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Order for Enforcement of the Act on the Regulation
of Manufacture and Evaluation of Chemical
Substances

(RBFnU+EASH EHBSE —H - 5)
(Cabinet Order No. 202 of June 7, 1974)
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(Class I Specified Chemical Substances)
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Article 1 The Class I Specified Chemical Substances referred to in Article 2,
paragraph (2) of the Act on the Regulation of Manufacture and Evaluation of
Chemical Substances (referred to below as "Act") are the following chemical
substances:
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(i) polychlorinated biphenyls;
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(i1) polychlorinated naphthalenes (limited to those containing two or more
chlorine atoms);
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(iii) hexachlorobenzene;
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(iv) 1,2,3,4,10,10-hexachloro-1,4,4a,5,8,8a-hexahydro-exo-1,4-endo-5,8-
dimethanonaphthalene (also known as aldrin; referred to as "aldrin" in row
(iii) of the table in Article 7);
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(v) 1,2,3,4,10,10-hexachloro-6,7-epoxy-1,4,4a,5,6,7,8,8a-octahydro-exo-1,4-endo-
5,8-dimethanonaphthalene (also known as dieldrin; referred to as "dieldrin"
in row (iv) of the table in Article 7);
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(vi) 1,2,3,4,10,10-hexachloro-6,7-epoxy-1,4,4a,5,6,7,8,8a-octahydro-endo-1,4-



endo-5,8-dimethanonaphthalene (also known as endrin);
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(vii) 1,1,1-trichloro-2,2-bis(4-chlorophenyl)ethane (also known as DDT; referred
to as "DDT" in row (iii) of the table in Article 7);
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(viii) 1,2,4,5,6,7,8,8-octachloro-2,3,3a,4,7,7a-hexahydro-4,7-methano-1H-
indene,1,4,5,6,7,8,8-heptachloro-3a,4,7,7a-tetrahydro-4,7-methano-1H-indene
and their analogous compounds (also known as chlordane or heptachlor;
referred to as "chlordanes" in row (v) of the table in Article 7);
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(ix) bis(tributyltin)oxide;
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(x) N,N'-ditolyl-p-phenylenediamine,N-tolyl-N'-xylyl-p-phenylenediamine or
N,N'-dixylyl-p-phenylenediamine;
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(xi) 2,4,6-tri-tert-butylphenol;
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(xi1) polychloro-2,2-dimethyl-3-methylidenebicyclo[2.2.1]heptane (also known
as toxaphene);
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(xiii) dodecachloropentacyclo[5.3.0.0(2,6).0(3,9).0(4,8)]decane (also known as
mirex; referred to as "mirex" in row (ix) of the table in Article 7);
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(xiv) 2,2,2-trichloro-1-(2-chlorophenyl)-1-(4-chlorophenyl)ethanol or
2,2,2trichloro-1,1-bis(4-chlorophenylethanol (also known as kelthane or
dicofol);
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(xvi) 2-(2H-1,2,3-benzotriazol-2-yl)-4,6-di-tert-butylphenol;
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(xvii) perfluoro (octane-1-sulfonic acid) (also known as PFOS; referred to below
as "PFOS") or its salts;
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(xviii) perfluoro(octane-1-sulfonyl) fluoride (also known as PFOSF);
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(xix) pentachlorobenzene;
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(xx) r-1,¢-2,t-3,c-4,t-5,t-6-hexachlorocyclohexane (also known as alpha-
hexachlorocyclohexane);
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(xx1) r-1,t-2,c-3,t-4,¢-5,t-6-hexachlorocyclohexane (also known as beta-
hexachlorocyclohexane);
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(xxii) r-1,c-2,t-3,c-4,¢-5,t-6-hexachlorocyclohexane (also known as gamma-
hexachlorocyclohexane);
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(xxiii) decachloropentacyclo[5.3.0.0(2,6).0(3,9).0(4,8)]decan-5-one (also known
as chlordecone);
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(xxiv) hexabromobiphenyl;
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(xxv) tetrabromo(phenoxybenzene) (also known as tetrabromodiphenyl ether;
referred to as "tetrabromodiphenyl ether" in row (xii) of the table in Article
7);
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(xxvi) pentabromo(phenoxybenzene) (also known as pentabromodiphenyl ether;
referred to as "pentabromodiphenyl ether" in row (xiii) of the table in Article
7);
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(xxvii) hexabromo(phenoxybenzene) (also known as hexabromodiphenyl ether);
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(xxviii) heptabromo(phenoxybenzene) (also known as heptabromodiphenyl
ether);
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(xxix) 6,7,8,9,10,10-hexachloro-1,5,5a,6,9,9a-hexahydro-6,9-methano-2,4,3-
benzodioxathiepin-3-oxide (also known as endosulfan or benzoepin)
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(xxx) hexabromocyclododecane;
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(xxxi) pentachlorophenol or its salts or esters;
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(xxxii) polychlorinated normal paraffin (limited to those in which the carbon
number is 10 through 13, and the content of chlorine is more than 48% of the
total weight);
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(xxxiii) 1,1'-oxybis(2,3,4,5,6-pentabromobenzene) (also known as
decabromodiphenyl ether; referred to as "decabromodiphenyl ether" in row
(xvii) of the table in Article 7); and
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(xxxiv) perfluorooctanoic acid (also known as PFOA; referred to below as
"PFOA") or its salts.
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(Class II Specified Chemical Substances)
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Article 2 The Class Il Specified Chemical Substances referred to in Article 2,

paragraph (3) of the Act are the following chemical substances:
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(1) trichloroethylene;
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(i1) tetrachloroethylene;
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(iii) carbon tetrachloride;
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(iv) triphenyltin N,N-dimethyldithiocarbamate;
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(v) triphenyltin fluoride;
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(vi) triphenyltin acetate;
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(vii) triphenyltin chloride;
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(viii) triphenyltin hydroxide;
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(ix) triphenyltin fatty acid salts (limited to those containing 9, 10, or 11 carbon
atoms in the fatty acid);
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(x) triphenyltin chloroacetate;
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(xi) tributyltin methacrylate;
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(xii) bis(tributyltin) fumarate;
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(xiii) tributyltin fluoride;
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(xiv) bis(tributyltin) 2,3-dibromosuccinate;
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(xv) tributyltin acetate;
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(xvi) tributyltin laurate;
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(xvii) bis(tributyltin) phthalate;
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(xviii) copolymer of alkyl acrylate, methyl methacrylate and tributyltin
methacrylate (limited to those containing 8 carbon atoms in the alkyl group
of the alkyl acrylate);
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(xix) tributyltin sulfamate;
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(xx) bis(tributyltin) maleate;
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(xxi) tributyltin chloride;
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(xxii) mixture of tributyltin cyclopentanecarboxylate and its analogous
compounds (also known as tributyltin naphthenate);
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(xxiii) mixture of tributyltin 1,2,3,4,4a,4b,5,6,10,10a-decahydro-7-isopropyl-
1,4a-dimethyl-1-phenanthrenecarboxylate and its analogous compounds (also

known as tributyltin rosin salt).
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(Cases Not Requiring Notification of the Manufacture or Import of a New
Chemical Substance)
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Article 3 (1) The cases specified by Cabinet Order referred to in Article 3,
paragraph (1), item (iv) of the Act are the following cases:
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(1) when a person intends to manufacture or import a new chemical substance
as an intermediate to another chemical substance, and has taken the
necessary measures to prevent environmental pollution from the new
chemical substance during the period until the new chemical substance is
transformed into the other chemical substance;
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(ii) when a person intends to manufacture or import a new chemical substance
for use in a way which does not pose a risk of being discharged outside the
facility or equipment, and has taken the necessary measures to prevent
environmental pollution from the new chemical substance during the period
until the new chemical substance is disposed of;
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(iii) when a person intends to manufacture or import a new chemical substance
for the purpose of export (limited to cases when the export is to a region that
has been designated by Order of the Ministry of Health, Labour and Welfare,



Order of the Ministry of Economy, Trade and Industry, and Order of the
Ministry of the Environment as a region where the necessary measures have
been taken to prevent environmental pollution from the new chemical
substance), and the person has taken the necessary measures to prevent
environmental pollution from the new chemical substance during the period
until the new chemical substance is exported.
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(2) The quantity specified by Cabinet Order referred to in Article 3, paragraph
(1), item (v) of the Act is 1 metric ton.
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(3) The quantity specified by Cabinet Order referred to in Article 3, paragraph
(2) of the Act is 1 metric ton.
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(Cases Subject to Exception on an Evaluation)

FUSE ERLRFENEE —SOBGT TEDLIH=EIT, +hr&d 25,

Article 4 (1) The quantity specified by Cabinet Order referred to in Article 5,
paragraph (4), item (i) of the Act is 10 metric tons.
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(2) The quantity specified by Cabinet Order referred to in Article 5, paragraph
(5) of the Act is 10 metric tons.
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(Cases Not Requiring Notification of the Manufacture or Import of a General
Chemical Substance)
I BENRE-EHE S (AERE _HIBWIENT ILazal, ) ODEFT
EDLEEIT, —Fr&T D,
Article 5 The quantity specified by Cabinet Order referred to in Article 8,
paragraph (1), item (ii) of the Act (including when applied mutatis mutandis
pursuant to paragraph (2) of the relevant Article) is 1 metric ton.

(P SE R L P O RE ST A AR D 2 Z L7220 56)
(Cases Not Requiring Notification of the Manufacture or Import of a Priority
Assessment Chemical Substance)
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Article 6 The quantity specified by Cabinet Order referred to in Article 9,
paragraph (1), item (ii) of the Act is 1 metric ton.
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(Products Prohibited from Import if a Class I Specified Chemical Substance Is
Used)
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Article 7 The products specified by Cabinet Order referred to in Article 24,
paragraph (1) of the Act are those listed in the right-hand column of the
following table for the relevant Class I Specified Chemical Substance listed in
the left-hand column of the table (excluding products designated by the
Minister of Economy, Trade and Industry as being difficult to substitute with
equivalent products produced in Japan and whose import is especially
necessary in view of their usage).
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Class I Specified Product

Chemical Substance
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JL (i) Lubricating, cutting, and hydraulic oils
(i) Polychlorinated

biphenyls
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(1) Adhesives (excluding those of animal and
botanical origin), putty, and filling materials for
closing up or sealing
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(iii) Paints (excluding water-based paints), printing
inks, and carbonless copying paper
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(iv) Heating or cooling devices with a liquid heating
medium
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(v) Oil-filled transformers and paper condensers, and
oil-filled condensers and organic-coated condensers
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(vi) Air conditioners, television receivers, and
microwave ovens
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(i1) Polychlorinated
naphthalenes (limited
to those containing
two or more chlorine
atoms)
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(i) Lubricating and cutting oils
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(i1) Wood antiseptics, insecticides, and antimolds
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(iii) Paints (limited to those for antiseptic,
insecticidal, or antimold use)
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(iii) Aldrin and DDT
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(1) Wood antiseptics, insecticides, and antimolds
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(ii) Paints (Ilimited to those for antiseptic,
insecticidal, or antimold use)
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(iv) Dieldrin
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(1) Wood antiseptics, insecticides, and antimolds
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(i) Paints (Ilimited to those for antiseptic,
insecticidal, or antimold use)
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(iii) Wool (excluding greased wool)
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(v) Chlordanes
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(1) Wood antiseptics and insecticides
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(i1) Wood adhesives
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(iii) Paints (limited to those for antiseptic and
insecticidal use)
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(iv) Wood treated with antiseptics and insecticides
N )y YN AON R

(v) Plywood treated with antiseptics and insecticides
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(vi) Bis(tributyltin)
oxide
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(i) Antiseptics and antimolds




—omE (U, S oo K oA O AE R IR
DHLDIZIRD, ) KOHIRIAA > %

(i) Paints (Ilimited to those used to prevent
shellfishes, algae, and other living organisms in the
water from adhering to surfaces) and printing inks
= i

(iii) Fishnets
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(vii) N,N'-Ditolyl-p-
phenylenediamine,N-
tolyl-N'-xylyl-p-
phenylenediamine or
N,N'-dixylyl-p-
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(1) Rubber antioxidants

phenylenediamine
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(ii) Styrene-butadiene rubber
N el e R—= MY — | —  E(bBi kAl oo FRRGEnAl GEVE A SOk

H—vx V—TF N7
- /J—)
(viii) 2,4,6-Tri-tert-
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(1) Antioxidants and other prepared additives (limited
to those for lubricating and fuel oils)

butylphenol
= EvEh
(ii) Lubricating oils
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(ix) Mirex Wood insecticides
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(x) 2-(2H-1,2,3-
benzotriazol-2-yl)-4,6-
Di-tert-butylphenol
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(i1) Adhesives (excluding those of animal and
botanical origin), putty, and filling materials for
closing up or sealing
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(iii) Paints and printing ink
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(iv) Helmets
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(v) Radiator grills and other auto parts (excluding
those made of metals)
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(vi) Lighting covers
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(vii) Lenses for protective spectacles and frames for
spectacles
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(viii) Deodorants
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(ix) Waxes
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(x) Surfboards
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(xi) Ink ribbons
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(xii) Photographic paper
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(xiii) Buttons
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(xiv) Tubes, bathtubs, and other plastic products
(limited to molded products)
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D
(x1) PFOS or its salts
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(i) Aircraft hydraulic oils
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(i1) Oils used to spin thread
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(iii) Etching agents used in metal machining
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(iv) Etching agents used in the manufacture of
piezoelectric filters or semiconductors
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(v) Surface treatment agents and other prepared
additives for plating use
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(vi) Anti-reflection agent used in the manufacture of
semiconductors
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(vii) Resists for semiconductors
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(viii) Abrasives
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(ix) Fire extinguishers, fire extinguishing agents for
fire extinguishers and fire extinguishing foam
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(x) Insecticides (limited to those used in the
extermination of termites or ants)
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(xi) Professional-use photographic films
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(xii) Photographic paper
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(xii)
Tetrabromodiphenyl
ether
= A
(1) Adhesives
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(xiii)
Pentabromodiphenyl
ether
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(i1) Adhesives
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(xiv)
Hexabromocyclododec
ane
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(1) Flame-retardant fabric, textiles
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(i1) Prepared additives for flame-retardant treatment
for fabric, textiles
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(iii) Expandable polystyrene beads for flame-
retardant EPS* *Note: EPS refers to expanded
polystyrene.
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(iv) Flame-retardant curtains
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(xv)
Pentachlorophenol or
its salts or esters
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(1) Wood antiseptics, insecticides, and antimolds
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(i) Wood treated with antiseptics, insecticides, and
antimolds

12




= BEAEWR. B HRERE OB IEA K

(iii) Plywood treated with antiseptics, insecticides,
and antimolds

iz

(iv) Glue

+8 AV LESH N
774 (RFEDP+
NH+=FTOHLDOT
bHHOT, MEOERE
NEEEOMNA )\ /X—
T FEBEZDBLODIC
5, )

(xvi) Polychlorinated
normal paraffin
(Ilimited to those in
which the carbon
number is 10 through
13 and the content of
chlorine is more than
48% of the total
weight)

— EE. BIEI R OEEh
(1) Lubricating, cutting, and hydraulic oils

= MBI RMERE R 52 D T2 O O I

(i1) Prepared additives for flame-retardant treatment
for textiles

= RIEH XX = A o R R

(iii) Plasticizers for resin and rubber

e (BRI DERED S DITIR D, )

(iv) Paints (Iimited to waterproof and nonflammable)
HOEEAIL Y=Y T Ao FEE

(v) Adhesives and sealing filler

N B O AEA

(vi) Fatliquoring agents for leather

+t FTHATeETT
= =)LT=—7T )b
(xvii)
Decabromodiphenyl
ether

— BHRMEER G2 272D DA LA

(1) Flame-retardant textiles

TR, BIIE ST F AP RMERE A B R D T2 8O DOFE
I

(i1) Prepared additives for flame-retardant treatment
for textiles, resin, and rubber

= EHEAEOY— 7 HoFmEE

(v) Adhesives and sealing fillers

M0 BRMERER 5 2 D 12D OMERE L7 K

(iv) Flame-retardant floor covering

O BRMREE G2 DTN E LI —T v

(v) Flame-retardant curtains

13




N OBIRMREE G2 AT OO AE U ELEODIEY

(vi) Flame-retardant flags and banners

+J/\ PFOAXIZE | — MAKRMERIZMMMERZ 5 2 5720 O Z L7k
DI (1) Water-resistant or oil-resistant paper
(xviii) PFOA or its
salts
o E KRR IE o MtERE A B A D T O DWLEEE L
7oA
(i1) Water-repellent or oil-repellent textiles
= A

(iii) Cleaning agents

MO B RO RGE A 5 R B A

(iv) Anti-reflection agents used in the manufacture of
semiconductors

B BEATU =2

(v) Paints and varnish

AN SOV O:i| VY AONEReRiiF:1]

(vi) Water repellent and oil repellent

t BEFAILOY—Y 7 Ao

(vii) Adhesives and sealing fillers

I\ THKER . TH AR K ST B O Kk S5

(viii) Fire extinguishers, fire-extinguishing agents,
and fire-extinguishing foam

U hF—

(ix) Toners

+ I OAKMEREXIXIT oMM RE A B R DT O DL A L
7o Kk

(x) Water-repellant or oil-repellant clothes

+— T OKMERESITITOHMEREE 5 2 D T O A
L 72 IR

(xi) Water-repellant or oil-repellant floor coverings
+= KHY v A

(xii) Floor waxes

+= ¥BHEET VL

(xiii) Professional-use photographic films

G R FTWENMEHA SN TV A HEICHATERESE L | HR TR
IR L)
(Products for Which Notice Must Be Given with Regard to the Planned
Quantity to be Imported if a Class II Specified Chemical Substance Is Used)
FNE EFE-TREE -HOBATEDLIRMLT, F_LFE+—F1r0E _+=5F
T/ 25 “FRrETWE KEOR=ZOHIZBWNT [ M) TFLA{LE]
VI, ) oW TiE, Bk (BB, ST oMoKD EYOMNENIEHO S DI
Ro, ) &35,
Article 8 For the Class II Specified Chemical Substances listed in Article 2,
items (xi) through (xxiii) (referred to as "tributyltin compounds" in row (iii) of

14



the table stated in following Article), the products specified by Cabinet Order
referred to in Article 35, paragraph (1) of the Act are paints (limited to those
used to prevent shellfish, algae, and other living organisms in the water from

adhering to surfaces).

(Bedfr EOFaE DO AR ZAT O 5 _HFEACFWEPMEN ST 5 R5)
(Products Using a Class II Specified Chemical Substance Which Technical
Guidelines Are Published For)

FILE BETAERE -HOBS CEDLRMIT, ROKRDO LIS T 2 5 s E
fbFE Z L IcEenENREO TRICE T 28ME 35,

Article 9 The products specified by Cabinet Order referred to in Article 38,
paragraph (1) of the Act are the products listed in the right-hand column of the
following table for the relevant Class Il Specified Chemical Substance listed in
the left-hand column of the same table.

o MR E(LTEE | R

Class II Specified Product

Chemical

Substance

— KV ZmwexF | — HEA (BEDROLOEERL, )

L (i) Adhesives (excluding those of animal and botanical
@) origin)

Trichloroethylene

DA N7/ = = =t
FL v

(ii)
Tetrachloroethylen
e

=B OKRBEIAERLS, )

(i1) Paints (excluding water-based paints)
= &R

(iii) Metalworking fluids

I e

(iv) Cleaning agents

— Al

(i) Vulcanized agents

— BEER (@SEMROLDERLS, )

(i1) Adhesives (excluding those of animal and botanical
origin)

= Wk OKREEZERL<, )

(iii) Paints (excluding water-based paints)

LS e

(iv) Cleaning agents

F RRAME RS A BN A

(v) Finishing agents for textiles

15




= RUTFNLRAX | — BHEAIKR OO 4

a7 (1) Antiseptics and antimolds

(iii) Tributyltin

compounds
=k (HE, BEZOMOKTOEYOMNEHIEHO S
DIZR D, )
(ii) Paints (limited to those used to prevent shellfish,
algae, and other living organisms in the water from
adhering to surfaces)

(FECE)
(Fees)

Bt EENALROHIEC L0 RORD LI 5B LT IR B2y
TFHROUIE, MROFMIED 508 (ETHH (TREMESICHY 2 HBHED
BT ORI BT 5 B CPRC IR E T B) BEAH HOREI LY
R B 5 T T AL BARL A ) LT 9 a2 9, BIFRIL, ) 0k 55

BICHOTIE, RROTMICED 585 &1 5,

Article 10 The fees that a person listed in the left-hand column of the following
table must pay pursuant to the provisions of Article 49 of the Act are as shown

in the middle column of the same table (or as shown in the right-hand column

of the table in the case of an electronic application (meaning an application

filed using an electronic data processing system prescribed in paragraph (1) of

Article 3 of the Act on the Use of Information and Communications

Technologies in Administrative Procedures (Act No. 151 of 2002) pursuant to

the provisions of the same paragraph; the same applies below)).

(ii) Person seeking to
obtain permission under
Article 21, paragraph (1)
of the Act

WML b7eng | &% BFHFICE2GAEICBITS

Person that must pay Amount |

fees Amount for an electronic
application

— BB TLREHEOR | A NEN BT EEH

AEZITLY ET5E 220,600 yen 213,700 yen

(i) Person seeking to

obtain permission under

Article 17, paragraph (1)

of the Act

Z OBt &E-EHo | o TEEH +—rTET_HH

iR RS- A N SR B3 121,700 yen 117,200 yen
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= EESASLE-mHo | WA ASTEEM = AL ThEM
R AR SR R E 2y 46,700 yen 39,900 yen
(iii) Person seeking to
obtain permission under

Article 22, paragraph (1)
of the Act

(FBERXETHEATEDDLHD)
(Advisory Councils Specified by Cabinet Order)
Bt —5% EBETARE -HOFRRIETBD TED L DL, ROEXD LMRICHET
HREZEIZENENREZO T T B0 25,
Article 11 The advisory councils, etc. pursuant to Article 56, paragraph (1) of the
Act specified by Cabinet Order are those listed in the right-hand column of the
following table for the relevant Minister listed in the left-hand column of the

same table.

JEA 5748 K B HEFRS

Minister of Health, Labour | Pharmaceutical Affairs Council
and Welfare
TR PEZE R {bF W EF#ES

Minister of Economy, Trade | Chemical Substances Council
and Industry

R KR HIER B RS
Minister of the Central Environment Council
Environment

Al

Supplementary Provisions

(HEA739 1)
(Effective Date)
1 ZOBESE., HRE-IVERAFE»OITT 5, 72720, B =FOBEIX., [FFE
NH—H»oHhfTd %,
(1) This Cabinet Order comes into effect as of June 10, 1974; provided, however,
that he provisions of Article 3 come into effect as of August 1, 1974.

ULFIE OB Kk ORIEE O BN BT 2 ERE =R —HOBE I X 28 ULF
W OB SO T AN TAR D i 2 B L 22 WG & E D H B D FELL)

(Repeal of the Cabinet Order to Specify Cases Not Requiring Notification of the
Manufacture or Import of a New Chemical Substance as Stated in Article 3,
Paragraph (1) of the Act on the Regulation of Manufacture and Evaluation of

Chemical Substances)
2 AbFEWE OFR N ORLES ORI BT D IEEE A E - HOMEIL X D2 H LT
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W8 OB SO AR D M2 L2 WIEAZED s (MU IUFEBESE E
TR E, BT S,

(2) The Cabinet Order Specifying Cases Not Requiring Notification of the
Manufacture or Import of a New Chemical Substance stated in Article 3,
paragraph (1) of the Act on the Regulation of Manufacture and Evaluation of
Chemical Substances (Cabinet Order No. 102 of 1974) is hereby repealed.

(R FE 1)
(Transitional Measures)

3 BEFHNFE HOBED TEDLIRMEL, Hooi, ROEKXO LMIZET 25—
HRFELFEIC SN T, FRO THICEIT28/m e 325,

(3) For the Class I Specified Chemical Substances listed in the left-hand column
of the following table, the products specified by Cabinet Order referred to in
Article 28, paragraph (2) of the Act are the products listed in the right-hand
column of the same table, until otherwise provided for by law.

FRERETFYE 4y

Class I Specified Chemical | Products

Substance

PFOSXiZEDHE EPAS NI D & DS Sl ) QONREPAE F2]

PFOS or its salts Fire extinguishers, fire extinguishing agents,
and fire-extinguishing foam

PFOAXIZZDHE TR, THHE T K T B UM i K 55

PFOA or its salts Fire extinguishers, fire extinguishing agents,
and fire-extinguishing foam

Bt Al (PR REEALAHILEBSENE+ILE)
Supplementary Provisions [Cabinet Order No. 419 of September 19, 2003]

(HEA739 H )
(Effective Date)
1 ZoOESIE, ALFWEOFE K OREE OGN 2 EEO A ET 5k
(LLF TEIEVE]D o, ) ofEfTO R CEREAFENA —H) 225 Hf73 5,
(1) This Cabinet Order comes into effect as of the date of enforcement of the Act
Partially Amending the Act on the Regulation of Manufacture and Evaluation

of Chemical Substances ( referred to below as the "Amendment Act") (April 1,
2004).

(B BT DR E O R & 72 H4E)

(Persons Subject to Transitional Measures Involving Confirmation)
2 BUEIEMANE —SROBE TED L2 F L, KEE (M=t EgEEal+ons)
Bt AR XIE NS - HOBUEIC XD IR D ERLO TS & LT
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BibsmE28E L, IMATHE LT 5,

(2) The persons specified by Cabinet Order referred to in Article 2 of the
Supplementary Provisions of the Amendment Act are those who manufacture
or import a new chemical substance as the intermediate of medicines related to
the permission prescribed in paragraph (1) of Article 12 or paragraph (1) of
Article 18 of the Pharmaceutical Affairs Act (Act No. 145 of 1960).

M Rl (PRTIVEFA =S+ —BEBSAE=E5=+25]
Supplementary Provisions [Cabinet Order No. 322 of October 31, 2007]

ZOBmIE, CERHIUER ARG HATT S, 722 L, BERodIESER,
A ET A — BB HTT %,

This Cabinet Order comes into effect as of November 10, 2007; provided,
however, that the provisions for amending Article 3 come into effect as of May 1,
2008.

M Al (ERZ+—E+A=ZtTHESE_EE+AE]
Supplementary Provisions [Cabinet Order No. 256 of October 30, 2009]

ZOBEIE, ER T ZFENA ARG HATT D, 7272 L, ROFK ST D HEIR.
VA FIZED DAL OBRITT 5,
This Cabinet Order comes into effect as of April 1, 2010; provided, however,
that the provisions listed in each of the following items come into effect as of the
day specified in the relevant item:
— BERORICKRO X HITMZH2HERE P+ _FHH—H
(i) the provisions for amendment adding as follows to the table in Article 3:
May 1, 2010; and

=B RO R EMALWIERE (B0 =R DE2ICRS, ) o BRI
SHOYERE K OWRIEB N E A B 2 SOERE Pl —+ 4F+H—HA

(ii) the provisions for amendment adding two Articles after Article 3 (limited to
the part involving Article 3-3), the provisions for amending paragraph (3) of
the Supplementary Provisions and the provisions for amendment
deletingparagraph (4) of the Supplementary Provisions: October 1, 2010.

W Al (PRt —F+A=tHESE_EE+EE]
Supplementary Provisions [Cabinet Order No. 257 of October 30, 2009]

ZOBEAIE, R A EAFEUA — B ST b,
This Cabinet Order comes into effect as of April 1, 2011.

M Al (ER=+EZAZ+—HBSHE=1+H5]
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Supplementary Provisions [Cabinet Order No. 35 of February 21, 2018]

ZOBEIE, EREHENA — B 6Hi1TT 5, 7272 L, OB FITHIT 5 HEIL.
VB FITED D AN HMATT 5,

This Cabinet Order comes into effect as of April 1, 2018; provided, however,
that the provisions listed in each of the following items come into effect as of the
day specified in the relevant item:

— HERoRoOWEHE FR=1+FE+H—HR

(i) the provisions for amending the table under Article 7: October 1, 2018; and

=B EROWEREKROEMNROUERTE AL FWE O A N OGS S OB 2 B

TOERO A UET DM CEC HIVFEIEREB I+ =) MRS &5 5
T o BREDOHATO R CER=+—F—H—H)

(ii) the provisions for amending Article 3 and the provisions for amending
Article 4: the date of enforcement of the provisions listed in Article 1, item
(i1) of the Supplementary Provisions of the Act Partially Amending the Act on
the Regulation of Manufacture and Evaluation of Chemical Substances (Act
No. 53 of 2017) (January 1, 2018).

Mt Al (FRFEZFENA _+—HPERSFEEN+NE)
Supplementary Provisions [Cabinet Order No. 144 of April 21, 2021]

ZOBFIE, M=+ A S+ AT 5,
This Cabinet Order comes into effect as of October 22, 2021.
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