Agriculture, Forestry and



Fisheries No.107 of 2004, hereinafter referred to as the “Regulations”), and Article 14-6, paragraph
(4) of the Act (including as applied mutatis mutandis pursuant to Article 19-4 of the Act, hereinafter
the same applies), which concern acute toxicity, subacute toxicity, chronic toxicity, teratogenicity
and other toxicities and residual nature (meaning the nature of substances (including substances
formed through substances’ chemical changes) to remain inside animals (including milk, hen eggs
and other products provided by animals) with the use of veterinary medicinal products (meaning
medicinal products intended to be used exclusively for animals)), hereinafter simply referred to as

the “Study™).
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Article 2 “Test item” as used herein means veterinary medicinal products, chemical substance,
biological substance or their drug product whose safety be assessed in the Study.
2. “Reference item” as used herein means veterinary medicinal product, chemical substance, biological
substance or their drug products.which are used in the Study for comparison with test items.
3. “Test system” as used herein means animals, plants, microorganisms, their components or items
used as reference in which the'test items are administered or added.
4. “Specimen” as used herein means items that are collected from test system for the purpose of
examination or analysis.
5. “Raw data” as.used herein means the results of the observation obtained in the Study and their

records.
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(Standards for Conduct of Study)
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Article 3 The collection and preparation of the materials set forth in Article 14, paragraph (3),
Article 14-2-2, paragraph (2), Article 14-4, paragraph (5) and Article 14-6, paragraph (4) of the Act,

which are concerned with the performance of the Study by those who intend to obtain or have



obtained approval under the provisions of Article 14 or Article 19-2 of the Act, must be made in

accordance with the provisions under the following Article through Article 19 hereof.
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Article 4 The entity that commissions the Study to a contractor must notify such contractor in
advance that the commissioned Study must be conducted in accordance with this Ordinance.

2. In the case under the preceding paragraph, the entity that commissioned the Study or that succeeded
to such status (hereinafter referred to as the “Sponsor, etc.”) must confirm that the Study is being or
was conducted in accordance with this Ordinance.

3. The notification under paragraph (1) and the verification under the preceding paragraph must be

documented and maintained.
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Chapter 2—Personnel and Organization
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(Personnel)
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Article 5 Personnel who engage in the Study or belong to the quality assurance unit set forth in item
(i1) of the following Article must have sufficient education, training or professional career necessary
for properly and smoothly conducting their activities and be capable of conducting such duties.

2. Personnel who engage in the Study must take necessary sanitary and health precautions in order to

prevent the contamination of the test items, reference items or test system.
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(Test Facility Management)
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Article 6 Personnel responsible for the operation and management of the test facility (hereinafter

referred to as the “Test Facility Management™) must conduct all of the following duties:

(1) for each Study, designating from-among the personnel engaged therein a person who is

responsible for conducting, recording and reporting the Study (hereinafter referred to
as the “Study Director”;

(2) designating a person-responsible for the department that will assure (hereinafter referred to as
the “Quality ‘Assurance Unit”) the Study was conducted at the test facility in accordance with
this Ordinance (hereinafter referred to as the “Quality Assurance Manager”);

(3) ensuring-that the Quality Assurance Manager is properly conducting his/her duty;

(4) ensuring that the test item, reference item or their mixture is properly tested in terms of identity,
potency, purity, stability and uniformity;

(5) ensuring that the facility and apparatuses, etc. are used in accordance with the Standard
Operating Procedures and the Study Plan;

(6) having a sufficient number of personnel necessary for properly conducting the Study in
accordance with the Study Plan;

(7) providing necessary education and training to the personnel who are engaged in the Study or

belong to the Quality Assurance Unit;

(8) preparing and maintaining a document that records the education and training provided to, and

professional career held by, the personnel who are engaged in the Study or who belong to



the Quality Assurance Unit as well as a document descriptive of their duty;
(9) preparing and maintaining documents (referring to “main plan table” in the Article 8, paragraph (1),
item (1)), listing the names of Sponsor, etc. (in the case of a corporation, its name), the names of
Study Director, test systems, the type of Study, the date the Study began, progress status of the
Study, the status of preparing the Final Report stipulated in the Article 17, paragraph (1)
(hereinafter referred to as the “Final Report™) for each test item concerning all Studies performed
at the test facility; and

(10) perform any other function relating to the management and administration of the test facility.
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(Study Director)
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Article 7 The Study Director must conduct all of the following duties:

(1) ensuring that each Study is being conducted in accordance with this Ordinance, the Standard
Operating Procedures and the Study Plan;

(2) ensuring that the raw data are accurately recorded and that appropriate actions are taken for

their retention;

(3) ensuring that the details of any unforeseeable circumstances which is likely to affect the

reliability of the Study and the corrective measures taken are documented;

(4) making improvements on the basis of the findings described in paragraph (1), item (iii) of the

following Article and the recommendations under item (iv) of the same paragraph,;

(5) ensuring that the test systems conform to the Study Plan;

(6) ensuring that the Study Plan, specimens, raw data and other records and the Final Report as
well as documents of their change or amendments (hereinafter referred to as the “Study-related
Materials”) are retained in the Archive Facility that retains the Study-related Materials during
the Study as well as when the Study terminates; and

(7) management of the conduct, recording, reporting of, and other activities related to the Study.
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(Quality Assurance Unit)
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Article 8 The Quality Assurance Manager must personally conduct the following duties or designate

a person responsible for each Study and have him/her conduct the following duties:

(1) maintaining a copy of main plan table;



(2) maintaining a copy of the Standard Operating Procedures and the Study Plan;

(3) investigating the conducted Study during an appropriate period while the reliability of the
Study can still be assured, ensuring that the Study was conducted in accordance with this
Ordinance, preparing a document that describes the content and results of the investigation and
recommendations for improvement as well as the measures taken and the plan of
reinvestigation, etc. and then affixing his/her name and sealing to, or sign the document, for
retention;

(4) upon finding any item that is likely to seriously affect the reliability of the Study investigated
under the preceding item, to report it to the Test Facility Management and the Study Director
and make recommendations for improvement;

(5) for each Study, to prepare a report regarding improvement recommendations (including
electromagnetic records created in lieu of preparing such report (meaning electromagnetic
records as provided in Article 9-4, paragraph (1) of the Act; the same appliesin item (8) and
paragraph (2))) for presentation to the Test Facility Management and the Study Director;

(6) ensuring if the verification by the Study Director under item (iii) of the preceding Article was
done properly;

(7) ensuring that the Final Report accurately describes the'method used to conduct the Study and
reflects the raw data, and then report it to the TestFacility Management and the Study Director;

(8) preparing a document (including an electromagnetic record created in lieu of preparing such
document) that states the date of the verification made under item (iii) and the preceding item
and its result were reported to the Test Facility Management and the Study Director, and affix
his/her name and seal to or sign the document, and submitting it to the Study Director;

(9) the method of organizing the récords maintained at Quality Assurance Unit is documented and
maintained; and

(10) any other duty necessary. for assuring that the Study conducted at the test facility is performed
in accordance with this Otrdinance.

2. In the case referredto in.paragraph (1), item (8), when the head of the Quality Assurance Unit or the
person responsible for each Study creates an electromagnetic record, notwithstanding the provisions
of that item; he/she may use an electronic signature (meaning an electronic signature as provided in
Article 2, paragraph (1) of the Act on Electronic Signatures and Certification Business (Act No. 102
of 2000)) in lieu of affixing his/her name and seal or signing.

3. Quality Assurance Personnel responsible for the Study must be personnel other than those engaged
therein.

4. Documents that are maintained under paragraph (1) must be retained at the test facility or the place

designated by the Sponsor, etc.
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Chapter 3—Test Facility and Equipment
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(Test Facility)
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Article 9 The test facility must be of a size and construction that meets the requirements of the Study
and must be adequately separated from what may affect the Study so as to maintain'its.function.

2. The test facilities where the Study must be conducted using animals must have animal care facilities,
an animal item supply facilities that keeps feed, supplies and other materials, and other necessary
facilities to ensure appropriate care and management animals.

3. The test facility must have separated areas for handling test items, etc. areas where the Study is
conducted and operated, and other areas necessary for properly-conducting the Study.

4. The test facility (in case of a multi-site Study, at least one facility among multiple test facilities)

must have an Archive facility.
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(Equipment)
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Article 10 [Equipment used to collect, measure or analyze Study results, equipment used to preserve
the environment at the test facility and other equipment-necessary for conducting the Study
(hereinafter referred to as the “Equipment”) must be properly designed and has a sufficient
processing capability.

2. The Equipment must be properly laid out to facilitate operation, maintenance, inspection, cleaning
and repair.

3. When the maintenance, inspection, and repair under the preceding paragraph is conducted, its date,

details, and the person who performed such work must be documented and maintained.
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Chapter 4—Operation at Test Facility
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(Standard Operating Procedures)
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Article 11 The Test Facility Management must prepare Standard Operating Procedures that describe

the method and procedure for the following operations:

(1) management of test items and reference items;

(2) maintenance, inspection and repair of test facilities and equipment;

(3) improvement of animal-rearing facilities;

(4) rearing and management of experimental animals;

(5) observation of general signs, etc. in experimental animals;

(6) operation, measurement, inspection and analysis of the Study;

(7) handling of moribund animals and treatment of animal carcasses;

(8) autopsy of animals and their postmortem examination;

(9) taking specimens and identifying these specimens;

(10) histopathological examination;

(11) management of raw data;

(12) duties conducted by the Quality Assurance Unit;

(13) healthcare of those engaged in the Study; and

- 10 -



(14) other necessary matters.

2. The Test Facility Management must have in place the Standard Operating Procedures at each of the
areas where the items listed in each item under the preceding paragraph are carried out.

3. If the Test Facility Management intends to modify the Standard Operating Procedures, then the
management must describe the date of such modification and retain a copy of the pre-modification
Standard Operating Procedures at the test facility.

4. Personnel engaged in the Study must obtain the approval of the Study Director if they failed to
comply with the Standard Operating Procedures for a compelling reason.

5. Personnel engaged in the Study must record in raw data their non-compliance with the Standard

Operating Procedures referred to in the preceding paragraph.
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(Animal Care and Management)
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Article 12 Personnel engaged in the Study must keep animals newly received from outside into a
rearing facility that can prevent the received animals from contaminating other animals, and observe if
there is anything not normal about them and record all noticeable matters.

2. Personnel engaged in the Study must isolate those animals with some signs of a disease or a
condition that-may influence the Study being conducted during the observation or the Study under the
preceding paragraph from other animals and not use them for the Study.

3. Personnel engaged in the Study must take measures that enable the animals used in the Study to be
adapted to the Study environment.

4. Personnel engaged in the Study must take measures necessary for identifying individual animals so
as to avoid mistakenly housing animals to be used for the Study except cases where it is difficult to
identify individual animals.

5. Personnel engaged in the Study must take sanitary control the animal care facilities, animal goods

and other items.
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Chapter 5—Handling of Test Item, etc.
(BB E KR O R E OB )
(Handling Test Items and Reference Items)
FH=% HWRIZEFET2HIT. HBRDE R OB EIZHON T, ZORME R O E D]
. MERFRFICL VB REREATORTUTR B0,
2 ABRICIEF T 2813, SR ESUIR IR E LR L DIREWICHOW TR, IRELIZED
PRI 3 R E O TEVE S O —PEOREFEIT L0 BN LR TR 57220,
3 ARBRICIEFT 28I, BB E K OB ORI, 25, IREIIIFEELIT O & X3,
Z DR R OEAZFE LRITER B0,

Article 13  Personnel engaged in the Study must properly handle and manage test items and reference
items by measuring their characteristics and stability, and by giving necessary identifications.

2. Personnel engaged in the Study must properly prepare and use the mixtures of the test items or
reference items with vehicles, by determination of the stability and uniformity of the test items or
reference items after such mixture.

3. Personnel engaged in the Study must record the date and quantity when distributing, receiving,

returning or disposing of test items or reference items.

RERUBIR)

(Reagents and Solutions)

B ABRICHEFET 2813, REENR ORI ORE SRME. BRHIRE OV TR 2R ER
217D & LI, TOMWE RO ATIESE e > THEH L7e T g 5720,

Article 14 Personnel engaged in the Study must properly indicate the storage conditions, validity

date, etc. on reagents and solutions and use them according to their nature and usage.

BAE  RBREEE R OCRRO Zh

Chapter 6—Study Plan and Conduct of Study
(RABREH )

(Study Plan)

B ABREMEET BRI, RICET 2 FE2 R LoRBE I E 2 L, &
EEHE GRNEFE SN E Il o TiE, MBREEE K OEEEHE, LI Z0HEIZ
BWTHLT, ) OEREZZITR2TUTZR 5720,

FE & ARER A Y
Ak B % 0D 40 B K ONEITAE
RRPEFES NGB H - T, RBREFEE ORA L OMERT GEAICH - TR,

DAFR O T T2 D F5 T OO T/ H1)

R DR A4
PR E S O R\ Z B % FIH
B RIZEET 5 IH
AR 0D S ST YAIZ BT % S
AT — Z OENTIAE R D HEEH 2R TIAIC B3 2 91

!

= o HE AN
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L ZOfRfFS D K OVEBHC BT 5 HIH

+ R EHE L ORBRELE ORe4 R OIXITEL KOO A

T ZOMMEREROFIE O 72 80 (B R g
2 HAEBREEET. ABREEELZLEETL2561203. 2o A, ZEREHT MO H 2 30E
WXL, ZRERAROUTIES O LRI E L & HICRE L hudie bk
[

Article 15 The Study Director must draw up for each Study a Study Plan that describes the following
items for approval of the Test Facility Management (or of the Sponsor and the Test Facility
Management if the Study is commissioned to a contractor, hereinafter the same applies in‘this
paragraph):

(1) title and purpose of the Study;

(2) name and location of the test facility;

(3) in case the Study is commissioned to a contractor, the name and address of the Sponsor (if the
Sponsor is a corporation, then its name and the location of its principal place of business);

(4) name of the Study Director;

(5) information concerning the test item and the reference item;

(6) information concerning the test system;

(7) information concerning the method of conductingthe Study;

(8) information concerning the statistical methodology used for analysis of raw data;

(9) other information concerning the maintained records and materials;

(10) name and seal or signature of the Test Facility Management and the Study Director; and

(11) other necessary matters to plan a/study.

2. If the Study Director modifies the Study Plan, he/she must document the date of the modification,

points modified and the reason.for the-modification, affix his/her name and seal to or sign the

document and maintain it together with the Study Plan.

(FRBR D i)

(Conduct of the Study)

FBHAEZ AR, RBREEEOEEEEO TIC, MBRGHEE X CFERIEFIREICHE > T
HENIFERS N2 T IUE 7R B 7220,

2 RBRIMFTLHIT. T_XTOET—Z %2, TORAZEKRCANM & & HIT, @WEIZFEk
LTI b7,

3 HBRICIEFET 21T, AT —FZFTIET 2581003, YT IEOHH, FTEZITO HK
O HAZREHT D L& & bIT, WUICETIE L2 T TR 5w,

4 HBRICHEFET 28T, RPICEEIT AT I ENTE R TEFENELCT L&
L ERNITRREEE ICHE L, EEERD L LI, TNHORA e LT
AUTZ2 B 720,

Article 16 The Study must be properly conducted in accordance with the Study Plan and the

Standard Operating Procedures under the direction and supervision of the Study Director.
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2. Personnel engaged in the Study must properly record all the raw data together with the name of the
person who enters the data and the date of entry.

3. If personnel engaged in the Study correct the raw data, then they must properly describe the reason
for the correction, name of the person who makes the correction and the date of the correction, and
make an appropriate correction.

4. If an anomaly or an unforeseen event occurs during the Study, then the personnel engaged in the

Study must report it to the Study Director, take corrective action and records all its specifics.

BLE HRERURF

Chapter 7—Report and Storage

(HEREE)

(Final Report)

FrHE& HBREEEE AR LT, K %fé%@%ﬁﬁbka%ﬁii(@ﬁmﬁ%m
RN DT o THEM SN 5B H - T, AalBiiis 236\ T8 S 72 s8R IO WTRIC

%fé%@%ﬂﬁbtﬁ N %K%wfﬁbo)%ﬁﬁbﬁfhiﬁ%ﬁwo

— FEELHEBRAD

AR R3¢ D40 B K ST AE

FRBR DB IR M O T D H

AR E A ORI S L2 E R4

PBRE S O I E BT 5 F I

N HRBRRICET 55

TRA D ZENTE Do TCRERDETNEIC B 2 KT T 5D & 5 FhE MK OFRER G ]

B WD o7 T &,

I\ BRSNS B3 4R
AT — 2 OFRHTITAE I SRt PR TSR3 5

+ REBRAGE KL O OB LI N 2 b DER

T BT =X ROIEADRATS T

+ = HMEBREEAEORLA RO XITEL KT DB

+= FIINEE )\ S ORUEIC X VAEBMERIERMIREE 2MER L, e ROHIUTE
4 Ut 3o

SN LA A

2 MBAEMEHFIT, REREELZITET 2581003, 20 A, STIEGET L OBEH Z O/ E

IREHALEICI VLG L, ZhERAROEIUTIES O LREHREE L & bIRF LR

AUTZ2 B 720,

Article 17 The Study Director must prepare a final report for each Study that describes the following

FEHOE L

o

items (for a multi-site Study, a report that describes the items below relating to the Study conducted
at each test facility, hereinafter the same applies in this Article):

(1) title and purpose of the Study;

(2) name and location of the test facility;

(3) date of initiation and termination of the Study;
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(4) names of the Study Director and of others that were engaged in the Study;
(5) information concerning the test items and reference items;
(6) information concerning the test system;
(7) unforeseen situations which are likely to affect the reliability of the Study, and the non-
compliance with the Study Plan;
(8) information concerning the method of conducting the Study;
(9) information concerning the statistical methodology used for the analysis of raw data;
(10) study results, their examination, and the summary thereof;
(11) place where raw data and specimens are retained,;
(12) name and seal or signature of the Study Director and the date of signature orseal;
(13) documents that were prepared by, and carry the name and seal or signature of, the Quality
Assurance Manager under Article 8, paragraph (1), item (viii) hereof; and
(14) other matters necessary.
2. When correcting the Final Report the Study Director must document the date-of correction, points of
correction and reasons for correction and other necessary items, affix his/her name and seal to or sign

the document and maintain it together with the Final Report.

(RBRBERE R ORTF)
(Storage of Study-related Materials)
BN\ EEEHE L, RBREMRER 2 BRI S B W THEUNI R L 2T IE R 67

2 Eﬁ% Fid, BRI OB OEMLE (UUT TERHRERRE R EEE ) &
h%bﬁfniﬁ%ﬁw

“%@% I, ERHMRAAF R B AT DR AT LIcE DS OF D BRI IC LB A
V) B E 2 i LT U B,

EEEIL, RBREEPFELI, UKL ESNTZGE IR, RBRBERE R 2 2 D¥EE
AT 5 IIRBREFEE S (LLT TERUAIEE ] Lo, ) IZ5l S RFuTe bz
[

5 EEURMEIWCSOWTIE, B EHNLE ZHE TOREZEMT 2,

Article 18 The Test Facility Management must properly retain the Study-related materials at the

I
@

Archive facility.

2. The Test Facility Management must designate the manager for administration of the Archive facility
(hereinafter referred to as “Archive Facility Manager”).

3. The Test Facility Management must take measures to prevent any person other those approved by
the Archive Facility Manager from entering the Archive facility.

4. If Study operations are abolished or suspended the Test Facility Management must hand over the
Study-related Materials to the person who succeeds to the operations or the Sponsor, etc. (hereinafter
referred to as the “Successor to the Materials™).

5. Provisions of paragraphs (1) to (3) apply mutatis mutandis to The Successor to the Materials.
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FBINE BEERORBHERICh > TEMBIN R

Chapter 8—Multi-site Study
GESTHIR)

(Compliance matters)

FBHg HBRPEHORBRICO > TEE SN D551, BHURNOEIGRE TITED

HETAITEDIEN, WITHIT DL ZACLLRITIT R B0,

— HMBREEFELIEE T, WTh)—oRkBifisk %, Rz ki 2380 (CLF TR
AR ] Lo, ) & LTHREL, Ykl o s FHE ARG EE FHE L LT
s Liaighidia 7w,

T efhEEE S, RAERBR it OB R R AR R A & LTHRA L
IRBIR,

= BEAFLZZTE LTI AN L RE SR O E A T, AERERIEEIAEAED
ﬁﬁw_ﬁféEE%mw@fﬂi&%&wo

M0 RSB R L, A RBR R (236 1) 2 iBR O SRR 2 4848 U T 722 5720,

T REEREEEA L, RBRETEE CRERBE R O RA, AR 2 I 59 To
AR % 0D 40 FR M OVFITAE I QN RRBR O AR IZ BT 2 A TEH L 22 1T U722 H 7220,
N RREREBR AR, AR OB EEE DB LI B A RS L E 2

AL 22T IR B0,

t RS EICIE. BRERBREEE KOS RBH OB B O4 e ORI XUTEA 0
mEh, B S BRI S LR iEm b 2,

Article 19 If a multi-site Study is conducted it must comply with the provisions under Articles 4
through the preceding as well as the following:

(1) The Sponsor must designate one of the multi-facilities as the facility that supervises the
Study (hereinafter referred.to as the “Supervisory Test Facility”) and its operation manager as
the Supervisory Operation Manager.

(2) The Supervisory Operation Manager must designate the Study Director of the Supervisory Test
Facility as the'Supervisory Study Manager.

(3) The Test Facility‘Management of the test facility that hands over or receives specimens must
set forth matters relating to the handling of specimens, etc. in the Standard Operating
Procedures.

(4) The Supervisory Operation Manager must be well informed of how the Study is being
conducted at each test facility.

(5) The Supervisory Operation Manager must describe in the Study Plan the name of the
Supervisory Operation Manager, names and locations of all the test facilities that must conduct
the Study and the specifics of the Study.

(6) The Supervisory Operation Manager must supervise reports prepared by the Study Director of
each test facility and then prepare a Final Report.

(7) The Final Report must carry the name and seal or the signature of the Supervisory Operation
Manager and of the Study Director of each test facility and the date of its preparation.
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B+ Rl
Supplementary Provision
ZOBRE, TR A BB IEHTY 5.

This Ministerial Ordinance comes into effect as of November 1, 1999.

M Al (ER— LA —HBRWKEERE/N_S)

Supplementary Provision (Ministerial Ordinance of Ministry of Agriculture, Forestry and

Fisheries No.82 of September 1, 2000)

(HE1THIH)

(Effective Date)

BT ZOATIE. NEEO—MEZUIET 25EE CPRH—FEEEN /D) ol
TOR CEF=F—HARA) 2olifTd 2, 72720, REDHEITLBDAMDO AN
BT %,

Article 1 This Ministerial Order comes into effect as of the day on'which-the partial revision of

the Cabinet Act (Act No.88 of 1999) comes into force (January 6, 2001); provided, however, that

the provisions of the following Article 41comes into effect as of the day of promulgation.

Mt Al (E—tFE=H ZIUHBHRKEARE =T

Supplementary Provision (Ministerial Ordinance of Ministry of Agriculture, Forestry and
Fisheries No. 39 of March 29, 2005)

ORI, FEEVE K O Ot fids S8 A ERGREO —H 2 dOET 218 (Rt
PAEIERE LN 5) OfifToH CFEk+ L4

WWH—H) 226177 5,

This Ministerial Ordinance.comes.into effect as of the day on which the partial revision of the
Pharmaceutical Affairs.Actand the Blood Collection and Donation Service Control Act

(Act No. 96 of 2002) comes into effect (April 1, 2005).

Mt Al (EFREZAFE——A—/\BBWKEESERNE) P
Supplementary Provision (Ministerial Ordinance of Ministry of Agriculture, Forestry and
Fisheries No. 58 of November 18, 2014) Extract

(hE1TH H)
(Effective Date)
Article 1 This Ministerial Ordinance comes into effect as of the day on which the partial
revision of the Pharmaceutical Affaires Act (hereinafter referred to as the “Revised Act”) comes
into effect (November 25, 2014).

Mt Al (SRZENA=Z—HRMWKEEASELLS)
Supplementary Provision (Ministerial Ordinance of Ministry of Agriculture, Forestry and
Fisheries No. 57 of August 31, 2020)

(RE1THIH)
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(Effective Date)

Bk ZOATIT. EEL, EEESEOME. AR OZEMEOMREIZE T
HIFREFEO A SET DIEE (FRTHEIEEBE A+ =5) OfifToOR (R 4L
H—H) MohifTd %,

(B FH 12 3 i 3 B L 0D — FB A I L 2 B9 2 e 4 D)

Bk ZOHETOMATOBRBUZH 5 H—ROBUEIC K 2 SIERTO B4 12 5 5 54 B
BANCHET 2R LV S TV ESHIT, B —ROBEIC L DBAEROEY)
MEESEIRGHRR] (LT DHEAL Suvwo, ) ICHET R LD b0 LA
B

F=% FHABEEHLEO ZOBUEITHES @A DOHEGRD FEEITARL KT 20
BHIZR DWW EHZOERNA NSO ZATrrbbd, ZOETOITOHDN LR L
Ty 5 A E TR, BWKEENE - ZEREPMNSED SERIc L5 2 L
MWTE D,

Article 1 This Ministerial Ordinance comes into effect of the day on.which the partial revision of

the Act on Securing Quality, Efficacy and Safety of Products including Pharmaceuticals and

Medical Devices (Act No.63 of 2020) comes into effect (September 1, 2020)

(Interim measures related to the partial revision of the Regulations for Veterinary

Medical Products )

Article 2 Existent documents upon enforecement of this Ministerial Ordinance that are based on

the forms pursuant to the provisions of Article 1 of the prior to revision of the Regulations for

Veterinary Medical Products are deemed as the documents are based on the forms pursuant to the

provisions of Article 1 of the revised of the Regulations for Veterinary Medical Products

(hereinafter as "New Regulations").

Article 3 Form for confirmation.of import based on the provisions of Article 179-2 of the New

Regulations, notwithstanding the provision of form 84-2 based on the revised of this Ministerial

Ordinance, form which is set by Director General, Consumption and Safety Bureau, Ministry of

Agriculture, Forestry-and Fisheries may be used by the day on which one year has elapsed from

the date of promulgation.
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