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This English translation of the Act on the Evaluation of Chemical Substances and
Regulation of Their Manufacture, etc. has been prepared (up to the revisions of Act No.
33 of 2005 (Effective October 1, 2005)) in compliance with the Standard Bilingual
Dictionary March 2007 edition . This is an unofficial translation. Only the original
Japanese texts of laws and regulations have legal effect, and the translations are to
be used solely as reference material to aid in the understanding of Japanese laws
and regulations. The Government of Japan shall not be responsible for the
accuracy, reliability or currency of the legislative material provided in this Website,
or for any consequence resulting from use of the information in this Website. For
all purposes of interpreting and applying law to any legal issue or dispute, users
should consult the original Japanese texts published in the Official Gazette.
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Act on the Evaluation of Chemical Substances and Regulation of
Their Manufacture, etc.

(Act No. 117 of October 16, 1973)
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Chapter 1 General Provisions

#w—5% (AR
Article 1 (Purpose)

ZOERE, HoMEOERER L, o, AORBEEZEL O BN SUIERY O 4 BA
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The purpose of this Act is to establish a system to evaluate, before manufacture or
import, whether or not new chemical substances have properties such as persistence, and
to implement necessary regulations with respect to the manufacture, import, use, etc. of
chemical substances, with due consideration to their properties, etc., in order to prevent
environmental pollution caused by chemical substances that are persistent and pose a
risk of impairing human health or interfering with the inhabitation and/or growth of flora

and fauna.
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Article 2 (Definitions, etc.)

1 ZOEHRICBWYT HEEWE) L3, R UHMEEMIHEERISZREZSEL 2 LTk
DELNLIEY (BURTEME R I 2% R<,) 20,

(1) The term “chemical substance” as used in this Act means a chemical compound
obtained by causing chemical reactions to elements or compounds (excluding a
radioactive substance and the following substances):

— EWROBWEGE (B - IAEERE = =) B _RKE _HIIBET 2 EE
7

(i) Any specified poison prescribed in paragraph (3) of Article 2 of the Poisonous and
Deleterious Substances Control Act (Act No. 303 of 1950)

Z RBEVWHEGEE (B PAEERE AL E) BOAE CHICHET OREW
Fl M OVR) SR 56 IS HE 9 5 R WO AR

(i1) Any stimulant prescribed in paragraph (1) of Article 2 of the Stimulant Drug
Control Act (Act No. 252 of 1951) and any raw material for stimulants prescribed in
paragraph (5) of said Article

= BRE R ONARE AR RIS (R A VREERE U 5) B R — S BUE T D RS

(iii) Any narcotic prescribed in item (i) of Article 2 of the Narcotics and Psychotropics
Control Act (Act No. 14 of 1953)

2 ZOEHCENT R EREFWE] L3, ROFZONTRNITEET 2105
BTHATEDDHDENI,

(2) The term “Class I Specified Chemical Substance” as used in this Act means a
chemical substance that falls under either of the following items and is specified by a
Cabinet Order:

— AKROBICEZYT LD THDL Z L,
(i) A chemical substance that falls under (a) and (b):
A HARPERIZ E 2EFEZECITKWEDTHY | 722, EVDERRNIZERS
nLeTnboThbsr I b,
(a) A chemical substance that is not likely to undergo a chemical transformation
through natural processes and is bioaccumulative
B ROWTIANICHELET LD THDLZ &,
(b) A chemical substance that falls under either of the following:
(1)  MErIcEBR SN 25E81ICIE, NAORFEZHER > BENADRHLHDTHDL Z
L
1. A chemical substance that poses a risk of impairing human health if ingested
continuously
(2) MRS L5612, mkifiEEy (EEEEDEY (2048 X
ITABICKEZET 2581203, AOAEREORE FXEEAT 820
bOIEM D, LLTFRLC,) (ST 28055, fWddHzZ@E L TA
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2. A chemical substance that, if ingested continuously, poses a risk of interfering
with the inhabitation and/or growth of animals at the top of the food chain
(which mean animals that fall under the category of flora and fauna in the
human living environment [which mean flora and fauna for which interference
with their inhabitation and/or growth would pose a risk of interfering with the
preservation of the human living environment; the same shall apply hereinafter]
for which chemical substances falling under (a) are most likely to bioaccumulate
through the food chain; the same shall apply hereinafter)

YRACFWE D BRERIC X DL FRZELZ A TR T VLD TH L LEITIE, BR
HITERNC X D6 PRI L0 BT 2B GeE e ate,) RS A KO H 25
BIHHDOTHDLI L,

(i) In the case of a chemical substance that is likely to undergo a chemical
transformation through natural processes, one where the chemical substance
(including an element) generated by chemical transformation through natural
processes falls under (a) and (b) of the preceding item

3 ZOEBIZBWT TE HAETME] L1X ROZFZONTANIHEE L, 2D,
ZORE WA, BEHEORBL B B TH Y IR 72 HUls O BREEIZ W) T Y AL F - A3 A
WRERE L TCWD, IO ZORMICEDL Z ERMETHDL ERIAEND Z LITK
0. NOMEEFRICER 2 8E UTEEREIFYOERE L TABIROIKEELET 2%
NRH5HLEBEDONIITFMETHEHTTEDDLLDE N,

(3) The term “Class II Specified Chemical Substance” as used in this Act means a
chemical substance that falls under either of the following items and is thought to pose
a risk of causing damage pertaining to human health or damage pertaining to the
inhabitation and/or growth of flora and fauna in the human living environment
because a considerable amount of the chemical substance remains in the environment
over a substantially extensive area or it is reasonably likely that such a situation will
arise in the near future in view of the state of its manufacture, import, use, etc., and is
specified by a Cabinet Order:

— AXFTEOWTRNCHELET LD THD Z L,

(i) A chemical substance that falls under either (a) or (b):

/1’ Q%E’Jf’ﬁﬁﬁ CEDALFEMEAEZLECIZK WHEDTHY , o, MENICERSND
IXANOEEZEZR O BENRH DO (RIHE —FIZEETHHOEHRL,)
< &) 5T &,
(a) A chemical substance (excluding one that falls under item () of the preceding
paragraph) that is not likely to undergo a chemical transformation through
natural processes, and poses a risk of impairing human health if ingested

continuously

B CYURHEFEE D BARHIEINC L DL AL 2 E LR T WO TH S HAICIE. B
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() In the case of a chemical substance that is likely to undergo a chemical
transformation through natural processes, one where the chemical substance
(including an element) generated by the chemical transformation through natural
processes falls under (a)

T AXFEEONTRANICHETLILOTHD Z L,
(i) Any chemical substance that falls under either (a) or (b):

A4 BERMERIC L2 EZEZTIT< WD TH Y . 2o, MBS L,
XTI S S S5 GG ITITAETFREBEY O A& L SUIAEF I HEE KT BEh
WL b0 AEE - FICEETL20xR<,) THDHIZ L,

(a) A chemical substance (excluding one that falls under item () of the preceding
paragraph) that is not likely to undergo a chemical transformation through
natural processes, and that poses a risk of interfering with the inhabitation and/or
growth of flora and fauna in the human living environment if the flora and fauna
continuously ingest or are exposed to said chemical substance

2 YA TFWE S AREERIC L 2T EZE LT VE DO TH LA, A
RHMERIZ X Db PRI K 0 AT 2 FWE OoFEaxaie,) DAY T2
HbDOTHHZ &,

() In the case of a chemical substance that is likely to undergo a chemical
transformation through natural processes, one where the chemical substance
(including an element) generated by the chemical transformation through natural
processes falls under (a)

4 ZOEFIZBWT TEHE-EEARETFWE] L1, ROBZZFONTANIEZYL T HFY
B R EZR<S,) TEATGBHRE, BFEEREXRORERENEET 260
WD,

(4) The term “Type I Monitoring Chemical Substance” as used in this Act means a
chemical substance (excluding a new chemical substance) that falls under either of the
following items and has been designated by the Minister of Health, Labour and
Welfare, the Minister of Economy, Trade and Industry, and the Minister of the
Environment:

— BIHE-SAIIEETLLOTHY, 2o, AERIZZYETLINE I NHLINTR

WHDTHDHZ &,

(i) A chemical substance that falls under (a) of item (i) of paragraph (2), and where it is
unclear whether or not (b) of said item applies
YRACTFWE D BREIC X DL FRZELZECRT VLD TH L LEITIE, BR

HIPENC X D6 FREAIC L0 BT 2P E OiE e ate,) PRITEICHEET LD

DTHDHI &,

(i) In the case of a chemical substance that is likely to undergo a chemical

transformation through natural processes, one where the chemical substance



(including an element) generated by the chemical transformation through natural
processes falls under the preceding item

5 ZOERIZEWT FEHEGTHWE] 1T, F2HE - SICERYT28%0W0b 51k
FWE (528 T 2L E CTF MR e F e & L“C?EE%%L“@\@D\%O)%: =
te,) TRABRE, BRFEEERELTEEREPEET 2005209,

(5) The term “Type II Monitoring Chemical Substance” as used in this Act means a
chemical substance suspected of falling under item (i) of paragraph (3) (including a
chemical substance that falls under said item but has not been designated as a Class II
Specified Chemical Substance) and has been designated by the Minister of Health,
Labour and Welfare, the Minister of Economy, Trade and Industry, and the Minister of
the Environment.

6 ZOEEICBNT BEMESEFWE] L1, ROZZOWTNNIIREE T D15
B CREEEREMOEERENRET 200209,

(6) The term “Type III Monitoring Chemical Substance” as used in this Act means a
chemical substance that falls under either of the following items and has been
designated by the Minister of Economy, Trade and Industry and the Minister of the
Environment:

— BARMERICEMEFHNEEZECIZK WO THY . o, B OAEREXITAER
X EE RIETBENAR S0 (FHE - FICEYT2bDORVE —HE 511
FUTHLOTH _FNFELTFMELE LTHEEINTWDLI LD ERLS,) ThdHZ &,

(i) A chemical substance that is not likely to undergo a chemical transformation
through natural processes, and poses a risk of interfering with the inhabitation
and/or growth of flora and fauna (excluding one that falls under item (i) of paragraph
(2) and one that falls under (a) of item (i) of paragraph (3) which has been
designated as a Class II Specified Chemical Substance)

BZALTFWE N BRAMERIC L DM FRELZATRLT VO TH L2581, AR
HITERIC & DAL L0 A 2k mE (cE 2 Gde,) MPRiZICHET 56
DTHDHI &,

(i) In the case of a chemical substance that is likely to undergo a chemical
transformation through natural processes, one where the chemical substance
(including an element) generated by the chemical transformation through natural
processes falls under the preceding item

7 ZOEEITEBWT TEHEUETEWE ] L iX. WRICET e EmE LSO TEmE A D,

(7) The term “new chemical substance” as used in this Act means a chemical substance
other than the chemical substances listed in the following items:

— FBEURFENE ENEO ZFBLHEICEBWTHRARA TENT 256 X OB LED ZHF
THIZBWTHERNT 564G T,) OBEICEVEATBHRE, BIFEEREKOR
BERKE DR LIAL S E

(i) A chemical substance for which public notice has been given by the Minister of
Health, Labour and Welfare, the Minister of Economy, Trade and Industry, and the



Minister of the Environment pursuant to the provisions of paragraph (4) of Article 4
(including the cases where it is applied mutatis mutandis pursuant to paragraph (9)
of Article 4-2 by replacing the terms, and the cases in which it is applied mutatis
mutandis pursuant to paragraph (2) of Article 5-2)

= B MERERTE

(ii) A Class I Specified Chemical Substance

= BfrrETYE

(iii) A Class II Specified Chemical Substance

o B ETE B+ ERE S SoREICKVIEELZIRVEI N b DEH
te,)

(iv) A Type II Monitoring Chemical Substance (including one for which designation has
been rescinded pursuant to the provisions of item (ii) of Article 25)

o MBS E

(v) A Type III Monitoring Chemical Substance

N BRI ZSREUIHOBRE IS KLV @pbapEERE N AR LTRSS —HICHE T 2B 7k
FWEABIRBE SN TOEFWE (RIS 5I12BT 5D EER<,)

(vi) A chemical substance (excluding any of those set forth in the preceding items)
listed in the List of Existing Chemical Substances prescribed in paragraph (1) of
Article 2 of the Supplementary Provisions of this Act that has been publicly notified
by the Minister of International Trade and Industry pursuant to the provisions of
paragraph (4) of said Article

8 EAGMARE, MRFEEREKXOREREIL, HUEFHLE (FlNEO ZFHLHEIZBW
THERT LG EZET.) ICHET 2BOMBREEICESWTERLHEDOEEZITI D
LT 2,

(8) The Minister of Health, Labour and Welfare, the Minister of Economy, Trade and
Industry, and the Minister of the Environment shall make the designation set forth in
paragraph (5) based on the results of the tests prescribed in paragraph (7) of Article 4
(including the cases where it is applied mutatis mutandis pursuant to paragraph (9) of
Article 4-2).

9 FEAEFEKRE., BRFEEEREROREREIL, HUEIFLHEOBEIC LY —DfbF
WVE & RS SO ST E L L TRE L & ER, Bkl £
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(9) When the Minister of Health, Labour and Welfare, the Minister of Economy, Trade
and Industry, or the Minister of the Environment has designated a chemical substance
as a Type I Monitoring Chemical Substance or Type II Monitoring Chemical Substance
pursuant to the provisions of paragraph (4) or (5), he/she shall give public notice of its
name without delay.

10 RBWEERELOCEEREZ, BEREOBREIZE Y —O(b P WE % 5 —fESR L FY
BHELTRELLEEIF, B, Z2OAME AR LRITHITR R0,

(100 When the Minister of Economy, Trade and Industry or the Minister of the



Environment has designated a chemical substance as a Type III Monitoring Chemical
Substance pursuant to the provisions of paragraph (6), he/she shall give public notice of

its name without delay.

BB HHCEHEICET OFEERUOHH

Chapter 2 Evaluation and Regulation Concerning New Chemical Substances

w=% EHEZF0EH)

Article 3 (Notification of Manufacture, etc.)

1 b ELARIE L, IEMAL XS & T5F 1T, Honrlo, BEATBES. &%
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(1) A person who intends to manufacture or import a new chemical substance shall notify
the Minister of Health, Labour and Welfare, the Minister of Economy, Trade and
Industry, and the Minister of the Environment, in advance, of the name of said new
chemical substance and other matters specified by an Ordinance of the Ministry of
Health, Labour and Welfare, Ordinance of the Ministry of Economy, Trade and
Industry, and Ordinance of the Ministry of the Environment, pursuant to the
provisions of an Ordinance of the Ministry of Health, Labour and Welfare, Ordinance of
the Ministry of Economy, Trade and Industry, and Ordinance of the Ministry of the
Environment; provided, however, that this shall not apply to a case that falls under
any of the following items:

— BHEFOZE-HoOmHAZ L, FRE ZHICBWTHENTO2REE —HXIH HD
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(i) Where a person intends to import, from a person who has submitted a notification
under paragraph (1) of Article 5-2 and has received notice to the effect that the new
chemical substance to which said notification pertains falls under item (v) of
paragraph (1) of the following Article in accordance with the provisions of paragraph
(1) or (2) of said Article as applied mutatis mutandis pursuant to paragraph (2) of
Article 5-2, the new chemical substance to which said notification pertains

= RBATROT DAL E A RIE L, TmAL LD LT D L,

(ii) Where a person intends to manufacture or import a new substance for testing and
research purposes

= ¥ (bFMAEIC L 2WEOREE L < E%\%E®é%@£ﬁﬂ IWE O EE
RO E DT DI S ok EEZ VW5, UTRLC,) & L THBbYWE %
BEL, WAL LY &5 L%,

(iii)) Where a person intends to manufacture or import a new chemical substance as a



reagent (which means a chemical substance used for the detection or quantification
of a substance by a chemical process, or for the experimental synthesis of a
substance, or for the measurement of the physical characteristics of a substance; the
same shall apply hereinafter)

W ZOHBULFWEICE L TTPE I L TWD BN D FIESEN L B TEOFHRLFWmE
WL DEBREDIHERENELDIBENNR VLD LE L THSTEDLILEICHY T HEDE
AETHBIRE, RIFEERERORBEREOHREZEAETBE T, RIFFELEED. REY
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(iv) Where a person has received a confirmation from the Minister of Health, Labour
and Welfare, the Minister of Economy, Trade and Industry, and the Minister of the
Environment, pursuant to the provisions of an Ordinance of the Ministry of Health,
Labour and Welfare, Ordinance of the Ministry of Economy, Trade and Industry, and
Ordinance of the Ministry of the Environment, to the effect that the manufacture or
import falls under a case specified by a Cabinet Order as one where the new
chemical substance does not pose a risk of causing environmental pollution in
consideration of the intended method of handling said new chemical substance and
other matters, and said new chemical substance will be manufactured or imported in
accordance with the particulars for which said confirmation has been received

H —OFEIZBT D E OB TFE OGS T ERE UM T ERE (L OFET
MEZREL, KA LE S ET25FICHLOTE, bz ait LinikE, HUED
CTE-EHEOENEE —SIZBWTH L) DEATEDLIHELLTOHETHOT,
BEICAGR O TV D E RSB LT, ZOFBYEFMEIC X D2 EEOHYENEL TA
DREFEITFR D E TAEIERESFEY OEES L IIAEB IR AHEL AT 200
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RIBFFEEARD, READTEDDLEIAIZLVZT, o, ZOWRIARDLIEELTO
ZOFHACTFWE % YA EIC BV TiLE L, TAT S & &,

(v) Where the planned quantity of manufacture or planned quantity of import (in the
case of a person who intends to manufacture and import said new chemical
substance, the sum of these quantities; the same shall apply in paragraph (1) and
item () of paragraph (4) of Article 4-2) of said new chemical substance in one fiscal
year is not more than the quantity specified by a Cabinet Order, and where a person
has received a confirmation from the Minister of Health, Labour and Welfare, the
Minister of Economy, Trade and Industry, and the Minister of the Environment, in
accordance with an Ordinance of the Ministry of Health, Labour and Welfare,
Ordinance of the Ministry of Economy, Trade and Industry, and Ordinance of the
Ministry of the Environment, to the effect that, as determined by already available
knowledge, etc., said new chemical substance is not one that poses a risk of causing
damage to human health or damage to the inhabitation and/or growth of flora and

fauna in the human living environment by causing environmental pollution, and that



person shall manufacture or import said new chemical substance in a quantity of no
more than that to which said confirmation pertains during the relevant fiscal year

2 JEE%‘@U(%\ FRPPEE R R OBREE KREIL, — DB P AR 5 AiE S 5 O
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(2) In cases where the sum of the planned quantity of manufacture and planned quantity
of import to which the confirmation under the provisions of item (v) of the preceding
paragraph pertains (including the planned quantity of manufacture and planned
quantity of import to which the confirmation under the provisions of paragraph (4) of
Article 4-2 pertains) relating to a single new chemical substance exceeds the quantity
specified by a Cabinet Order set forth in said item, the Minister of Health, Labour and
Welfare, the Minister of Economy, Trade and Industry, and the Minister of the
Environment shall not issue the confirmation under said item.

3 JEAFERE., RFEERELNREREIL, ROZFZONTNNIZYET D LI
BN S OMREZ I H S 2T hE R 57220,

(3) In any of the following cases, the Minister of Health, Labour and Welfare, the
Minister of Economy, Trade and Industry, and the Minister of the Environment shall
rescind the confirmation set forth in item (iv) of paragraph (1):

— FHFENUSOMREZ T EEN AN EOFEICLY Z0EEREZ T L X,

(i) Where the person who has received the confirmation under item (iv) of paragraph
(1) had received said confirmation by wrongful means

BN S OWRE T T2EN, TOWRBEZ T 2L ZAITHED TEOMERIZRD
P EZRE L, UIMAL TOWRNERD L & X,

(i) Where the person who has received the confirmation under item (iv) of paragraph
(1) is found not to be manufacturing or importing the new chemical substance to
which said confirmation pertains in accordance with the particulars for which said
confirmation has been received

= WIS 255G OE 0, B S OMERRIAR D HUL FEIC X D BREE D15 Y
DELDBENRH D LFBDDH & X,

(iii) In addition to the cases set forth in the preceding items, where it is found that the
new chemical substance to which the confirmation under item (iv) of paragraph (1)
pertains poses a risk of causing environmental pollution

4 BAEFBRE, BEEFXRELOBREREIZ, ROZEFZOWTINICHEYT L E EIX
BB IS OMER AT H S RIT TR 5720,

(4) In any of the following cases, the Minister of Health, Labour and Welfare, the
Minister of Economy, Trade and Industry, and the Minister of the Environment shall
rescind the confirmation under item (v) of paragraph (1):

— BHFHETOMRBESZITIEENANEDOFERICE Y ZOMEEREZ T L&,

(i) Where the person who has received the confirmation under item (v) of paragraph (1)



had received said confirmation by wrongful means
FIE IS OB ZZ T 2B D £ OMRIIRLEE LB A TE OMERIR D HH

IEFWEEZRIEL, UIWAL TWDH EROD & &,
(ii) Where the person who has received the confirmation under item (v) of paragraph
(1) is found not to be manufacturing or importing the new chemical substance to

which said confirmation pertains in excess of the quantity to which said confirmation

pertains
= HIFICHET 2 5E OE0 T LS ORISR D2 HT UL A X D BREE D15 Y
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(iii) In addition to the cases set forth in the preceding items, where it is found that the
new chemical substance to which the confirmation under item (v) of paragraph (1)
pertains poses a risk of causing damage to human health or damage to the
inhabitation and/or growth of flora and fauna in the human living environment by

causing environmental pollution

UL (FH)

Article 4 (Evaluation)

1 JEATHERE., R ERERE L OEREEREIL, AIRE-HOBH RO L ZIE, £D
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(1) Where the Minister of Health, Labour and Welfare, the Minister of Economy, Trade
and Industry, and the Minister of the Environment have received a notification under
paragraph (1) of the preceding Article, they shall make a determination as to which of
the following items the new chemical substance falls under, within three months from
the date of receipt of the notification, based on the available knowledge on the
composition, properties, etc., of the new chemical substance to which said notification
pertains, and shall notify the result thereof to the person who has given the
notification:

— BB CHEAZOWTAMNICEETILO
(i) A substance that falls under any of the items of paragraph (2) of Article 2

=B AR CHE -BICEYT IRV OLL LD (AFICERYTLILOEET, FUE
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(ii) A substance that is suspected of falling under item (i) of paragraph (3) of Article 2
(including a substance that falls under said item; the same shall apply in item (v))
and that falls under neither of the items of paragraph (6) of said Article

= ORI CHEE RIS TRV ORNEDOTHO T, o, RFEAEETON
TNNITHEETDHHD

(iii) A substance that is not suspected of falling under item (i), paragraph (3) of Article

_10_



2 and that falls under either of the items of paragraph (6) of said Article

MW 3 RFE _HE—FIIZY T 28V DOHL DO TH DT, o, FRENEL SO
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(iv) A substance that is suspected of falling under item (i), paragraph (3) of Article 2
and that falls under either of the items of paragraph (6) of said Article

I B CRE CHA B IRSEEANEE SOV T IO EE T, o, FSRH = —
TICREET D8V DRV E D

(v) A substance that falls under neither of the items of paragraph (2) of Article 2 and
neither of the items of paragraph (6) of said Article and that is not suspected of
falling under item (i) of paragraph (3) of said Article

N OB EPLHENGETICHEYTENE I PALNTRNED

(vi) A substance where it is unclear as to whether or not it falls under items () to (iv)

2 BEAEGERKE., BFEERELOCREREIX, AIEE HORE MR 2 LS E»
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FUTLONEHEL, TOMREEORMAE LIF @ LRITUER 520,

(2) Where the Minister of Health, Labour and Welfare, the Minister of Economy, Trade
and Industry, and the Minister of the Environment have determined that a new
chemical substance to which a notification under paragraph (1) of the preceding Article
pertains falls under item (vi) of the preceding paragraph, they shall promptly make a
determination as to which one of items (i) to (v) of said paragraph the new chemical
substance falls under, based on the results of tests conducted on the new chemical
substance, and shall notify the result thereof to the person who has given the
notification.

3 BEATEKE., BFEERELCREREIX, AIEHOHEELITITOICLERNH D L7
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(3) Where the Minister of Health, Labour and Welfare, the Minister of Economy, Trade
and Industry, and the Minister of the Environment find it necessary in order to make a
determination under the preceding paragraph, they may request the person who has
given the notification under paragraph (1) of the preceding Article to submit materials
stating the results of tests prescribed in paragraph (7) relating to the properties of the
new chemical substance to which said notification pertains and any other documents
specified by an Ordinance of the Ministry of Health, Labour and Welfare, Ordinance of
the Ministry of Economy, Trade and Industry, and Ordinance of the Ministry of the
Environment.

4 JEAEGERE, BRFEEXERELOBREREIL, & XIE _HOBEIZ XL VRIS —
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(4) Where the Minister of Health, Labour and Welfare, the Minister of Economy, Trade
and Industry, and the Minister of the Environment have given notice to the effect that
the new chemical substance to which a notification under paragraph (1) of the
preceding Article pertains falls under item (v) of paragraph (1), pursuant to the
provisions of paragraph (1) or (2), they shall give public notice of the name of said new
chemical substance, in accordance with an Ordinance of the Ministry of Health, Labour
and Welfare, Ordinance of the Ministry of Economy, Trade and Industry, and
Ordinance of the Ministry of the Environment.

5 FEAGBKRE. REEEREROREREIL, H - UIE _HOBREIC LY ATSRE—
O Ji HITER DB BUL - — A 5 IE N FICZET 260 TH L FOEM A
L7c&&id, B, bW EICEHE _RELHOBREIC L 2BEELZT 2D L
T 5,

(5) Where the Minister of Health, Labour and Welfare, the Minister of Economy, Trade
and Industry, and the Minister of the Environment have given notice to the effect that
the new chemical substance to which a notification under paragraph (1) of the
preceding Article pertains falls under item (ii) or item (iv) of paragraph (1), pursuant to
the provisions of paragraph (1) or (2), they shall make a designation under the
provisions of paragraph (5) of Article 2 with regard to said chemical substance without
delay.

6 RFEERELOEREREIZ, H - IH HOBEIZ LV RIEE -HOBHIZES
BHALTE NS~ =5 UTFEN SIS T 500 THL EOEME Lo & &3, &
e, BZUFDEICOTBE_RENHEOREICL 2B EELT LD LT D,

(6) Where the Minister of Economy, Trade and Industry and the Minister of the
Environment have given notice to the effect that the new chemical substance to which
a notification under paragraph (1) of the preceding Article pertains falls under item (iii)
or item (iv) of paragraph (1), pursuant to the provisions of paragraph (1) or (2), they
shall make a designation under the provisions of paragraph (6) of Article 2 with regard
to said chemical substance without delay.

7 EHERKOE ZHOHEZIT O Io DI LB OE B £ OO FIFR e EIT, RA
AT, REEEAT. BREAS TED D,

(7) The items to be tested and any other technical matters necessary for making a
determination under paragraphs (1) and (2) of this Article shall be specified by an
Ordinance of the Ministry of Health, Labour and Welfare, Ordinance of the Ministry of
Economy, Trade and Industry, and Ordinance of the Ministry of the Environment.

8 HIHODMG ZED HIZHT=>TE, AL EOLZEVEOFHNIC T 2B O HE B ORE
[ZHOWT O EERRYE A E DAL FE O L EMEOFARIZ SOV TOEAT EORAEIZET 5 8)
FHCHBLE T 2 K OB RTIER bR,

(8 In determining the order under the preceding paragraph, efforts shall be made to

consider fully the international trends regarding the establishment of items to be
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tested relating to the evaluation of the safety of chemical substances, and other trends
regarding the technical standards relating to the evaluation of the safety of chemical

substances.

FBHEOZ (HETELEREFVP—EOREERUT ThI5EICRIT HBEDRFHIE)

Article 4-2 (Exception to Evaluation in the Case Where the Planned Quantity of
Manufacture etc., is Not More Than a Certain Quantity, etc.)

1 FBEfHE-HOBREELELD ET5H T, —OFEEIZBIT 5% 0mHITR L FHEL T
BoOMETEREXITWMATERELENEE - SOOI TEDLIHEL T THLH D
X, TOJEHICER L, BEATEHES. RFEEEAT. BEESTEDLI L IAILLY, B
AR E. R PEERE K OBRE KRB L, £ OB FWE DRSS —HE 71
FUT LA ICEENDROEBEDONTINNICELT 0 E I DO EEITS Lo H LH
HTENTED,

(1) A person who intends to give a notification under paragraph (1) of Article 3 and for
whom the planned quantity of manufacture or planned quantity of import of the new
chemical substance to which the notification pertains during one fiscal year will be not
more than the quantity specified by the Cabinet Order set forth in item () of
paragraph (4) may, when giving the notification, make a request to the Minister of
Health, Labour and Welfare, the Minister of Economy, Trade and Industry, and the
Minister of the Environment, pursuant to the provisions of an Ordinance of the
Ministry of Health, Labour and Welfare, Ordinance of the Ministry of Economy, Trade
and Industry, and Ordinance of the Ministry of the Environment, to make a
determination as to whether or not said new chemical substance falls under either of
the following items in the case where it falls under item (vi) of paragraph (1) of the
preceding Article:

— A RVBRITEETHTFMETHD Z L,
(i) A chemical substance that falls under (a) and (b):
A4 BARMERICE 26 FNEZECIZSWEDTHY . 222, EWOERNICTEFES
T WEHEDTRWNWT &,
(a) A chemical substance that is not likely to undergo a chemical transformation
through natural processes and is not bioaccumulative
2 ORIRE-HE ENLENSETICELYT LN EIDPHLNTRNLEDTHD Z
L,
(b) A chemical substance where it is unclear as to whether or not it falls under items
(ii) to (iv) of paragraph (1) of the preceding Article
= MR HUL T E S B AREERIC X AT EML A A LTV DO TH 55T,
HARBIERNIZ & 26 FRIZARIC L0 ARk 2P WE OcFExaie.) PRTFICEE T
HHDTHDLH I L,
(i) In the case of a new chemical substance that is likely to undergo a chemical

transformation through natural processes, one where the chemical substance
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(including an element) generated by the chemical transformation through natural
processes falls under the preceding item

2 JRAEGMRE, REEEREROREREIL, fEOBEHNHSTHEICHB T, Jidk
F—HOHTEIZEE L TZO R IR D HHAL T ERFRIEE AN FICHRY T2 LRD DL & &
I MEOKEIC»PDOT ., FERE—HOREEZZIE LIZH S ZAUAIC, JiEH
—HHEARFICELTL2EOHEEITH 2 LITRA T, ZOHBICERLHHAFMEIZ O
TERIZH/R BTV D ZOMR, PEIREIZBET 28I ESN T, ZOFHFALFEWE RO
BT DOWTIICES T H0EHE L, TOMRELFAIEO A %2 L7z Z@a L il
S0, ZOHAITB TR, AR HOBUEX, HWHA LV,

(2) Where the Minister of Health, Labour and Welfare, the Minister of Economy, Trade
and Industry, and the Minister of the Environment have received a request under the
preceding paragraph, if they find that the new chemical substance to which said
request pertains falls under item (vi) of said paragraph at the time of making a
determination under item (i) of the preceding Article, they shall, notwithstanding the
provisions of said paragraph, make a determination as to which of the following items
said new chemical substance falls under, in lieu of a determination to the effect that it
falls under item (vi) of paragraph (1) of the preceding Article, based on already
available knowledge on the composition, properties, etc., of the new chemical substance
to which said request pertains, within three months from the date of receipt of a
notification under item (i) of Article 3, and shall notify the result thereof to the person
who has made the request under the preceding paragraph; in this case, the provisions
of paragraph (2) of said Article shall not apply:

— HHEAFOVWTINICHEYT LD
() A substance that falls under any of the items of the preceding paragraph
RIEA S ICEY L b O
(i) A substance that does not fall under any of the items of the preceding paragraph
= HEA ST OVTRNICHELYTLENE I PALNTRVLD
(iii) A chemical substance where it is unclear as to whether or not it falls under any of
the items of the preceding paragraph

3 FEAFGHKRE. BREEEREROREREIL, H—HO B HIIR DLW E D FiE
BT A EHE L X, 3OS, ZOFHBLFEWEIZ OV TER S LR
BR ORI AT IS W T, 2 OFBULFIE DN RIS — 5 XTHE 5O WTICHEYE T 5
WEHEL, TORREZORMNEZ LIZFITEA LR ITHIER 5720,

(3) Where the Minister of Health, Labour and Welfare, the Minister of Economy, Trade
and Industry, and the Minister of the Environment have determined that the new
chemical substance to which a request under paragraph (1) pertains falls under item
(iii) of the preceding paragraph, they shall promptly make a determination as to which
one of items (i) or (ii) of said paragraph said new chemical substance falls under, based
on the results of tests conducted on said new chemical substance, and shall notify the

result thereof to the person who has made the request.
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4 FTHEXIATEOBREIC LY 2O R IR L HHFAL I E N E _HE — Il 4T 5

DTHDHEOBNEZTEIL, BEE, HO1 LD, BAEFEBES., RFEEED. B

BEGTCTEDDEZAICLY, BEAGEHRE, BEEXERELPREREICHLHT, £

DHENAR 2 FHUL T E ORIE T ABR OB FITE ST D5 EOMRELZ T D2 Ln

TE %,

(4) A person who has received notice to the effect that the new chemical substance to

which a request made under the provisions of paragraph (2) or the preceding

paragraph pertains falls under item (i) of paragraph (2) may make a request in
advance, each fiscal year, to the Minister of Health, Labour and Welfare, the Minister

of Economy, Trade and Industry, and the Minister of the Environment and receive a

confirmation to the effect that the manufacture or import of the new chemical

substance to which said notice pertains falls under the following items, pursuant to the
provisions of an Ordinance of the Ministry of Health, Labour and Welfare, Ordinance of
the Ministry of Economy, Trade and Industry, and Ordinance of the Ministry of the

Environment:

— IR DHEEICRT 52 0L FWE ORIE T ERE X ITWA T ERENBS T
EDLHELLT THD Z L,

(i) The planned quantity of manufacture or planned quantity of import of said new
chemical substance during the fiscal year to which the request pertains is not more
than the quantity specified by a Cabinet Order.

= BB LON TV REN ST LT, OB TFIE I LD REDOHRNPAET T
N DREFEAR D HE T EIEREMED O ELE L ITAEBTILRLAIHELET BN
NHDHHLED TR &,

(ii) Determined by already available knowledge, etc., the new chemical substance is not
one that poses a risk of causing damage to human health or damage to the
inhabitation and/or growth of flora and fauna in the human living environment by
causing environmental pollution.

5 JEAGEKRE., RFEERELCREREIL, —OFBULFWEITRDATEOBIEIC X

DHHERICIR D BIE T EMEL CIMA TERE B4 -HERLFOHEIC L D MRICHR

LHETERELOMATEREL ET,) 285 LICRENRIEE 5 OEB TED D

BEEZBADHZ L ERDGHITIL, FHEOMEE L TIER LR,

(5) In cases where the sum of the planned quantity of manufacture and planned quantity

of import to which the confirmation under the provisions of the preceding paragraph

pertains (including the planned quantity of manufacture and planned quantity of
import to which the confirmation under the provisions of item (v) of paragraph (1) of

Article 3 pertains) relating to a single new chemical substance exceeds the quantity

specified by a Cabinet Order set forth in item (i) of the preceding paragraph, the

Minister of Health, Labour and Welfare, the Minister of Economy, Trade and Industry,

and the Minister of the Environment shall not issue the confirmation under said item.

6 JEAGEIRRE., BHFERERERTEERREIZ, ROFZOWNTNNTHEET DL ST,
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FEVNHOMEGRZ I H S 2T TR b,

(6) In any of the following cases, the Minister of Health, Labour and Welfare, the

7

Minister of Economy, Trade and Industry, and the Minister of the Environment shall

rescind the confirmation set forth in paragraph (4):

— FBIUHOMRELZ T CEN AN EDOFEIZELY ZOMEEL=ZIT L Z,

(i) Where the person who has received the confirmation under paragraph (4) has
received said confirmation by wrongful means

FVNHOMERR 2\ T T2 OMERITIR DB % B 2 TZ OMERIR 2L Y
BAEIEL, IMALTWD LB DL & X,

(ii)) Where the person who has received the confirmation under paragraph (4) is found
to be manufacturing or importing the new chemical substance to which said
confirmation pertains in excess of the quantity to which said confirmation pertains

= Wi 25E 01EN, BUEOMRIIR D FBULFWEIC L D EEOH RPN AEL
TADREFIC R 2 HE NI EEREIFYOERE L ITARIRLOIEELET HBE
NRonHERDL L E,

(iii) In addition to the cases set forth in the preceding items, where it is found that the
new chemical substance to which the confirmation under paragraph (4) pertains
poses a risk of causing damage to human health or damage to the inhabitation
and/or growth of flora and fauna in the human living environment by causing
environmental pollution
B HEXIIB =HOBEIZ LY £ OB IR D F BT E R R — SIS T 5

LOTHLEOEMEZ T EH X, LERDD LEROD L XL, BEETBES., RFEXE

é%\ﬁﬁé TEDDE ALY JBAGBRE, BEEEERE L OBREREIZS L,

DIBENAR D FHHALFEICEA L CTREOHEEZITH) KO LD Z LN TE D,

(7) A person who has received notice to the effect that the new chemical substance to

8

which his/her request pertains falls under item () of paragraph (2), pursuant to the
provisions of paragraph (2) or paragraph (3) may, when he/she finds it necessary, make
a request to the Minister of Health, Labour and Welfare, the Minister of Economy,
Trade and Industry, and the Minister of the Environment to make a determination
under the following paragraph with regard to the new chemical substance to which
said notice pertains, pursuant to the provisions of an Ordinance of the Ministry of
Health, Labour and Welfare, Ordinance of the Ministry of Economy, Trade and
Industry, and Ordinance of the Ministry of the Environment.

JEAGHBRE, RFEERELOREREIL, H _HE LIS "HOBEICEH—
HOBHITRLDFHACTWENSE HE SIS T5250THLEOEMEIT O L
&, HIUIEO B IR D F R E O 8ERE L  ITE AR FIES 52N T 5 5 O
BT olzb &, FEOERZMVE L E X, FAMEOB A H D7 & X3, #
RN, ZFOFHULTFWE IOV THEN S5 REROBRAAR IS T, 2ol bF
YE #%E%%*@% TINDELGETONTIICHELET 20 2HEL, TOMEEZ
DFHULFENZ OV TEH —HOHR H A2 LI2H IZEA L2R2T TR 6720,
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(8) Where the Minister of Health, Labour and Welfare, the Minister of Economy, Trade
and Industry, and the Minister of the Environment have given notice to the effect that
the new chemical substance to which a request under paragraph (1) pertains falls
under item (i) of paragraph (2), pursuant to the provisions of paragraph (2) or
paragraph (3), where they have not issued a confirmation to the effect that the
manufacture or import of the new chemical substance to which a request under
paragraph (4) pertains falls under the items of said paragraph, where they have
rescinded the confirmation under said paragraph, or where they have received a
request under the preceding paragraph, they shall promptly make a determination as
to which one of items (i) to (v) of paragraph (1) of Article 4 said new chemical
substance falls under, based on the results of tests conducted on said new chemical
substance, and shall notify the result thereof to the person who has made the request
under paragraph (1) with regard to the new chemical substance.

9  RISRHE CHEEOHNHOBUEITIH HOHEIZ, [FSRFE =H, HEEEOE/NHORE
I = HOHEID, FSRE ZH O H/NHE TOREILREOHEIZEN T2, 205G
IZBWT, [FAKHEMENSHEAEE CORET - UIH _H) Ldo0lL, 1HN
ROTHENH] LEHMHBEZLLDET D,

(9) The provisions of paragraph (7) and paragraph (8) of the preceding Article shall apply
mutatis mutandis to a determination under paragraph (2), the provisions of paragraph
(3), paragraph (7) and paragraph (8) of said Article shall apply mutatis mutandis to a
determination under paragraph (3), and the provisions of paragraph (3) to paragraph
(8) of said Article shall apply mutatis mutandis to a determination under the preceding
paragraph. In these cases, the phrase “paragraph (1) or paragraph (2)” in the
provisions of paragraph (4) to paragraph (6) of said Article shall be deemed to be
replaced with “paragraph (8) of Article 4-2.”

BRE (HEZOHIR)
Article 5 (Restrictions on Manufacture, etc.)

OB A Lo E, SHUSRE—I U <3 HE TSRS N EHOBEIC X
D % O JE TR DB P E IO W TEURELHEN L HEANEE T (AiREILHEICE N T
MABRLZTHERT I LEEET,) ICHET I EMEZZ T % TRITNE, ZOHBLFEY
BAfE L, ImA L TER L2, 72720, ROKEZOWVWTNNICHEYT L EEE, 2
DIRY TR0,

A person who has given a notification under paragraph (1) of Article 3 shall not
manufacture or import the new chemical substance to which the notification pertains
pursuant to the provisions of paragraph (1) or (2) of Article 4 or paragraph (8) of the
preceding Article until after the receipt of notice prescribed in the provisions of
paragraphs (4) to (6) of Article 4 (including the cases where it is applied mutatis
mutandis pursuant to paragraph (9) of the preceding Article) relating to said new

chemical substance; provided, however, that this shall not apply to either of the following
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cases:

—  ZOJEMICIR D FHACTFE O BLE T AN E ZLE - HE T OWNT NS T
HEE,

(i) Where the manufacture or import of the new chemical substance to which said
notification pertains falls under any of the items of paragraph (1) of Article 3

= ZOJE IR D FHUE T E O s ST OV TR MUIE O HLEIZ K 2 R
%G (RAEBERNEOBREIZ LY ZOMEENIRY IHINZHE2R<,) IZB T,
Z DOWMERIRDEELL T OZOFPULFWEZRE L, UTWAT 5 & X,

(i1) Where, in the case that the person has received a confirmation under the provisions
of paragraph (4) of the preceding Article regarding the manufacture or import of the
new chemical substance to which said notification pertains, the quantity of
manufacture or import of said new chemical substance shall be not more than the

quantity to which said confirmation pertains

BHENDZ AHEICKT 2REEZRIFHCEVEOEES)

Article 5-2 (Evaluation, etc., of a New Chemical Substance Pertaining to a Manufacturer,
etc., in a Foreign State)

1 AEICEBWTARRICHEH N SN Db E A fLE L L 9 LT 2F ULy wE %
AFEICEBLE D ET2FIT. HonCH, BETEHE S, REE(EET. BEANTTE
DD EZAIZEY, FOFHBULTFWEOLHEOMOELETEE S, RFEEED, RE
B CTEDDLEHAEATBRE, RFEXEREXRCEREEREIZBITHZ Z N TE D,

(1) A person who intends to manufacture in a foreign state a new chemical substance to
be exported to Japan or a person who intends to export a new chemical substance to
Japan may, in advance, notify the Minister of Health, Labour and Welfare, the
Minister of Economy, Trade and Industry, and the Minister of the Environment of the
name of said new chemical substance and any other matters specified by an Ordinance
of the Ministry of Health, Labour and Welfare, Ordinance of the Ministry of Economy,
Trade and Industry, and Ordinance of the Ministry of the Environment, pursuant to
the provisions of an Ordinance of the Ministry of Health, Labour and Welfare,
Ordinance of the Ministry of Economy, Trade and Industry, and Ordinance of the
Ministry of the Environment.

2 FUEOBET, FIEOCKEEICOWTERT 2, Zo5HAICBNT, REHE—H P =
AU &H201%, TIMHUN] EHRARZDLbD LT D,

(2) The provisions of Article 4 shall apply mutatis mutandis to the notification under the
preceding paragraph. In this case, the term “within three months” in paragraph (1) of

said Article shall be deemed to be replaced with “within four months.”

FB=E FEBECEWEICET MM E
Chapter 3 Regulations Concerning Class I Specified Chemical Substances, etc.
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F—H FEELACFYHHECETIHE

Section 1 Measures Concerning Type I Monitoring Chemical Substance

BREN= (REREFDOEH)

Article 5-3 (Notification of the Quantity of Manufacture, etc.)

1 BB FEHEEZRE L, UIEMA L72F 1T, RBEEETTEDDLEZAITED,
AL E Z LD, AR, AU E o BLERE T AR T O MRS FEEE S
TEDLHFHLRWFEFEREIZ T H 2L R 620, 7220, RBEO -0 % —HE
AU b E A RE L, IMA L L ZiE, SR TR,

(1) A person who has manufactured or imported any Type I Monitoring Chemical
Substance shall, each fiscal year, notify the Minister of Economy, Trade and Industry
of the quantity of manufacture or the quantity of import in the preceding fiscal year
and other matters specified by an Ordinance of the Ministry of Economy, Trade and
Industry for each Type I Monitoring Chemical Substance, pursuant to the provisions of
an Ordinance of the Ministry of Economy, Trade and Industry; provided, however, that
this shall not apply to the case where the person has manufactured or imported a Type
I Monitoring Chemical Substance for testing and research purposes.

2 RREEFEREZ. FEEAEWE Z L2, BEE, RO IR 2 R E o s
BEEOMABEEZEH LIEEELAR LT E RO, 2L, —0F —fEESIL
FWVENZ O & ORIERE K O ABE L A5 LI E DS R EEE B CE W 2 &I
el E EiX, ZORY TRy,

(2) The Minister of Economy, Trade and Industry shall publicize, each fiscal year, the
sum of the quantity of manufacture and quantity of import in the preceding fiscal year
to which the notification under the preceding paragraph pertains for each Type I
Monitoring Chemical Substance; provided, however, that this shall not apply to the
case where the sum of the quantity of manufacture and quantity of import for one Type
I Monitoring Chemical Substance is less than the quantity specified by an Ordinance of

the Ministry of Economy, Trade and Industry.

BHEEON (F—REETULEME IR DI AFTHEORE)

Article 5-4 (Study of Hazardous Properties of Type I Monitoring Chemical Substances)

1 EAGHERE, RFEXRKEROEREREIX, EAEATBHE S, REEEED. BEAD
TEDDELEIAIZEY, —OF—MESITFHEICSE, E_FE _HELZOWVT AN
HUTHEEDICRY DHEARH D ERBOLLAETHO T, TOME, WA, EHEDR
WD AT, KLl - FESLFERFRESESONTINICELYT 5D THDL &I
X, Y BT E I L DBREOHRENET IBENNH DL E RIAEND D,
YRE —HEA LT EIZOWTHES S OWNTNIEE T 20 E ) NEeHET D 0NE
WD ERBODHIZEDT & X1T, YE MBI EWE ORIE I A DO FEEZ HHE

(INHDOFEELZHEALTVEETHO TRIFEEE T TEDDLIbDZET,) IIXL, &
ETEE D, RIFFEXEAD. REEAD CED DA FMNORE CYLFWE IR
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mEnsHaIcE 67‘ HNOREFITEHRMBEHYOLEER L IFAEBTICKITTEEIZON
TOMELZ VD, FE-HHITBWTEL,) 1TV, ZORRERET X LE2HRTD
ZEMTED,

(1) In the case where the Minister of Health, Labour and Welfare, the Minister of
Economy, Trade and Industry, and the Minister of the Environment find sufficient
reason to suspect that any single Type I Monitoring Chemical Substance falls under
any of the items of paragraph (2) of Article 2, if they have found it necessary to make a
determination as to whether or not said Type I Monitoring Chemical Substance falls
under any of the items of said paragraph since said Type I Monitoring Chemical
Substance poses a risk of causing environmental pollution if said Type I Monitoring
Chemical Substance falls under any of the items of said paragraph, in view of the state
of its manufacture, import, use, etc., they may, pursuant to the provisions of an
Ordinance of the Ministry of Health, Labour and Welfare, Ordinance of the Ministry of
Economy, Trade and Industry, and Ordinance of the Ministry of the Environment,
instruct a person operating the business of manufacturing or importing of said Type I
Monitoring Chemical Substance (including a person who has been operating such
business formerly and who is specified by an Ordinance of the Ministry of Economy,
Trade and Industry) to conduct a study of the hazardous properties specified by an
Ordinance of the Ministry of Health, Labour and Welfare, Ordinance of the Ministry of
Economy, Trade and Industry, and Ordinance of the Ministry of the Environment
(which means a study on the effects of said chemical substance on human health or on
the life and/or growth of animals at the top of the food chain if ingested continuously;
the same shall apply in paragraph (3)) and to report the results thereof.

2 JEAGERE, RFEERELCREREIL, ATEOBENH O L EIL, TOWEIT
RO HE MBS E N E _RE _HS EOWTANIEET L0 E S eHEL, £
DREREZOWEZ LI FITHA LT L7 6700,

(2) Where the Minister of Health, Labour and Welfare, the Minister of Economy, Trade
and Industry, and the Minister of the Environment have received a report under the
preceding paragraph, they shall make a determination as to whether or not the Type I
Monitoring Chemical Substance to which said report pertains falls under any one of
the items of paragraph (2) of Article 2 and notify the result thereof to the person who
has made the report.

3 RWFEEKREIL, FHHOBEIZ L 2 RIRLAFMEOREICLERE ] ORRT 5
FHEFRIZB T 2AHORNF ’i%ﬁ‘éf:&’) FRICMERH D LB D L Xid, YixhaENE
OFEIZET H2BHOAHDO FEROFIEICET L2 ERELEDLZ LN TE D,

(3) The Minister of Economy, Trade and Industry may, when he/she finds it particularly
necessary for ensuring that the expenses for the study of the hazardous properties to
which the instruction under the provisions of paragraph (1) pertains are shared out
fairly among the business operators concerned, establish standards concerning the

method and proportions of the sharing of the expenses required for said study of the
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hazardous properties.

FBEEOE (B—REESILEVEOEEDIIEL)
Article 5-5 (Rescission of Designation as Type I Monitoring Chemical Substance)
JEAZTTBREL, BRFEERE R OREREIT, F S EDNIR DS 5 DOV
AT L L EE, TORELMVIEL, Bk, TOEEZARLRITIER LRV,
When the Minister of Health, Labour and Welfare, the Minister of Economy, Trade and
Industry, and the Minister of the Environment find that a Type I Monitoring Chemical
Substance falls under either of the following items, they shall rescind the designation and
publicize to that effect without delay:
— BoRRrETEICRRES L &,
(i) Where said chemical substance has been designated as a Class I Specified Chemical
Substance
=R HOMEZTOMIC IV ELNTAMAICESE, BFOAFE HEATITHEY LR
WERDHIZEDTZ &,
(ii) Where said chemical substance has been found not to fall under any of the items of
paragraph (2) of Article 2, based on a report under paragraph (1) of the preceding

Article or on knowledge that has been otherwise obtained

FE F-EREEME T 5 HH

Section 2 Regulations Concerning Class I Specified Chemical Substances

ALK (BEDFH)

Article 6 (Permission to Manufacture)

1 BB ETHEOREDFRELEDS O LT 21X, F MR EMTHE KR OFET
TEIT, BBEEEREOF A2 T RTULR B0,

(1) A person who intends to operate a business of manufacturing a Class I Specified
Chemical Substance shall obtain permission from the Minister of Economy, Trade and
Industry for each Class I Specified Chemical Substance and for each place of business.

2 HMHEOFA ZZT LD LT FIT, ROFHATH LB EL R EEREICET L
IR B,

(2) A person who intends to obtain permission under the preceding paragraph shall
submit a written application stating the following matters to the Minister of Economy,
Trade and Industry:

— R4 XITAFRKE OMEFTIE NTIENCH DT, TOREBEHORKRA

(i) The name and domicile, and in the case of a juridical person the name of the
representative person

= HEFTOFTEM

(i) The location of the place of business

= W TERELTEWE OL
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(iii) The name of the Class I Specified Chemical Substance
U RS R AR O & & OB
(iv) The structure and capacity of the manufacturing equipment

3 MWHERKREIL, F—HOF A L L XX, B2, ZOEZREREICEMNT S
bLoOLETD,

(3) Where the Minister of Economy, Trade and Industry has granted permission under
paragraph (1), he/she shall notify the Minister of the Environment to that effect
without delay.

RS
Article 7

BIRE —HOF W 22 T 28 TRITE, B E b wE 2 E L TR 620, -
72U, RBUIEDO D — R E(L I E 2 /ET 5 L &3, ZOMY TR,

No person other than one who has obtained permission under paragraph (1) of the
preceding Article shall manufacture a Class I Specified Chemical Substance; provided,
however, that this shall not apply to the case where a person manufactures a Class I

Specified Chemical Substance for testing and research purposes.

BNE (RESKE)
Article 8 (Disqualification Clause)
WDKFT DT INITEEE T HEITIE, BAKHE -HOTF A E 52720,
Permission under paragraph (1) of Article 6 shall not be granted to a person who falls
under any of the following items:
—  ZOEBRXIIZOERICE S OMEILER L, Siell Eofliciid b, 20
BUTZ KDY, XFPITE2Z T D2 LN 22 B0 FERE LW
(i) A person who has been sentenced to a fine or severer punishment for violation of
this Act or any order based on this Act where two years have yet to elapse since the
day on which execution of the sentence has been completed or the sentence has
become no longer applicable
OB —ROBEICI VR ERVEIN, ZOBIHLO G ZELZ R LR WE
(ii) A person whose permission has been rescinded pursuant to the provisions of Article
21 and for whom two years have yet to elapse since the date of the rescission
B TN
(i) An adult ward
W EANTHEST, TOEBEITHOEED D LIZHI =5 OWVWTNNIELTH2ELH DB
]
(iv) A juridical person where the officers who carry out its operations include a

person(s) who falls under any of the preceding three items

BT (FroHEHE)
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Article 9 (Standards for Permission)

PR PEFEREIL, BARE —HOFOHFFERROELFITHA L TNWDHERDL L E TR
JAuE, [FEEOFFAZ2 LTI R bR,

The Minister of Economy, Trade and Industry shall not grant permission under
paragraph (1) of Article 6, unless he/she finds that the application for permission under
said paragraph conforms to the following items:

— ZOFHET LI LICLOTHRE MR ETWEORIEDRE)) S L% E R E

IEFWEOFTEICHR O LTRRER LRV &,

(i) The permission, if granted, shall not result in the capacity to manufacture said
Class I Specified Chemical Substance excessively in light of the demand for said
Class I Specified Chemical Substance.

= SERAE SR TR . R ERE T, REAST TED LN EOKEIHEE T D
HbDOTHDHZ &,

(ii) The manufacturing equipment shall conform to the technical standards specified by
an Ordinance of the Ministry of Health, Labour and Welfare, Ordinance of the
Ministry of Economy, Trade and Industry, and Ordinance of the Ministry of the
Environment.

= XTOHEELZMEMEICETTDITRY DRI N CHINEN 2 AT 52 &,

(i) The applicant shall have a sufficient fiscal basis and technical capacity to

implement the business appropriately.

BtE (EEOHASH)

Article 10 (Permission for Changes, etc.)

1 BARB-HOFF A zZ T (LT TFFERES ) Lvo,) 13, [RERE ZHEN
FICHTL2FHEZER L LD 32 & &3 BRFEEEREOF 22T 2T 1T R 6720,
el2L, MFEFEETTCEDDIBEMBRAERZL LD LT2 LT, ZORD TR,

(1) A person who has obtained permission under paragraph (1) of Article 6 (hereinafter
referred to as a “permitted manufacturer”) shall receive the permission of the Ministry
of Economy, Trade and Industry if he/she intends to make changes to the matters set
forth in item (iv) of paragraph (2) of said Article; provided, however, that this shall not
apply to the case where a person intends to make minor changes specified by an
Ordinance of the Ministry of Economy, Trade and Industry.

2 FFALEERIL BAGE _HE S LUIE BB A FHICAERH O & X
XITAPRIZZ L EORFEEEA T TED DBMARER 2 Lz 1k, Bk, £0E%
R PEFEREAZ R T 722 T 7R 57000,

(2) Where a permitted manufacturer has made changes to the matters set forth in item
() or (ii) of paragraph (2) of Article 6 or has made minor changes specified by an
Ordinance of the Ministry of Economy, Trade and Industry as set forth in the proviso
to the preceding paragraph, he/she shall notify the Minister of Economy, Trade and
Industry to that effect without delay.
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3 AIROBEZ, B -HOFFIZHEMNT 5,

(3) The provisions of the preceding Article shall apply mutatis mutandis to the
permission under paragraph (1).

4 BARB_IHOBE L, B HOF T ROE HomEICERT %,

(4) The provisions of paragraph (3) of Article 6 shall apply mutatis mutandis to the

permission under paragraph (1) and the notification under paragraph (2).

FBrH—%  (@ADF)

Article 11 (Permission to Import)

1 BRI TFHWEEMALLD LT20FIT. REEEREOHF T ZZ T RITHIT RS
R, T2 L, RO DFE R ELTFWEEZRAL LS LT 5L &1E. ZORY
TN,

(1) A person who intends to import a Class I Specified Chemical Substance shall obtain
permission from the Minister of Economy, Trade and Industry; provided, however, that
this shall not apply to the case where a person intends to import a Class I Specified
Chemical Substance for testing and research purposes.

2 HIHOF A 22T X0 LT 5F I ROFHZLH LICHFEELRFEREREICRE L
R IER B,

(2) A person who intends to obtain permission under the preceding paragraph shall
submit a written application stating the following matters to the Minister of Economy,
Trade and Industry:

— R4 IAB L OERFIEITENCH ST, 20REEORA

(i) The name and domicile, and in the case of a juridical person the name of the
representative person

= B TRRREAC T E D4 R

(ii) The name of the Class I Specified Chemical Substance

= EWAEE

(iii) The import quantity

3 BARE-HOBUER, HHOFFAIHEMNT D,

(3) The provisions of paragraph (3) of Article 6 shall apply mutatis mutandis to the

permission under paragraph (1).

B GrUoEEE)

Article 12 (Standards for Permission, etc.)

1 RWEEEREIZ, AIRE -HOFAORERH OBV TIE, TOHGEICHRLH
— R ETEE OMAN L E R E T EOTREEZMIETEONETHDL LR
HEETRITFE, FBEOFZ LTI bz,

(1) Where the Minister of Economy, Trade and Industry has received an application for
permission under paragraph (1) of the preceding Article, he/she shall not grant

permission under said paragraph unless he/she finds that the import of the Class I
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Specified Chemical Substance to which said application pertains is necessary for
meeting the demand for said Class I Specified Chemical Substance.

2 BNKROBEIL, AIRE HOFIHENT 5,

(2) The provisions of Article 8 shall apply mutatis mutandis to the permission under

paragraph (1) of the preceding Article.

FH=% (®ROBAOHIR)

Article 13 (Restrictions on Import of Products)

1 AL, A TED LM TH-MEEFWENEl S T2 b0 (BIF M5 —fE
R bR D) AL TER B0,

(1) No person shall import any product that is specified by a Cabinet Order and in which
a Class I Specified Chemical Substance is used (hereinafter referred to as a “product
using a Class I Specified Chemical Substance”).

2 FEHOBSIL, H-MERECTEWE I LI, AN D MR — R E LT E ofi
HOEEELZEBLTCEDDLI LD LT D,

(2) The Cabinet Order under the preceding paragraph shall be established for each Class
I Specified Chemical Substance by giving consideration to such matters as the

circumstances of the use of said Class I Specified Chemical Substance overseas.

FHmE (EAOHIR)
Article 14 (Restrictions on Use)

fiIAS, WICEBIT2EMHICEHAT 20 L LTHE M ELEME Z L ICES TED DA
WU ORHBICE MR EFMEZHEH L TUIR o 20, 2720, BB o -8 —f
FELFMEZEHT 5 L T, ZORY TR,

No person shall use a Class I Specified Chemical Substance for any usages other than
those specified by a Cabinet Order for each Class I Specified Chemical Substance as
being compliant with the following requirements; provided, however, that this shall not
apply to the case where a person uses a Class I Specified Chemical Substance for testing
and research purposes:

— YEHBRICOWTHOMIZ L H2NENRETHD Z &,

() It shall be difficult to substitute said chemical substance with any other substance

with regard to said usage.
ZOYEHENEL LT REEFOAIEOHICH IS RGOS TN TICET 5 b
DTIRNZ & Z ORI Y ZH e FWENMEN SN D Z LI2 k) 49¥%E
— R ECTFE IS LD BREDOHENE L DBEANR RN &,

(ii) Said usage shall not be related to the manufacture or processing of products
provided mainly for use in the daily lives of general consumers, and the use of said
Class I Specified Chemical Substance for said usage shall not pose a risk of causing

environmental pollution attributable to said Class I Specified Chemical Substance.
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HrEE (HEROREH)

Article 15 (Notification of Use)

1 MR FMEEELE LT LE Y E 3581, FERILIZ, 6T, K
DOHFEIELE EHBREIm T HZR TR b, 7272 L, RBRIFED =08 —FEE(L Y
BAEELLTHEHLEY ET25LE1T. ZORD Thu,

(1) A person who intends to use a Class I Specified Chemical Substance on a regular
basis shall notify the competent minister of the following matters, in advance, for each
place of business; provided, however, that this shall not apply to the case where a
person intends to use a Class I Specified Chemical Substance on a regular basis for
testing and research purposes:

—  RAXIA B OERFTIE ITEANCH D TX, £ORKREDORA
(i) The name and domicile, and in the case of a juridical person the name of the

representative person

= EEPTOTEH
(i) The location of the place of business
= BoMERETWEOLHRKROE O E
(iii) The name of the Class I Specified Chemical Substance and the usage

2 HIEOKHAEZ LZE (LT UaliEHE] Lvwo,) 1d, RESSOREICEE RN H O
el i, BER, TOBREZEBRKEICETHRTIUIR DR,

(20 Where a person who has given a notification under the preceding paragraph
(hereinafter referred to as a “notifying user”) has made any changes to the matters
under the items of the preceding paragraph, he/she shall notify the competent minister
to that effect without delay.

3 EBALE -HOBEIL, A ZHEOREBIZOWTHERT 5,

(3) The provisions of paragraph (3) of Article 6 shall apply mutatis mutandis to the

notification under the preceding two paragraphs.

BEAEK Rk

Article 16 (Succession)

1 FFAREEE, B+ —RE -HOF L2 T 7E (LT FFmAE] Lvo,) X
JEHE I OW TSI A DN o7z & Eid, M AN FEfADL AL Ed 55512
BWT, TOREDREICK Y FRELZAM T XSHEAZEE L2 XX, £T0FH) UL
AP T DIEAE LITADHZ Z VRS LmiE N, Frar b, §F ol AE U
Jei Al 35 D HT 2 7K k3 5

(1) Where a permitted manufacturer, a person who has obtained permission under
paragraph (1) of Article 11 (hereinafter referred to as a “permitted importer”), or a
notifying user has become subject to inheritance or a merger, the heir (where there are
two or more heirs and an heir who should succeed to the business has been selected by
their unanimous consent, such person who has been selected) or the juridical person

surviving the merger or the juridical person incorporated by the merger shall succeed
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to the status of the permitted manufacturer, the permitted importer, or the notifying
user.

2 APEOHEIC KV FFATRE SR BT SUTE A O ML A KRR L 72 E LR
Wi, TOEEEETLHEIMEZIRA T, TOF %, §F GG EE X Al AE O Hifr
Ze Ak L 72T o0 CITR B PEE REIT., T & O ML 2 7kflk L 72 18 d> TUIEEH
KEWZRTHRTIT R B0,

(2) A person who has succeeded to the status of permitted manufacturer, permitted
importer, or notifying user pursuant to the provisions of the preceding paragraph shall
notify the Minister of Economy, Trade and Industry, in the case of a person who has
succeeded to the status of permitted manufacturer or a permitted importer, and notify
the competent minister, in the case of a person who has succeeded to the status of
notifying user, to that effect without delay together with a document proving such fact.

3 HEAKECHOBREIX, AEOBHICOWTHERT S, ZOHAICB T, FF5H H
O TREEERE ] DO, TRFEEERE UIFEBRE] LHAEZDLBDET D,

(3) The provisions of paragraph (3) of Article 6 shall apply mutatis mutandis to the
notification under the preceding paragraph. In this case, the term “Minister of
Economy, Trade and Industry” in paragraph (3) of said Article shall be deemed to be

replaced with “Minister of Economy, Trade and Industry or the competent minister.”

FHti (REHEEED)

Article 17 (Obligation of Conformity to Standards)

1 FFrBUERER T, £ ORGP 2 FHIVRE S ORI EE 5. REEEE S, REA
BCED L EM EOIEMEIEE T 25 L O ITHERF L 2T TR b7y,

(1) A permitted manufacturer shall maintain its manufacturing equipment in such a
manner as to conform to the technical standards specified by an Ordinance of the
Ministry of Health, Labour and Welfare, Ordinance of the Ministry of Economy, Trade
and Industry, and Ordinance of the Ministry of the Environment under item (i) of
Article 9.

2 JmERE . FHERETVEZEN T 25880 TR EBE S TED D EIR
FOREEIZES T LRITNIER B0,

(2) Where a notifying user uses a Class I Specified Chemical Substance, he/she shall

follow the technical standards specified by an ordinance of the competent ministry.

BHNAE  (BEHD)

Article 18 (Order for Improvement)

1 R PERKREIT, PTG E ORERM N EILRE 5O REETEE T, BREEES
T, REAS CTEDDIHEM EOREIZHEE L TRV ERDD & &1, Yk REEs
(2 Ly BUERIGIC W T T OB XIS E L DML B EEZ L 5 & e amT 52
ERTE D,

(1) Where the Minister of Economy, Trade and Industry finds that the manufacturing
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equipment of a permitted manufacturer does not conform to the technical standards
specified by an Ordinance of the Ministry of Health, Labour and Welfare, Ordinance of
the Ministry of Economy, Trade and Industry, and Ordinance of the Ministry of the
Environment under item (i) of Article 9, he/she may order said permitted
manufacturer to repair or remodel the manufacturing equipment or to take any other
necessary measures.

2 EBEREIZ, BHEEREZEIIEE “HOEEED CTED DEN LoEMEIZHESTE
FEALFWEEZEH L T RWEEED 5 & &1, YimtERE T L, el
WHEOHEROTEOSEITEH LB EE L 2 _XE e emT 2 ENTE D,

(2) Where the competent minister finds that a notifying user fails to use a Class I
Specified Chemical Substance in accordance with the technical standards specified by
an ordinance of the competent ministry under paragraph (2) of the preceding Article,
he/she may order said notifying user to take the necessary measures for improving the

method of use of the Class I Specified Chemical Substance.

Bk (RE

Article 19 (Books)

1 FFAIBOEEEE T, REZH A B E TR EOREIC O TRFEEE T CTED
HHEE LM LT 5220,

(1) A permitted manufacturer shall keep books and enter therein the items specified by
an Ordinance of the Ministry of Economy, Trade and Industry with respect to the
manufacture of the Class I Specified Chemical Substance.

2 AHOREIZ, BREEEETTEDDLIAICEY . REFELRITHIEZR LR,

(2) The books under the preceding paragraph shall be preserved in accordance with the
provisions of an Ordinance of the Ministry of Economy, Trade and Industry.

3 HIZHOBEIE, MHEEREICERNT 2, 205818 T, ZRODHBES TR E
AT LHLDOF, TEFET) LRABERILLDET D,

(3) The provisions of the preceding two paragraphs shall apply mutatis mutandis to a
notifying user. In this case, the term “an Ordinance of the Ministry of Economy, Trade
and Industry” in these provisions shall be deemed to be replaced with “ministerial

ordinance of the competent ministry.”

w_t+%& (BElLomh)

Article 20 (Notification of Abolition)

1 PRSI M E L, 2 OFELREILE LI X, Bk, T0E%. #F
ARG H O TUIRFEXE RIS, BHEEAFICH > T EBRREICE T He T
IRBIR,

(1) Where a permitted manufacturer or a notifying user has abolished his/her business,
he/she shall notify the Minister of Economy, Trade and Industry, in the case of a

permitted manufacturer, and notify the competent minister, in the case of a notifying
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user, to that effect without delay.

2 FARUEEENEOFERELFEIL Lz L XX, L. 209N %5 K9,

(2) Where a permitted manufacturer has discontinued his/her business, the relevant
permission shall lose its effect.

3 FEBAFHFB -HOBMTEIX, HE—HOEHIZOWTHERT S, ZOLAICBWT, RAEFE =
Hp TREFEERE] L2001, TREEEREXITEFKE] LHA-AEZDLI D ET
Do

(3) The provisions of paragraph (3) of Article 6 shall apply mutatis mutandis to the
notification under paragraph (1). In this case, the term “Minister of Economy, Trade
and Industry” in paragraph (3) of said Article shall be deemed to be replaced with

“Minister of Economy, Trade and Industry or the competent minister.”

B+ —% GrooOBIELE)

Article 21 (Rescission of Permission, etc.)

1 REEEREZ, FEEEDPROKTO—IZEYTH L&, FrAXxlVEL, X
FHIMAED TEDFEEDIFILZMT LI LN TE D,

(1) Where a permitted manufacturer falls under any of the following items, the Minister
of Economy, Trade and Industry may rescind the relevant permission or order the
suspension of business for a specified period:

— FBNERFE G, B UIBNFICEETHICE L&,

(i) Where the permitted manufacturer has fallen under item (i), (iii) or (iv) of Article 8

=B ERECHOBREICI VTR T R NIE R b W EREF A AT VWA R
Liz& %,

(ii) Where the permitted manufacturer has made any changes to matters for which
permission must be obtained pursuant to the provisions of paragraph (1) of Article
10 without obtaining such permission

= BEAGHEHOBEICLDMNICER L E &,

(iii)) Where the permitted manufacturer has violated an order under the provisions of
paragraph (1) of Article 18

W H=t—FEHOFMHITER LI L X,

(iv) Where the permitted manufacturer has violated the conditions under paragraph (1)
of Article 31

2 RREPEEREIX., FFAMAFESE T RE _HICBWTHENT2ENRE -5, F=7
AT F U T DR L &R, IR F - E L FHEIMASND ET
DOFIZIRY | FRIZIRDHETZ &N TE D,

(2) Where a permitted importer has fallen under item (i), (iii) or (iv) of Article 8 as
applied mutatis mutandis pursuant to paragraph (2) of Article 12, the Minister of
Economy, Trade and Industry may rescind the relevant permission, but only prior to
the import of the Class I Specified Chemical Substance to which the permission

pertains.
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3 WAKE-HOMHEIE, i HOBEIZ LD OBIE L, IEHE -HOBEIZ L HF
EDEILEOMBIZONWTHERT 5,

(3) The provisions of paragraph (3) of Article 6 shall apply mutatis mutandis to the
rescission of permission under the preceding two paragraphs or an order to suspend

business under paragraph (1).

BT E (BREREEVEOREFICHS HEMT)
Article 22 (Order to Take Measures in Connection with Designation, etc. of Class I
Specified Chemical Substances)

1 EBREIZ., —ObFWEPFE - ETYE L L TRESNTEGEIZBWT, M
{BFWEIZ L DRBEDOEROETERIET 27 DFFICKUERNH L LD D & &%, wER
FREEIZIBWT, EOHEE DY FWE T 4L E B EH ST 2 80 o flidE
XTI DFHEE A TWIZZITK L, Z OREE T AR 2 M2t F I E ST i
S DENZ XD 2 & DM YL FWEIZ X D BREOIHIOEITZ 1T 5 72O B
HEELLIREZLEMT LI LENTED,

(1) Where any chemical substance has been designated as a Class I Specified Chemical
Substance, if the competent ministers find it particularly necessary for preventing the
spread of environmental pollution attributable to said chemical substance, they may, to
the extent necessary, order persons who were operating the business of manufacturing
or importing said chemical substance or a product in which said chemical substance is
used at the time of said designation to make efforts to recall said chemical substance or
said product and to take any other measures necessary for preventing the spread of
environmental pollution attributable to said chemical substance.

2 FEBREIZ, —OHGDNE M E W EENEML S LTHRESNZLEICTRN T,
BRI SN TV L8 — TR E(L P EIC L D BRE DL R OET 2 1k 3 5 72 D Fr
NS D ERODL L XF, RERREIZBWNT, ZOHREOERY %ML OADFE
ZEATWEEICR L, ZOEAIAR D GRS ORI A X 2 Z & 2 Of 2 37 5 5 1 H
SNTWDLHE MR EAYEIC X DBREOHYOET 2B LT 5 72O LBE R E L &
LHREZEEMTHIENTED,

(2) Where any product has been designated as a product using a Class I Specified
Chemical Substance, if the competent ministers find it particularly necessary for
preventing the spread of environmental pollution attributable to the Class I Specified
Chemical Substance being used in said product, they may, to the extent necessary,
order persons who were operating the business of importing said product at the time of
said designation to make efforts to recall said product which they imported and to take
any other measures necessary for preventing the spread of environmental pollution
attributable to the Class I Specified Chemical Substance being used in said product.

3 FEKREIZ, ROBZEFIZBITHH5HICBNT, H-HERFELFWEIZ X DEREDOHEO
WATZ LT DT ORICRERNH D LB DL L E i3, LERBEICEWT, Y& 5ICE
DLHEICR L, FORE, AR L < AIMEHITHR D E R E b B XX E DA%
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% MR E L E M EA R ORI Z M D 2 &£ O 4355 R E L EIC K DB
BEDIHYDEAT 2RI IE T D12 DI E R EZ L 5 NS L amTHI LN TE D,

(3) In any of the cases listed in the following items, if the competent ministers find it

particularly necessary for preventing the spread of environmental pollution

attributable to the Class I Specified Chemical Substance, they may, to the extent

necessary, order the persons respectively specified in those items to make efforts to

recall the Class I Specified Chemical Substance which they manufactured, imported or

used or the product using a Class I Specified Chemical Substance which they imported

and to take any other measures necessary for preventing the spread of environmental

pollution attributable to said Class I Specified Chemical Substance:

— BEROBREIER L THE TR E(FTWERNESNZSGE  UE R e
WE s L E

(i) Where a Class I Specified Chemical Substance has been manufactured in violation
of the provisions of Article 7-the person who has manufactured said Class I Specified
Chemical Substance

=BT A&EHOBEIOER L THE -EREELTTWEN A SNTGE Y
FrElb P E A LT

(i) Where a Class I Specified Chemical Substance has been imported in violation of the
provisions of paragraph (1) of Article 11-the person who has imported said Class I
Specified Chemical Substance

= BT ERE-HOBEIOER L THE AR ETFEE AR SmA SIS E M
R E L E A RS A LT

(iii)) Where a product using a Class I Specified Chemical Substance has been imported
in violation of the provisions of paragraph (1) of Article 13-the person who has
imported said product using a Class I Specified Chemical Substance

W E+UEOBEISER L THE M E(LFWENMEN Shicya Uik MR el
FE AR L

(iv) Where a Class I Specified Chemical Substance has been used in violation of the
provisions of Article 14-the person who has used said Class I Specified Chemical

Substance

BNE FoRENEECFWEICET OHH%
Chapter 4 Regulations Concerning Class II Specified Chemical Substances, etc.

B B EELSMLEMECET IR

Section 1 Measures Concerning Type II Monitoring Chemical Substances

F_+=%F HEHEREZOEH)
Article 23 (Notification of the Quantity of Manufacture, etc.)

1

AT E A RIE L, JUTRMA L72F L, REEEE T TEDD L ZAITED,
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B MEAUL T E 2 L, B, AT E O RGERE T AR E OMREEEE D
TEODLHFHERFEEREICRTIH R TNIE b0, 2720, SBRFREo - 058 —f
Bt E 2 EE L, SUTMA L2 L i3, ZORY TRy,

(1) A person who has manufactured or imported any Type II Monitoring Chemical
Substance shall, each fiscal year, notify the Minister of Economy, Trade and Industry
of the quantity of manufacture or quantity of import in the preceding fiscal year and
other matters specified by an Ordinance of the Ministry of Economy, Trade and
Industry for each Type II Monitoring Chemical Substance, pursuant to the provisions
of an Ordinance of the Ministry of Economy, Trade and Industry; provided, however,
that this shall not apply to the case where the person has manufactured or imported a
Type II Monitoring Chemical Substance for testing and research purposes.

2 REERREIZ. B oEEAEWE I LT, BEE, BTEO R IR D T E O RS
BEEPMABEEZ A LEEHEZ AR L2TNE bR, 2720, —0F _fMEER L
FWEIC D E Z ORERE K O A E L G5 Lo E DS RIFIEEE B CED D5 & T
el E EiX, ZORY TRy,

(2) The Minister of Economy, Trade and Industry shall publicize, each fiscal year, the
sum of the quantity of manufacture and quantity of import in the preceding fiscal year
to which the notification under the preceding paragraph pertains for each Type II
Monitoring Chemical Substance; provided, however, that this shall not apply to the
case where the sum of the quantity of manufacture and quantity of import for one Type
II Monitoring Chemical Substance is less than the quantity specified by an Ordinance

of the Ministry of Economy, Trade and Industry.

FE_HUE (ERERICEYERLIAEEORRE)

Article 24 (Study of Hazardous Properties of Type II Monitoring Chemical Substances)

1 JEATHERE., RFEEREKROEEREIX, BEAETHE S, RFEXEET. BREAT
TEDDLIAICLY, —OF _MEGATFWEIC O 5 R/ HORBRAMKRZ Ofth
WMHE B EICE L TE LN TV D LR O ofilbE A, % ORI
HAH T, Uk _HEAEEEDPRRE —HE - SIS T 560 THL LT, X4
R REEAETTEIC LD REOERIIE Y NOREICRLIEELZAT O2BEZNRH D
ERIAEND T, HikH _FHEMETWEIZOWTRZIZHELY T 08 & HET S
VERH D LR DICEDOT L 1R, Uik MBS P E OIS U A O FELE
H (INHDOFEEEZFEATHWEE TCOODTRIFEXEE T TEDDLILDEET,) XL,
JEATEE S, RBFEEED., BREADTED LD AERORAE (U TFWE DRI
BRI N 25 E BT 2 NOREIZKIEFTREIZOVWTORHEZ VD, H=HIZBWTH
Co) ZITV, TORREWET RS ZLE2HRTLILENTE D,

(1) In the case where the Minister of Health, Labour and Welfare, the Minister of
Economy, Trade and Industry, and the Minister of the Environment have, with regard
to any single Type II Monitoring Chemical Substance, found it necessary to make a

determination as to whether or not said Type II Monitoring Chemical Substance falls
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under item () of paragraph (3) of Article 2 since said Type II Monitoring Chemical
Substance poses a risk of causing damage to human health through environmental
pollution if said Type II Monitoring Chemical Substance falls under said item, in view
of the results of the tests under paragraph (8) of Article 2 and other available
knowledge concerning said Type II Monitoring Chemical Substance as well as the state
of its manufacture, import, use, etc., they may, pursuant to the provisions of an
Ordinance of the Ministry of Health, Labour and Welfare, Ordinance of the Ministry of
Economy, Trade and Industry, and Ordinance of the Ministry of the Environment,
instruct a person operating the business of manufacturing or importing said Type II
Monitoring Chemical Substance (including a person who has operated such business
formerly and who is specified by an Ordinance of the Ministry of Economy, Trade and
Industry) to conduct a study of the hazardous properties specified by an Ordinance of
the Ministry of Health, Labour and Welfare, Ordinance of the Ministry of Economy,
Trade and Industry, and Ordinance of the Ministry of the Environment (which means a
study on the effects of said chemical substance on human health if ingested
continuously; the same shall apply in paragraph (3)) and to report the results thereof.
2 JEAEITERE. BFEERE R OCREREL, AIEORENH O L 1T TOMEID
RO MBS WEDNE KRB HE IR A TN E O EHEL, TOMEE
ZOWEE LB IT@m LT s,

(2) Where the Minister of Health, Labour and Welfare, the Minister of Economy, Trade
and Industry, and the Minister of the Environment have received a report under the
preceding paragraph, they shall make a determination as to whether or not the Type II
Monitoring Chemical Substance to which said report pertains falls under item (i) of
paragraph (3) of Article 2 and notify the result thereof to the person who has made the
report.

3 MEEEKREIL, HHOBEICL D2 RIRDAFEORHEICLELREHOMKRT S
FELAMZBIT28HBORFICET D120, FICKLERD D L8O L L &1L, YA FM
DB E T H2EHOAHEOTEKR OCRIGICEAT L REZED DL Z LR TE %,

(3) The Minister of Economy, Trade and Industry may, when he/she finds it particularly
necessary for ensuring that the expenses for the study of the hazardous properties to
which the instruction under the provisions of paragraph (1) pertains are shared out
fairly among the business operators concerned, establish standards concerning the
method and proportions of the sharing of expenses required for said study of hazardous

properties.

Fo+EE  (BEBERLCFYEOEEORIHEL)

Article 25 (Rescission of Designation as a Type II Monitoring Chemical Substance)
JEAGTBRE, REFEERE R OREREIL, H _HEEREFWE R ROLFONT I
IZHZUTLLEIT, TORELZRMVIEL, Bk, ZOEEZAR LTI LR,
When the Minister of Health, Labour and Welfare, the Minister of Economy, Trade and
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Industry, and the Minister of the Environment find that a Type II Monitoring Chemical
Substance falls under either of the following items, they shall rescind the designation and
publicize to that effect without delay:

— BIEE-HE - SICEYT A LI E R ERTTEICEES N EE (Y
% L E N RIS SIS T A 2 LIS K AR E LB ISR E S
TV LGEEICTEWT, Ykl _HESULPENFHEE —FICZS T 5RO DICE
Dl X EET,),

(i) Where said chemical substance has been designated as a Class II Specified Chemical
Substance as a result of falling under item (i) of paragraph (3) of Article 2 (including
the case where a Type II Monitoring Chemical Substance has been designated as a
Class II Specified Chemical Substance as a result of falling under item (i) of said
paragraph and said Type II Monitoring Chemical Substance has been found
subsequently to fall under item (i) of said paragraph)

AR HOMEZTOMIC IV ELNTAMAICESE, BFOAFE -HE - SITEY L
RNERODHIZEDI L E,

(ii) Where said chemical substance has been found not to fall under item (i) of
paragraph (3) of Article 2, based on a report under paragraph (1) of the preceding

Article or on knowledge that has been otherwise obtained.

B FoEELSMLFMECETOHE

Section 2 Measures Concerning Type III Monitoring Chemical Substances

Bo+EFNOZ (HEREEFOFEH)

Article 25-2 (Notification of the Quantity of Manufacture, etc.)

1 FBomEGETWE (G S+ HROMNE ZHOHIEIZ L0 fREEKRE &K OBRE KRN
AR LTebDERLS, FZOFRKORFIZEWTHL,) ZRE L, XIT#EA L&,
RBFFEXEE D TEDDL L ZAICLY, H_MEESLTWE T LiC, BEE, AifEEORE
BB ST AR OB PEREE B TED 5 FHARFFEERE IR T MR T T
0, 2L, RBRATEO T O MBS E A RS L, dmA L L ZiE, 2o
FRY T,

(1) A person who has manufactured or imported any Type III Monitoring Chemical
Substance (excluding one that has been publicly notified by the Minister of Economy,
Trade and Industry and the Minister of the Environment pursuant to the provisions of
paragraph (2) of Article 25-4; hereinafter the same shall apply in this Article and the
following Article) shall, each fiscal year, notify the Minister of Economy, Trade and
Industry of the quantity of manufacture or quantity of import in the preceding fiscal
year and any other matters specified by an Ordinance of the Ministry of Economy,
Trade and Industry for each Type III Monitoring Chemical Substance, pursuant to the
provisions of an Ordinance of the Ministry of Economy, Trade and Industry; provided,

however, that this shall not apply to the case where the person has manufactured or

_34_



imported a Type III Monitoring Chemical Substance for testing and research purposes.

2 RWEFEXREIL, B MEGTWE I L0, BEE, AIEO R ISR D R E o s
BEE O ABEEZ G LEBEL AR LT R D72, 7272 L, — 0% =fEEGR(L
FWVENZ O & ORGERE K O ABGRE 2 55 L7 BE DS R IE PE A B CE © 2 H T
el e EiX, ZORD TR,

(2) The Minister of Economy, Trade and Industry shall publicize, each fiscal year, the
sum of the quantity of manufacture and quantity of import in the preceding fiscal year
to which the notification under the preceding paragraph pertains for each Type III
Monitoring Chemical Substance; provided, however, that this shall not apply to the
case where the sum of the quantity of manufacture and quantity of import for one Type
III Monitoring Chemical Substance is less than the quantity specified by an Ordinance

of the Ministry of Economy, Trade and Industry.

B_TEEZD= (B=EESIFEVEIRLIAFEORE)

Article 25-3 (Study of Hazardous Properties of Type III Monitoring Chemical Substances)

1 BEEERRKE M OBEEREIL, BEEXEAT. BEATTEDDLEIAICLY, —DF
—HEER b FEIC o BURELHE GEUERO ZFHILHIZBWTERT 25625 T,)
\ZHLE T 2 5B OB AR € Ot Y5456 MBSV EICEA L TR ATV L H LD
ZORE WA, BEHEORIN S AT, Mi%E —MEG L P E NS R
YT 260 THD TR, YiLE —FEEALTWEIC L DBREDOGIIC L0 AIRER
REEY OLE B IIAEBIRLIMELZLET2B8EZNNH DL ERAEND -0, Haxil =
AL FBEIZOWTRGICHEE T 5N E I nEHET OLENH D ERODITED L
T3, YUHEE MBI AP EORE X TMADFELEDE (ZNLDOFELZE AT
IEETHOTREEEATTEDDLbDEET,) I L, MFEEAT. BEATTE
DLAEMEOTE (RIS Y ZEFWENERS L, IS LI 5/ICB8T
D BTG BRIE I O 4 B SUIEFIZ LT TEREIZ OV TOMEZ V9, =T\ CIH
Co) ZITV, ZORRERET NEZLE2ERT LI LN TE D,

(1) In the case that the Minister of Economy, Trade and Industry and the Minister of the
Environment have, with regard to any single Type III Monitoring Chemical Substance,
found it necessary to make a determination as to whether or not said Type III
Monitoring Chemical Substance falls under item (ii) of paragraph (3) of Article 2 since
said Type IIT Monitoring Chemical Substance poses a risk of causing damage to the
inhabitation and/or growth of flora and fauna in the human living environment
through environmental pollution if said Type III Monitoring Chemical Substance falls
under said item, in view of the results of the tests prescribed in paragraph (7) of
Article 4 (including the cases where it is applied mutatis mutandis pursuant to
paragraph (9) of Article 4-2) and any other available knowledge concerning said Type
III Monitoring Chemical Substance as well as the state of its manufacture, import, use,
etc., they may, pursuant to the provisions of an Ordinance of the Ministry of Economy,

Trade and Industry and Ordinance of the Ministry of the Environment, instruct a

_35_



person operating the business of manufacturing or importing said Type III Monitoring
Chemical Substance (including a person who operated such business formerly and who
is specified by an Ordinance of the Ministry of Economy, Trade and Industry) to
conduct a study of the hazardous properties specified by an Ordinance of the Ministry
of Economy, Trade and Industry and Ordinance of the Ministry of the Environment
(which means a study on the effects of said chemical substance on the inhabitation
and/or growth of flora and fauna in the human living environment if ingested
continuously; the same shall apply in paragraph (3)) and to report the results thereof.

2 RFEXEREROBREREIZ, AIBEOWMENH O L X, ZOREITHKDLH —FHEEL
L E N RE -HE —FICEET 20 E I EHEL, TOMEEZTOHREE LT
FITHEN L2 U7 H 720,

(2) Where the Minister of Economy, Trade and Industry and the Minister of the
Environment have received a report under the preceding paragraph, they shall make a
determination as to whether or not the Type III Monitoring Chemical Substance to
which said report pertains falls under item (ii) of paragraph (3) of Article 2 and notify
the result thereof to the person who has made the report.

3 REWEERERNRIL, H-HOBEIL L5 RICR L AFEORHEICLELEMOBRT S
FEFEMICBT2AHORNFIZET LD, FICLERH D LD D & &1, YikfhHEME
DB ST 2 HHOAHDOTEKR OCRIGICEAT L REZED D Z LN TE %,

(3) The Minister of Economy, Trade and Industry may, when he/she finds it particularly
necessary for ensuring that the expenses for the study of hazardous properties to which
the instruction under the provisions of paragraph (1) pertains are shared out fairly
among the business operators concerned, he/she may establish standards concerning
the method and proportions of the sharing of expenses required for said study of

hazardous properties.

FEo+HEEON (BE=EEHIEHEOEEDORHELE)

Article 25-4 (Rescission of Designation as a Type III Monitoring Chemical Substance)

1 B ERKE M OBREREIL, BB ENE R =HE SIS T2
LICR D ECRERELTEICIEE SN L& Y —EEGE T E N RIS — 51
UL LIV EE L TMEICIEE SN TV DLW T, YiksE =N
(G E N RIAS YT D LRODICEOT L &2 ETe,) 1. B HERIEY
BoEELZRVIEL, B, ZOFZARRLARTITR L2200,

(1) Where a Type III Monitoring Chemical Substance has been designated as a Class II
Specified Chemical Substance as a result of falling under item (ii) of paragraph (3) of
Article 2 (including the case where a Type III Monitoring Chemical Substance has been
designated as a Class II Specified Chemical Substance as a result of falling under item
() of said paragraph and said Type III Monitoring Chemical Substance has been found
subsequently to fall under item (ii) of said paragraph), the Minister of Economy, Trade

and Industry and the Minister of the Environment shall rescind the designation as a
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Type III Monitoring Chemical Substance and publicize to that effect without delay.

2 RRWEPEERE M OBRE KRR, AIRB —HOME L OMIZ L VS LTI X,
AL EDNE RE SHE IR LN RO L ICEOR L EiX, EBER
<. ZOFE=FMELLFEME DL A2 LR LRT TR 6720,

(2) Where the Minister of Economy, Trade and Industry and the Minister of the
Environment have found that a Type III Monitoring Chemical Substance does not fall
under item (i) of paragraph (3) of Article 2, based on a report under paragraph (1) of
the preceding Article or on knowledge that has been otherwise obtained, they shall give
public notice of the name of said Type III Monitoring Chemical Substance without

delay.

EoE B AR YEICEE T 5 B

Section 3 Regulations Concerning Class II Specified Chemical Substances

B_+AEZx HETFELEOBEES)

Article 26 (Notification of the Planned Quantity of Manufacture, etc.)

1 B TmELRE L, AL ITWmAT 2F UIBD TED 5 /G CTF R E
fbFEmERER S TS b0 (BUF T8 ZfAE T EAEARS] Evo,) ZiA
THEIT, REFEFEEADSTEDD EZAICKY, F B ELFEWE TH _HF e
WUEAE LS T 2T, AR, U R ETWE ORE T ERES L ITmATE
B ST RL S A E(L A RS DA T ER R OMREEEE T TED HH
HZ2 R PEEREICMIT 2T NE R 6720, 2720, BRFZED -0, & _fArE(bT
WMEZEE L, BHLATMAT S & &, IHE e EFERNLZmAT o & X
L. ZOFRY T,

(1) A person who manufactures or imports a Class II Specified Chemical Substance, or a
person who imports a product that is specified by Cabinet Order and in which a Class
IT Specified Chemical Substance is used (hereinafter referred to as a “product using a
Class II Specified Chemical Substance”) shall, for each Class II Specified Chemical
Substance or each product using a Class II Specified Chemical Substance, notify the
Minister of Economy, Trade and Industry, each fiscal year, of the planned quantity of
manufacture or planned quantity of import of said Class II Specified Chemical
Substance or the planned quantity of import of said product using a Class II Specified
Chemical Substance, and other matters specified by an Ordinance of the Ministry of
Economy, Trade and Industry, pursuant to the provisions of an Ordinance of the
Ministry of Economy, Trade and Industry; provided, however, that this shall not apply
to the case where a person manufactures or imports a Class II Specified Chemical
Substance or imports a product using a Class II Specified Chemical Substance for
testing and research purposes.

2 HIEHOHEICLD Mt ZE LcE L, FHEOEEICRLIFHICEE RN H O/ & &1, Bl
<, EOFERBEFEEREITB T HRTIUIR B0,
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(2) Where a person who has given a notification under the provisions of the preceding
paragraph has made changes to the matters to which the notification under said
paragraph pertains, he/she shall notify the Minister of Economy, Trade and Industry to
that effect without delay.

3 HHOBEICLDEE LeFEIL, £ OmHICHR o 8 E T ERE X Tm A 7T ESE (7
HOBEIZLDEEORERH O L X, BEEZEOL D) A TREL, UI@wA L
TR B0,

(3) A person who has given a notification under the provisions of paragraph (1) shall not
manufacture or import in excess of the planned quantity of manufacture or the planned
quantity of import to which said notification pertains (where a notification of change
under the provisions of the preceding paragraph has been given, such quantity after
the change).

4 BAEGBRE., BEEEREROREREIL, B EFHE KO ey
W E AL RS D BUE | A K OME I OMRIL, B8 ZRERF EAL ST D IR KO
NEOBEIZ L DHEOFERONREITHRS L, Mkl R ELFMEIC L DEE D
GelZ 20 NDORERRITAR 2 #E AT ATEREEEE ) O L BE L ITAEBITRLIEEREL S
ZEEIET HDITIE, H%E _HAE T E O RER U < I3 ST R EL
FOEEHRSOBALHIRT 52 ENNETHLFERBNELR L XX, EAETBHES.
RBFEREERD, BEEADTEDDLEIAICLY, ZOFOREETHHLDOLET D,

(4) In the case of the occurrence of a situation where it is necessary to restrict the
manufacture or import of a Class II Specified Chemical Substance or the import of a
product using a Class II Specified Chemical Substance in order to prevent damage to
human health or to the inhabitation and/or growth of flora and fauna in the human
living environment through environmental pollution attributable to said Class II
Chemical Substance, in light of the state of the manufacture, import, use, etc. of said
Class II Specified Chemical Substance or product using a Class II Specified Chemical
Substance as well as the effects of the implementation of measures under the
provisions of the following Article and Article 28 taken in relation to said Class II
Specified Chemical Substance, the Minister of Health, Labour and Welfare, the
Minister of Economy, Trade and Industry, and the Minister of the Environment shall
make an acknowledgement to that effect, pursuant to the provisions of an Ordinance of
the Ministry of Health, Labour and Welfare, Ordinance of the Ministry of Economy,
Trade and Industry, and Ordinance of the Ministry of the Environment.

5 MREEEKREIL AIEOBENRH O/ L I, FHHOBEIC LMt a Lic& Tk L,
ZOJE IR L HETEREXTHMATERE B _HOBEICL2EEOMENHO7
LET, ERBZOLD) EERTREZEEMTLHIENTED, ZOLEITHBWTIE,
F_HOBEZEMNT 5,

(5) Where the acknowledgment under the preceding paragraph has been made, the
Minister of Economy, Trade and Industry may order the person who has given a

notification under the provisions of paragraph (1) to change the planned quantity of
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manufacture or the planned quantity of import to which said notification pertains
(where a notification of change under the provisions of paragraph (2) has been given,
the quantity after the change). In this case, the provisions of paragraph (3) shall apply
mutatis mutandis.

6 H-HOBEICLDMEZ LIEIT., RFEEEDSTEDDL L ZAITEY ., & fHFFE
(L O3 R E L R T LT, AR, RTAR B o B SR R AL
BT OMBRFEFEHRAE D CTED D FHZRFEEREILRITHRTIER S 220,

(6) A person who has given a notification under the provisions of paragraph (1) shall,
each fiscal year, notify the Minister of Economy, Trade and Industry of the quantity of
manufacture or the quantity of import in the preceding fiscal year and other matters
specified by an Ordinance of the Ministry of Economy, Trade and Industry, for each
Class II Specified Chemical Substance or each product using a Class II Specified
Chemical Substance, pursuant to the provisions of an Ordinance of the Ministry of
Economy, Trade and Industry.

7 BT CHOBET, B oHOBFIZOWTHERNT 5,

(7) The provisions of paragraph (2) of Article 13 shall apply mutatis mutandis to the
Cabinet Order set forth in paragraph (1).

B_t+tE (ERLOREHOARSE)

Article 27 (Publication of Technical Guidelines, etc.)

1 EBREIZ, FoMERETHEI LI, AR T EOMEDOREL EIE,
H¥ELTE Mt EEEHT2EZTOMDEL UTHE M ENFEWE 2T #
2% (LLFZ OB T TBIRFE¥EE &0V o,) BEDORBDITIR D Y5 —FHkE
B EC LD BREDHE R EIET 572012 & A _REHEICET 2 HilF EOREt 2 A% T
HHDETDH,

(1) For each Class II Specified Chemical Substance, the competent ministers shall
publicize technical guidelines on measures to be taken by persons who operate the
business of manufacturing said Class II Specified Chemical Substance, persons who
use said Class II Specified Chemical Substance on a regular basis, and any other
persons who handle said Class II Specified Chemical Substance on a regular basis
(hereinafter referred to as a “handler” in this section) in order to prevent
environmental pollution attributable to the Class II Specified Chemical Substance they
handle.

2 FEREIX, ATEOBREICEL Y EN EOBHEZAR LG AICBNWTRERH H LR
D& T IE, HRE _MRETWE IR LI EEE I L, 2o EofREt 2R L
T, YL R ECTFEIC LD REDHREZ LT 272012 & 5 NS HEIZ OV TYL
BREEET DI ENTE D,

(2) Where the competent ministers have publicized technical guidelines pursuant to the
provisions of the preceding paragraph, if they find it necessary, they may make a

necessary recommendation to a handler of said Class II Specified Chemical Substance
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with regard to the measures that should be taken for preventing environmental
pollution attributable to said Class II Specified Chemical Substance, by taking said

technical guidelines into consideration.

B_+HN\EK (BFH)

Article 28 (Labeling, etc.)

1 JBAETTERE. BREEERELOESREIT, 6 ey WE Z L2, 5 _fAE
BB SOTBS TE D 2 80 T ZfFr ELFEPMER SN TV D b OO FG, wik
SAFE D PRI Y AR E L FWEIC LD REOH R EZ T 2D OEEICE LR
AT REFHEZED, ZhaErnTob0ET5,

(1) For each Class II Specified Chemical Substance, the Minister of Health, Labour and
Welfare, the Minister of Economy, Trade and Industry, and the Minister of the
Environment shall determine and publicize the labeling information with respect to
measures, etc., for preventing environmental pollution attributable to said Class II
Specified Chemical Substances, to be indicated on containers, packaging, or invoices for
the Class II Specified Chemical Substance or products that are specified by a Cabinet
Order and in which the Class II Specified Chemical Substance is used.

2 IRFEHEE . F RS T E OIRPEOBS CFE o 2 85 CF A E(L P E
PEHSNTWD b OZFERE L, TR 2 & &3, BEATHES. REEEED. &
BASTEDDEZAICLY, REOHEIZLEVERENTZE ZAIESDTERE LT
AN ECASVAN AN

(2) Where a handler transfers or provides a Class II Specified Chemical Substance or a
product that is specified by a Cabinet Order and in which a Class II Specified Chemical
Substance is used as set forth in the preceding paragraph, he/she shall, pursuant to
the provisions of an Ordinance of the Ministry of Health, Labour and Welfare,
Ordinance of the Ministry of Economy, Trade and Industry, and Ordinance of the
Ministry of the Environment, implement labeling in accordance with the public notice
given pursuant to the provisions of said paragraph.

3 JEAGERE, RFEERELCREREIL, ATEOBEISER T OB FEENRH D
EEIE, UHEBHRFEEEICH L, BEHOBEICI D ERINTZE ZAITHEDTRRT A
T eEBETLZ LN TE D,

(3) In the case where any handler has violated the provisions of the preceding paragraph,
the Minister of Health, Labour and Welfare, the Minister of Economy, Trade and
Industry, and the Minister of the Environment may recommend said handler to
implement labeling in accordance with the public notice given pursuant to the

provisions of paragraph (1).

BRE MR

Chapter 5 Miscellaneous Provisions
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BE_tE (B

Article 29 (Recommendations)

1 FEBREZ., HAEREEFYEUNAOFEICOWTE 48 " HA 5O —ITi% Y
THEEIICREY DHENRDH D LD D L XX, UMb FWEIZ L DREDOIHEROETE
BIlkd 2 72 O WM BERBREEIC IV T, Mk P E o L < 1T A O FEE L &= e X
¥ L LTURILTFWE AT 2F IR L, Yt Pl o RGER L < XA SUIEH o
HIPRICEE L LB 235 Z R TE 5,

(1) Where the competent ministers find a sufficient reason to suspect that a chemical
substance other than a Class I Specified Chemical Substance falls under any of the
items of paragraph (2) of Article 2, they may, to the extent necessary for preventing the
spread of environmental pollution attributable to said chemical substance, make any
necessary recommendation concerning a restriction on the manufacture, import, use,
etc. of said chemical substance to a person operating the business of manufacturing or
importing said chemical substance or to a person using said chemical substance on a
regular basis.

2 EBREIX, B _HEFETIE DS OCTEEIZ O W TE KRB ZHOBE IS T
HEBHICEY DEENDH D EBODL L XL, YKL FWE I L DEREDOH Y OET &2
T 572D MERIREICHWT, B FWEORER L ITMADFEL EHE T
ELTHRLFME 2T 28 1Tkt U, Sizfb B o REH U < VA o il BRSO3
MAEDOYUCEICEH LML ELRB S 2T 52 LN TE D,

(2) Where the competent ministers find a sufficient reason to suspect that a chemical
substance other than a Class II Specified Chemical Substance falls under the
requirements set forth in paragraph (3) of Article 2, they may, to the extent necessary
for preventing the spread of environmental pollution attributable to said chemical
substance, make any necessary recommendation concerning a restriction on the
manufacture or import of said chemical substance or an improvement in the method of
use of said chemical substance to a person operating the business of manufacturing or
importing said chemical substance or to a person using said chemical substance on a

regular basis.

H=1t% HERUCHE)
Article 30 (Guidance and Advice)

FHREIL, HB-HEESCTHE, B RS E %L< i’“’“éﬁﬁp?ﬁﬂﬁ%%’f (LA
T TESUEFWE ] LT 5.) XITHE —fMErE T WEIC REEOHRAEBIET 57
DFFICLE NS D ERBODH & XX, YREGLTFWE X i%*@%mm%% FOREDFHE
Eied, EL L TCYEESULEE SIS A E LT E T 2 2 0hoF¥EL L
TYUBESE P E 3 H R E b WE 2 R0 5 FITH L, ZOBRBD HFIEIZEL
VBRI ER R EEITO 2N TE D,

Where the competent ministers find it particularly necessary for preventing

environmental pollution attributable to a Type I Monitoring Chemical Substance, a Type
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II Monitoring Chemical Substance or a Type III Monitoring Chemical Substance
(hereinafter collectively referred to as a “monitoring chemical substance”) or a Class II
Specified Chemical Substance, they may provide a person operating the business of
manufacturing said monitoring chemical substance or Class II Specified Chemical
Substance, or a person using said monitoring chemical substance or Class II Specified
Chemical Substance on a regular basis, or any other person handling said monitoring
chemical substance or Class II Specified Chemical Substance on a regular basis with the
necessary guidance and advice concerning the method of handling the chemical

substance.

E=t—% GFITOERH)

Article 31 (Conditions for Permission)

1 X, &AL, KRINEERETLHZ ENTE D,

(1) Conditions may be attached to any permission, and the conditions attached may be
changed.

2 ATEHOZEMX, FFalcfR 2 FHOMER R EM 2 X 5 72 D LB R R/NREED S DIZIRY |
PO, FFRAIEZTAFEIIAURBEERT LI L RDbDTHY IR LR,

(2) The conditions under the preceding paragraph shall be limited to the minimum
required for ensuring the secure implementation of the matters to which the
permission pertains, and shall not impose undue obligations on the person who obtains

the permission.

BE+—FDZ (FEEBRORES)

Article 31-2 (Reporting, etc., of Hazardous Properties)

1 BEESUEFWE. B A E T WE. FEUSLHENE (FBNEO ZHILVEIZB W THAR
A CHERTLIHGAKROFEREO ZE _HICBWTHERT 5625 T,) OBEICIVA
IRSNTALTFEWE., B =RF —HE L5 L IEE NSO HBUEOMBIZLR D Fi by
W SO RINES 2B UIH O HLUELZ KV BpHPEE RE N R Lo RSRE —HICHET 2 BE
AL ELEICRRESN T DI E (LT TREIEWE] L H,) OfbEXI
A DFEEZHTeF L, ZORE XA L7 ®ESEWEIZ oW T, BINSECHICH
ETHRBROIEE IFEAFONE—H, F o HUEE -G L ITFHE - +RhED =% —
HIZHET 28 FEOMEDCHB IR LIHAREIT OGS (AR AIT o7 L RI% DM
BA(AREFMDBNTWRWLDIZRD,) BELNEHEEGEET,) THhOT, MEXNZY
BERRIZHG T 2R EET 52 L a2nd i e ULTRAEGBE T, RIFEEET. REY
TTEDLLDOPELNT L X, BAGBE S, BFEEEST, BREATTEDD L Z
ALY, ZOERPEZHMALONEZBAETFBRE, BFEEERE K OCREREIZHRE
LR IE R 6w, 7220, BHEONE —H, 5B RS - EHXIH +hiko=
F—THOBEIL XD HRICHR DA FEEORAEIC L0 Y ARG O NEEICB T, o
NHEDOREICE Y TORNEEZRET D L EIT, ZORY TRV,

(1) A person operating the business of manufacturing or importing any monitoring
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chemical substance, any Class II Specified Chemical Substance, any chemical
substance that has been publicly notified pursuant to the provisions of paragraph (4) of
Article 4 (including the cases in which it is applied mutatis mutandis pursuant to
paragraph (9) of Article 4-2 and the cases in which it is applied mutatis mutandis
pursuant to paragraph (2) of Article 5-2), any new chemical substance to which the
confirmation under item (v) of paragraph (1) of Article 3 or paragraph (4) of Article 4-2
pertains, or any chemical substance listed in the List of Existing Chemical Substances
prescribed in paragraph (1) of Article 2 of the Supplementary Provisions that has been
publicly notified by the Minister of International Trade and Industry pursuant to the
provisions of paragraph (4) of said Article (hereinafter referred to as a “substance
subject to reporting”) shall, when he/she has conducted tests pertaining to the items to
be tested prescribed in paragraph (7) of Article 4 or pertaining to the studies of
hazardous properties prescribed in paragraph (1) of Article 5-4, paragraph (1) of Article
24, or paragraph (1) of Article 25-3 (including the cases in which knowledge equivalent
to that which would be obtained from said tests [limited to knowledge that is not
publicly known] has been obtained) with regard to the substance subject to reporting
he/she has manufactured or imported and if he/she has obtained, as a result thereof,
knowledge specified by an Ordinance of the Ministry of Health, Labour and Welfare,
Ordinance of the Ministry of Economy, Trade and Industry, and Ordinance of the
Ministry of the Environment as one indicating that the substance subject to reporting
possesses the following properties, report to the Minister of Health, Labour and
Welfare, the Minister of Economy, Trade and Industry, and the Minister of the
Environment to that effect and the details of said knowledge, pursuant to the
provisions of an Ordinance of the Ministry of Health, Labour and Welfare, Ordinance of
the Ministry of Economy, Trade and Industry, and Ordinance of the Ministry of the
Environment; provided, however, that this shall not apply to the case where said
person has obtained said knowledge as a result of a study of hazardous properties to
which an instruction under the provisions of paragraph (1) of Article 5-4, paragraph (1)
of Article 24, or paragraph (1) of Article 25-3 pertains and is reporting the details of
said knowledge pursuant to these provisions:
— HARBERICE 2L ZETIZ<WEDTH D Z L,
(i) The substance subject to reporting is not likely to undergo a chemical
transformation through natural processes.
= EMOERNICEEINLRLTVHEDOTHD Z L,
(ii) The substance subject to reporting is bioaccumulative.
= MERAICEIR SN D GEICIE. ADOEEZBEZ2 I BENANHL D THDL Z &,
(iii) The substance subject to reporting poses a risk of impairing human health if
ingested continuously.
MU S OE R UTEBIC K EE RIEFTBENRH LD THDLZ &,

(iv) The substance subject to reporting poses a risk of interfering with the inhabitation
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and/or growth of flora and fauna.

T HERGWE S BARERIC LB FIE L2 E TR T VL O TH L 5GEI2IE. BAR
HIPERNC X 26RO EAIC L0 Bl 2P E CcE 2 ET,) MPRIS 5OV
LA TDHHDOTHD I &,

(v) In the case that the substance subject to reporting is likely to undergo a chemical
transformation through natural processes, it is one where the chemical substance
(including an element) generated by the chemical transformation through natural
processes falls under any of the preceding items.

2 BAFERKE., BFEEERELCREREX, RIEOREZOMIZ L S>TEHE LA
\ZHS & —OWERGWE D KE A BEWAA S, BUEASSE L UTEA
HASZOWTIITEY L, IFREE —HE Bl Y T 280 A DL LD DHITED
To b E 3, Bl B EC T ME O EL OMO LERTEAZHET 2D LT 5,

(2) Where the Minister of Health, Labour and Welfare, the Minister of Economy, Trade
and Industry, and the Minister of the Environment have found, based on a report
under the preceding paragraph or knowledge that has been otherwise obtained, that
any substance subject to reporting falls under any of the items of paragraph (2), any of
the items of paragraph (3), any of the items of paragraph (4), or any of the items of
paragraph (6) of Article 2, or is suspected of falling under item (i) of paragraph (3) of
said Article, they shall make a designation as a Class I Specified Chemical Substance

and take any other necessary measures without delay.

F=H "5 (BEORIR)

Article 32 (Collection of Reports)

1 BAEGERE, BEFEXERE L OREREIL, ZOERORITICSHERREICBVT,
BN SE L IHE RS IHENEO ZHENEOMBEEZZ T &KL, 20
EBCEALMEE ST ENTE D,

(1) The Minister of Health, Labour and Welfare, the Minister of Economy, Trade and
Industry, and the Minister of the Environment may, to the extent necessary for
enforcing this Act, have a person who has received a confirmation under item (iv) or
item (v) of paragraph (1) of Article 3 or under paragraph (4) of Article 4-2 make a
report concerning his/her operations.

2 REEEREXIIEBREIL, ZOEEORITICLERREICE T, ThEh, 7
BLEEF A LI AL, JRHEHE XIS —+AEE -HoHEIC L2 mHE L
FITR L, ZOEBICALHELZSEL LN TED,

(2) The Minister of Economy, Trade and Industry or the competent minister may, to the
extent necessary for enforcing this Act, have, respectively, a permitted manufacturer, a
permitted importer, a notifying user, or a person who has given a notification under
the provisions of paragraph (1) of Article 26 make a report concerning his/her

operations.
3 EBREIL, ZOEHEORATICLERREICE N T, B+ & IH T FILRICHE
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THEIC L, TOEKBICEH LR EEZIEHZENTE S,
(3) The competent ministers may, to the extent necessary for enforcing this Act, have a
person prescribed in Article 22 or Article 29 make a report concerning his/her

operations.

BF=+=% (ILABES)

Article 33 (On-Site Inspections, etc.)

1 EAGHERE., RFEEREXOEREEREIL, 2 OBEEOMITICHERREIZIBWT,
OB, BB BN GHE L ITBL S XTHENEDO BN HOMR 2% T I=H
DEBEHEOMOEEFLHAD | R, FHLOMOMIE L HBA S, BREIERM
SH, TR O 7= DI B/ NEEO S &IZRB UL TFWEZNESE L LN TE D,

(1) The Minister of Health, Labour and Welfare, the Minister of Economy, Trade and
Industry, and the Minister of the Environment may, to the extent necessary for
enforcing this Act, have their officials enter the offices or any other places of business
of a person who has received a confirmation under item (iv) or (v) of paragraph (1) of
Article 3 or paragraph (4) of Article 4-2, inspect the books, documents, and any other
articles, ask questions of the relevant persons, or sample the smallest quantity of
chemical substances necessary for testing.

2 MEFEEREXIEBREIL, ZOEEOITICRERBEICBNT, ZhEh, £0
WEEIC, FrarfE e as U < ITFFATm A R E T - AREE - HOBEIZ K
LlEE LI HEOREREITZEOMOEEFITLHAD | 1RE, EEZOMOMH% Mk S,
MR ICEM &, IO 72 OB R R/ NBE DO 3 &IZR VL FME L INESE D
ZEMWTED,

(2) The Minister of Economy, Trade and Industry or the competent minister may, to the
extent necessary for enforcing this Act, have their officials enter the offices or any
other places of business of a permitted manufacturer, permitted importer, notifying
user or person who has given a notification under the provisions of paragraph (1) of
Article 26, inspect the books, documents, and any other articles, ask questions of the
relevant persons, or sample the smallest quantity of chemical substances necessary for
testing.

3 EBREIL, ZOEEORATICLERREICENT, TOMEIZ, B RICHET
LHEDEBEIEOMOFEEFILHAD | RE, FEHLOMOMItERE S, BREIC
B &, IO =D E R F/NREDO S EICBVILTFWEZINESEDLZ EMNT
=5,

(3) The competent ministers may, to the extent necessary for enforcing this Act, have
their officials enter the offices or any other places of business of a person prescribed in
Article 22, inspect the books, documents and any other articles, ask questions of the
relevant persons, or sample the smallest quantity of chemical substances necessary for
testing.

4 FI=HOBREICLIVBEN LD AL &L, 2oF 2 R"dREEZEER L, BREIS
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R LT TR b0,

(4) Where an official enters a site pursuant to the provisions of the preceding three
paragraphs, he/she shall carry an identification card and present it to the relevant
persons.

5 MWEFEXEKEIL, NERDHD LD D L &1L, MILTBUE N BGFHME H i AR ssg (UL
T Tt o) 1T, E—HLLE HETOREICL A LARE, ERIXITNEE
1IThdbZ LR TE S,

(5) Where the Minister of Economy, Trade and Industry finds it necessary, he/she may
have the National Institute of Technology and Evaluation (hereinafter referred to as
“NITE”) conduct the on-site inspection, questioning, or taking of samples under the
provisions of paragraphs (1) to (3).

6 RRFEEEREIZ, ATEOHEIC LI ARE, B UIINEZITTHOE 25611,
B IZer L, UL ARAE DL E OMMELRFHA R L CINE EfiT & 2 L 2R
THHDET D,

(6) Where the Minister of Economy, Trade and Industry has NITE conduct the on-site
inspection, questioning, or taking of samples pursuant to the provisions of the
preceding paragraph, he/she shall instruct NITE to conduct such on-site inspection,
questioning or taking of samples by indicating the place of said on-site inspection and
any other necessary matters.

7 BRI, ATEHOFERICIED THEABEICHE T 2 AMRE, BTN EZIT o7 & &I
Z OFERZRFEEREITHRE LRTER 5220,

(7) Where NITE has conducted the on-site inspection, questioning, or taking of samples
prescribed in paragraph (5), in accordance with the instructions under the preceding
paragraph, it shall report the results thereof to the Minister of Economy, Trade and
Industry.

8 HHHOBEICKLVEMOMBENIOADL L XX, o naRdsElELERT L, B
RFITTRR LT UL 72 B 720,

(8) Where an official of NITE enters a site pursuant to the provisions of paragraph (5),
he/she shall carry an identification card and present it to the relevant persons.

9 FHENLHE IHETOREICL DI ZARE, BMEXOIREOHERIL, JLREREEDTZD
IZRDHNTb D LRIRL TIETZR 6720,

(9) The authority for the on-site inspection, questioning, and taking of samples under the
provisions of paragraphs (1) to (3) shall not be construed as an authority granted for

the purpose of criminal investigation.

BE+H=FDZ (BEICHT Dm5)
Article 33-2 (Orders to NITE)

PR PEEREIT, ATSRB LB ET 2 2 AMA, BTN ZE O FERS O 1E 72 326 4 fif
BT 27OMENDH D LRBOD L &IE, I L, éﬁi%?% BLUERmSE T 5L
NTED,
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Where the Minister of Economy, Trade and Industry finds it necessary for securing the
proper implementation of operations relating to the on-site inspection, questioning, or
taking of samples prescribed in paragraph (5) of the preceding Article, he/she may issue

the necessary orders concerning said operations to NITE.

BEE+=%0= HEBONEFIZOWVTOEEFHER)
Article 33-3 (Request for Examination Regarding the Taking of Samples by NITE )
BEHEDMT O INEIZHOWTARIRD & 2 F 1%, RRFPEEREITK U TITBORIREATE (=
+EFRERFEATS) L OFEFHRETHZLNTED,
Any person who is dissatisfied with the taking of samples by NITE may file a request
for examination under the Administrative Appeals Act (Act No. 160 of 1962) with the

Minister of Economy, Trade and Industry.

H=tmE (EF
Article 34 (Requests)

BREBEREIL, ZOEEORNEZERTHOMLERH L LB DH & XIE, ROKZITHET
LHELZ L DHREZ e h, TNENAHEEFITHIT D REICH L TCEFFET 52 M TE D,

Where the Minister of the Environment finds it necessary to achieve the purpose of
this Act, he/she may request the ministers listed in the following items to take the
measures set forth respectively in those items:

— HBHASRE-HICHET M RIFEEKRE

(i) An order prescribed in paragraph (1) of Article 18-the Minister of Economy, Trade

and Industry
ZOBEPNEECHICHEET Smn EBEKRE

(i) An order prescribed in paragraph (2) of Article 18-the competent minister

B=+E%  (FHEh
Article 35 (Fees)

FNRE -, BERECHEXIB T RE HOF W eI L LT HEE, EEEW
RLTHBTEDDEHEOFLEEZ M LT IE R 6720,

A person who intends to obtain permission under paragraph (1) of Article 6, paragraph
(1) of Article 10, or paragraph (1) of Article 11 shall pay a fee of the amount specified by

a Cabinet Order in consideration of the actual expenses.

F=EHANE (FEEORH)

Article 36 (Special Provisions on Hearings)

1 RBEEEREIL Fo+—FKE-HOBEICIomTE LED &35 L X, 1TEFH
5 CERFARERESE NI\ 5F) F+ =5H - HOBEIZ X 55RO 72 O F o X5
Wb o, BEHEEZITORTIER 60,

(1) Where the Minister of Economy, Trade and Industry intends to issue an order under
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the provisions of paragraph (1) of Article 21, he/she shall hold a hearing, regardless of
the category of the procedure for hearing statements of opinion under the provisions of
paragraph (1) of Article 13 of the Administrative Procedure Act (Act No. 88, 1993).

2 Bt —FKOBTBICLDLNITRLIBER OB ICB T 2EEIT, AICKVITOR TN
T2 6720,

(2) The proceedings on the date of a hearing to which a disposition under the provisions
of Article 21 pertains shall be held in public.

3 APEOWEM O ETH L, ITHFRIES T ERFE -HOBUEIZ LV ML IT4% 5 F)FH B
RN EEBERNICEI T 2 FRLICBMT 5 Z L 2RI XX, ZNEFTLARTNERD
AN

(3) The presiding official of a hearing under the preceding paragraph shall, where an
interested person to which said disposition pertains has requested to intervene in the
hearing process pursuant to the provisions of paragraph (1) of Article 17 of the

Administrative Procedure Act, permit said person to do so.

FB=1+t%& (BEBBRITOFRICBITIEAOER)

Article 37 (Hearing of Opinion in Procedures for Objection)

1 ZOEROBEIZXDAZIZONTORBHTTIIHTLRE (BTFOWREZERS,)
L. ZOMGITHRLFICR L, HY2RHMEZBWTTEEZ Lz B, AFICX 25RO
LERICLRTIE RS20,

(1) A decision on an objection against any disposition under the provisions of this Act
(excluding a decision to dismiss the objection) shall be made after giving an advance
notice with a reasonable period of time to the person to which the disposition pertains
and after a public hearing of opinions.

2 AHHOTHIZEBWTIEL, B, BFTAUERZONF 2RI 2 TUIR LR,

(2) The date, location, and details of the case shall be indicated in a prior notice under
the preceding paragraph.

3 HHOEAOEIIEL TiE, ORGSR EJROHIEFERBRANIG L, ZOFREIC
DOWTRHLZ R L, BRZIERLHWEE L 5 2 72T 5700,

(3) At a hearing of opinions under paragraph (1), the person to which said disposition
pertains and the interested person shall be given an opportunity to produce evidence

and state their opinions with regard to the case.

F=TN\EK  (BBEE)
Article 38 (Transitional Measures)
ZOERBOHEICHEKSEMAEHIE L., IIWET 258108V TIX, £DMm5 T,
il E SRS ITPENE B L ZE &Il S D fH NI BV T, FrEoREHTE (ETHNZE
T ORMEEZ HTe,) ZEDD I LN TE D,
Where an order is established, revised, or abolished based on the provisions of this Act,

required transitional measures (including transitional measures concerning penal
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provisions) may be specified by said order to the extent found reasonably necessary in

line with the establishment, revision or abolition thereof.

H=tNLE (EBRES)

Article 39 (Competent Ministers, etc.)

1 ZOERCBI2EBREIL, kOLBY T 5,

(1) The competent ministers under this Act shall be as follows:

— WIS NSRS TR L <X T RE - EHOBUEIS XD E U RS
THOMEBIZL DM, B DAY CHOBEIC L 2 WA OB L IEE =+ =4
B HOHTEICLAMmAE, BEELOINREICEL UL, Zhbomtzd5H T2
oM, MEOHBICE L < i3, A LITNEDOMGRERLEDITH FEL
e % KE

(i) With regard to a notification under the provisions of Article 15, paragraph (2) of
Article 16, or paragraph (1) of Article 20, an order under the provisions of paragraph
(2) of Article 18, the collection of reports under the provisions of paragraph (2) of
Article 32, or the inspection, questioning, or taking of samples under the provisions
of paragraph (2) of Article 33, the minister having jurisdiction over the business
operated by the person giving such a notification or the person subject to such an
order, the collection of reports or inspection, questioning, or taking of samples

=Bt R0 ame, B HERE-HOHEIC X 2 EofaEto Ak,
FZE —HE LTS -+ NEOREICL 285, H -TFOBEICL 28RO E

(F =M MEIR L bOZR<) . BT ZRE_HOBEIC X DG OB
XIFFE = =RE_HOBEIC L DA, EiE L <IFUREICE LT, JBAET B RE,
PREPEFERE, RERELOZN L DM, St LofReton®k, #id. B8, S5,
WEOBIN S IME, BRE LITREOMG L 258017 FELFET D KE

(ii) With regard to an order under the provisions of Article 22, the publication of
technical guidelines under the provisions of paragraph (1) of Article 27, a
recommendation under the provisions of paragraph (2) of said Article or Article 29,
guidance and advice (excluding those pertaining to a Type III Monitoring Chemical
Substance) under the provisions of Article 30, the collection of reports under the
provisions of paragraph (3) of Article 32, or the inspection, questioning or taking of
samples under the provisions of paragraph (3) or Article 33, the Minister of Health,
Labour and Welfare, the Minister of Economy, Trade and Industry, the Minister of
the Environment and the minister having jurisdiction over the business operated by
the person subject to such an order, the publication of technical guidelines,
recommendation, guidance and advice, collection of reports or inspection,
questioning, or taking of samples

= BT FROBREICEI2HRERUEE GB_fHERAMTYWEIRL bOIZRD,) M
LTI, RABEFEERE, BERKELAOCINLORE XIS OXG L 5FH 01T 5 F¥
ZETE S 5 KE
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(i) With regard to guidance and advice (limited to those pertaining to a Type III
Monitoring Chemical Substance) under the provisions of Article 30, the Minister of
Economy, Trade and Industry, the Minister of the Environment, and the minister
having jurisdiction over the business operated by the person subject to such guidance
and advice

2 ZOBERICBTLEHFENTIE. ROLBY ET5,
(2) An ordinance of the competent ministry under this Act shall be as follows:

- %4“%?&%31?\&:%1/\(@%?6 A 4R 56— 1A K OV O HEIZ X B IR Of {1
FlE K OMRAFICRE LTIk, B —HERrE LT E %1%%?‘5%@??5%%%%”&@‘6ﬁﬁ
DFRT D4

(i) With regard to the keeping, entering, and preservation of books under the provisions
of paragraphs (1) and (2) of Article 19 as applied mutatis mutandis pursuant to
paragraph (3) of said Article, an order issued by the minister having jurisdiction over
the business operated by a person using a Class I Specified Chemical Substance

=LA oM EORMEICE L CiX, BAETBRE., REEERE, REKRKE
M OVFE R E T E AT 2B OIT ) FHELZTET HDREDORT Lm0

(ii) With regard to the technical standards under the provisions of paragraph (2) of
Article 17, an order issued by the Minister of Health, Labour and Welfare, the
Minister of Economy, Trade and Industry, the Minister of the Environment and the
minister having jurisdiction over the business operated by a person using a Class I

Specified Chemical Substance

BZ+NED (EROEME)
Article 39-2 (Delegation of Authority)

COEBICHET DREREOHERIL., BEAGTTEDD E ZAIZEY ., MGREHEET
RIZEETDHZENTE S,

The authority of the Minister of the Environment prescribed in this Act may be

delegated to the Director Generals of the Regional Environment Offices.

FU+E  (fLoks & OBER)
Article 40 (Relationship with Other Acts)
WDHKFZIBT 20 Th H2IEFEWEIZONWTUIE =5, BHEO FH, FHEDOF
—IH, FHRHEOME—H, FHAFHE -, FLE B FEH, HHUE BHAES
—H, FOCKE EHEOE =, B =4 H, B HUREHE, S HSKD
T, B RO =F W, B ARSI, B o HLEEREE, B HNSEH
H, H_+NEG FotR T RCE =+ KO ZE—HOHELZ, F—HfrE T E M
HEN TV DLIROEFIZBT 2O VWTEE+ =FE-HANHE _+2FoHEL, F2
R ELFEDBEH STV D ROK ST 2OV T - REE —H L O
FNRE—HOREZ, ROZZITHT 2O EMELE L TOFWEOERIZ W TITES
+USk, BHEEE—H, B o E&H H, B FERE-H, SO FAEKE—H B
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FREROPFE =FFROBRELEHET, Y ITH T DEREOED DL E ZAHITL D,

The provisions of Article 3, paragraph (1) of Article 5-2, paragraph (1) of Article 5-3,
paragraph (1) of Article 5-4, paragraph (1) of Article 6, Article 7, paragraph (1) of Article
11, Article 14, paragraph (1) of Article 15, paragraphs (1) and (3) of Article 22, paragraph
(1) of Article 23, paragraph (1) of Article 24, paragraph (1) of Article 25-2, paragraph (1)
of Article 25-3, paragraph (1) of Article 26, paragraph (1) of Article 27, paragraph (1) of
Article 28, Article 29, Article 30 and paragraph (1) of Article 31-2 shall not apply to the
chemical substances which constitute the articles listed in the following items, the
provisions of paragraph (1) or Article 13 and Article 22 shall not apply to the products
listed in the following items in which Class I Specified Chemical Substances are used; the
provisions of paragraph (1) of Article 26 and paragraph (1) of Article 28 shall not apply to
the articles listed in the following items in which Class II Specified Chemical Substances
are used, and the provisions of Article 14, paragraph (1) of Article 15, paragraph (3) of
Article 22, paragraph (1) of Article 27, paragraph (1) of Article 28, Article 29 and Article
30 shall not apply to the use of chemical substances as raw materials for the articles
listed in the following items, but the Acts set forth in the following items shall apply to
them respectively:

—  fanfEEE (B AR e =t =) BURE-HICHET SR, [FS
BHICHET 20N, FSRE HEICEE T 2R s, FERE A+ Z4&E —HITH
ET 2B B0 OFESF ZHITHUES 2 Bl

(i) Food prescribed in paragraph (1) of Article 4 of the Food Sanitation Act (Act No. 233
of 1947), additives prescribed in paragraph (2) of said Article, containers and
packaging prescribed in paragraph (5) of said Article, toys prescribed in paragraph
(1) of Article 29 of said Act, and detergents prescribed in paragraph (2) of said
Article

= REIGEE (B A EAREREE N ) RO ZE—HICHUET D RS

(i1) Agricultural chemicals prescribed in paragraph (1) of Article 1-2 of the Agricultural
Chemicals Regulation Act (Act No. 82 of 1948)

= ERHRGETE (P A IAEEEE e b)) BB AR HICHRE T 2 Sam e e

(i) Ordinary fertilizers prescribed in paragraph (2) of Article 2 of the Fertilizers
Regulation Act (Act No. 127 of 1950)

W Ao 2O MR X OVE OUGEEICBE T IE# (B -+ ) FEERE=1+15) &#
TR IITHUE T D R K ONR SRS RIS HLE T D BRI

(iv) Feeds prescribed in paragraph (2) of Article 2 of the Act on Safety Assurance and
Quality Improvement of Feeds (Act No. 35 of 1953) and feed additives prescribed in
paragraph (3) of said Article

T EEERE (M= IR E U I0s) 0 R HICRUE T D EHER, RISRE
THIZHLE T o BEIEA G, RIS =TI HUE 3 2 BHE S & ORISR 56 DU IS BLE & 5 IR
e

(v) Drugs prescribed in paragraph (1) of Article 2 of the Pharmaceutical Affairs Act
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(Act No. 145 of 1960), quasi-drugs prescribed in paragraph (2) of said Article,
cosmetics prescribed in paragraph (3) of said Article, and medical equipment

prescribed in paragraph (4) of said Article

FE+—% (FRZOBROBER)

Article 41 (Hearing of Opinion of Councils)

1 EAGERE, RFEXRKEROEREEREIL, RICBTF 2568123, oL, Fik
2% (EFTBGME (W =B a —He) BARICHET 2BEEZ Vo, &
HIZBWTHL,) THATEDDILOOEREZRES LDLET 5D,

(1) In the following cases, the Minister of Health, Labour and Welfare, the Minister of
Economy, Trade and Industry, and the Minister of the Environment shall hear the
opinions of the councils, etc., (organizations prescribed in Article 8 of the National
Government Organization Act [Act No. 120 of 1948]; the same shall apply in the
following paragraph) that are specified by a Cabinet Order, in advance:

— BOLRE THOBSORIEE L IIRIEDNREE L L) LT H L & (FENLE —HEHE
U<, HNEO ZHENEUIFEHFEOMNE “HOHEIZESEZONEL L &
D ETLHLARERS) . IIHE KB =1, F =0 —H, HHUKELIIEE -+
RNEF—HOBESOHIER LAIWIEDTREE L LD ET5 & X,

(i) When intending to plan out the establishment or revision of a Cabinet Order under
paragraph (2) of Article 2 (excluding the case of intending to plan out such
establishment or revision based on a determination under paragraph (1) or (2) of
Article 4, paragraph (8) of Article 4-2, or paragraph (2) of Article 5-4), or when
intending to plan out the establishment or revision of a Cabinet Order under
paragraph (3) of Article 2, paragraph (1) of Article 13, Article 14 or paragraph (1) of
Article 26

=B CREMNEXIIBLEOEEEZ L LD LT DL E GEUAE —IE LITHE ZHX
LFENED —FENHOHEICESETZORELZLL Y ET555%R<,),

(i) When intending to make a designation under paragraph (4) or (5) of Article 2
(excluding the case of intending to make such designation based on a determination
under paragraph (1) or (2) of Article 4 or paragraph (8) of Article 4-2)

= BUSRE -IE LI T, B o TR TIE, BT LN, BIRD
PUEE “IE X5 USRS “HOHEE L LD L35 L&,

(iii) When intending to make a determination under paragraph (1) or (2) of Article 4,
paragraph (2), (3) or (8) of Article 4-2, paragraph (2) of Article 5-4, or paragraph (2)
of Article 24

W EHEOMNE —HIFE - HNURE—HOEREZLEY LT 5L &,

(iv) When intending to give an instruction under paragraph (1) of Article 5-4 or
paragraph (1) of Article 24

f B AREEMEOBEEZLLD ET5LE,

(v) When intending to make an acknowledgment under paragraph (4) of Article 26
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2 REEERELOBREREIZ, HFoFHEANHEOBELZLLI ETHL & (GENEE—H
LU <UEHE ZHEIBMUEO ZHENHOHEIZE ST ZDHEELZ L LD LT256 %2k
<o) XITHE -+ HFO=ZF—HOfra LATFAEE “HOHEEZ LE D &35 L &3,
HONLD, FHEIECTHAITEDDLILOOEREZREI LD LT D,

(2) The Minister of Economy, Trade and Industry and the Minister of the Environment
shall hear the opinions of councils, etc., specified by a Cabinet Order, in advance, when
intending to make a designation under paragraph (6) of Article 2 (excluding the case of
intending to make such designation based on a determination under paragraph (1) or
(2) of Article 4 or paragraph (8) of Article 4-2), when intending to give an instruction
under paragraph (1) of Article 25-3, or when intending to make a determination under

paragraph (2) of said Article.

FEAE  FA

Chapter 6 Penal Provisions

B+ "%
Article 42

ROZZDONTANITHELE T 2E 1T, ZFUTOREE LI3E FTH T L,
XTIz PR 5,

A person who falls under any of the following items shall be punished by imprisonment
with work for not more than three years or a fine of not more than one million yen, or
both:

— EAREHOF A EZIT RN TE R EC T ME OGO R L AT

(i) A person who has operated the business of manufacturing a Class I Specified

Chemical Substance without obtaining permission under paragraph (1) of Article 6
=L B ESE EUIEHUSOBEISER LTeH
(i1) A person who has violated the provisions of Article 7, paragraph (1) of Article 13, or
Article 14

= B REHOBREIOERK L TE e LFmE A A LT-E

(iii) A person who has imported a Class I Specified Chemical Substance in violation of
the provisions of paragraph (1) of Article 11

W F o+ 5 HOBEICL 2 FEDELOMBITER LHE

(iv) A person who has violated an order to suspend business under the provisions of
paragraph (1) of Article 21

o B CEEHOBEIC L DM ICER LeE

(v) A person who has violated an order under the provisions of paragraph (3) Article 22

BU+=%
Article 43
WDEHFDWNTIIIHER T HEIE, —FLUTOBKRE L IZE+ ML TOE4EICAL L,

_53_



XiZZhzpFrd 5,

A person who falls under any of the following items shall be punished by imprisonment
with work for not more than one year or a fine of not more than five hundred thousand
yen, or both:

— FEREHOBEIOER L THBETFHE A RIE L, UTEA LeE

(i) A person who has manufactured or imported a new chemical substance in violation

of the provisions of paragraph (1) of Article 3
BHEOBEIER LToH
(i) A person who has violated the provisions of Article 5
= FEHEOMNE I, FFUSEE -H XIS +HEO =FH -HOBEIZ L DRI
BN LT
(iii) A person who has violated an instruction under the provisions of paragraph (1) of
Article 5-4, paragraph (1) of Article 24, or paragraph (1) of Article 25-3
MO+ AEE-HE I -HEH (RAEFHBICBWCERTLIHRE2E8T,.) OBEIC
ENUCH R E(L B A RE U, B L I3 U723 RS R e b
MG Z A L7
(iv) A person who has manufactured or imported a Class II Specified Chemical
Substance or has imported a product using a Class II Specified Chemical Substance
in violation of the provisions of paragraph (1) or (3) of Article 26 (including the cases

where it is applied mutatis mutandis pursuant to paragraph (5) of said Article)

AU S
Article 44

ROBEHZDONTIUMNIEZLT HH L, NHUTOREE L IZH MU ToFeic L
XiTZhz 7 5,

A person who falls under any of the following items shall be punished by imprisonment
with work for not more than six months or a fine of not more than five hundred thousand
yen, or both:

— FBH&RE-HOHEICER U CRERHOME XTI 12 BB LI2E

(i) A person who has made changes in the structure or capacity of manufacturing

equipment in violation of the provisions of paragraph (1) of Article 10
=B EEE -HOBREIGERK L CatEE T, XIXEBORE L-E
(i) A person who has failed to give a notification or has given a false notification in
violation of the provisions of paragraph (1) of Article 15
= B FNENEE A CRE HE LB _HOBEIL L AMPIOER LIZE
(iii) A person who has violated an order under the provisions of Article 18 or paragraph
(1) or (2) of Article 22

AR SRS
Article 45
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ROB G DNTINIELET L8 IE,. =+ THUTOF&IZAT 5,

A person who falls under any of the following items shall be punished by a fine of not

more than three hundred thousand yen:

— FBHAEE - (AFFE"HIBWTHERT LB ET,) OHEITER L TIEE
gz, REICEEEET, B L IEBOREEZ L, IFFRSSE HE (FLF -HI
BWTHERTLLAEET,) OBEICER L TIREA R Lol d

(i) A person who has failed to keep books or make entries in them or has made false
entries in them in violation of the provisions of paragraph (1) of Article 19 (including
the cases where it is applied mutatis mutandis pursuant to paragraph (3) of said
Article), or has failed to preserve the books in violation of the provisions of
paragraph (2) of said Article (including the cases where it is applied mutatis
mutandis pursuant to paragraph (3) of said Article)

= OBEERO=FE, B ERE - BRSO XTI RREANE
DREC LD mH 28§, IIERBOmtZ L7cE

(i1) A person who has failed to give a notification under the provisions of paragraph (1)
of Article 5-3, paragraph (1) of Article 23, paragraph (1) of Article 25-2, or paragraph
(6) of Article 26 or has given a false notification

= B THRoOBEICLOMEEE T, IEBOREEL LcE

(iii) A person who has failed to make a report under the provisions of Article 32 or has
made a false report

W =t =FF-EmrbE "HETCOHRTICLIMESE L INELER, T, AL
IHRBEL, XiTZhooHEICL2EMIZR L TERZET, A LIIIEBOERE
L&

(iv) A person who has refused, obstructed, or evaded an inspection or the taking of
samples under the provisions of paragraphs (1) to (3) of Article 33 or has refused to

answer or has given a false answer to the questioning under these provisions

HM+R%
Article 46

HBENOREFENTIEANT L IEAOREEA, HEHATOMDUEZREE D, T DIEAXIIAD
¥EBICBEL, ROBBIBIT O2HEDERITAZ LT EiX, 1TAELZET 2130, Z0IE
NI L THES FICED D EIeMZ, £ DN L THEARZOEH SN AR 2,

Where the representative person of a juridical person, or an agent, employee or any
other worker of a juridical person or individual has committed an act in violation of any
of the provisions listed in the following items with regard to the business of said juridical
person or individual, not only the offender shall be punished but also said juridical
person shall be punished by the fine prescribed in said relevant item or said individual
shall be punished by the fine prescribed in the relevant Article:

— HE+%K —EHUT O

(i) Article 42-A fine of not more than one hundred million yen
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(i) Item @), (i) or (iv) of Article 43-A fine of not more than five hundred thousand yen

= B =4RE =T BUHLESUTRIR SAKOE @

(ii) Item (ii) of Article 43, Article 44, or the preceding Article-The fine prescribed in
the relevant Article

FE+t%
Article 47
ROBFEFZDOWTNPMTEEET HH1E, ~FHHULTOBEHILT 5,
A person who falls under either of the following items shall be punished by a non-penal
fine of not more than two hundred thousand yen:
— BERBIHE, BTRAEE _HE, BPAKRE H, B HRE-HXIE ZFARES
“HOBFEIZ LD AT TR0 mEE LcE
(i) A person who has failed to give a notification under the provisions of paragraph (2)
of Article 10, paragraph (2) of Article 15, paragraph (2) of Article 16, paragraph (1) of
Article 20, or paragraph (2) of Article 26 or has given a false notification
=B —FoEHOBRBICL WME AT, IRBOREE LIE
(ii) A person who has failed to make a report under the provisions of paragraph (1) of

31-2 or has submitted a false report

AR IS
Article 48
B R0 OB 2MAICEK LIZHAIIE, TOERITAZ LT-HIgoKEIX

A ML T OEHI LT B,
In the case where an order under the provisions of Article 33-2 has been violated, an
officer or officers of NITE who have committed said act in violation shall be punished by

a non-penal fine of not more than two hundred thousand yen.

MRl #

Supplementary Provisions (Extract)

#F—4% (EfTHR)
Article 1 (Effective Date)

ZOWERZ, AMOBNLEE L TRNAZRE L BN LHITT 5, 270, REOHE
X, OB PBHETT 5,

This Act shall come into effect as from the day on which six months have elapsed from
the day of promulgation; provided, however, that the provisions of the following Article

shall come into effect as from the day of promulgation.

Fo&  GEHFEEDEAE)
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Article 2 (List of Existing Chemical Substances)

1 GEFEEERE, ZOEROAMOBHRICE L L TRES L, UIRA STV A L%
WE FBEFRoDIcfE S, TMAIN TS ORI L L TiRES L, X
FASNTND b DERLS,) OAFELH LR (LT [BEFE LT ELE) £ ),)
EAERR L. 2R ZOWEBEOXNO A 2D ZHURIZATR LT i b0,

(1) The Minister of International Trade and Industry shall prepare a list (hereinafter
referred to as the “List of Existing Chemical Substances”) of the names of chemical
substances that were manufactured or imported on a regular basis at the time of the
promulgation of this Act (excluding those that were manufactured or imported for
testing and research purposes and those that were manufactured or imported as
reagents) and give public notice of it within three months from the day of the
promulgation of this Act.

2 AL, ATEHOBHEICL Y ARINTBF T EALBICEL, FTETO2XERH D &
D EEIL, HMEEXEE DT TEDDEZAICEY, ZORTROBENL—HURNIZIRY |
TOEXBPEEEREICH LD Z N TE D,

(2) Any person may, when he/she finds it necessary to correct the List of Existing
Chemical Substances of which public notice has been given pursuant to the provisions
of the preceding paragraph, propose to that effect to the Minister of International
Trade and Industry, pursuant to the provisions of an Ordinance of the Ministry of
International Trade and Industry, only within one month from the day of the
publication of the List of Existing Chemical Substances.

3 HPHEEKREIL, ATEOBHHN SO EICENT, TORMICEHBRH L LROD &
Ex. TOHBIRDICFWE O TR AL EA BB L, SUIBE L B4
HWOLOHERT 2L BT, TOFEXEOREZ LI2EIZEE LR TIELR 5720,

(3) In the case where a proposal under the preceding paragraph has been made, if the
Minister of International Trade and Industry finds grounds for said proposal, he/she
shall add the name of the chemical substance to which said proposal pertains to the
List of Existing Chemical Substances or delete it from the List of Existing Chemical
Substances, and shall notify the person who has made the proposal to that effect.

4 EPHPEEEREIL, RIHEOBEIC X 2B UTEREIT RO I-BEAb P E 4 B %2 Z Ok
BONETTDO B O— H AT E TIZATR LT iuide 57220,

(4) The Minister of International Trade and Industry shall give public notice of the List of
Existing Chemical Substances that has undergone any additions or deletions under the
provisions of the preceding paragraph by one month prior to the date of enforcement of
this Act.

B (RBRHEER)
Article 3 (Transitional Measures)
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TV DL FWE DS DAL T E OBIE T ADFEEL HE A TNDLIEIZOWNWTIE, £0F

_57_



R EREHIHET 2E AR LT, REOREZEMNT 5, ZOHAIZEWT, [FHE
FIHLNCH) EHDDF, TZOEROATORNL—HLURNIZ] &T 5,

The provisions of paragraph (1) of Article 3 shall apply to a person who was, at the
time of the enforcement of this Act, operating the business of manufacturing or importing
any chemical substances other than the chemical substances listed in the List of Existing
Chemical Substances of which public notice has been given pursuant to the provisions of
paragraph (4) of the preceding Article, by deeming said person to be a person prescribed
in paragraph (1) of Article 3. In this case, the term “in advance” shall be deemed to be

replaced with “within one month from the day of the enforcement of this Act.”

EAUES
Article 4

BREIEE S5 UIH O BIEIC LV @R EERE N AR LB b P E A B IR Eh Tn
HALEWE (Z OEEOREIT % B 7\ B]E ST AR T b 2 & LDl {b i E T —
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IZo&, YERAREZIT OGS (UZAREIT O L REOMANSGELNTZHGAE X ET,)
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Where tests prescribed in paragraph (7) of Article 4 have been conducted (including the
case where knowledge equivalent to that which would be obtained from said tests has
been obtained) on any of the chemical substances listed in the List of Existing Chemical
Substances of which public notice has been given by the Minister of International Trade
and Industry pursuant to the provisions of paragraph (4) of Article 2 of the
Supplementary Provisions (including chemical substances that have come to be newly
manufactured or imported after the enforcement of this Act, other than the chemical
substances listed in items (2) to (4) of paragraph (7) of Article 2 [for chemical substances
listed in item (iii) of the same Article, they shall be limited to substances that fall under
item (i) of paragraph (3) of the same Article]) for which the Minister of Health, Labour
and Welfare, the Minister of Economy, Trade and Industry and the Minister of the
Environment find it necessary to conduct said tests, the results of said tests (including
the knowledge obtained in the case where knowledge equivalent to that which would be
obtained from said tests has been obtained) shall be deemed to be the results of the tests
under paragraph (7) of Article 4 with regard to the application of the provisions of
paragraph (8) of Article 2.
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