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(H#Y)
(Purpose)

2k ZOERIZT, AOREAZEZR O BEATEEMOAE RS L ITAETIC K EE
MIEFTBENDH DI FWEIC KX DREOH Y2 IET 2720, Flob5mE o
I SOTH AT ER UERNCZE O FEE OMIRICBE L THEAET 2HIE LR T D & & bic,
ZOHETLMERFIC T, ALFWEORE A, EHEICOWTRERBH 2179
ZEEREMET D,

Article 1 The purpose of this Act is to establish a system for evaluating the
properties of new chemical substances before their manufacture or import and
to implement necessary regulations with respect to the manufacture, import,
use, etc. of chemical substances, depending on their properties, etc., in order to
prevent environmental pollution caused by chemical substances that pose a
risk of harming human health or interfering with the inhabitation and/or
growth of flora and fauna.

(E %)
(Definitions)

&k ZOERIZBNT MEFEWE) i, nEXIMEEMITEF IS EEZ S5
LRl onbEY IMEYE K ORIZIST 2Wakk<, ) 2\ o,

Article 2 (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):

— YR OBEWEEE (M - IAEERE = =) B KRB =HICRET D%
E w3

(1) specified poisonous substances prescribed in paragraph (3) of Article 2 of the
Poisonous and Deleterious Substances Control Act (Act No. 303 of 1950);

— REWAIRGEE (B AR e ) B HICHET AR
B ORISR 56 T BLE T 2 58 O Al B

(ii) stimulants prescribed in paragraph (1) of Article 2 of the Stimulants
Control Act (Act No. 252 of 1951) and stimulants' raw materials prescribed in
paragraph (5) of the relevant Article;

= BFRER ORISR 4 EERE U S) 5 R —SICHET D
(iii) narcotics prescribed in item (i) of Article 2 of the Narcotics and

Psychotropics Control Act (Act No. 14 of 1953)

2 ZOEHEIEWT R -MREFME] L3 ROBZONTNIEE T o1k
FYWETHATTEDDDEN I,

(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 Cabinet Order:



— ARVBZEYETLILDOTHD Z &,

(i) a chemical substance that falls under (a) and (b);

A4 BARMERIZEEZEHELLEZECIZKWEDTHY . 2o, EWOIKRNIZE

HENARTWVWHEDTHD Z L,

(a) a chemical substance that is not likely to undergo a chemical
transformation through natural processes and is bioaccumulative
2 ROWVWTANCHEETLHHDOTHD Z &,
(b) a chemical substance that falls under either of the following:
(1)  MRHICER SN L GEICIE, AOREZHZ2 I BENARH LD TH
HZ L,

1. A chemical substance that poses a risk of harming human health if

taken in continuously

(2) MERICERSNL L2562, sy (CEERESEY (204t
BXITABICKEZET H558121E. NOAIEFREORAE Liﬁﬁ%%‘fé%
ENDRH LB RS, UTRILC, ) IZZEAT28005 6, BRYERH%
WU TAICHEYET DT EEZEDEDOENICEB LT WVIRBLIZH S H O
W), UUTRILC, ) OARXITARIIEZKIEFTBENRHDL D TH
HZ &,

2. A chemical substance that, if taken in continuously, poses a risk of
interfering with the inhabitation and/or growth of predatory animals
at higher trophic level (meaning animals that fall under the category of
flora and fauna in the human living environment (meaning flora and
fauna for which interference with their inhabitation and/or growth
would pose a risk of interfering with the conservation of the living
environment; the same applies hereinafter) for which chemical
substances falling under (a) are most likely to bioaccumulate through
the food chain; the same applies hereinafter)

= HEEE D BARENIC X LR B E A TR TN D TH DG AT,
FARBIEINC X DA I X0 BT 26 E GeRaate, ) BEiTA K&
CRIZEZYETLHHDTHDLZ L,

(i1) 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) and (b) of the preceding item;

3 IZOEMHIIEWT TR fRE R ME] LIE. ROBZONTANIEE L, 2
D, FOHET LHMHRLECEORE, B, AT OARBLA & TR Y JA i 72 sk D B
BRIZB W TYLFEE DY RERE L TWD 0y, XTI ZORMICESL Z &0
METHHERIAEND Z LITLY ., NOREEICIR S #E XX AR EE Y O 4 B
HLLITEB IR OIWELETI2BENNH D EROOLNIILFEWE TEHATTED D
HLDE D,

(3) The term "class II specified chemical substance" as used in this Act means a



chemical substance that is specified by Cabinet Order and falls under either of
the following items and is thought to pose a risk of causing damage to human
health or damage to the inhabitation and/or growth of flora and fauna in the
living environment due to a considerable amount of the chemical substance
remaining in the environment over a substantially extensive area or because it
is likely that such a situation will arise in the near future in view of its
properties and manufacture, import, use, etc.:

— A XFrONTANCHEET LD THDZ &,

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

A MERICER SN OGAIIZIAORBELZHELR S BEAN DD b0 (FIHE 5
ICHENT2bDER<, ) THDHI L,

(a) a chemical substance (excluding one that falls under item (i) of the
preceding paragraph) that is likely to pose a risk of harming human health
if taken in continuously

2 HRAEFEE D BRPERIC X DA Z E LT NS D TH D HE I,
HARBERNC X 2 2B I L0 BT 2L E OcFaeate, ) A IZi%
Y4260 (BARERICL2EFHZELZAECITS WD DIZRD, ) THDHZ
&

(b) 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) (limited to a
chemical substance that is not likely to undergo a chemical transformation
through natural processes).

o AXFRONTANIHEETHIHEDOTHDL I L,
(i1) any chemical substance that falls under either (a) or (b):
A RMERICER S, TN E 6 SN LGE IR ETEREEEY O £ B XX
BICXELZ RIETBENAR DL 6O (FIHE - FICET 5D xkR<, ) T
bHHZ L,

(a) A chemical substance (excluding one that falls under item (i) of the
preceding paragraph) that is likely to pose a risk of interfering with the
inhabitation and/or growth of flora and fauna in the living environment, if
the flora and fauna continuously take in or are exposed to the relevant
chemical substance

2 AR TE S BREERIC L 2T EZ A LT VDO TH L HEIC
HARHEIC X 2B L0 AT Db E GcFEaeadle, ) ™A 0:
Y4260 (ARBERIC L DIEFHELEZECITS WL DIZIRD, ) THD
&

(b) 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) (limited to a
chemical substance that is not likely to undergo a chemical transformation
through natural processes).

4 ZOERBIZBWT TEBESETFME] L3, ROKEZFOWNT NI YT 2L FWE

CorBUE M E 2 BR<, ) TRATBRE, BEEERELORERENEET S

DEUND,

(4) The term "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-BAICEETHILOTHY, o, FAERIZEYST L0089 08560
TRWVWHEDTHDHZ L,

(1) a chemical substance that falls under (a) of item (i) of paragraph (2), and
where it is unclear whether or not (b) of the relevant item applies;

= S E D BARENC X o bR L & A L@ﬁb\%@“(d@éiﬂ/\ =
HARHIERIC X 26 EMIC L0 AR T Db E GeRaeale, ) DllwIlix
BIDHHLDOTHDH L,

(i1) 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 CZOEMRICEWT MBI mE] Lid. 2o HEICELTELA TN D
HRENS AT, B EFHWENEZHE ZONTNICHEZE LRI AR LNTH
5LRBOOENT. o, TOMAKVZORE AFEORI DT, HiZLFY
ENEREICB W THYRERE L TWD 2, XITZDORNIZED RIAANH D E789
LNOIEFMETHHO T, B EFWEIZ L DREOHYIC LD NOREFIIR D5

SOTAETEREEED O LB L ITATILRLIBELET B8RV ERD LI

RNbDTHDLIZH, TOMRICET D HHRAZIE L, &U%@ﬁ%#@hﬁ%mﬁ

THIEIWZLED, ZOBZNRHLHLDOTHDINE D MITHOWNT ORI % #ErIIZ

IWMEN DD LRO LN TFWE & L CEATERE, %(ﬁﬁ%kﬁ&@bﬂiﬁﬁﬁ

WHEETDHDEN D,

(5) The term " priority assessment chemical substances" as used in this Act
means chemical substances for which it is not clear whether they do not fall
under any of the items of paragraph (3) from the perspective of currently
available knowledge on the chemical substances, which are found to remain in
the environment in considerable amounts or are expected to remain in such a
situation in view of the knowledge and the state of manufacture, import, etc.,
and which are not found to be likely neither to harm human health nor to
damage the inhabitation and/or growth of flora and fauna in the human living
environment through environmental pollution by the chemical substance; they



are therefore designated by the Minister of Health, Labour and Welfare, the

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

as chemical substances that are found to require priority assessment of the

likelihood of the chemical substances having the above risks through the
collection of information on their properties and through the clarification of the
status of their use, etc.

6 ZOERICBWNT RHUETFWE ] LE. RICET 2 E DS O E 2

Do

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

— HFUEE L GBLAFENLHIZBW THARZ THENT 256 K0EERE —H
ICBWCTHEMAT 5528, ) OBREICEIVEATBRE., REFEEKREROR
BERESAR LI AL 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
(5) of Article 4 (including cases where it is applied mutatis mutandis
pursuant to paragraph (9) of Article 5 by replacing the terms, and the cases
in which it is applied mutatis mutandis pursuant to paragraph (2) of Article
7);

= EfRETmE

(i1) a class I specified chemical substance;

= B_MRElTmE

(iii) a class II specified chemical substance;

R E (B % B o= 5E2ICRD, ) OREICKVIEE
FRVHEINTEbOEET, )

(iv) a priority assessment chemical substance (including one for which the
designation has been rescinded pursuant to the provisions of Article 11
[limited to the part pertaining to (d) of item (Gi)]);

T AN ZSRENEOHIEIZ LD @ﬁﬁ%ﬁtﬁﬁi/\f LRSS —HIZRET D8
FALFEL BB SN T FWE iS58 5 b0 %2R<, )

(v) 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 made public by the Minister of International Trade and Industry
pursuant to the provisions of paragraph (4) of the relevant Article;

N MHRIZE SR D BUEIC & 0 AT B RE #REPEERE K OBRE KE AN AR LT [H
RICHET D RICEH SN TODLTEWE RIS 5I2B T2 b0 2R )

(vi) a chemical substance (excluding any of those set forth in the preceding
items) listed in the list prescribed in Article 4 of the Supplementary
Provisions of this Act that is made public by the Minister of Health, Labour



and Welfare, the Minister of Economy, Trade and Industry, and the Minister
of the Environment.

7T ZOWERIZEWT [ WE Lid. RICEIT oMb E (BERHE L2 E .
AL E., B b FWE Lk OF i ETFmE LIRS, ) W9,

(7) The term "general chemical substance" as used in this Act means a chemical
substance listed in the following (excluding priority assessment chemical
substances, monitoring chemical substances, class I specified chemical
substances, and class II specified chemical substances):

— RIHAE—F. BHHEHEXIEANEZICET 5L TME

(i) a chemical substance listed in items (i), (v) or (vi) of the preceding
paragraph;

=Bt BIESIRLEICRD, ) ORUEIC & 0BT L E DR E
RO EINTALTEYE

(i1) a chemical substance for which designation as a priority assessment
chemical substance is rescinded pursuant to the provisions of Article 11
(limited to the part pertaining to (d) of item (ii));

8 ZOERIZBWT MRE—RILFHE] Lk, —RIEFWED I L, ROFKEFDU
TONITEL T 2T IEZ N D,

(8) The term "specified general chemical substance" as used in this Act means a
chemical substance that falls within the category of a general chemical
substance and that falls under any of the following items:

— AXFErONTRNIEETLIEDOTHD I L,
(1) a chemical substance that falls under (a) and/or (b);
A AEBAICER SN DG AICIIANDORELZE LB ROIBEARHL D THD
&,
(a) A chemical substance that poses a risk of seriouslyharming human health
if taken in continuously

2 OHRAEEME DS B REIC L 2R EE LT VL O TH D LA,
AARRITEANC X DRI K 0 BT oL FWE Gokzade, ) 3112

LB9425b0 (BARIERCL 2R ZECIT< WD DIZIRD, ) THDHZ
&

(b) 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) (limited to a
chemical substance that is not likely to undergo a chemical transformation
through natural processes).

= AR OWNTANIHEET LD THD I &,
(ii) any chemical substance that falls under either (a) and/or (b).

A RERANICEIRES I, TINS5 S5 50 ITITAETEREEEY O 4 B 30X
ERICELWIEZRIETEBENRHLEDOTHLZ &,



(a) a chemical substance that is likely to pose a risk of seriously interfering
with the inhabitation and/or growth of flora and fauna in the living
environment, if the flora and fauna continuously take in or are exposed to
the relevant chemical substance

2 AR TEE S B AREERIC L MBI EEZ A LTV DO TH 558121,
HARBIERNC X 2B L0 AT 26 FWE GeFEaeate, ) BA I
Y45 b0 (ARMERICEDIHNENEZECITK VB DILRD, ) THDHZ
&

(b) 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) (limited to a
chemical substance that is not likely to undergo a chemical transformation
through natural processes).

9 JBEAEGERE., RFEEERE LK OEEREZ, FUHEXIIBLHEOHEICLY —0
LFWE Z AU A OB b E & L THRE L & &k, BilR<. £
DA DR LI IR R B g,

(9) When the Minister of Health, Labour and Welfare, the Minister of Economy,
Trade and Industry, and the Minister of the Environment has designated a
chemical substance as a monitoring chemical substance or priority assessment
chemical substance pursuant to the provisions of paragraphs (4) or (5), they
should give public notice of its name without delay.

BE FHACEDEICETIEERUHE
Chapter II Evaluation and Regulation Concerning New Chemical
Substances

(L% O Ji H)
(Notification of Manufacture)
Bk BT WEARIEL, IWMAL XS ET5HIL, HonLd, BEETEHE
B RFEEED., BEADTEDD EZAICEY ., ZOHBULTFME OLFRE O
DIEATHHE T, BRFEFEAT. BEADT CTED L FHLEAIHRE, BFEFEKR
B OBREREIZ BRI HERTIE R BRn, 72720, ROZFZOWNTINITHLET D
EEIFX, ZORY TR,

Article 3 (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 the relevant new chemical substance and other
matters specified by Order of the Ministry of Health, Labour and Welfare,
Order of the Ministry of Economy, Trade and Industry, and Order of the
Ministry of the Environment, pursuant to the provisions of Order of the



Ministry of Health, Labour and Welfare, Order of the Ministry of Economy,
Trade and Industry, and Order of the Ministry of the Environment; provided,
however, that this does not apply to a case that falls under any of the following
items:

— FLEEFE-HOMEZE L, FRE HIZBWTERT 2REE —HULH “HO
HEIZEL Y ZORIBITR D FBLFENFRRE —HE —5rbHE RS ETONT
NINZENETHHDOTH D EOWMHMEZITIZE NS ZOBIAR L HHUCFWE %
BMALLY 95D &%,

(i) if a person intends to import from a person who has submitted a notification
under paragraph (1) of Article 7 and has received notice to the effect that the
new chemical substance to which the relevant notification pertains falls
under any of items (ii) through (v) of paragraph (1) of the following Article in
accordance with the provisions of paragraphs (1) or (2) of the relevant Article
as applied mutatis mutandis pursuant to paragraph (2) of Article 7, the new
chemical substance to which the relevant notification pertains;

= BB OTOFB T E A RE L, WAL XD LD &,

(i) if a person intends to manufacture or import a new substance for testing
and research purposes;

= I ((bFHHECL2WEORBEE L ITER, MEOEKOIZRUIWE D
WHEREDORIE DT DI S b E 2o, UTFRILC, ) & L THHIL
THEAREL, I@WMALES ETH L x,

(ii1) if 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 applies hereinafter);

W ZOHHFFEWEICE L TPEINTW SRR OO FIEZENL A TE ORI
MBI L DBRBEOHRPDECDBEND NSO L LTHESTEDLLGAEIZHY T
L EDEATBRE, BEFEERNE K OBREEKRE O 2RI E . RFEE
BE, BEESTCEDDEZAICLVZIT, o, ZOMREZTIE ZAITHED
TZOHBULTFME 2 E L, XTmAT 5 & =,

(iv) if 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 Order of the Ministry of
Health, Labour and Welfare, Order of the Ministry of Economy, Trade and
Industry, and Order of the Ministry of the Environment, to the effect that
the manufacture or import falls under a case specified by 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
the relevant new chemical substance and other matters, and the relevant
new chemical substance will be manufactured or imported in accordance with



the particulars for which the relevant confirmation has been received;

o —OFEIZBIT D OFE L FYE O T ER R T A T ERE (ZORH
b EEZRE L, ROBALL S L35FICHHOTIE. Thbaas LIEE,
FHRF —H L OFEUIEE —FIZBWTH L, ) BEATEDLEEU FOLAT
HHOT, BRICHEONTWDEAENSHE LT, ZOFHBULTFHEIZ L 2BREDT
Qe U C N OREERITAR 2 #E UG BB I O B B3 L IIER IR D HE
EETLIBENRHDL D TRVEDREATBRE, REFEERE KR OERERED
el 2RI s . B EREE T, REATTED DL L ZAIZLVZIT, o,
Z DWERITSR D ELL T OF OFHULFWE 2 M FE BV TRIE L, U A
T5HEE,

(v) if the planned quantity to be manufactured or planned quantity to be
imported (in the case of a person who intends to manufacture and import the
relevant new chemical substance, the sum of these quantities; the same
applies in Article 5, paragraph (1) and paragraph (4), item (i) of the relevant
new chemical substance in one fiscal year is not more than the quantity
specified by 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 Order of the Ministry of Health, Labour and Welfare, Order of the
Ministry of Economy, Trade and Industry, and Order of the Ministry of the
Environment, to the effect that, as determined by already available
knowledge, etc., the relevant new chemical substance is not one that poses a
risk in harming human health or causing damage to the inhabitation and/or
growth of flora and fauna in the living environment by causing
environmental pollution, and that person is to manufacture or import the
relevant new chemical substance in a quantity of no more than that to which
the relevant confirmation pertains during the relevant fiscal year;

R ZOFHBULFEEDR, B TIEEWMTHOT, TNICLDBREDIHEREPETTA
DREFEIZAR D E NTAETREREEFY O LB L BZAEBT IR IMEEZAET 2%
N7 b o & UTEATEIREL, R KR M OVBREE RS E D D FEHEICR% Y
THEDREABRE, RIFEEREROCEFEREOHR L IEAITTEE T, BRFE
FEN. BEATTEDD L ZAICLVZIT T, ZOHBTFMELZRIEL, X
AT D& X,

(vi) if the new chemical substance is a polymer and if a person has received
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 Order of the Ministry of Health, Labour and
Welfare, Order of the Ministry of Economy, Trade and Industry, and Order of
the Ministry of the Environment, to the effect that the new chemical
substance does not pose a risk of harming human health or damage to the
inhabitation and/or growth of flora and fauna in the living environment by

10



causing environmental pollution; and the relevant new chemical substance is
manufactured or imported.

2 BAEGHARE., RFEEREXROREREIZ, —OHFFHEITR D AEE I
DHEIZ X DB I rR 2 s P ER &L A T EHE CGBRHEENHEOBEICLD
MERBICFR 2 s T EBRE L A T EMEL FTr, ) ICESETREISEEL LKIETH
D& LTEEFBES., RFEEED, BREAD CEDD HIEICIVEHSN D 4
FHULTE OB EL G LI ENBT CEDLIHELH A D 2 L &R DGEITI,
[l DR Z L TiE7e 7wy,

(2) If the total quantity of a single new chemical substance calculated by a
method specified by Order of the Ministry of Health, Labour and Welfare,
Order of the Ministry of Economy, Trade and Industry, and Order of the
Ministry of the Environment, as having an impact on the environment, based
on the planned quantity to be manufactured and planned quantity to be
imported to which the confirmation under the provisions of item (v) of the
preceding paragraph pertains (including the planned quantity to be
manufactured and planned quantity to be imported to which the confirmation
under the provisions of paragraph (4) of Article 5 pertains) relating to the
single new chemical substance exceeds the quantity specified by Cabinet Order,
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 the relevant item.

3 JEAGHERE. BEFEEREROREKREILZ, ROFZFONTNNIIHEYT D& &
X, BB NS OMREZI H I I 57220,

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

— BN SOEREZTEENAEOFERIZLY ZOHEREZIT- L X,

(1) if the person who has received the confirmation under item (iv) of paragraph
(1) receives the relevant confirmation by wrongful means;

=R HEFENSOMREZ T IEEN, TOMEEREZTIZE ZAILHEDTE ORI
ROFHALFWELZRE L, UIMAL T W ERD DL L X,

(ii) if 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 the relevant confirmation pertains in
accordance with the particulars for which the relevant confirmation has been
received;

= RIS E OIE ), BN S ORISR D B LB I L DR
BRNPECDLBLENDH D EBDDH & X,

(iii) beyond the cases set forth in the preceding items, if it is found that the
new chemical substance to which the confirmation under item (iv) of

11



paragraph (1) pertains poses a risk of causing environmental pollution.

4 BAEGERE, BREEERELCREREX, KOFZOWNTINCHEYT L EE
X, BHEELESOEBAID IS 2T 57220,

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

— FHHEFELTOMRBEZITEENAREDO FEICEIVZOMREZ T L X,
(1) if the person who has received the confirmation under item (v) of paragraph

(1) had received the relevant confirmation by wrongful means;
BB LS OMREZITI2EN, ZOMBIIRLIEEZ B2 TEOMRIZIERD

FHALTHEZRE L, ITMAL TV ERD DL L &,

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

(1) is found to be manufacturing or importing the new chemical substance to
which the relevant confirmation pertains in excess of the quantity to which
the relevant confirmation pertains;

= WIS 5% A DE, BB IS OMERIR D FHLEYEIC X 2 BRED
IGYDVE U TN DR AR 2 i T ATE R B O BE L < IFAEFITR L8
EEETHIBENDN DD ERBDD L X,

(iii) beyond the cases set forth in the preceding items, if it is found that the
new chemical substance to which the confirmation under item (v) of
paragraph (1) poses a risk of harming human health or damage to the
inhabitation and/or growth of flora and fauna in the living environment by
causing environmental pollution.

5 BAEGHAE, RFEERERCEREEREZ, ROZFZOWNTNIHETHEE
X, B-EHEARSOMRELIVEI 2T IER 67220,

(5) In any of the cases listed in the following items, the Minister of Health,
Labour and Welfare, the Minister of Economy, Trade and Industry, and the
Minister of the Environment should rescind confirmation under item (vi) of
paragraph (1):

— FHoHEARTOMREZ T EENANEDOFEICLY EOMEERES T & X,

(1) if the person who has received confirmation under item (vi) of paragraph (1)
receives the confirmation by wrongful means;

BN OMEGITIR D HBULFWEIC LD REOH YA LT ADORFIZR
HHEE TG REIEDOERE L ITAB IR LIEEZET L BEARH D &
DD & &,

(i1) if it is found that the new chemical substance pertaining to the
confirmation set forth in item (vi) of paragraph (1) poses a risk of harming
human health or damage to the inhabitation and/or growth of flora and fauna

in the living environment by causing environmental pollution.
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(FA)
(Evaluation)

FIUS BEAGTERE. RFEERELOEREEREIL, fiIZE—HOBE O & &
X, TOBEHEZELIZAND = AUNIZ, ZOBMICHR D FHHIFHEIC OV TEE
I/ LN TWDZOMAR, MIREICEET 28 RIZESN T, ZOFHBLFWE R IRD
BFOWNWTIICEYT O EHEL, ZOMEEEOBMNE L-F s LTk
IRBTIRN,

Article 4 (1) If 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
should 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 the relevant
notification pertains, and should notify the result thereof to the person who
has given the notification:

— BB CHEARONTANIELYTH L0
(1) a chemical substance that falls under any of the items of paragraph (2) of
Article 2;
T AZEETHELOTH DT, o, BICEELARNE D
(i1) a chemical substance that falls under (a) and does not fall under (b):
A ROVTANTHEYLETLEDOTHD Z &,
(a) a chemical substance that falls under any of the following:
(1) HRKEZHE - SAICZETI2RVOHLBD (RATAIZET I
DEEH, BRAEMIZ L 2EERNEE 2L CIC<WHDIZRD, ) THD
Z k&,

1. A chemical substance that is suspected to fall under (a) of item (i) of
paragraph (3) of Article 2 (including those that fall under (a) of the
relevant item and limited to chemical substances that are not likely to
undergo a chemical transformation through natural processes);

(2)  HZAFWENABROERICE 2LFHELEE LT VLD TH LY
A2, BARBERIC L Db I K0 Ak 2y mE o ae s
o, ) N (1) IZEETHHDTHDLHI L,

2. 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 1.

2 ROWTNNICHEETLHEDOTHDLZ &,
(b) a chemical substance that falls under any of the following:
(1) @EHOERIIERICEZ KIEFTBEARH LD (ARMERIC
L FHIEMEZATITK WHDICIRY , FoLE HE - FICZYTDHH
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DR, ) ThHdHI L,

1. A chemical substance that is likely to pose a risk of interfering with the
inhabitation and/or growth of flora and fauna (limited to chemical
substances that are not likely to undergo a chemical transformation
through natural processes and excluding those that fall under item (i)
of paragraph (2) of Article 2);

(2)  YZFWE»EBROERIC L 2T EZE LT VLD TH LY
AT, BARERIC L 22 ki K0 AT by E OcFEaea
o, ) A (1) KEETHLDOTHD Z &,

2. 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 1.

= HiEAICEEET. o, FErilEYTob0

(ii1) a chemical substance that does not fall under (a) of the preceding item and
that falls under (b) in the relevant item;

W - EA RO TRICLEETDIHD

(iv) a chemical substance that falls under both (a) and (b) of item (ii);

T OB XEERAELIERON T HEE LR D

(v) a chemical substance that does not fall under item (i) or (a) or (b) of item
(ii);

N HE—EPLEMNSETITELAT 2N E I PHALNLTRNE D

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

2 JRAEGHERE., RFEERNEROERE KRR, ATSE —HOE IR LY
BRRTEE N ZICRE T 5 SHE L & &k, NS, ZOFBULFEMHEIZ SN T
Fehti S 5 RBRORBRBAT (DN T, T OB FHE R RIES — 5 b5 F
TOWTIUIKEE T O2NEHEL, ZOMREZOmE % Lc& Zdm L ik
572U,

(2) If 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 should promptly make a determination as to which one of items (i)
through (v) of the relevant paragraph the new chemical substance falls under,
based on the results of tests conducted on the new chemical substance, and
should notify the result thereof to the person who has given the notification.

3 BAEGHAE., RFEEREXROEREEREZ., ATEHOHEZIT O CDICLENH D
ERODH XX, AMIERE-HoOBHE L2FICx L, Y% bicR 2 H = mE o
PERIZBE T 2 5 EHICHE 3 2 iR O BR Ak 2 Fe il L 72 B B2 O o R A T78AE
RFPEEAT. REERTTCEDLERORMNEZRODDLZLENTE D,
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(3) If 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
the relevant notification pertains and any other documents specified by Order
of the Ministry of Health, Labour and Welfare, Order of the Ministry of
Economy, Trade and Industry, and Order of the Ministry of the Environment.

4 JBEAEGERE., REEERE R OEREREZ., F—H IE T HOBEIZ LY HE
L7eHmBITRBWT, SRS —HO | IR 2 b E DS 5B— 5 b
FETONTNUNCELET LD THOT, F_FENHEEOWTNNITHLT D
b (LU TREFFILSWE] Lo, ) LHELLE X, TORMREZDOm
FLicHICEmM L2 TR b2, 2L, FoFERHEOHEICLEELZ Sh
b DIZHONTIEL, ZDORY TRV,

(4) If the Minister of Health, Labour and Welfare, the Minister of Economy,
Trade and Industry, and the Minister of the Environment have made a
determination pursuant to the provisions of paragraphs (1) or (2), if they
determine that the new chemical substance to which the notification under
paragraph (1) of the preceding Article pertains falls under any of items (ii) to
(iv) of paragraph (1) and also falls under any of the items of paragraph (8) of
Article 2 (hereinafter referred to as a "specified new chemical substance"), they
should notify the result thereof to the person who has given the notification;
provided, however, that this does not apply to a specified new chemical
substance that has been designated pursuant to the provisions of paragraph (5)
of Article 2.

5 JEAGHEIRE. BEEERE K OREREIL, H—HXIH HOBEIZ XD ATSE
F—HOJE IR D FHAC T E DN E —HE oL s ETOWNTANIEYE T
25D THLEOWEMAZ LIz i, BEATEHE S, RIFEEET. BREEDTTED
HETAICEY ., FOFBULTFWEOLTRE AR LRITIE R b2, 2L,
SELHEOREICLDEEEZ SN HLDICONTIE, ZORY ThL,

(5) If 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 notification under
paragraph (1) of the preceding Article pertains falls under any of items (ii)
through (v) of paragraph (1), pursuant to the provisions of paragraphs (1) or (2),
they should give a public notice of the name of the relevant new chemical
substance, in accordance with Order of the Ministry of Health, Labour and
Welfare, Order of the Ministry of Economy, Trade and Industry, and Order of
the Ministry of the Environment; provided, however, that this does not apply to
a new chemical substance that has been designated pursuant to the provisions
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of paragraph (5) of Article 2.

6 JEAGERE., BFEEREROREREIL, HUWHEOHEIZ L @EME L& &
. ATEOBEIC X 2 AROER, PR THEIMADHE DR R Z 2os L hidia bz
[

(6) When the Minister of Health, Labour and Welfare, the Minister of Economy,
Trade and Industry, and the Minister of the Environment have given notice
pursuant to the provisions of paragraph (4), they should give public notice of
the result of the determination under paragraph (4) upon giving public notice
pursuant to the provisions of the preceding paragraph.

7 I, B HKROEMEOYEZIT O OB B0 HE B £ OO 72
T, BAGEBE S, RFHEEE T, REESTTED D,

(7) The items to be tested and any other technical matters necessary for making
a determination under paragraphs (1), (2), and (4) of this Article are to be
specified by Order of the Ministry of Health, Labour and Welfare, Order of the
Ministry of Economy, Trade and Industry, and Order of the Ministry of the
Environment.

8 HIHDMTZEDDITH 2T, {LFWEOZ MDA 2 BROHEE O
RIEZ DWW T D EBRRYEN A € DAL E D MO FHE IS DU T O AR B BT
BT 28NS HBLE T D & O B RIT IR B 7220,

(8) In determining the order under the preceding paragraph, efforts are to be
made to consider fully the international trends regarding the establishment of
items to be 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.

(WETEHREP —EOHEELU FThHIHLEICH T 2HEDRHIFE)
(Exception on an Evaluation when the Planned Quantity to be Manufactured is
Below a Certain Quantity)

BHE FHoFEHOBRHELLD LT T, —OFEIZBIT 2L OMHITRDH
BULFE O8I T ERE SUIWA T ERENHEUEE — S5 OB T CED LHELLT
ThHhHbDIE, ZORHIEL, BAETBHES, BRFEEES. REATTCEDD L
TAIZEY BAEITBRE. BFEEREROREREICK L, £ OFBULFYE D
HIGRFE —HE AN T ICZY T LA IIEENDROEZONT NI YE T 50 E 95 )
DHEZEATI) XOBR LD Z &N TE D,

Article 5 (1) A person who intends to give a notification under paragraph (1) of
Article 3 and for whom the planned quantity to be manufactured or planned
quantity to be imported of the new chemical substance to which the notification
pertains during one fiscal year will be not more than the quantity specified by
Cabinet Order set forth in item (i) of paragraph (4), when giving the
notification, may make a request to the Minister of Health, Labour and
Welfare, the Minister of Economy, Trade and Industry, and the Minister of the
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Environment, pursuant to the provisions of Order of the Ministry of Health,
Labour and Welfare, Order of the Ministry of Economy, Trade and Industry,
and Order of the Ministry of the Environment, to make a determination as to
whether or not the relevant 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:

— ARORIIEETMEFMETH D Z L,

(1) a chemical substance that falls under (a) and (b);

A4 BEROERIC LN EZECICKNEDTHY . o, EMOENICE
I TWHEDOTRNT &,

(a) a chemical substance that is not likely to undergo a chemical
transformation through natural processes and is not bioaccumulative;

HOHIRE—HE SO EN S E TICZY T 0 E I NHLNTRNEDTH D
Z &,

(b) a chemical substance where it is unclear as to whether or not it falls
under items (ii) through (iv) of paragraph (1) of the preceding Article;

O OHHRUE T E S BRERIC K Db FREE A TR TN LD TH LA
I, BARIOERIC L 2P EIC L0 BT 2P WE Oz ate, ) DBHls
IZEUTHHEDOTHDLZ &,

(i1) in the case of a new 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.

2 JREAETERE, RFEXERELOREREZ, fIEORHNHS7HEITRB N T,
AR —HOHIEIZE L T OB IR DAL FWE N FHEE AN SIS T 5 LR
W5 EXIEL, FEOBEC»»LOLT, FoRkE-HOBMHEZHLIZAND AL
I, AIRB—HB AN ZICHEATL2580HELZITO Z LITRA T, ZOH IR L HT
BALFWEIZHOWTBEIZE O TV D Z DRk, MIREIZRET 2RI KN T, £
DOFHUCTEPIROFZDONTITHEE T 202 HE L., £ O REZATHOH 4
L7eF @M LR T IR 50, ZOHEIcsWTIE, RSEE HOBEIL, #H
L7auy,

(2) If 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 the relevant request pertains falls under item (vi) of the
relevant paragraph at the time of making a determination under item (i) of the
preceding Article, they should, notwithstanding the provisions of the relevant
paragraph, make a determination as to which of the following items the
relevant 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
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the new chemical substance to which the relevant request pertains, within

three months from the date of receipt of a notification under item (i) of Article

3, and should 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

the relevant Article do not apply:

— FHEZZOVTANCEETLHD

(i) a substance that falls under any of the items of the preceding paragraph;

ATEA ZICZE LRV E D

(i1) a substance that does not fall under any of the items of the preceding
paragraph;

= HEAZONTINIEET N E I PHALNATRNED

(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 BAEGIERE, RFEERE KR OREKREIZ ”’"—IEOD H R 2 8L 2 E A
AFEEE — IS S T2 L HIE LT & &, %"3375 . T O EIZ OV T ENM
SN D RBRORBREAT I SN T, ZOFBULEME D RIET — 5 3LH ~50nT
IS THPEHEL, ZOMBEZOHRMEE L2FIZ@EH LTI R 620,

(3) If 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 should promptly
make a determination as to which one of items (i) or (i) of the relevant
paragraph the relevant new chemical substance falls under, based on the
results of tests conducted on the relevant new chemical substance, and should
notify the result thereof to the person who has made the request.

4 FTIHNIIATEOBEIZ LY ZOH IR D HHAC T E NS -5l T
5D THDLEDOEMEZ T L, BHEE, Ho UL, BAETBE S, BFEE
EO, BREENTCTEDDEZAICEY, BEAFEHRE, BRFEERERTEREKREIZ
HLHITL 2 O EII AR 28U E O RS ST A DR DK 5 IZ3% 48T 5 5 O
REZTHZENTE D,

(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 the relevant notice pertains
falls under the following items, pursuant to the provisions of Order of the
Ministry of Health, Labour and Welfare, Order of the Ministry of Economy,
Trade and Industry, and Order of the Ministry of the Environment:

— HHIRDEEICE T 22 OFBUL T E ORYE T EHE ST A T ER =K
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TCEDLIHELU T THD Z L,

(1) the planned quantity to be manufactured or planned quantity to be imported
of the relevant new chemical substance during the fiscal year to which the
request pertains is not more than the quantity specified by Cabinet Order;

= BRI LN TV D HREN G LT, ZOFBULFEMEIZ X D RE DY
U CADMEEEICER 2 8E T AETEREEED O A BE L ITEF IR LI HEL AT
LRBENDHDLLOTRN L,

(ii) determined by already available knowledge, etc., the new chemical
substance i1s not one that poses a risk of harming human health or damage to
the inhabitation and/or growth of flora and fauna in the living environment
by causing environmental pollution.

5 FBAGHKE., RFEEREROCREEREIZ., —OFFITFWEITR D ATEOHE
IR DHERITR L E T EHELOMATESRE (FRKF - HELZOREICLD
MEFBICFR 2 s T ER &L A T EMEL FTr, ) ICESETREISHEL RIETH
D& LTRAETEE S, RFEEE T, BEATTEDDL HIEICLVEIH SIS Y%
FBULFME OB ELZ AT LTEHEDPB T CEDOIBELXHR D 2 & &R D551,
AIEOMEREZ LTI 57220,

(5) If the total quantity of a single new chemical substance calculated by a
method specified by Order of the Ministry of Health, Labour and Welfare,
Order of the Ministry of Economy, Trade and Industry, and Order of the
Ministry of the Environment, as having an impact on the environment, based
on the planned quantity to be manufactured and planned quantity to be
imported to which the confirmation under the provisions of the preceding
paragraph pertains (including the planned quantity to be manufactured and
planned quantity to be imported 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 Cabinet Order, the
Minister of Health, Labour and Welfare, the Minister of Economy, Trade and
Industry, and the Minister of the Environment should not issue the
confirmation under the preceding paragraph.

6 JEAEGERE., BFEERELCEEREIL, ROZZONTANIHEET L L&
X, FBUNHOMREBM VB I 2 TIER 620,

(6) In any of the cases listed in the following items, the Minister of Health,
Labour and Welfare, the Minister of Economy, Trade and Industry, and the
Minister of the Environment should rescind the confirmation set forth in
paragraph (4):

— HNEOEREZ T ZENRIEO FEICL Y Z0EREZ ITI- & X,

(1) if the person who has received the confirmation under paragraph (4) has
received the relevant confirmation by wrongful means;

= ENUEOMERE T ICE DN, ORI D EZE 2 TZE ORI 2 HHL
FWEZREL, IWMALTWD EED DL L&,
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(i) if the person who has received the confirmation under paragraph (4) is
found to be manufacturing or importing the new chemical substance to which
the relevant confirmation pertains in excess of the quantity to which the
relevant confirmation pertains;

= HIFICHT 5 5E D1E0, HINEOMHERRIISR 2 HMEFE I K 5 BREL DTG Y3
A U T AN DORERITAR 2 E SUTAETRREEE D O LB L IIEB IR LI FELE
TOHBEZNDHL DD L X,

(iii) beyond the cases set forth in the preceding items, if it is found that the
new chemical substance to which the confirmation under paragraph (4)
pertains poses a risk of harming human health or damage to the inhabitation
and/or growth of flora and fauna in the living environment by causing
environmental pollution.

7 CHEOIE ZHOBUEIL K OB ISR DB HUL W E D E R TR
THLDOTHLIEOEMEZ T IZFIX, REXHLERODL L XX, EETEHES.
RBFEELAD, READTEDDLIEIAICLY, BEAFBRKE, BREBEEERELOER
BEREIWZ L., ZO@HMRLFHACFWEIZE L CTREOHELZITO LOH LD
ZENTE D,

(7) A person who has received notice to the effect that the new chemical
substance to which their request pertains to falls under item (i) of paragraph
(2), pursuant to the provisions of paragraph (2) or paragraph (3), when the
person finds it necessary, may 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 the relevant
notice pertains, pursuant to the provisions of Order of the Ministry of Health,
Labour and Welfare, Order of the Ministry of Economy, Trade and Industry,
and Order of the Ministry of the Environment.

8 JEATEARE. MFEERE,ROEEREIL, F 1A LJIIBE =_HOHEIZLY
FE—HOHBIAR D FHALTFHERE _HE Il ET 560 THDL FOEMAELT
D& & FEUHEOH IR LB FE ORER U I3 A N FIHEA SIS T
LEDOWEREATORN DI E, FEOMBEZMVIE L &, UIFTHO R TN &
Dzl FiF, RN, FOFHBULFWEIZ OV T S U5 R OB I KD
WT, ZTOFHULFMERFENRE —HE o bHE LT ETOWVTRIIEE T 50
ZHEL, TOMREEZOFRILFEWEIZOWTE ~HOHH % L-#2@m L2
N ECA SR AN

(8) If 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 (ii) of paragraph (2), pursuant to the provisions of
paragraph (2) or paragraph (3), if they have not issued a confirmation to the
effect that the manufacture or import of the new chemical substance to which a
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request under paragraph (4) pertains falls under the items of the relevant
paragraph, where they have rescinded the confirmation under the relevant
paragraph, or where they have received a request under the preceding
paragraph, they should promptly make a determination as to which one of
items (i) through (v) of paragraph (1) of Article 4 the relevant new chemical
substance falls under, based on the results of tests conducted on the relevant
new chemical substance, and should notify the result thereof to the person who
has made the request under paragraph (1) with regard to the new chemical

substance.

9 FIGFELEEOFHENEHOBEIXSE HOHEIZ, REHE -H, FLEEUH/NED
FUEILHE = HOHEIS, RIRFE =HNLH }\Qﬁii7F0>£%iﬁbiﬁﬁﬂ§0>$Uﬁ§ WCHERT %,
ZOHBEIZBWT, FRBMELAOCHELES HE—HUIH H L0, TE

FENEH] EHAERD LD LT D,

(9) The provisions of paragraph (7) and paragraph (8) of the preceding Article
apply mutatis mutandis to a determination under paragraph (2), the provisions
of paragraph (3), paragraph (7) and paragraph (8) of the relevant Article apply
mutatis mutandis to a determination under paragraph (3), and the provisions
of paragraphs (3) through (8) of the relevant Article apply mutatis mutandis to
a determination under the preceding paragraph. In these cases, the phrase
"paragraph (1) or paragraph (2)" in paragraphs (4) and (5) of the relevant
Article is deemed to be replaced with "paragraph (8) of Article 5."

(#3855 D il BR)
(Restrictions on Manufacture)
BNk BB -HotE LIEIR %E%%—Eﬁb<i%:%2% HIESC VAN
DOFREIZ Z D ZDmHEITAR D BULFHEIC OV TENEE LE (RIRFHILHEIZB N
TR ATENT 26280, ) | ﬁm?é@ﬂ%xft&f&fﬂ . EOH
BUbE 2805 L, 3mA L TR b0, 272 L, &@%ﬁ@mfnﬁ:%é
THEEIE, ZORY TR,

Article 6 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 paragraphs (1) or (2) of
Article 4 or paragraph (8) of the preceding Article until after the receipt of
notice prescribed in the provisions of paragraph (5) of Article 4 (when it is
applied mutatis mutandis pursuant to paragraph (9) of the preceding Article by
replacing the terms) relating to the relevant new chemical substance; provided,
however, that this does not apply to either of the following cases:

—  ZOJEHICRDHHUL Y E O RE TR A DR E SR E - HE S OWNT IR
LBIDLE,

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

= ZOJmHITHR D BB E O BLE XA O W T RIS UH O HEIC X D
WEZTTSGE (REFERNHOBEIZL D ZEOMRPBRVIEINTIGE LR, )
IZBWT, TOMHERBIBRDIEEUTOZOHBLFWE Z8E L, ImAT 5 L
ER

(i1) in the case where the person has received confirmation under the
provisions of paragraph (4) of the preceding Article regarding the
manufacture or import of the new chemical substance to which the relevant
notification pertains (excluding cases where confirmation is rescinded
pursuant to the provisions of paragraph (6) of the relevant Article), where
the quantity of manufacture or import of the relevant new chemical
substance shall be not more than the quantity to which relevant confirmation
pertains.

GMEIC BT D B-EF F IR DL FWE OFEF)
(Evaluation of a New Chemical Substance Pertaining to a Manufacturer in a
Foreign Country)

FEEk AEICBWTARICEHE SN FHFWE L /E L K5 &3 28 UTHHL
FWEEARCEH L LD ET2FF, Hor U, BEETBES. RIFEEELED.
RIEATCTEDD & ZAICLY ., ZOHBULFWE DOXHRZ DM ORI BE T, %
FHHEERD., BREADT CTED LI FHEEAIEATBRE, BREEERE L OREREIZH
THDZ ENTE D,

Article 7 (1) A person who intends to manufacture in a foreign country a new
chemical substance to be exported to Japan or a person who intends to export a
new chemical substance to Japan,, in advance, may 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 the relevant new chemical
substance and any other matters specified by Order of the Ministry of Health,
Labour and Welfare, Order of the Ministry of Economy, Trade and Industry,
and Order of the Ministry of the Environment, pursuant to the provisions of
Order of the Ministry of Health, Labour and Welfare, Order of the Ministry of
Economy, Trade and Industry, and Order of the Ministry of the Environment.

2 HWUEOHEIL, ATHOBRHICOWTHERT L, ZOLEICBWT, FEE -HY

(=LA EHo01%, THMALRN] LHAEZADLBDET D,

(2) The provisions of Article 4 apply mutatis mutandis to the notification under
the preceding paragraph. In this case, the term "within three months" in
paragraph (1) of the relevant Article is deemed to be replaced with "within four
months."

H=F —RICFWHEFCETOIHEE

Chapter IIT Measures for General Chemical Substances
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(RS =% O )

(Notification of Quantity of Manufacture)

FNG —RIEFMEEAZRIEL, TMALEEIL, BREFEEETTEDDL L ZAIZK
V. —BACFWE Z LT, R AT O BOE SR ST AR DM PE S
BCEDDFHARFEERE BT H2TWE R bR, 2L, KOKEZONT
IITREET D & EE, ZORY TR,

Article 8 (1) A person who manufactures or imports general chemical substances
shall in every fiscal year, pursuant to Order of the Ministry of Economy, Trade
and Industry, notify the Minister of Economy, Trade and Industry of the
quantity of manufacture, quantity of import or other matters specified by
Order of the Ministry of Economy, Trade and Industry for each general
chemical substance in the preceding fiscal year; provided, however, that this
does not apply if the person falls under any of the following items:

— RBREOLDO—RIEFHEZRE L, TEWA L & &,

(i) if a person manufactures or imports a general chemical substance for testing
and research purposes;

= —O—EFMEICOE, TOEITRD U AL E O BIEHE T A
B (S -RbeymEzEL, KOBMALTZEICH ST, Zhbxait Lo
) DEATEDLEEIWIZ N E &,

(i1) with regard to a general chemical substance, if the quantity of manufacture
or quantity of import of the general chemical substance by the person (in the
case of a person who manufactures and imports the relevant general
chemical substance, the sum of these quantities) is less than the quantity
specified by Cabinet Order;

= FBORE _HEABXIFIE HASSOWTAIS LY LW LR b Db E
ZOMORFEFE LK ET 25 21T 9 Z L BABELFED LRV ED L LTE
AGTBRE., BFEEREROREREDNEET 2FWEEZRE L, UIWmA L
[N

(iii) if a person manufactures or imports a chemical substance that is found not
to fall under any of the items of paragraph (2) or the items of paragraph (3)
of Article 2 and other chemical substances that are specified by the Minister
of Health, Labour and Welfare, the Minister of Economy, Trade and Industry,
and the Minister of the Environment as chemical substances for which it is
not found necessary to conduct an assessment as prescribed in paragraph (5)
of the relevant Article.

2 HiE GBE=5%kk<, ) OBEX, BURELE CBERFILHEIZIBOTHAR X
THERT 256250, ) ICHET 2RI HHTYE 258G L, ImA L
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(2) The provisions of the preceding paragraph (excluding item (iii)) apply mutatis
mutandis to a person who manufactures or imports a new chemical substance
pertaining to the notice prescribed in paragraph (5) of Article 4 (including
when it is applied mutatis mutandis pursuant to paragraph (9) of Article 5 by
replacing the terms) (this person is to be limited to a person who has received
the relevant notification) and to a person who imports a new chemical
substance pertaining to notification as prescribed in paragraph (5) of Article 4
as applied mutatis mutandis pursuant to paragraph (2) of the preceding Article

from a person who has received the relevant notification.

(1 HOFEAL)
(Provision of Information)

FINGEOZ FE—RIFOEOMEOFEELELH, XL L TRE—KILTFWE &L
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Article 8-2 (1) If a person who engages in the business of manufacturing a
specified general chemical substance, a person who uses a specified general
chemical substance as their business and any other person who handles a
specified general chemical substance as their business (collectively referred to
as a "business operator handling a specified general chemical substance" in
Articles 39 and 42) transfers or provides a specified general chemical substance
to another business operator, the person must endeavor to provide information
to the other party to whom the person makes the transfer or provision with
regard to the name of the specified general chemical substance and the fact
that the substance to be transferred or provided is a specified general chemical
substance.

2 FEFRIFMEORGEDEELETE, XL L TREFHRILTMEZENT 5%
ZOMOZEE L TREFBILFE 2RO H > E BT ELOEN+ _HRITBW
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(2) When a person who engages in the business of manufacturing a specified new
chemical substance, a person who uses a specified new chemical substance as
their business and any other person who handles a specified new chemical
substance as their business (collectively referred to as a "business operator
handling a specified new chemical substance" in Articles 39 and 42) transfers
or provides a specified new chemical substance to another business operator,
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the person must endeavor to provide information to the other party to whom
the person makes the transfer or provision with regard to the fact that the
substance to be transferred or provided is a specified new chemical substance.

BUE EEFMEFHECETIHE

Chapter IV Measures for Priority Assessment Chemical Substances

(RLEREE O JE )

(Notification of Quantity of Manufacture)
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Article 9 (1) A person who manufactures or imports a priority assessment
chemical substance (excluding one that is designated as a class II specified
chemical substance by falling under any of the items of paragraph (3) of Article
2; the same applies hereinafter in this Article, and in Articles 12 and 41) shall
in every fiscal year, pursuant to Order of the Ministry of Economy, Trade and
Industry, shall notify the Minister of Economy, Trade and Industry of the
manufactured quantity, import quantity or other matters specified by Order of
the Ministry of Economy, Trade and Industry for each priority assessment
chemical substance in the preceding fiscal year; provided, however, that this
does not apply if the person falls under any of the following items:

— RBRUFEO - OB b E A RIE L, TmA L & &,

(1) if a person manufactures or imports a priority assessment chemical
substance for testing and research purposes;

— —OEEHIMEFWEIC O E | EOEITR D SREE SRl L T E O REE & X
AR (43 E%%ﬁ%%%g%%Lb FOMA L2 IZHOTIE, Zh

BEFLHE) DS TED DRI v & &,

(i1) with regard to a priority assessment chemical substance, when the
manufactured quantity or import quantity of the priority assessment
chemical substance pertaining to the person (in the case of a person who
manufactures and imports the relevant priority assessment chemical
substance, the sum of these quantities) is less than the quantity specified by
Cabinet Order.

2 RRFREEREIL, EEFHMIMETFWE Z LT, mEE, AEEOE IR D ATEE O R
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(2) The Minister of Economy, Trade and Industry shall in every fiscal year, make
public the sum of the manufacture quantity and import quantity in the
preceding paragraph pertaining to the notification set forth in the preceding
paragraph; provided, however, that this does not apply when the sum of the
manufactured quantity and import quantity of a priority assessment chemical
substance 1s less than the quantity specified by Order of the Ministry of
Economy, Trade and Industry.

(ESER L P AR D A F S DO A)
(Study of Hazardous Properties of Priority Assessment Chemical Substances)
Ftae BATERE., RFEERE LK OREREIL, —OBEHM L EMEIZ X,
BB REICHET DM ZIT O ICU -S> THERH D LD & &k, YUkEL
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Article 10 (1) If 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 the assessment prescribed in paragraph (5) of Article 2 for
a priority assessment chemical substance, they may request that a person who
engages in the business of manufacturing or importing the relevant priority
assessment chemical substance (including a person who used to engage in
these businesses and is specified by Order of the Economy, Trade and Industry:;
the same applies in the following paragraph) submit materials in which the
results of the tests that are prescribed in paragraph (7) of Article 4 on the
properties of the relevant priority assessment chemical substance and that are
specified by Order of the Ministry of Health, Labour and Welfare, Order of the
Ministry of Economy, Trade and Industry, and Order of the Ministry of the
Environment.
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(2) With regard to a priority assessment chemical substance, if it is found that
there are reasons to suspect that it falls under any of the items of paragraph
(3) of Article 2 from the perspective of the results of tests set forth in the
preceding paragraph and other already available knowledge on the relevant
priority assessment chemical substance and if the relevant priority assessment
chemical substance falls under any of the items of the relevant paragraph
based on its properties and the status of its manufacture, import, use, etc., it is
expected that the relevant priority assessment chemical substance is likely to
harm human health or damage the inhabitation and/or growth of flora and
fauna in the living environment by causing environmental pollution; so in case
the Minister of Health, Labour and Welfare, the Minister of Economy, Trade
and Industry, and the Minister of the Environment find it necessary to judge
whether or not the relevant priority assessment chemical substance falls under
any of the items of the relevant paragraph, they may instruct a person who
engages in the manufacture or import of the relevant priority assessment
chemical substance to conduct a study of hazardous properties as specified by
Order of the Ministry of Health, Labour and Welfare, Order of the Ministry of
Economy, Trade and Industry, and Order of the Ministry of the Environment
(the study means a study of the effects of the relevant chemical substance on
human health and its effects on the inhabitation and/or growth of flora and
fauna in the living environment if continuously taken in; the same applies in
paragraph (4)) and report the results.

3 BAEGEAE, RFEEREXROEREEKREZ. fIHEOBERH O L 1T, TOWH
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(3) If the report set forth in the preceding paragraph is made, the Minister of
Health, Labour and Welfare, the Minister of Economy, Trade and Industry, and
the Minister of the Environment should judge whether or not the priority
assessment chemical substance pertaining to the relevant report falls under
any of the items of paragraph (3) of Article 2 and notify the person who made
the report of the results.
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(4) If the Minister of Economy, Trade and Industry finds it particularly necessary
to ensure that the expenses required for the tests pertaining to the request
pursuant to the provisions of paragraph (1) or the study of hazardous
properties pertaining to the instruction pursuant to the provisions of
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paragraph (2) are divided fairly among the business operators concerned, the
minister may establish standards concerning the method and proportion for
sharing the expenses required for the relevant tests or the relevant study of

hazardous properties.

(SR F W E D FEE DO BE L)

(Rescission of Designation as a Priority Assessment Chemical Substance)

Ft—5% EATBRE. REEERERCREREIL, ELFHILFWE P IRDOK 5
DWTINITEETHE XL, TOREXMVEL, Bilel, TOEEZARLART
TR B,

Article 11 If a priority assessment chemical substance falls under any of the
following items, the Minister of Health, Labour and Welfare, the Minister of
Economy, Trade and Industry, and the Minister of the Environment should
rescind the designation and make the rescission public without delay:

— HRERETWE. B ORERETEYE B RECHA SOV TRICH %Y
TLHEICRD, ) FERLEWEICIHEES L &,

(1) if the priority assessment chemical substance is designated as a class I
specified chemical substance, a class II specified chemical substance (limited
to cases when it falls under all of the items of paragraph (3) of Article 2) or a
monitoring chemical substance;

T ORIRB-HOBEORH, REKFE HOREZOMIZ LV ELNZEH R L TED
Bk A, HHEORAN SR T, KOADE=F TOWVWTANICHEY TS &,

(ii) if the priority assessment chemical substance falls under any of the
following (a) through (d) based on the submission of materials set forth in
paragraph (1) of the preceding Article, the report set forth in paragraph (2) of
the relevant Article or on knowledge that has been otherwise obtained and
the status of its manufacture, import, use, etc.:
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(a) if the relevant priority assessment chemical substance is designated as a
class II specified chemical substance falling under item (i) of paragraph (3)
of Article 2, when it is found that the relevant priority assessment
chemical substance is not likely to cause damage to the inhabitation and/or
growth of flora and fauna in the living environment by causing
environmental pollution;

YRR T E NS R S ISR T D 2 LT KD B R E
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(b) if the relevant priority assessment chemical substance is designated as a
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class II specified chemical substance falling under item (ii) of paragraph
(3) of Article 2, when it is found that the relevant priority assessment
chemical substance is not likely to cause damage to human health by
causing environmental pollution

N USRI L E D R EHA T OV T NI T HZ EICEDE
THEREEDEICEE SN TV AEAITE VT, YR E SR E DS Y%
Hm DD bMDFITEEN T HERBODHICEDT L &,

(c) when the relevant priority assessment chemical substance is designated
as a class II specified chemical substance falling under any of the items of
paragraph (3) of Article 2, if it is found that the relevant priority
assessment chemical substance falls under an item other than the relevant
item

= CYRESERHI GBS K D REE DTG YT Z 0 N OREFRITAR D #E T ATEER
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(d) if it is found that the relevant priority assessment chemical substance is
not likely to harm human health or damage to the inhabitation and/or
growth of flora and fauna in the living environment by causing

environmental pollution
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Article 11-2 If a chemical substance for which the Minister of Health, Labour
and Welfare, the Minister of Economy, Trade and Industry, and the Minister of
the Environment have rescinded the designation as a priority assessment
chemical substance pursuant to the provisions of the preceding Article (limited
to the part pertaining to (d) of item (ii)) falls within the category of specified
general chemical substance, they should make this public together with the

rescission pursuant to the provisions of the same Article.

(5 D HEAL)
(Provision of Information)
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Article 12 If a person who engages in the business of manufacturing a priority
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assessment chemical substance, a person who uses a priority assessment
chemical substance as their business and any other person who handles a
priority assessment chemical substance as their business (hereinafter
collectively referred to as a "business operator handling a priority assessment
chemical substance") transfers or provides a priority assessment chemical
substance to another business operator, the person must endeavor to provide
information to the other party to whom the person makes the transfer or
provision with regard to the name of the relevant priority assessment chemical
substance and the fact that the substance to be transferred or provided is a

priority assessment chemical substance.

FLE HRENECFEVEICET RS
Chapter V Regulations Concerning Class I Specified Chemical Substances
B BEHRAEVECETIHE

Section 1 Measures Concerning Monitoring Chemical Substances

(RS =% O )
(Notification of the Manufactured Quantity)
%+ G BEAULFMEAZRIEL, TMA LEIL, BREEEETTED DL L ZAIC
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Article 13 (1) A person who has manufactured or imported any monitoring
chemical substance, each fiscal year, must notify the Minister of Economy,
Trade and Industry of the manufactured quantity or the import quantity in the
preceding fiscal year and other matters specified by Order of the Ministry of
Economy, Trade and Industry for each monitoring chemical substance,
pursuant to the provisions of Order of the Ministry of Economy, Trade and
Industry; provided, however, that this does not apply to the case where the
person has manufactured or imported a monitoring chemical substance for
testing and research purposes.

2 BREPEEREIT, BAULTFWE Z LT, BEE. BiEOE IR 5 R O ROERK
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(2) The Minister of Economy, Trade and Industry should make public, each fiscal
year, the sum of the manufactured quantity and import quantity in the
preceding fiscal year to which the notification under the preceding paragraph
pertains for each monitoring chemical substance; provided, however, that this
does not apply to the case where the sum of the manufactured quantity and
import quantity for one monitoring chemical substance is less than the
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quantity specified by Order of the Ministry of Economy, Trade and Industry.

(AL FWE IR D A FEOHRHA)
(Study on Hazardous Properties of Monitoring Chemical Substances)
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Article 14 (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 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 the relevant
monitoring chemical substance falls under any of the items of the relevant
paragraph since the relevant monitoring chemical substance is expected to
pose a risk of causing environmental pollution if the relevant monitoring
chemical substance falls under any of the items of the relevant paragraph, in
view of the state of its manufacture, import, use, etc., they may instruct
pursuant to the provisions of Order of the Ministry of Health, Labour and
Welfare, Order of the Ministry of Economy, Trade and Industry, and Order of
the Ministry of the Environment a person engaged in the business of
manufacturing or importing of the relevant monitoring chemical substance
(including a person who engaged in such business and who is specified by
Order of the Ministry of Economy, Trade and Industry) to conduct a study of
the hazardous properties specified by Order of the Ministry of Health, Labour
and Welfare, Order of the Ministry of Economy, Trade and Industry, and Order
of the Ministry of the Environment (meaning a study on the effects of the
relevant chemical substance on human health or on the life and/or growth of
predatory animals at higher trophic levels if taken in continuously; the same
applies in paragraph (3)) and to report the results thereof.
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(2) If 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 should make a determination as to
whether or not the monitoring chemical substance to which the relevant 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.
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(3) When the Minister of Economy, Trade and Industry 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, the
minister may establish standards concerning the method and proportions of
the sharing of the expenses required for the relevant study of the hazardous
properties.

(AU E O EDOEIE L)
(Rescinding the Designation of Monitoring Chemical Substance)
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Article 15 When the Minister of Health, Labour and Welfare, the Minister of
Economy, Trade and Industry, and the Minister of the Environment find that a
monitoring chemical substance falls under either of the following items, they
should rescind the designation and make it public to that effect without delay:
— BoMHEElTPEICEEES L &,

(i) if the relevant chemical substance is designated as a class I specified
chemical substance;

= ORIEREHOWMEZOMIC LIV ELNTZ MRS S E ) B HA ST
L72WERRODHIZEDT L&,

(i1) if the relevant chemical substance is 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.

(1 O FEAL)
(Provision of Information)
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Article 16 When a person who engages in the business of manufacturing a
monitoring chemical substance, a person who uses a monitoring chemical
substance as their business and any other person who handles a monitoring
chemical substance as their business (hereinafter collectively referred to as a
"business operator handling a monitoring chemical substance") transfers or
provides a monitoring chemical substance to another business operator, the
person must endeavor to provide information to the other party to whom the
person makes the transfer or provision to the effect that the name of the
relevant monitoring chemical substance and the substance to be transferred or
provided is a monitoring chemical substance.

B F-REEEFEWEICET 58

Section 2 Regulations Concerning Class I Specified Chemical Substances

(L& DFF )
(Permission to Manufacture)

Btk FoHFETYEOMEOREELE S O LT HE . B ETYE
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Article 17 (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 HHHOFRZZIT L) &3 5FIL, ROFHZLH L WG & LRI EEREICRE
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(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:

— KA IAHEOMEFIIEITEANCH D TE, EOREEFEDORA

(i) the name and domicile, and in the case of a corporation the name of the
representative person;

= BEFTOFTEH

(ii) the location of the place of business;

= BoRETHE LR

(ii1) the name of the class I specified chemical substance;

U BOERE O IE & OHE

(iv) the structure and capacity of the manufacturing equipment.

3 RWBEEREIX, B HOFTA 2 L e XL, Bk, TOEEREXREIZEM
ToHHLDET D,

(3) If the Minister of Economy, Trade and Industry has granted permission under
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paragraph (1), the minister is to notify the Minister of the Environment to that

effect without delay.

FHA\S BIGE -HOFFAZZT-E TR, F-FebrpEz8E L T
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Article 18 No person other than the one who has obtained permission under
paragraph (1) of the preceding Article shall manufacture a class I specified
chemical substance; provided, however, that this does not apply to the case if a
person manufactures a class I specified chemical substance for testing and

research purposes.

(KA SRH)
(Disqualification Clause)
FHILE ROBZFFZONTANIEETL2EH I, FHERE-HOHF L 52720,
Article 19 Permission under paragraph (1) of Article 17 is not to be granted to a
person who falls under any of the following items:
— ZOERXITZOEHEICES I oFEIER L, Elell EOTNIZLE b,
ZOHPITEHKDY . FPITEZ T D2 R 2o B00 “Fe kil Liang
(1) 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;
ZOB S ERoBREICK VARV EIS N, FORIELO NS A2 R LR
W
(ii) a person whose permission has been rescinded pursuant to the provisions of
Article 33 and for whom two years have yet to elapse since the date of the
rescission;
= BUAEERA
(iii) an adult ward;
W VEANTHDT, ZOEBEZITHIEBED D BITHTI 5O WNWTANIEYTLENH
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(iv) a corporation where the officers who carry out its operations include

persons who falls under any of the preceding three items.

(7 7] O F 1)
(Standards for Permission)

Btk RWEPEEREIX. BHERE-HOFAOHHENRROFFIZHG LTS L
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Article 20 The Minister of Economy, Trade and Industry shall not grant
permission under paragraph (1) of Article 17, unless the minister finds that the
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application for permission under the relevant paragraph conforms to the

following items:

— ZOFWET LI LK THME A E(L T E OIS ORE ) N YR — TR
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(i) the granted permission does not result in the capacity to manufacture the
relevant class I specified chemical substance in excess in light of the demand
for the relevant class I specified chemical substance;

= ROERESEETBE T, REEEA T, BEE S TED LI Lo EEIZES
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(i1) the manufacturing equipment shall conform to the technical standards
specified by Order of the Ministry of Health, Labour and Welfare, Order of
the Ministry of Economy, Trade and Industry, and Order of the Ministry of
the Environment;

= ZOFRELZBEMICETTDITREY DRHAVEMR L ORI L2 /4252 &,

(iii) the applicant shall have a sufficient fiscal basis and technical capacity to
implement the business appropriately.

(EEDOFF %)
(Permission for Change)
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Article 21 (1) A person who has obtained permission under paragraph (1) of
Article 17 (hereinafter referred to as a "permitted manufacturer") shall receive
the permission of the Ministry of Economy, Trade and Industry if the person
intends to make changes to the matters set forth in item (iv) of paragraph (2) of
the relevant Article; provided, however, that this does not apply to the case
when a person intends to make minor changes specified by Order of the
Ministry of Economy, Trade and Industry.

2 FFARLEEE T, B ERE_EE - SE LB SIBT 2 FHIZEE N H O
el &, IAMHEZE LEORFEEE T CTED DBMARER 2 Lz & &%, Bl
<, TDOEZRFEEREIZHTHR TR L7220,

(2) If a permitted manufacturer has made changes to the matters set forth in
item (i) or (ii) of paragraph (2) of Article 17 or has made minor changes
specified by Order of the Ministry of Economy, Trade and Industry as set forth
in the proviso to the preceding paragraph, the manufacturer shall notify the
Minister of Economy, Trade and Industry to that effect without delay.

3 HIKROKEIL, H—HOFIZHENT 5,

(3) The provisions of the preceding Article apply mutatis mutandis to the
permission under paragraph (1).
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(4) The provisions of paragraph (3) of Article 17 apply mutatis mutandis to the
permission under paragraph (1) and the notification under paragraph (2).

(i A D FF AT
(Permission to Import)

oK FHoMEREEEERALL Y ETHEIE. RFEEREOT A Z250T
TR SR, 72U, RO O E - ELFmE A AL L DY ETD
EXIE, ZORY TRV,

Article 22 (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 does not apply to the case when a person
intends to import a class I specified chemical substance for testing and
research purposes.

2 BIEOFAZZT LD ETHHEF, ROFHEEZLH L -PEELRFEERNEICE
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(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:

— KA IAHEMERFIEIZIEANCH S TIEL, ZOREEDORA

(1) the name and domicile, and in the case of a corporation the name of the
representative person;

= B REATTE 0L TR

(i1) the name of the class I specified chemical substance;

= WAKCE

(iii) the import quantitys;

3 FHHESEE -HOBEX, B -HOTRIZHERT 5,

(3) the provisions of paragraph (3) of Article 17 apply mutatis mutandis to the
permission under paragraph (1).

(FF AT oD JHESE)
(Standards for Permission)
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Article 23 (1) When the Minister of Economy, Trade and Industry has received
an application for permission under paragraph (1) of the preceding Article, the
minister should not grant permission under the relevant paragraph unless the
minister finds that the import of the class I specified chemical substance to
which the relevant application pertains is necessary for meeting the demand
for the relevant class I specified chemical substance.
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2 HHIKROBEIL. AIRE—HOT IR T 2,
(2) The provisions of Article 19 apply mutatis mutandis to the permission under
paragraph (1) of the preceding Article.

(Bt D g A D)
(Restrictions on Import of Products)
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Article 24 (1) A person shall not import any product that is specified by 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 RIEOBAIX, FH-FEEETME I LT, NI BT D Y% e e
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(2) The Cabinet Order under the preceding paragraph should established for each
class I specified chemical substance by giving consideration to such matters as
the circumstances of the use of the relevant class I specified chemical
substance overseas.

({5 FH D il BE)

(Restrictions on Use)
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Article 25 A person shall not use a class I specified chemical substance for any
usages other than those specified by Cabinet Order for each class I specified
chemical substance as being compliant with the following requirements;
provided, however, that this does not apply to the case when a person uses a
class I specified chemical substance for testing and research purposes:

— YUEHEBIZOWTHOMII LI IREDPRETHDL Z &,

(1) it is difficult to substitute the relevant chemical substance with any other
substance with regard to the relevant usage;

ZOMEHRITYE R R ENMER SN D 2 LT K YRS AR E b
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(i) it shall not be likely to pose a risk of harming human health or damage to
the inhabitation and/or growth of flora and fauna in the living environment
by causing environmental pollution attributable to the relevant class I
specified chemical substance that is used for in the relevant usage.

(£ o @ H)
(Notification of Use)
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Article 26 (1) A person who intends to use a class I specified chemical substance
as their business shall notify the competent minister of the following matters,
in advance, for each place of business; provided, however, that this does not
apply to the case when a person intends to use a class I specified chemical
substance as their business for testing and research purposes:

— KA XTI OMEFIIEIZIEANCH S TE, TOREHEDORA

(1) the name and domicile, and in the case of a corporation the name of the
representative person;

= FHEFTOPTEH

(i1) the location of the place of business;

= —FEEFEAL O E DL O D &

(ii1) the name of the class I specified chemical substance and the usage.

2 WiEOmHAEZ LeH (UUF TEHERE] £vo, ) 1d FEASOFRRIIEEN
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(2) If 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, the person shall notify the
competent minister to that effect without delay.

3 HHEREFE=HOHEZ. M _HOKBIZIOWTHENT D,

(3) The provisions of paragraph (3) of Article 17 apply mutatis mutandis to the
notification under the preceding two paragraphs.

(FHlE)
(Succession)
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Article 27 (1) If a permitted manufacturer, a person who has obtained
permission under paragraph (1) of Article 22 (hereinafter referred to as a
"permitted importer"), or a notifying user has become subject to inheritance or
a merger, the heir (when there are two or more heirs and an heir who should
succeed to the business is selected by unanimous consent of all heirs, such
person who has been selected) or the corporation surviving the merger or the
corporation incorporated by the merger is to succeed to the status of the
permitted manufacturer, the permitted importer, or the notifying user.

2 HIEOBUEIC LV FFATRGESEE . 7 T S S JE A8 O ML 2 kqlk L 7o
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(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 a notifying user, to that
effect without delay together with a document proving such fact.
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(3) The provisions of paragraph (3) of Article 17 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 the relevant Article is
deemed to be replaced with "Minister of Economy, Trade and Industry or the

competent minister."

(FE T 5 2695
(Obligation of Conformity to Standards)
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Article 28 (1) A permitted manufacturer shall maintain its manufacturing
equipment in such a manner as to conform to the technical standards specified
by Order of the Ministry of Health, Labour and Welfare, Order of the Ministry
of Economy, Trade and Industry, and Order of the Ministry of the Environment
under item (ii) of Article 20.
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(2) When a permitted manufacturer, a person who uses a class I specified
chemical substance or any product that is specified by Cabinet Order and in
which a class I specified chemical substance is used (hereinafter collectively
referred to as a "class I specified chemical substance, etc.") as their business or
any other person who handles a class I specified chemical substance, etc. as
their business (hereinafter referred to as a "business operator handling a class
I specified chemical substance, etc.") handles a class I specified chemical
substance, etc., the business operator shall follow the technical standards
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specified by order of the competent ministry.

(%)
(Labeling)
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Article 29 (1) For each class I specified chemical substance, the Minister of
Health, Labour and Welfare, the Minister of Economy, Trade and Industry, and
the Minister of the Environment is to determine the labeling information with
respect to measures, etc., for preventing the environmental pollution
attributable to the relevant class I specified chemical substances, to be
indicated on containers, packaging, or invoices for the class I specified
chemical substance, etc. and give a public notice thereon.

2 W MRFEEWEFR RS T, B AR E(CEEF AR L, TR
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(2) When a business operator handling a class I chemical substance, etc.
transfers or provides a class I specified chemical substance, etc., the business
operator shall implement labeling, pursuant to the provisions of Order of the
Ministry of Health, Labour and Welfare, Order of the Ministry of Economy,
Trade and Industry, and Order of the Ministry of the Environment, in
accordance with the public notice given pursuant to the provisions of the

preceding paragraph.

(Y )
(Order for Improvement)
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Article 30 (1) When the Minister of Economy, Trade and Industry finds that the
manufacturing equipment of a permitted manufacturer does not conform to the
technical standards specified by Order of the Ministry of Health, Labour and
Welfare, Order of the Ministry of Economy, Trade and Industry, and Order of
the Ministry of the Environment under item (ii) of Article 20, the minister may
order the relevant permitted manufacturer to repair or remodel the
manufacturing equipment or to take other necessary measures.

2 EHREIX FHEBETWESEIRFEEPFE _HARE _HOEHFE T TE
D % At O EIEITWE S TH R ETFHEFEZ IR RO TRV EFED D & 1T,

40



YR MR EL Y E FE AR FER IS L B E T EE OB o 7k
DUBICEH L MLERFEL L DHDREZLZ2mTHIENTED,

(2) When the competent minister finds that a business operator handling a class
I chemical substance, etc. fails to use a class I specified chemical substance, etc.
in accordance with the technical standards specified by order of the competent
ministry under paragraph (2) of Article 28, the minister may order the relevant
business operator handling the class I chemical substance, etc. to take the
necessary measures for improving the method of handling the class I specified
chemical substance, etc.

3 JEAGHERE., BEEREREROREKREIL, AIRE “HOHEITER T 25—
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(3) If any business operator handling a class I chemical substance, etc. violates
the provisions of paragraph (2) of the preceding Article, the Minister of Health,
Labour and Welfare, the Minister of Economy, Trade and Industry, and the
Minister of the Environment may order the relevant corporation handling the
class I chemical substance, etc. to implement labeling in accordance with the
public notice given pursuant to the provisions of paragraph (1) of the relevant
Article.

(1 78
(Books)
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Article 31 (1) A permitted manufacturer shall keep books and enter therein the
items specified by Order of the Ministry of Economy, Trade and Industry with
respect to the manufacture of the class I specified chemical substance.
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(2) The books under the preceding paragraph shall be archived in accordance
with the provisions by Order of the Ministry of Economy, Trade and Industry.
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(3) The provisions of the preceding two paragraphs apply mutatis mutandis to a
notifying user. In this case, the term "Order of the Ministry of Economy, Trade
and Industry" in these provisions is deemed to be replaced with "order of the
competent ministry."

(FEL o Jg H)
(Notification of Abolition)
Tt 5 FeTRLEEF TEHERFE IR, ZoFEEEFEL L L X3, B,
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Article 32 (1) When a permitted manufacturer or a notifying user has closed
their business, the relevant person 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 user, to that effect without delay.

2 WABEEENZOREZFEILLIEE &I, L. 2o hER D,

(2) When a permitted manufacturer has closed their business, the relevant
permission is to lose its effect.
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(3) The provisions of paragraph (3) of Article 17 apply mutatis mutandis to the
notification under paragraph (1). In this case, the term "Minister of Economy,
Trade and Industry" in paragraph (3) of the relevant Article is deemed to be
replaced with "Minister of Economy, Trade and Industry or the competent
minister."

(FFrTOEHHE L)

(Rescission of Permission)
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Article 33 (1) When 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:

— HHARE . FEEEXIBENSICHEE T HICEORLLE &,

(i) if the permitted manufacturer has fallen under item (i), (iii) or (iv) of Article
19;

=B RECHOBEIC IV TR E R S R WERIEE T 22 T R
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(ii) if the permitted manufacturer has made any changes to matters for which
permission must be obtained pursuant to the provisions of paragraph (1) of
Article 21 without obtaining that permission;

= FBETSoOHEICEIMBICER Lz &,

(iii) if the permitted manufacturer has violated an order under the provisions
of paragraph (1) of Article 30;

M BN HRE - HORMFIER LT E &,

(iv) if the permitted manufacturer has violated the conditions under paragraph
(1) of Article 40.
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(2) If a permitted importer has come to fall under item (i), (iii) or (iv) of Article 19
as applied mutatis mutandis pursuant to paragraph (2) of Article 23, 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) The provisions of paragraph (3) of Article 17 apply mutatis mutandis to the
rescission of permission under the preceding two paragraphs or an order to
suspend business under paragraph (1).

(5 — A E LT E O ESIT ) fEH D)
(Order to Take Measures in Connection with Designation of Class I Specified
Chemical Substances)
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Article 34 (1) If 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
the relevant chemical substance, they may, to the extent necessary, order
persons who were operating the business of manufacturing or importing the
relevant chemical substance or a product in which the relevant chemical
substance is used at the time of the relevant designation to make efforts to
recall the relevant chemical substance or the relevant product and to take any
other measures necessary for preventing the spread of environmental pollution
attributable to the relevant chemical substance.
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(2) If 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 the relevant product, they may, to
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the extent necessary, order persons who were operating the business of
importing the relevant product at the time of the relevant designation to make
efforts to recall the relevant 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 the
relevant product.

3 FBREIX, KOBZITHEHITHHEICBWT, BB EMTFHEICLDBREDG
QDT Z LT D72 DRI ENHDH LB DH & &I, LERIREIZBWT, Y
FHICEDLECR L, Z08E, @A L < IEEHICHR D5 —FEfrE b wE U3
Z DU AAR D B —FRFE I E RS ORI Z X D 2 & 2 O 545 — iR E
EFWE L DR OIGROET A LT 5D BE R EE L D& LEkmT
HENTE 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
the relevant class I specified chemical substance:

— HHAFOBREICER L TE - E(TEN S Iy a Uk — s
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(i) if a class I specified chemical substance has been manufactured in violation
of the provisions of Article 18: the person who has manufactured the relevant
class I specified chemical substance;
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(ii) if a class I specified chemical substance has been imported in violation of
the provisions of paragraph (1) of Article 22: the person who has imported
the relevant class I specified chemical substance;
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(iii) if a product using a class I specified chemical substance has been imported
in violation of the provisions of paragraph (1) of Article 24: the person who
has imported the relevant product using a class I specified chemical
substance;
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(iv) if a class I specified chemical substance has been used in violation of the
provisions of Article 25: the person who has used the relevant class [
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specified chemical substance.

FAE FBREREFEWEICET 55
Chapter VI Regulations Concerning Class IT Specified Chemical
Substances

(&7 E SR o i %)
(Notification of the Planned Quantity to Be Manufactured)
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Article 35 (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 II specified chemical substance is used
(hereinafter referred to as a "product using a class II specified chemical
substance"), for each class II specified chemical substance or each product
using a class II specified chemical substance, shall notify the Minister of
Economy, Trade and Industry, each fiscal year, of the planned quantity to be
manufactured or planned quantity to be imported of the relevant class II
specified chemical substance or the planned quantity to be imported of the
relevant product using a class II specified chemical substance, and other
matters specified by Order of the Ministry of Economy, Trade and Industry,
pursuant to the provisions of Order of the Ministry of Economy, Trade and
Industry; provided, however, that this does 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.
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(2) If 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 the
relevant paragraph pertains, the person shall notify the Minister of Economy,
Trade and Industry to that effect without delay.
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(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 to be
manufactured or the planned quantity to be imported to which the relevant
notification pertains (when approval has been granted for changes under the
preceding paragraph, in accordance with the plan after the changes).
4 BEAEGERE., BEEERE L OCEREREZ, B e P E kO R E
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(4) In the case of a situation when 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 the
relevant Class II Chemical Substance, in light of the state of the manufacture,
import, use, etc. of the relevant class II specified chemical substance or product
using a class II specified chemical substance as well as the effects, etc. of the
implementation of measures under the provisions of the following Article and
Article 37 taken in relation to the relevant 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 are to
make an acknowledgement to that effect, pursuant to the provisions of Order of
the Ministry of Health, Labour and Welfare, Order of the Ministry of Economy,
Trade and Industry, and Order of the Ministry of the Environment.
RRFEEEREIL, ATEOREN SO & XL, FHHOBEIZ Lo mtE L7eEIC
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(5) When 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 to be manufactured or the planned quantity to be imported to
which the relevant notification pertains (if 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) apply mutatis mutandis.
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(6) A person who has given a notification under the provisions of paragraph (1),
each fiscal year, shall 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 Order 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
Order of the Ministry of Economy, Trade and Industry.

7 FHEE _HOBEIX B oHOBTIIOWTHENT S,

(7) The provisions of paragraph (2) of Article 24 apply mutatis mutandis to the
Cabinet Order set forth in paragraph (1).

(Bt Lo fia$t o n35E)
(Publication of Technical Guidelines)
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Article 36 (1) For each class II specified chemical substance, the competent
ministers should publish technical guidelines on the measures to be taken by
persons who operate the business of manufacturing the relevant class 11
specified chemical substance, persons who use the relevant class II specified
chemical substance or products that are specified by Cabinet Order in which
the relevant class II specified chemical substance is used (hereinafter
collectively referred to as a "class II specified chemical substance, etc.") as
their businesses, and any other persons who handle the relevant class 11
specified chemical substance, etc. as their businesses (hereinafter referred to
as a "business operator handling a class II specified chemical substance, etc.")
in order to prevent environmental pollution attributable to the class II
specified chemical substance they handle.

2 FEHEREIZ, ATHEOHEICL Y EN EOBEHEAR LG AICEWTLERH S &
WO DH L ETIX, YR MR E LT WE IR D E NS E LT E FE IR R T
L. TOEMN OB EBR L T, YE M E(LFEWEIC L D BREOF Y& 1k
THEDICE DREHFBEBIZOVWTHERBE LT HZLNTE S,

(2) If the competent ministers have published technical guidelines pursuant to
the provisions of the preceding paragraph, if they find it necessary, they may
make necessary recommendations to a business operator handling a class II
specified chemical substance, etc. pertaining to the relevant class II specified
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chemical substance with regard to the measures that should be taken for
preventing environmental pollution attributable to the relevant class II
specified chemical substance, by taking the relevant technical guidelines into
consideration.

(%)
(Labeling)

Fottk BEAGBRE., REEEREXROEREREZ., 6 ey WE Z &I,
% HEREAC M EE ORI TRV RIT:Y R R E b E I X DR
DGz T 57O OHBEEFICA LR R T REFHLIED, ZhzazhrnTo2b0L
T2,

Article 37 (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 is to determine the labeling information with
respect to measures, etc., for preventing environmental pollution attributable
to the relevant class II specified chemical substances, to be indicated on
containers, packaging, or invoices for the class II specified chemical substance,
etc. and give a public notice thereon.

2 H_MRNETFWEERIREES L. O E T E S 2R L, 3R
LEEE BATEE ST, BREEEAT. BREESTTEDL L IAICLY ., AiHOM
EBIZEVEREINTEE ZAIWESDTERE LT IE B0,

(2) When a business operator handling a class II specified chemical substance,
etc. transfers or provides a class II specified chemical substance, etc., the
business operator shall, pursuant to the provisions of Order of the Ministry of
Health, Labour and Welfare, Order of the Ministry of Economy, Trade and
Industry, and Order of the Ministry of the Environment, implement labeling in
accordance with the public notice given pursuant to the provisions of the
preceding paragraph.

3 REAEEAE, RFEERNEXROREREIZ, ATEOPUEITENT 25 /e
FEERARFEEN D D & X, YHFE M LEE SRR FEEE IR L, B
—HOHTEICELVE RSN E A THERTRE L E2B]ETDH LN TE S,

(3) If any business operator handling a class II specified chemical substance, etc.
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 the relevant business operator
handling a class II specified chemical substance, etc. to implement labeling in
accordance with the public notice given pursuant to the provisions of
paragraph (1).

HEE MR

Chapter VII Miscellaneous Provisions
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(B &)
(Recommendations)

FHoPNSK BEBREIE. B MR EME U OEME IS OV TH 40 A
FO—IZEETHLEEIICEY DHANDH DL RO DL & X1, YL TFHEICL DR
BOHYOETZ T 2 72O MERIRBEIZB W T, U bFWE ORER L < 11
ADFEELELHEXITEL L TYMEFWEEZEMNT2F5 IS L, Y%t s mE ol
AL < T ASUIEEH ORIIRICBE L EREISEZ2 T2 2 LN TE D,

Article 38 (1) When 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 the relevant chemical substance, make any necessary
recommendation concerning a restriction on the manufacture, import, use, etc.
of the relevant chemical substance to a person operating the business of
manufacturing or importing the relevant chemical substance or to a person
using the relevant chemical substance as their business.

2 EBKREIL, B REREEDE LN OIEHEICOWTE RH S HO B
MFHEERIICEY AHBDRDH D LD D & XX, UYL FWEIZLDBREDIHYD
ET A IET 272D MERIREICE N T, Y b FHEORER L ITMADFEEL
Bl ITFE L LT E AT 28 I L, Uk FmE o L <1
B A D HIBRSUIEH HIEOWE I L ERESEEZT 52 LN TE D,

(2) If 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
the relevant chemical substance, make necessary recommendation concerning a
restriction on the manufacture or import of the relevant chemical substance or
an improvement in the method of use of the relevant chemical substance to a
person operating the business of manufacturing or importing the relevant
chemical substance or to a person using the relevant chemical substance as

their business.

(FEE K OBE)

(Guidance and Advice)

oLk FEBREIZ, By wE., B TWE. & MR e b FmE. 5
TE— AL ST R E AL B S X DR DOVE Y & [ 13 5 T O RFIC LB B
5L D L EIX, YLELEFM L T E TR D ELFHMIM b E AR FEF . Yk
B LT E IR DB LT E B S . Y MR e LB IR D5
FeEAb T E SRR F S . YLRE BT E TR D R — b P E I 2
Fr XY AEF AL P E AR D R E b P E IR EEE o5 L. OB
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DIFEICE L LERIFER O EZITO 2N TE D,

Article 39 When the competent ministers find it particularly necessary for
preventing environmental pollution attributable to a priority assessment
chemical substance, a monitoring chemical substance, a class II specified
chemical substance, a specified general chemical substance or specified new
chemical substance they may provide a business operator handling the priority
assessment chemical substance pertaining to the priority assessment chemical
substance, a business operator handling a monitoring chemical substance, etc.
pertaining to the monitoring chemical substance, a business operator handling
class II specified chemical substance, etc. pertaining to the class II specified
chemical substance, a business operator handling a specified general chemical
substance pertaining to the specified general chemical substance or a business
operator handling a specified new chemical substance pertaining to the
specified new chemical substance with the necessary guidance and advice
concerning the method of handling the each respective chemical substance.

(FFrf > &F)

(Conditions for Permission)

B2 FFeNcid, RS L, KO E LR T2 LnTE D,

Article 40 (1) Conditions may be attached to any permission, and the conditions
attached may be changed.

2 HTEOSEML, FFAIR D FHEOMFERFNM 2 X 5 T DML E R R/NRED S DR
V. D, A2 2B IIAYBRBHELRTLHILLERDIBEDTHOTITR LR,

(2) The conditions under the preceding paragraph are 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.

(A EMAE RO EF)
(Reporting of Hazardous Properties)
FU+—2% BN TE. B LTYE. § e b mE T —RIEFmE
(LT TEREWE] Lo, ) OREIIMAOFELELH T, TORIEL,
SOTHA LT GG IZ W T, FUEELHICHET 2R RO B ILHE 5%
A LIIEHNUEAHE - HICHET 2AFHOFEOHB IR LB AT 272
f (MERBREZIT O LRIFEOMAE (AREMOENTWRNWEDIZIRS, ) BELI
e aat, ) ThOT, MEMNEWENRICHET HMEREAFT L2 L 2T A
ELTRABES., RIFEEADT. REATCTEDLILORGELN L EIX, BEA
FEES, RFEEED, READTTEDDLILEIAICLY, TOEROYFEMAON
K ZAETERE, RFEERELOEREFEREICHRE LR2TNER bR, 2721,
B4E _H XIS HNEE - HOBEIC L 2RISR AEROFAEIC LV Yi%Hm
ANEONTEGARICBNT, TROHOHBEICLYV ZONFEZRETDH L EE, Z0R
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D TRV,

Article 41 (1) When a person operating the business of manufacturing or
importing any priority assessment chemical substance, any monitoring
chemical substance, any class II specified chemical substance or any general
chemical substance (hereinafter referred to as a "substance to be reported") has
conducted tests for the items to be tested prescribed in paragraph (7) of Article
4 or for the studies of hazardous properties prescribed in paragraph (2) of
Article 10 or paragraph (1) of Article 14 (including those cases in which
knowledge equivalent to that which would be obtained from the relevant tests
[limited to knowledge that is not publicly known] has been obtained) with
regard to the substance to reported that the person has manufactured or
imported and if the person has obtained, as a result thereof, knowledge
specified by Order of the Ministry of Health, Labour and Welfare, Order of the
Ministry of Economy, Trade and Industry, and Order of the Ministry of the
Environment that indicates that that the substance to be reported possesses
the following properties, the person shall 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 provide the details of the
relevant knowledge, pursuant to the provisions of Order of the Ministry of
Health, Labour and Welfare, Order of the Ministry of Economy, Trade and
Industry, and Order of the Ministry of the Environment; provided, however,
that this does not apply to cases when the relevant person has obtained the
relevant knowledge as a result of a study of hazardous properties to which an
instruction under the provisions of paragraph (2) of Article 10 or paragraph (1)
of Article 14 pertains and is reporting the details of the relevant knowledge
pursuant to these provisions:

— BABERC L 2N ELEZLECIT<NEDTHD Z L,

(i) the substance reported is not likely to undergo a chemical transformation
through natural processes;

= EYWOERNICER ST VLD THD Z &,

(ii) the substance reported is bioaccumulative;

= AEBRAICEIRENDGEITIE. AOREEZHEZR IS BEZARHL DO THDH I L,

(iii) the substance reported poses a risk of impairing human health if taken in
continuously;

W oL R ITERICKEEZ RIETBENLRHLHLDOTHDH Z &,

(iv) the substance reported poses a risk of interfering with the inhabitation
and/or growth of flora and fauna;

o WmESEME S BREERIC L 2MEFE L EZE LT NE D TH 2551213,
HARWTEMIC X 2B L0 BT Db WE GeFaeaie, ) D% 70
WTINCHELETHHDOTHDHZ &,

(v) in the case that the substance to be reported is likely to undergo a chemical
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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 RIEAXOHEIL, FoFFH -HE LA L IXHEANFULE LB NHOfMHRIC
22 FE L E O I A D FHEEL B (YR LT ZITEEICRD, ) |
FURELE FERFNLHIIBWTHARATERT 256250, ) THET D
@%ﬂ (2R D BTHUL T E O RE XTI A DO FEL B TeE CHRLBmM &5 T - F IR

o ) MOHEELRE “HIZBWTHEMNT 2 EWRF LHEICHIET DM A2 T 720
E éu AR D BB PME (L LTIATAHEICOVWTHERT 5,

(2) The provisions of the main clause of the preceding paragraph apply mutatis
mutandis to a person who engages in the business of manufacturing or
importing a new chemical substance pertaining to the confirmation set forth in
items (v) or (vi) of paragraph (1) of Article 3 or paragraph (5) of Article 5
(limited to a person who obtains the relevant confirmation), a person who
engages in the business of manufacturing or importing a new chemical
substance pertaining to the notification prescribed in paragraph (5) of Article 4
(including cases where it is applied mutatis mutandis pursuant to paragraph
(9) of Article 5 by replacing the terms) (limited to a person who obtains the
relevant confirmation) and a person who imports a new chemical substance
pertaining to the notification prescribed in paragraph (4) of Article 4 as applied
mutatis mutandis pursuant to paragraph (2) of Article 7 from another person
who obtains the relevant notification.

3 ESERHE L E ., BRI E SO R E T E ORNE XTI A O FE L
EOEIL, TofE L, T LB LT E . B L E i%*@fﬁ“
EACTFEIZONT, BAETBHES. BREEEAT. BEE S CTED LM, MikE
IZBIT 2 5A (AREMBN TN RN DIZRY | F+55H #@\%+E%%—%X
T —HOBEIZ LIV HMETREbDEERS, ) ZALTWD & T, BETBHED,
REEFEED, REEDTEDDLLIAICLY ., TOBELKOLLMADONE & LA T
BRE., BFPEERE M OEREREICHRET 2 L2802 T IR b0,

(3) When a person who engages in the business of manufacturing or importing a
priority assessment chemical substance, a monitoring chemical substance or a
class II specified chemical substance has knowledge of the composition,
properties, etc. of the priority assessment chemical substance, the monitoring
chemical substance or the class II specified chemical substance that the person
has manufactured or imported as specified by Order of the Ministry of Health,
Labour and Welfare, Order of the Ministry of Economy, Trade and Industry,
and Order of the Ministry of the Environment (the knowledge is limited to that
which is not publicly known, and excluding that which is to be reported
pursuant to the provisions of paragraph (2) of Article 10, paragraph (1) of
Article 14 or paragraph (1) of this Article), the person must endeavor to report
to that effect and the details of the relevant knowledge to the Minister of
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Health, Labour and Welfare, the Minister of Economy, Trade and Industry, and
the Minister of the Environment, pursuant to the provisions by Order of the
Ministry of Health, Labour and Welfare, Order of the Ministry of Economy,
Trade and Industry, and Order of the Ministry of the Environment.

4 BEAEGERE., REEERELCREREZ., F—H G HIBWTHERNT LY
GrEEt, ) XITAMHEOREEOMIZ L S>THONTMAICESE | —DOREXZY
BEH T HIZBWTHER T 25 —HOME TR D BTHULF W E 2N 45 HA 5
FBoHEAEHE L IEENEEEOWNTNMNICEY T 5 ERBODICES & & TR
B FOWTIUCEZY LRI ERHLNTH DL ERBOLNRLRDHIZTEDT
XL, B MEREELHETOILDLET D,

(4) If 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 paragraph (1) (including in cases as applied mutatis mutandis
pursuant to paragraph (2)) or the preceding paragraph or knowledge that has
been otherwise obtained, that any substance to be reported or any new
chemical substance pertaining to the report set forth in paragraph (1) as
applied mutatis mutandis pursuant to paragraph (2) falls under any of the
items of paragraph (2), any of the items of paragraph (3), any of the items of
paragraph (4) of Article 2, or is no longer clearly found to fall under none of the
items of paragraph (3) of the relevant Article, they are to take any other

necessary measures without delay.

(BB R BT D )
(Reporting on the Status of Handling)

FU+ 2% FHEREIZ, ZOEFROBATICHERIREICISW T, BRI L5 E I
WEES, AL FWE IR FEES | B MmN E SR FEES . frE— b
W E AR S ST R E R E AR R A (T L. £ OB ITHR 5 SRt
fifb e, R TE,  _HArE b WE S, FE — AL E SO IR E L
LB OB ORI HONWTHEZRD D Z LB TE D,

Article 42 The competent ministers may request that a business operator
handling a priority assessment chemical substance, a business operator
handling a monitoring chemical substance, a business operator handling a
class II specified chemical substance, etc., a business operator handling a
specified general chemical substance or a business operator handling a
specified new chemical substance report the status of their handling of a
priority assessment chemical substance, a monitoring chemical substance, a
class II chemical substance, etc., a specified general chemical substance or a
specified new chemical substance.

(R D EIR)
(Collection of Reports)

53



FlU+ =2 BEAEGEHRE, RFEEREROEREREIX., Z OEFROITIZHERR
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Article 43 (1) The Minister of Health, Labour and Welfare, the Minister of
Economy, Trade and Industry, and the Minister of the Environment, to the
extent necessary for enforcing this Act, may have a person who has received a
confirmation under items (iv) through (vi) of paragraph (1) of Article 3 or under
paragraph (4) of Article 5 make a report concerning their operations.

2 REEEREXFEBREIL. ZOEROITICHERBEIZBWT, ZLE4,
FFATROESEE S L UXEFTEAE ., R EL B F R O = A
F—HOBEIZ LD ML LIEITH L, ZOEFICHLHBELZIEL LN TE D,

(2) The Minister of Economy, Trade and Industry or the competent minister, to
the extent necessary for enforcing this Act, may have, respectively, a permitted
manufacturer, a permitted importer, a business operator handling class I
specified chemical substance, etc. or a person who has given a notification
under the provisions of paragraph (1) of Article 35 make a report concerning
their operations.

3 EFBREIX, ZOEBEORITICHERRBEICBWT, H =+ THE =+ \FKI
HETHHEICH L, TOEBICEHLBELZIELENTE S,

(3) The competent ministers, to the extent necessary for enforcing this Act, may
have a person prescribed in Article 34 or Article 38 make a report concerning

their operations.

(AR A )
(On-Site Inspections)

FU-UZE BEAGBARE, RFEEREROEREREIX., 2 OEFROBITIZHEZRR
EIZBWT, ZOIKEIZ, BREHEN S LEN G E TUIELRBINEDOME
RaZ T HEOREENEOMOEZEFTICIHLAD | IEHE, EHZOMOMIEEHRES
., BEFRFICEM S, XITRBRO 72 DI LB 72 i/ NEE O 53 &IZIR Y AL F'E % IX
EIHDHIENTED,

Article 44 (1) The Minister of Health, Labour and Welfare, the Minister of
Economy, Trade and Industry, and the Minister of the Environment, to the
extent necessary for enforcing this Act, may have their officials enter the
offices or any other places of business of a person who has received a
confirmation under items (iv) through (vi) of paragraph (1) of Article 3 or
paragraph (4) of Article 5, 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 RRFERKESIEBREIL, ZOERORITICHERREIZENT, £ThLh,
Z OB, FrfOEEE R L ITFFTImAE ., B EL T EFIRFEE X
I =HHEE - HOBREIC L DMt %E LB OFEBEHTTOMOFEEFITLHAD |
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(2) The Minister of Economy, Trade and Industry or the competent minister, to
the extent necessary for enforcing this Act, may have their officials enter the
offices or any other places of business of a permitted manufacturer, a
permitted importer, a business operator handling a class I specified chemical
substance, etc. or a person who has given a notification under the provisions of
paragraph (1) of Article 35, 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 FHKREIL, ZOEEORAITICKERREIZBWNT, ZOMEIC, H=+M5KRITH
ETDHEOFEFITEOMOEEFNCIHAD | RE, FHZOMOMIEZRAE ST,
BfRE ICEM S, ITRBRO T DI E e i/ NRE DO #EIZIR VLT HE I E S
THZENRTES,

(3) The competent ministers, to the extent necessary for enforcing this Act, may
have their officials enter the offices or any other places of business of a person
prescribed in Article 34, 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 FIZHOBHEICLVREN DAL L &R, 20 2R REELER L, R
FIZHRR LR T IE R 67220,

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

5 MRFEEREIX, BRENH D EFD D L T, IMSTATEYE NG FEAN E T AR g

(LT T v o, ) 12, B—HEHNLE _HE TOREIC LD AMBmA, ERH X
TINEZITOELZ N TE D,

(5) If the Minister of Economy, Trade and Industry find it necessary, the minister
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) through (3).

6 REFEEEREIT, APEOBEIC LIS ARAE, B UINEZITOE 256
i, RIS L, SN AREOSGITE OO ERFEHEZ R LTI Efid XX
ZEEETRTOLDOLT D,

(6) If 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, the minister is to instruct NITE to conduct such on-site
inspection, questioning or taking of samples by indicating the place of the
relevant on-site inspection and any other necessary matters.

7 BEREIT. ATEOERICESD TERBEICHET 2 L ABRA, B XIINELZIT O L
TX, ZORRERBFELEREICHRE LR2TIXR G220,
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(7) If 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 HHHEDOBEICLVEMOMENIHOADL L EE, TOHG LRI REHEZ R L.
BAMRE IR LT id e 7220,

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

9 F—HEHMNOLE-HE COMTEICL D LARAE, MR OWNEOHERIZ, LEMED
TEOIZRD LN D EMIRL Tixe b,

(9) The authority for the on-site inspection, questioning, and taking of samples
under the provisions of paragraphs (1) through (3) should not be construed as
an authority granted for the purpose of criminal investigation.

(B LR D)
(Orders to NITE)

FUH e RRFFEEREIX. AIRFLBEICHET 2 ARE, B XTI EDER D
WIER K Z MR T DT OMNENRH D RO DH & X1, BEIC L, YZEBICEL
VERMBETHIENTED,

Article 45 If 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 samples taken prescribed in paragraph (5) of the
preceding Article, the minister may issue the necessary orders concerning the
relevant operations to NITE.

(HERE DI EIZ SOV T OREAFER)
(Request for Review Regarding the Samples Taken by NITE)

FEIUHR5E BT ONEICOWTARD & 5 EH 1L, BRFEEREITH L THAR R
ETHIENTED, ZOHBICEBNT, BFEEFERRIL, TBORREEE (CF
FAREERFEATING) B P RARE HLOE =IO N LR OBLE OB
2N T, HEO ERITEUT & 272,

Article 46 Any person who is dissatisfied with the samples taken by NITE may
file a request for review with the Minister of Economy, Trade and Industry. In
this case, with regard to the application of the provisions of paragraphs (2) and
(3) of Article 25 and Article 47 of the Administrative Complaint Review Act
(Act No. 68 of 2014), the Minister of Economy, Trade and Industry is deemed to
be the higher administrative agency of NITE.

(iE %)
(Notification)
BO+t4 BEABBRE., BEEERE IREREIL, ZOBEREIZESHTESEY
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Article 47 If the Minister of Health, Labour and Welfare, the Minister of
Economy, Trade and Industry, or the Minister of the Environment obtains
knowledge, etc. of the properties, etc. of a chemical substance based on this Act,
in order to contribute to measures based on another Act concerning the
relevant chemical substance, the minister is to notify the Ministers governing
the offices responsible for the enforcement of the relevant other Act of the

details of the relevant knowledge, etc. where needed.

(E5h
(Requests)

FUHANSE REKEIL ZOEBEOHNEERT ATCOLEND D LB L &I,
ROZFIHGTDHEL L DT LE, TRENEES ZITHIT 2 KREICKR LT
A ENTE D,

Article 48 If the Minister of the Environment finds it necessary to achieve the
purpose of this Act, the minister may request the ministers listed in the
following items to take the measures set forth respectively in those items:

— HEPRE-HICHET T BREEERE

(1) an order prescribed in paragraph (1) of Article 30: the Minister of Economy,
Trade and Industry;

Z OB RECHICHET 2mn EBRE

(i1) an order prescribed in paragraph (2) of Article 30: the competent minister.

(FECkR)
(Fees)
BUHSE BEERE - BRI R HORF A 2T &
2T HEIT, BREEZMEL THA TEDDEDOFEEZMA L2 ITIER 60,
Article 49 A person who intends to obtain permission under paragraph (1) of
Article 17, paragraph (1) of Article 21, or paragraph (1) of Article 22 shall pay
a fee of the amount specified by Cabinet Order in consideration of the actual

expenses.

(e D 5
(Special Provisions on Hearings)

B BEEEREZ, Bt =RE HOBECL2mmELE D LT LT,
ITBFRelE CERILFEERB N ) EH=RE - HOBUEIC L 5B RBR D729
DFRED X0 6T, BHZITOR T TR 670,

Article 50 (1) If the Minister of Economy, Trade and Industry intends to issue an
order under the provisions of paragraph (1) of Article 33, the minister should
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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 FH oA =FKOHEIZL DGR LEHE O A ICR T 25T, ARICXVITHAR
THIER 5720,

(2) The proceedings on the date of a hearing to which a disposition under the
provisions of Article 33 pertains dhould be held in public.

3 AHOMEOFEE L, ITBFRIERFERE —HOBEIZ LV M35 IR D F
FHERADPYEIEFICET 2 FRICSINT 52 L 4RO XX, ThaiFal Ll
TR 6720,

(3) The presiding official of a hearing under the preceding paragraph should,
when an interested person to whom the relevant 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 the
relevant person to do so.

(GEAFER O FREICHIT 25 R OTER)
(Hearing of Opinion in Procedures of Request for Review)

FHE—5% ZOEFROHEICE D055 INIZEDREBIZONWTOBREFERITKT 28
HiX, ITEHARBEEES —FUEOHEICL D YEEAGEREZA T T 258 2RX.
FAGERANCH L, Y E BN T PEZ Lz b, FES+—4&H _HmICHET
LHEMENARICE 2 EROBERAZ LI2ZIZLRTIER 5720,

Article 51 (1) A determination on a request for review with respect to a
disposition made pursuant to this Act or inaction thereof should be made after
giving advance notice of a reasonable period to the requester of review and
after the review officer provided in paragraph (2) of Article 11 of the
Administrative Complaint Review Act has heard opinions in public, except
when the request for review is dismissed pursuant to Article 24 of the same Act.

2 HIEOBROBEEIZE L T, FEHERAKROMERBAICT L, £TOFELEITON
TRl 2R L, BERZBRRDOEES A2 5 2 7217 037 670,

(2) At a hearing of opinions under the preceding paragraph, the requester of
review and the interested person should be given an opportunity to produce
evidence and state their opinions with regard to the case.

3 BHICHET 2EATRIZONTIL, ITBAREEES -+ RO ITEHE
T FEOBROIERIZHSOWTIE, FERE _HEHPOELHETORELZENT 5,

(3) The provisions of Article 31 of the Administrative Complaint Review Act do
not apply to a request for review prescribed in paragraph (1), and the
provisions of paragraphs (2) through (5) of the same Article apply mutatis
mutandis to the hearing of opinions under paragraph (1).

(a4t 1)
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(Transitional Measures)

Bt 4 ZOEROBREICESESMOTEHIE L, XITWETLIHEICEWTIE, £
DT, Z OHIE XSO A B L &l S D EEFHNIC BV T, T
O EIEE EANCET B ELZT, ) ZEDDL I ENTE D,

Article 52 When an order is established, revised, or abolished based on the
provisions of this Act, required transitional measures (including transitional
measures concerning penal provisions) may be specified by the relevant order
to the extent found reasonably necessary in line with the establishment,
revision or abolition thereof.

(EBKREE)
(Competent Ministers)
Bht =5 ZOEEIIBITZEBREEZ. ROLBY L35,
Article 53 (1) The competent ministers under this Act are as follows:

— B HARSG, B FERE A LEE S AFE - HOMEIC L DM T
FoPRECHOBREICK omn FFTRIEEE T2 60 2kR<, ) o B+
=R CHOBUEIZ X D HE OHICE U <IFE MU SRE “HOBEIZ X DRk,
BHMAELIFIREICEAL L, Zo0RHET2EHE XTI INALOMS., WE O™
WAL IIE, BEME LS IINEDORR L2 DFHDOITH> FELTE T 5 KE

(1) with regard to a notification under the provisions of Article 26, paragraph
(2) of Article 27, or paragraph (1) of Article 32, an order under the provisions
of paragraph (2) of Article 30 (excluding an order given to a permitted
manufacturer), the collection of reports under the provisions of paragraph (2)
of Article 43, or the inspection, questioning, or taking of samples under the
provisions of paragraph (2) of Article 44, 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;

= OB RE _HOBEIC L DM n P REERITHTH L DICRD, ) L
TiE, RFEXEKRE

(i1) with regard to an order pursuant to the provisions of paragraph (2) of
Article 30 (Iimited to an order given to a permitted manufacturer), the
Minister of Economy, Trade and Industry;

= FETHEOBREIZX DMmE. BT AEE - HOBEIZ LD EM Lo OR
. FERE HEAE LITFE T NFOHEIZL28E. F-1TIWLEoBEIC LS
BROE. HBEF G L <EBNEF =88 =HOBUEIZ X 2 b ORI UL
PO —HOBEIC K oM, B L <IFIREICE L TR, BAGERE,
RRFPEERE, BERKELORZNDLOMT, Hiff Lofadtonk, BE. B8, B
B, WMEOHEICUIME, HRE LIBINEORRLERDEBOIT ) FELTET D
KEL

(iii) with regard to an order under the provisions of Article 34, the publication
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of technical guidelines under the provisions of paragraph (1) of Article 36, a
recommendation under the provisions of paragraph (2) of the relevant Article
or Article 38, guidance and advice under the provisions of Article 39, the
collection of reports under the provisions of Article 42 or paragraph (3) of
Article 43, or the inspection, questioning or taking of samples under the
provisions of paragraph (3) of Article 43, 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.

2 ZOERIBULEBATIE. ROLEY LT5,

(2) Order of the competent ministry under this Act is as follows:

— =t RE IRV THER T 2 RIEHE —H R OH _HOBEIS X 5 REOH
. L ORMFICE L T, FH MR E T E BT 28 01T 5 FX40
BT HDRKEORT HMH

(i) with regard to the keeping, entering, and the archiving of books under the
provisions of paragraphs (1) and (2) of Article 31 as applied mutatis
mutandis pursuant to paragraph (3) of the relevant Article, an order issued
by the minister having jurisdiction over the business operated by a person
using a class I specified chemical substance;

OB HINEE _HoEIN ok GFIEER /KL b0 xR, ) IZELT
XL EATBRE, BREEERE. BRERKELOE M EC T EERRFEES
DAT D FHELEFTE T D2 KREDRT Dm0

(ii) with regard to the technical standards under the provisions of paragraph
(2) of Article 28 (excluding the technical standards pertaining to permitted
manufacturers), 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 business operator handling a class I specified chemical substance, etc.;

= B PNEE _Ho ok GFIEEE IR DL B OICR D, ) ITELT
X BEATBRE, BREEERE R CREREDORT Dm0

(ii1) with regard to the technical standards under paragraph (2) of Article 28
(limited to the technical standards pertaining to permitted manufacturers),
an order issued by the Minister of Health, Labour and Welfare, the Minister
of Economy, Trade and Industry and the Minister of the Environment.

(FEFR D ZAT:)

(Delegation of Authority)
BAS ZOEHICHET 2EEREOHERIT, REASTTEDDLEZAILLD,
HMARBEFENRICEMLT LI LN TE S,
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Article 54 The authority of the Minister of the Environment prescribed in this
Act may be delegated to the Director Generals of the Regional Environment
Offices, pursuant to Order of the Ministry of Environment.

(fthDVES & DOBIR)
(Relationship with Other Acts)

Fh+Td ROBZFIHIT LM THLIFWEICOWNTEH =4, HERE—H, &§
NEF—H (AR HIIBWTHERT 256z, ) « BNKDO T HILEH—
H, HHRE-EEOE ZH, 5 + R BT, BPNUAE H B A
Ry BT ERE -, BHASK B O TORE I B TIA B O PARE
BN I, B LSRR IE\ B UEE -HEOE=H, F=+HEH
- E\\ [ aVAN S5 RS s e o S5 TRt I et nUAE S ‘f‘ﬁfl\ FU+—5

—IH (FI&HE _HIZBW AT 25625, ) &U%EIEIEU\ a8 e S0
iﬁm’a‘: H— *ﬁﬁ‘ﬂiﬂﬁ%# ENEH SN TV DIROEFIZHT 2OV T+
U —Ia, 85 -+ \&E H, Bt AEFE -HLAOE =+NGoHEL, F &
REATFHWEPERN SN TWDLROEZITH T 2OV TIH =+ HEF —H, H
SFAREREH, BT ERECH BT ARAOENT CROBEE, ROA S
T D MDIEMELE L TOFWEOEHICHOWTITENGEDO . B+ 5. Ht
AY SNIY NG kT SN T A S Th SN e I S %#@\% TIRHE— @\%*
TP =, FHPAKE -H, B EREH BoPAE B LR
FU+ KOBELEHAE T, YRS IHIT2EEOEDDL L ZAHAITLD,

Article 55 The provisions of Article 3, paragraph (1) of Article 7, paragraph (1) of
Article 8 (including in cases as applied mutatis mutandis pursuant to
paragraph (2) of the same Article), Article 8-2, paragraph (1) of Article 9,
paragraphs (1) and (2) of Article 10, Article 12, paragraph (1) of Article 13,
paragraph (1) of Article 14, Article 16, paragraph (1) of Article 17, Article 18,
paragraphs (1) of Article 22, Article 25, paragraph (1) of Article 26, paragraph
(2) of Article 28, paragraph (1) of Article 29, paragraphs (1) and (3) of Article
34, paragraph (1) of Article 35, paragraph (1) of Article 36, paragraph (1) of
Article 37, Article 38, Article 39, paragraphs (1) (including in cases as applied
mutatis mutandis pursuant to paragraph (2) of Article 40) and (3) of Article 40
and Article 42 do not apply to the chemical substances which constitute the
articles listed in the following items; the provisions of paragraph (1) of Article
24, paragraph (2) of Article 28, paragraph (1) of Article 29 and Article 34 do
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 35,
paragraph (1) of Article 36, paragraph (1) of Article 37, Article 39 and Article
42 do not apply to the articles listed in the following items in which class II
specified chemical substances are used; and the provisions of Article 8-2,
Article 12, Article 16, Article 25, paragraph (1) of Article 26, paragraph (2) of
Article 28, paragraph (1) of Article 29, paragraph (3) of Article 34, paragraph
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(1) of Article 36, paragraph (1) of Article 37, Article 38, Article 39 and Article
42 do 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 apply to them respectively:

—  fdnfiEEvE (P 4 SEEEE a1 =) BINAE -HITHET D /R,
FSRHE “HICHET 2N, RRE FEICHET 280, FNEE AR+ 24E
—HITHET 28 H HRKOFRSF “HIZHIE T 2 Bl

(1) food prescribed in paragraph (1) of Article 4 of the Food Sanitation Act (Act
No. 233 of 1947), additives prescribed in paragraph (2) of the Article,
containers and packaging prescribed in paragraph (5) of the relevant Article,
toys prescribed in paragraph (1) of Article 62 of the relevant Act, and
detergents prescribed in paragraph (2) of the relevant Article;

= RERHRG S (BB A AR N T ) B SR0 EHICHUE T D RS

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

= ERREGRE S (R A EEERE e b)) AR IS E T o s

(iii) ordinary fertilizers prescribed in paragraph (2) of Article 2 of the
Fertilizers Regulation Act (Act No. 127 of 1950);

WU faEt O Z M OME(R K VR E OBGEIZB T ik (B 4+ )FEIEERF -+
5) B AR CIRICHLE T 2 BE R ORI SR B = HICHUE T D fREHA N

(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 the relevant Article;

o EIEG, BEEEREONE., AL O ZEEOMRREICET EE (I =+
TARERFE U T5) B RE - HICHET 2 EREML, F&ERE __HIIHET &=
FEES L RIS —HHICHIE T 2 bbEdh, RIS WIEICHLE 3 5 B & ONE 5
FIVEIZHLE 3 5 P4 R 5

(v) pharmaceuticals prescribed in paragraph (1) of Article 2 of the Act on
Securing Quality, Efficacy and Safety of Products Including Pharmaceuticals
and Medical devices (Act No. 145 of 1960), quasi-drugs prescribed in
paragraph (2) of the same Article, cosmetics prescribed in paragraph (3) of
the same Article, medical devices prescribed in paragraph (4) of the same
Article, and regenerative medicine products prescribed in paragraph (9) of

the same Article.

(FFH= OB OB
(Hearing of Opinion of Councils)

HBHARNE BEAFBHRE, RFEERELTEREREIX, RICBT 255121, H56
ML, Fma%s (EZFITBERNE (B -+ =FEfEe —+5) BARICHET
LB Z VD, REICBWTHL, ) TERTEDLDODOERELES D LT D,

Article 56 (1) In the following cases, the Minister of Health, Labour and Welfare,

62



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

Environment are to 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 applies in the following paragraph) that are specified by

Cabinet Order, in advance:

— HOEEHOBEOHIES LIXHEDONEE L L) L TH L (FBUEFE—
A U <UE8E I, BRI\ EXUTH USRS “HOHEICE ST ZONEE L
L0 &T2LEER<, ) XITH KB =, B TS -H, B IS,
BoHNEEZH, Bt REE A LIEFE = AREE -HOBD OflES L
SIEHWMEDNREZL LY ET5 L&,

(i) when intending to plan out the establishment or revision of 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 paragraphs
(1) or (2) of Article 4, paragraph (8) of Article 5, or paragraph (2) of Article
14), or when intending to plan out the establishment or revision of Cabinet
Order under paragraph (3) of Article 2, paragraph (1) of Article 24, Article 25,
paragraph (2) of Article 28, paragraph (1) of Article 35 or paragraph (1) of
Article 36;

TR CEFENEIEREOEE LEL Y LT H L& (RIBICHET S FHICED
ZOHREXL LD LT 565K, ) &

(i1) when intending to make a designation under paragraph (4) or (5) of Article
2 (excluding the case of intending to make such designation in accordance
with the procedure as prescribed in the following paragraph);

= GBS —IE, BB IEAT L OUXEEIUIE, SBALARH CIH. BB = HEAT L UTE VA,
FHREHEXIE UKL _HOHEZ L LD &T5 L%,

(iii) when intending to make a determination under paragraph (1), (2) or (4) of
Article 4, paragraph (2), (3) or (8) of Article 5, paragraph (3) of Article 10, or
paragraph (2) of Article 14;

M HRE _EXIEFURE - HOEREZ L LD &5 L%,

(iv) when intending to give an instruction under paragraph (2) of Article 10 or
paragraph (1) of Article 14;

f BT AEEENEOREL LIS T L,

(v) when intending to make an acknowledgment under paragraph (4) of Article
35.

2 JRAEGEARE., RFEEREXROEREREIZ., BLSRE—BE L <35 ZHEULH

TARFNHDOBEIZ L0 5 =556 — 1O Ja HITFR 28U 7B 23 55 U 555 — T

TRLENGETONTINICHEE T2 EOHEL Lz & ik, #Ele <, Yzl

WEIZOWTEHE FEREDIREL T O2MLERDH LM E I MIHONT, BIEHOBG T

EDLFEHRRFOBEREES bO LT 5,

(2) When the Minister of Health, Labour and Welfare, the Minister of Economy,

Trade and Industry and the Minister of the Environment judge pursuant to the
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provisions of paragraphs (1) or (2) of Article 4 or paragraph (8) of Article 5 that
a new chemical substance subject to the notification set forth in paragraph (1)
of Article 3 falls under any of items (ii) through (iv) of paragraph (1) of Article
4, they are to hear the opinions of the councils, etc., specified by the Cabinet
Order set forth in the preceding paragraph without delay regarding whether or
not it is necessary to provide the designation set forth in paragraph (5) of
Article 2 to the relevant chemical substance.

FNE FAl
Chapter VIII Penal Provisions

%£+t% ROBZDONTNIINTHEE T HEHIT. ZAELTORBEE LITETHUT
AL, XxInE R 5,

Article 57 A person who falls under any of the following items is punished by
imprisonment for not more than three years or by a fine of not more than one
million yen, or both:

— BHERB-HOFWNEZTRWTHE MR EFWEOREDRELEALIZE

(i) a person who has operated the business of manufacturing a class I specified
chemical substance without obtaining permission under paragraph (1) of
Article 17;

=BG B NUEE -EHUIE S RGROHEIGER LE

(i1) a person who has violated the provisions of Article 18, paragraph (1) of
Article 24, or Article 25;

= B AE-HOBEIGERK LT MR E L E A LI

(iii) a person who has imported a class I specified chemical substance in
violation of the provisions of paragraph (1) of Article 22;

M =+ =5F - HOHEIC LD FEOFIEOMBITER LI2H

(iv) a person who has violated an order to suspend business under the
provisions of paragraph (1) of Article 33;

OB FEEE HOBEIC L M BICER LTcE

(v) a person who has violated an order under the provisions of paragraph (3) of
Article 34.

FHTNE ROKZFOWTNNIEYL T HH T, —FLUTORBEAE L IEH+THEL
TogeIZL, Tz na R 5,

Article 58 A person who falls under any of the following items is punished by
imprisonment for not more than one year or by a fine of not more than five
hundred thousand yen, or both:

— FEAEHOBEIGER L THETEE A RE L, UIWMALEE
(i) a person who has manufactured or imported a new chemical substance in
violation of the provisions of paragraph (1) of Article 3;
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= OBARROHEIER LIE

(ii) a person who has violated the provisions of Article 6;

= FBHRECHEIB T NEE -HOBEIC LD RICGERK LEHE

(iii) a person who has violated an instruction under the provisions of paragraph
(2) of Article 10 or paragraph (1) of Article 14;

U=+ REHE - IFE = (AEERBRICBWTHERT 25825, ) OH#
ENER UCH _MfFE b g 2 5E U, & L I3 L7233 3U3E —EErEl
TR AR A LT

(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 paragraphs (1) or (3) of Article 35
(including cases where it is applied mutatis mutandis pursuant to paragraph
(5) of the relevant Article).

FHHILE ROBZEBOWTNNIEEE T HH T, NHUTORE&ESE L <IEh+HHEL
ToseIZ L, Tz 4 5,

Article 59 A person who falls under any of the following items is punished by
imprisonment for not more than six months or by a fine of not more than five
hundred thousand yen, or both:

— B —FHE-HOBEIER U CHRIER N O E IR N2 EE L-E
(1) a person who has made changes in the structure or capacity of

manufacturing equipment in violation of the provisions of paragraph (1) of
Article 21;
OB PAERE -HOHEIOER LR EET, R BoREE LE
(i1) 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 26;
= B RNITHE = USRE I L <IEHE HOHEIZ X DM mICER LcE
(iii) a person who has violated an order under the provisions of Article 30 or
paragraphs (1) or (2) of Article 34.

FATER ROZFZOWNTANIHEYE T 2EIE. =+ MU TOSEICLT 5,
Article 60 A person who falls under any of the following items is punished by a
fine of not more than three hundred thousand yen:

— F=t & E (RAERE_HIIBWTENTL2H62E8T, ) OBEITEKL
TIREZH 2T, IREICREEE T, A LIIRBORHEE L, ULFESEFE ZH ([
FEHIIBWTHERNTGA LG, ) OBEILEK L TREZRFL2RNDT
=1

(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
31 (when it is applied mutatis mutandis pursuant to paragraph (3) of the
relevant Article), or has failed to preserve the books in violation of the
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provisions of paragraph (2) of the same Article (when it is applied mutatis
mutandis pursuant to paragraph (3) of the relevant Article);

ZOBEE -, B RS HNIE T AR ANEHOBEIC L SR AT,
XILEB DR M2 LTc#H

(ii) a person who has failed to give a notification under the provisions of
paragraph (1) of Article 9, paragraph (1) of Article 13, paragraph (6) of
Article 35 or has given a false notification;

= BN+ =50BEICL2®mELET. IEHBOHREL LHE

(ii1) a person who has failed to make a report under the provisions of Article 43
or has made a false report;

MU BENAIUSRE —EHNOH —HE COREICLDMER L ITINEZES, BT,
HLLIFRBEL, IInooMEIZL2EMICH L TEREET, BHLIITER
DEFE LIoH

(iv) a person who has refused, obstructed, or evaded an inspection or the taking
of samples under the provisions of paragraphs (1) through (3) of Article 44 or
has refused to answer or has given a false answer to the questioning under
these provisions.

BARF—% BEAOREFEXTEAE LAIAOREAN, EHANZOMOUEEE N, £
DIENIIANDEFICE L, ROFZFITHWIT DHEDEITRHZ Lo & 13 T8
ZETT 21E0, TOENTH L THES FITED D@4, £ D NITxh L THEARS
OE M Z B 5,

Article 61 Where a representative, an agent, an employee or any other worker of
a corporation or an individual commits a violation of any of the provisions set
forth in the following items with regard to the business of the corporation or
the individual, beyond the offender being subject to punishment, the
corporation is subject to the fine referred to in the relevant items, and the
offender is subject to the fined referred to in the relevant Article.

— PBhttER —EHLTFOHEIH

(i) Article 57: A fine of not more than one hundred million yen;

= OBETNEE 5. S IENS AT LT O

(i1) item (i), (ii) or (iv) of Article 58: A fine of not more than fifty million yen

= HBEHARE=G. BLPILEXTAIER BSASKOH SN

(iii) Ttem (iii) of Article 58, Article 59, or the preceding Article: The fine
prescribed in the relevant Article

AT SR ROBFLZOVWTANCHET 21T, ZFHHUTo@EHI LT 2,
Article 62 A person who falls under either of the following items is punished by
a non-penal fine of not more than two hundred thousand yen:
— PFARXE-H (FAERE_HIIBWTENTL625T, ) . B —5E _H,
BN I, B PR, B R EHXIE ST RAE CHO
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BUEICK 2 EET. UIRBOmt 2 L#E

(1) a person who has failed to give notification under the provisions of
paragraph (1) of Article 8 (including in cases as applied mutatis mutandis
pursuant to paragraph (2) of the relevant Article), paragraph (2) of Article 21,
paragraph (2) of Article 26, paragraph (2) of Article 27, paragraph (1) of
Article 32 or paragraph (2) of Article 35 or has given a false notification;

=N E-EH (FRE HEIZBWTERT 5625, ) OBEIZE 5

HEET, IEBOBMEZ LA

(i1) a person who has failed to make a report under the provisions of paragraph
(1) of 41 (including cases where as applied mutatis mutandis pursuant to
paragraph (2) of the relevant Article) or has submitted a false report.

TRt =5 FENU+HEFOHEIZLDMGTIOER LELEITIE, TOERITAZ LT-H
MoOBEIL, MU T OEEHIALT %,

Article 63 In the case where an order under the provisions of Article 45 has been
violated, an officer or officers of NITE who have committed the relevant act in

violation is punished by a non-penal fine of not more than two hundred

thousand yen.

MR ()

Supplementary Provisions [Extract]

(AT 51 7 )
(Effective Date)
Bk ZOWEEIE. AMOANLEE L TRNHEZRR LA OITT 5, 72720,
WEOHEIZ, DO AP BT 5,
Article 1 This Act comes 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 come into effect as from the day of promulgation.

B b E 4 &)
(List of Existing Chemical Substances)

Bk WREEEKEIL, ZOBEEOAGORBICEL L CRESI, A SN T
WHILFEWE GRBIFEO-DICES L, WA SNTHWEH ORI LT
fEIN, IWMASINTWDHOEERS, ) OAEiifE L& (LT [BEFELT
WEAE) Lo, ) EIERL, e ZOEEOAMO A DD = A NIZAR L
e 5720,

Article 2 (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 as a
business at the time of the promulgation of this Act (excluding those that were
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manufactured or imported for testing and research purposes and those that
were manufactured or imported as reagents) and make a public notice of it
within three months from the day of the promulgation of this Act.

2 AL, BTEOBEICL Y ARSNTBE A b FWEAEICEA L, FTETL2MLEND
HERDODHEXT, BEEEETTEDDEZAILEY, ZONTFRDOANSL— AU
PRV, ZOBEABREEEREICHLELZ ENTE D,

(2) Any person may, when finding 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 Order 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 HEPHEEKREIZ., ATEOBHHRSSTGEICBNT, TOHRMICEBNH D L7
5 EEIL. FORBITR DI TFWE DA RE A LT EA BB L, Ik
FTELENPDOHERT L LI, TOFEZZTOHME L@ LR ITNITR D
TRV,

(3) When a proposal under the preceding paragraph has been made, if the
Minister of International Trade and Industry finds grounds for the relevant
proposal, the minister should add the name of the chemical substance to which
the relevant proposal pertains to the list of existing chemical substances or
delete 1t from the list of existing chemical substances, and should notify the
person who has made the proposal to that effect.

4 GEPFFEEREIL. RIHEOBEIC K DB UIHER AT RS I BEfF b B4 Ex =
OVEFEO[EITO H O— ARTE TIZATR LT IUE e 5720,

(4) The Minister of International Trade and Industry should 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.

(R T 1)
(Transitional Measures)

B4 ZOEFRORATORBIC, AIRFENEOBEIZ LD AR S B F W E 4
IR SN T W E LS O E ORE T ADFE L E ATV DHHEI
ONWTIE, ZOFLZHF =LKE-HIIHETL2E L AR LT, REOKRELEMNT 5,
ZOBEETENT, HET (bonltd] Lbdoix, [ZOEREOHITORNL—
HUWIZ) &35,

Article 3 The provisions of paragraph (1) of Article 3 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
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preceding Article, by deeming the relevant person to be a person prescribed in
paragraph (1) of Article 3. In this case, the term "in advance" as used in the
relevant paragraph is deemed to be replaced with "within one month from the
day of the enforcement of this Act."

FUG BAGERE., RFEERELROREREIL, EFWEOFAE K ORIEFEOH
HNC BT DIEHEO —H 2 BET 2EE CElC+—FERE =1+ 5, L FZOSI
BWT THWIEE] EWo, ) H o ROBEIC X DUER O WE DOFA K OCVRIEE
DOHFNCEET DIEEE “FEHEOBEIZ L VIEE L H HES L E K ORI S
FARHEOBEIZ XV EE LI =GR E LA # LR 2/FR L. Zh
Ze BUEIER RIS — 558 =5 12881 2 BUE OMiAT O BIZAR LT TR 5720,

Article 4 Article 4 The Minister of Health, Labour and Welfare, the Minister of
Economy, Trade and Industry, and the Minister of the Environment should
prepare a list in which the names of type II monitoring chemical substances as
designated pursuant to the provisions of paragraph (5) of Article 2 of the Act on
the Regulation of Manufacture and Evaluation of Chemical Substances, prior
to their amendment pursuant to the provisions of Article 2 of the Act Partially
Amending the Act on the Regulation of Manufacture and Evaluation of
Chemical Substances (Act No.39 of 2009; hereinafter referred to as the
"Amendment Act" in this Article) and type III monitoring chemical substances
as designated pursuant to the provisions of paragraph (6) of Article 2 of the Act
on the Regulation of Manufacture and Evaluation of Chemical Substances prior
to their amendment pursuant to the provisions of Article 2 of the Amendment
Act, and should publish the list on the day of enforcement of the provisions
listed in item (iii) of Article 1 of the Supplementary Provisions of the

Amendment Act.

M Rl (BRE+SEEA Z+RAEEESTNE) ()
Supplementary Provisions [Act No.68 of July 25, 1975] [Extract]

1 ZOERZ, AMOAPLER LT HFLZEIRVHEHFANICBWTES TED S H
MHREITS 5,
(1) This Act comes into effect as from the day specified by Cabinet Order within a

period not more than one year from the day of promulgation.

M R (BERE+NERLHA _+EBEEFE+HEE) ()
Supplementary Provisions [Act No.57 of May 25, 1983] [Extract]

(fef T3 B )
(Effective Date)
B4k ZOERIT. AMMOBNLEBELTC=H2BI R WEENIZBWTES TED
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LAMMBHIATS D, 7272 L. HINGKOREIL, IERHEGE O —# 2 SOE T 2168 (1
I BRI 5) BRI —SROBs TED 5 H b RITT %,

Article 1 This Act comes into effect as from the day specified by Cabinet Order
within a period not more than three months from the day of promulgation;
provided, however, that the provisions of Article 8 comes into effect as from the
day specified by the Cabinet Order set forth in Article 1 of the Supplementary
Provisions of the Act Partially Amending the Fertilizer Control Act (Act No. 40
of 1983).

MRl (BRA+—FELZA CAERFEN+IE)
Supplementary Provisions [Act No.44 of May 7, 1986]

(AT 51 7 )
(Effective Date)
1 ZoE#RE, MMOAPLER L T—HELZBARVFEANICEONTEA TED S H
MORATT 5,
(1) This Act comes into effect as from the day specified by Cabinet Order within a
period not more than one year from the day of promulgation.

(G i 1)
(Transitional Measures)
2 ZOEBEORATANC L72AT 264 28I ORI SW TR, RBRERTOFIZ & %,
(2) Prior laws continue to govern the applicability of penal provisions to acts

committed before the date of enforcement of this Act.

R (PRZEASA+TLBERE=1+=%F] [
Supplementary Provisions [Act No.33 of June 19, 1990] [Extract]

(HiA T8I H)
(Effective Date)
F—k ZOWEMET, AMOANPLERLTAHZEBIRWEFANICE N TES TED
HHPOHEITT 5,
Article 1 This Act comes into effect as from the day specified by Cabinet Order

within a period not more than six months from the day of promulgation.

M Rl (ERESE+—A+ZBERE/NTLE] (3]
Supplementary Provisions [Act No.89 of November 12, 1993] [Extract]

(fef T3 B )
(Effective Date)
B2k ZOEER., 1TEFERE CEREFEEERE/NHINE) Ofto B S ird 5,
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Article 1 This Act comes into effect as from the day of enforcement of the
Administrative Procedure Act (Act No. 88 of 1993).

(FEMED S T ARSI BT 2 R &)
(Transitional Measures Concerning Adverse Dispositions Following Appeal)

g ZOERORATANETIZE D EFERS L OMOGEH OB LITBFi
B+ = RICHE T A HEH SUT R OES O 5O Fii € O o B RBGR O 728 O F
B Y T 5 PRt D XX Z & OFMZOMORD N ENTZHEITBW T, S
FE R DO K DITSR D ARy O FHelZ B L TiX, Z OERIC L 2 BIER O Btk
EHEDOBEIZ D LT RBUERTOHIC X 5,

Article 2 When an appeal or other request has been filed or made prior to the
enforcement of this Act under the laws and regulations to a council or any
other panel to require the implementation of procedures equivalent to the
procedures to hold hearings or grant the opportunity for explanation and other
procedures to hear statements of opinions prescribed in Article 13 of the
Administrative Procedure Act, with regard to the procedures concerning
adverse dispositions pertaining to the relevant appeal or other request, the
provisions then in force remain applicable notwithstanding the provisions for
the relevant Acts amended by this Act.

(RN RE 9 SRR+ i)
(Transitional Measures Concerning Penal Provisions)

FH=2% ZOBEBEOATANG L72AT 2183 2 21l O@E I 2V TiE, 2»RBIERTO B
25,

Article 13 Prior laws continue to govern the applicability of penal provisions to

acts committed before the enforcement of this Act.

(FERTIC B3 2 HE OB E D R E)
(Transitional Measures for the Arrangement of Provisions for Hearings)
FHUE  ZOEFRORATAINEROREIC L V7o R, JEE L < A S
(RRIZEIAFIAR D b D EFRLS, ) XTI NHDTOOFHiL, Z OIEREIC X 5 HIE
% ORBABRIEFEOHELYHEIC LV ITONTZ b D LBl T,
Article 14 Procedures for hearings (excluding those concerning adverse
dispositions) implemented under Acts prior to the enforcement of this Act or
incidental procedures are deemed to have been implemented under the

relevant provisions of the respective Acts by this Act.

(BLA ~DZEAT)

(Delegation to Cabinet Orders)
BHIR MAE RN OHIRE TICED D2 DODIEN, ZOEHEORITIZE L T8
IR E L, BB TED D,
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Article 15 Beyond what is prescribed in Article 2 through the preceding Article
of these Supplementary Provisions, the necessary transitional measures
concerning the enforcement of this Act are specified by Cabinet Order.

B Al (PR+—F+ZANBERFELT—F] ()
Supplementary Provisions [Act No.151 of December 8, 1999] [Extract]

(W17 81 F)
(Effective Date)
2k ZOE/RIE, EEZFENA — B2 LT b,
Article 1 This Act comes into effect as of April 1, 2000.

FUS  Z OEFRORATANG U2 T 2263 25O A2 S\ T, ZRB1ERTO AT
X5,

Article 4 Prior laws continue to govern the applicability of penal provisions to
acts committed before the enforcement of this Act.

Bt Rl (CER+—%+ZHZ+ZBEEEFEEARN+5E) ()
Supplementary Provisions [Act No.160 of December 22, 1999] [Extract]

(W17 551 H)
(Effective Date)
F—a ZOER GBE_FZROE=5%2R<, ) 1 FREF=24FA-ARNANOITT 5,
Article 1 This Act (excluding Articles 2 and 3) comes into effect from January 6,
2001.

Bt Al P+ MEELA =+—BREEEL+HAE)] (@)
Supplementary Provisions [Act No0.96 of July 31, 2002] [Extract]

(W17 551 H)
(Effective Date)

Bk ZOERIT, AMOBAPOER LT AR VHEHIFANICE W TES TED
LHMOHITT %, 72720, ROKFITEIT 2HEIT, Y& FITED D H O HMAT
T 5,

Article 1 This Act comes into effect as from the day specified by Cabinet Order
within a period not more than three years from the day of promulgation;
provided, however, that the provisions listed in the following items comes into
effect as from the day specified in the relevant items respectively:
TOBMREE R I, Bk, BHER B FERAVEBE = FRNLE =TS

ETOHE KAiDOH
(ii) the provisions of paragraph (2) of Article 2, Article 5, Article 17, Article 27,
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and Articles 30 through 32 of the Supplementary Provisions: the day of

promulgation

(W53 % D% 7))

(Effects of Depositions)

=+5% o MAE—-£&5ICBIT 2B W TR, HEBE) OEITRIIC
WEFMDOENZENDERE (ZNIZESI<mTEEl, UFZORIZBWTHL, ) ©
BEIZ L > T LIS, FRtOhoiT4Th-> T, &E%@%ﬂ%h®%¢@ﬁﬁ
WS OHERH L DIL, ZOMANCHIEDEDRH LD ERE, WIEHDOEN
ZNOEEOHYOMEIZL>TLIEb D & BT,

Article 30 Any dispositions, procedures or other acts conducted prior to the
enforcement of this Act (or the respective provisions listed in the items of
Article 1 of the Supplementary Provisions), pursuant to the provisions of the
respective Acts prior to the amendment (including orders issued under them;
hereinafter the same applies in this Article), if the respective amended Acts
contain provisions corresponding to such provisions, are deemed to have been
conducted under the relevant provisions of the respective amended Acts, except

those otherwise provided for by the Supplementary Provisions.

(FTHNZEE 9 D Rt 4 )

(Transitional Measures Concerning Penal Provisions)

j+—% ZOER (A —4% 5128 2BUEIC OV TR, MHE) ORfTal
TLTEATA KR O OEREOREIZE D RBUERTOFNIZ LD 2L L ENDHGEITBITD

;0){2@@ AT L7eAT 213 2 8RO @ HIZ W T, Z2BUERTOHFIZ X D

Article 31 Prior laws continue to govern the applicability of penal provisions to

HHU

acts committed prior to the enforcement of this Act (or the respective
provisions listed in the items of Article 1 of the Supplementary Provisions) and
acts committed after the enforcement of this Act but to which, pursuant to the
Supplementary Provisions of this Act, are to continue to be governed by prior

laws.

(B ~DZFEAT)
(Delegation to Cabinet Orders)
=+ 2% ZoKHNCHET 2 ODIEN, Z OEEOHATIT RV E e Bl E 1,
A TED D,
Article 32 Beyond what is prescribed in these Supplementary Provisions, the
necessary transitional measures concerning the enforcement of this Act are
specified by Cabinet Order.

Bt Al CPRRT+HEEREA _+HNBEEFEN+LE) 3
Supplementary Provisions [Act No.49 of May 28, 2003] [Extract]
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(BiATH H)
(Effective Date)

F—k ZOERAE, AMOHNLER LT FEBE IR WEANICE W TES TED
HHANOHEITT 5, 7272 L, MHAE =F0BEX. AfMOB»HEF L TILAZEBX
ROVHEIFANIZB W TE A TED D BB HEfTT 5,

Article 1 This Act comes into effect as from the day specified by Cabinet Order
within a period not more than one year from the day of promulgation; provided,
however, that the provisions of Article 3 of the Supplementary Provisions
comes into effect as from the day specified by Cabinet Order within the period

not more than nine months from the day of promulgation.

(THeRB B9 2 Rt FE &)
(Transitional Measures Concerning Confirmation)

g ZOEREORAT OB Z OEREIC L 2 BOERTO LW E O%F A K CHIEE O
HENCBT 2B R LEBEOB ST CTEDLIGAEICHLY T HZ EICXLVASEDHE
Mz LW THBE M EARLE L, IHA L TWAEHED I HLES TED HH 1T,
ZoEFEOKATOR (LLF T fTH] W9, ) 22"BARNHZET 5 3 TORIE,
Z OEIZ X D BER LT WE OF A K OROEEOHGNCE T 21548 (LUF T
B Lo, ) BEFFHE-HOBEICHPDLLT, FEOREHZ LRWT, 5l &k
BHEHRULFE S L, IMAT L2 LN TE D,

Article 2 A person who is specified by Cabinet Order among persons who
actually manufacture or import a new chemical substance at the enforcement
of this Act by falling under the cases specified by Cabinet Order under the
proviso to Article 3 of the Act on the Regulation of Manufacture and Evaluation
of Chemical Substances prior to the amendment by this Act without making
the notification set forth in the relevant Article may continue to manufacture
or import the relevant new chemical substance without making the notification
set forth in paragraph (1) of Article 3 of the Act on the Regulation of
Manufacture and Evaluation of Chemical Substances after the amendment by
this Act (hereinafter referred to as "new Act") for the period from the day of
enforcement of this Act (hereinafter referred to as the "enforcement day") until
a day when six months elapses, notwithstanding the provisions of paragraph
(1) of Article 3 of the new Act.

(HE(HTT 25)
(Preparatory Actions)

Bk FBUbEEARIE L, AL X5 & 5E L, MITHRNCBW TS, #r
EHERE—HE R SOREOHNZ L0, BATERE, REFEERE K ORE KE
DR EZIT D ENTE D, TOHEITBWT, YEERLZ T E L, MITHIZ
BWTRHEBOBEC L EATERE, RFEEERERNREREOHERZZ TS
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D LRI,

Article 3 A person who intends to manufacture or import a new chemical
substance may obtain 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 the provisions of item (v) of paragraph (1) of
Article 3 of the new Act even prior to the enforcement day. In this case, a
person who obtains the relevant confirmation is deemed to have obtained
confirmation from the Minister of Health, Labour and Welfare, the Minister of
Economy, Trade and Industry, and the Minister of the Environment on the

enforcement day, pursuant to the provisions of the relevant item.

(EN R 3 2 B3 2 a5 )
(Transitional Measures Concerning Application of Penal Provisions)
FUS  Z OEFRORATANG U2 T 2263 25O A2 S\ T, ZRBHERTO AT
X%,
Article 4 Prior laws continue to govern the applicability of penal provisions to
acts committed before the enforcement of this Act.

(Brm ~DZEE)
(Delegation to Cabinet Orders)
BHE ZOMANCHET 200, ZOBEEORATIZE L ThE R HTE L,
HETEDD,
Article 5 Beyond what is prescribed in these Supplementary Provisions, the
necessary transitional measures concerning the enforcement of this Act is

specified by Cabinet Order.

(R )
(Review)

FNG BURIR. Z OBEHEORATERILAFE LS L2 HEICB 0T, FEOHAT ORI A
BREL, WERH D LD DL EEIFT, FEOREICOWTHRFZMA., £ ORERICE
SWTHERFELZ#ET OO LT 5,

Article 6 When five years have elapsed since the enforcement of this Act, the
government is to, while taking into account the status of enforcement of the
New Act, review the provisions of the New Act and take any necessary

measures based on the review when it finds it necessary.

B Al (PRT+EEEZA=Z+AERFERETREE] ()
Supplementary Provisions [Act No.55 of May 30, 2003] [Extract]

(FEfT8 H)
(Effective Date)
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F—k ZOERAE, AMOHNLERE LT EAZBI R WEANICE W TES TED
LHMNPBHITT S, 72720, ROKFITEIT 28 EIX,. Y& FIZED D H DB MAT
T2,

Article 1 This Act comes into effect as from the day specified by Cabinet Order
within a period not more than three months from the day of promulgation;
provided, however, that the provisions listed in the following items come into
effect as from the day specified in the relevant items respectively:

= S RFICHEITLIWERELZRS, ) . FHAK KRFICHIT 5 UERE 2R
<o ) v BNAEK RFIHITL2HEMRELRLS, ) KOS OITHAIE 50
BEBIARET, BNASR. BEIAEPLEFNEZET, B+ BE 1 AEKE
T, B % T 2FAOE = HEOBRE AMMOENLERLTILA %
B2 IRWEHANICBWTES TED S H

(iii) the provisions of Article 2 (excluding the provisions for amendment listed
in the following item), Article 6 (excluding the provisions for amendment
listed in the following item), Article 8 (excluding the provisions for
amendment listed in the following item) and Article 10 of this Act; the
provisions of Articles 2 through 5, Article 8, Articles 16 through 18, Articles
21 through 26, Article 31, Article 33 and Article 35: the day specified by
Cabinet Order within a period not more than nine months from the day of
promulgation

Mt Al CPR+EENA —+EREEE=+=5) )
Supplementary Provisions [Act No.33 of April 27 of 2005] [Extract]

(FiA T8I H)

(Effective Date)
F—k ZOERIE. PERtHEETHH B GHTT 5,
Article 1 This Act comes into effect as of October 1, 2005.

(Rl i 1)
(Transitional Measures)

oL ZOERICIOIEELRDOENENDOEFROREICESEmBEHIE L, X
FWFET LA RN TR, TOME T, £ OHIE RSB NS BRI LB L oH|
Wr D HFANICBWN T, rEOREFE ETNCET RBHELZT, ) 28D
LT EWTED,

Article 24 When an order is established, revised or abolished based on the
provisions of the respective Acts after their amendment by this Act, the order
may provide necessary transitional measures (including transitional measures
concerning penal provisions) to the extent that it is judged reasonably
necessary for their establishment, revision or abolishment.
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M Al (PR —EEZAZ+HREBEEE=1TLE] )
Supplementary Provisions [Act No.39 of May 20, 2009] [Extract]

(WA H)
(Effective Date)

B—F ZOEMEIE. AMOANLER LT EEZBI R OFEANICE O TES TED
LHMNPOHITT S, 72720, ROKFITEIT 28 EIX, Y& FIZED D H BT
T 5,

Article 1 This Act comes into effect as from the day specified by Cabinet Order
within a period not more than three years from the day of promulgation;
provided, however, that the provisions listed in the following items comes into
effect as from the day specified in the relevant items respectively:

— WEF HLEOWMAFELEZOHE AfMmoOR

(1) the provisions of paragraph (1) of the following Article and Article 5 of the
Supplementary Provisions: the day of promulgation;

= BIRTITHMAIE =5 GE=H%Zk<, ) ROBELEOHE AMOHANLE
AT F2BARWHEANICEN TR TED S H

(ii1) the provisions of Article 2 of this Act, Article 3 (excluding paragraph (3))
and Article 7 of the Supplementary Provisions: the day specified by Cabinet
Order within a period not more than two years from the day of promulgation.

(% 1 4 1)
(Transitional Measures)

g JRAGERE, BEERERELROEREREIL, 2 OEROEITO ARNZENT
b, B -ROBUEIC X DBUER DL P E OB N OROEFE O BHNZ R 2 1EE (L
FTIZORIIEBNT L] L), ) BHERE HXIE —HERE -HOBS O
HlE AXBED R D T2 DIZ, FEFN+—FRE—HOB T CTED DHFHRIFDE R
S Z N TE D,

Article 2 (1) The Minister of Health, Labour and Welfare, the Minister of
Economy, Trade and Industry, and the Minister of the Environment may hear
the opinions of a council, etc. as specified by Cabinet Order under paragraph
(1) of Article 41 of the Act on the Regulation of Manufacture and Evaluation of
Chemical Substances after the revision pursuant to the provisions of Article 1
of this Act (hereinafter referred to as the "new Act" in this Article) in order to
enact or amend the Cabinet Order set forth in paragraph (2) of Article 17 or
paragraph (1) of Article 27 of the new Act, even prior to the enforcement of this
Act.

2 BAEGEARE, RFEEREROCEREERER, —OWMESEME GhEE =1+—5
D_F—HIIHET 2MESRBEZ D, ) DEFNEE _RKERNESZOWT N
L. URRSH R SIS T 080D D5 LR DICESTZHEEIIBIT D
FriEH =1 —5%0 _FBNEOBEIZ L DHEICOWTIE, LS RME N BRI
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BOWTHYREEE L WAL ERIAENLINE I D EZR L GET D LD LT 5,

(2) With regard to measures pursuant to the provisions of paragraph (4) of
Article 31-2 of the new Act where the Minister of Health, Labour and Welfare,
the Minister of Economy, Trade and Industry, and the Minister of the
Environment have found that a substance to be reported (meaning a substance
to be reported as prescribed in paragraph (1) of Article 31-2 of the new Act)
falls under any of the items of paragraph (6) of Article 2 of the new Act or is
suspected to fall under item (i) of paragraph (3) of the relevant Article, they
are to be taken by considering whether or not a considerable amount of the

relevant substance to be reported are expected to remain in the environment.

Bk MHIE 4B =528 2 8UE Ol T OBRBUZE R OBEIC L 2 WIERTOL
FWE OFA K OCREFEOBHICET 2R LT ZoRICBNT TRHE) L
9o ) B FNUEHEEXIE -+ HEO —H-HOMEIC L DR EZ T T DI
B CRFELHEICHET 28 _MEAbEE REIZBWT T3 RS EY
B Lwo, ) IFREFEAEICHET 28 MERTHE REICENT 1=
HEGLTME) SO, ) OREXTMADFEIEL B HHET I REREITONT
. RBUATOFNC KL D,

Article 3 (1) Prior laws continue to govern a report which is to be made by a
person who is instructed pursuant to the provisions of paragraph (1) of Article
24 or paragraph (1) of Article 25-3 of the Act on the Regulation of Manufacture
and Evaluation of Chemical Substances prior to their revision pursuant to the
provisions of Article 2 of this Act (hereinafter referred to as the "former Act" in
this Article) and who actually engages at the time of the enforcement of the
provisions listed in item (iii) of Article 1 of the Supplementary Provisions in
the business of manufacturing or importing a type II monitoring chemical
substance as prescribed in paragraph (5) of Article 2 of the former Act
(hereinafter referred to as a "type II monitoring chemical substance" in the
following paragraph) or a type III monitoring chemical substance as prescribed
in paragraph (6) of the relevant Article of the former Act (hereinafter referred
to as a "type III monitoring chemical substance").

2 MRS — &5 =52l 2 BE OREIT OSB3 RS LR E L5 SR
IEFWEICOWTIHER = &0 H - HIFE =HICHET 2MAEZETNDEH
AL E T RS E O RE T A O FE L E L H BT I &
WEIZHOWTIE, RBUERMOBIC X D,

(2) Prior laws continue to govern a report which is to be made by a person who
actually engages at the time of the enforcement of the provisions listed in item
(iii) of Article 1 of the Supplementary Provisions in the business of
manufacturing or importing a type II monitoring chemical substance or a type
IIT monitoring chemical substance for which the knowledge prescribed in
paragraphs (1) or (3) of Article 31-2 of the former Act is obtained with respect
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to a type II monitoring chemical substance or a type III monitoring chemical
substance.

3 BAEGEKE., RFEEREXROEREEREZ. AR —RE =528 28 EOH
ITORFNZENT S, B ROBEIC K 2 WIER DL FWE O %A & ORIESE OB
BT 2E#E LT ZORIZBWT L] &), ) BLRKFELHEDEEDZDIT,
FEELTAFRE HOBB TEDLIFRHERFORRELES Z &N TE S,

(3) The Minister of Health, Labour and Welfare, the Minister of Economy, Trade
and Industry, and the Minister of the Environment may hear the opinions of a
council, etc. as specified by Cabinet Order under paragraph (1) of Article 56 of
the Act on the Regulation of Manufacture and Evaluation of Chemical
Substances after their revision pursuant to the provisions of Article 2 of this
Act (hereinafter referred to as the "new Act" in this Article) in order to provide
a designation under paragraph (5) of Article 2 of the new Act, even prior to the
day of enforcement of the provisions listed in item (iii) of Article 1 of the
Supplementary Provisions.

4 FHEE—RFE =22 2 HE ORf T OBREUC IBIESR —RENEOHEIZ LV EE
SN TW LS FWEIL, LS ZRFEUHOBEIZ LV & SRl
FWE L BT,

(4) A type I monitoring chemical substance that is actually designated pursuant
to the provisions of paragraph (4) of Article 2 of the former Act at the time of
the enforcement of the provisions listed in item (iii) of Article 1 of the
Supplementary Provisions is deemed to be a monitoring chemical substance as

designated pursuant to the provisions of paragraph (4) of Article 2 of the new
Act.

(FTHNZRE 9 o Rt )
(Transitional Measures Concerning Penal Provisions)

FUSE ZoiEE (MAE -RE=SICBIT2HEICH > TE, HEHE) ORATHTIC
L7cAT AW NCHISRE —H LR OH HOBEIZ L wBitaioplic ks L ahd
BrAZ BT ARSI 2 HEDORATHRIC LT &%t 9 2 810 H I >V T,
B OBNZ X D,

Article 4 Prior laws continue to govern the application of penal provisions to acts
committed prior to the enforcement of this Act (or the respective provisions
listed in the items of Article 1, item (iii) of the Supplementary Provisions) and
acts committed after the enforcement of this Act, in case which is to continue to
be governed by prior laws pursuant to the provisions of paragraphs (1) and (2)
of the preceding Article.

(B ~DET)
(Delegation to Cabinet Order)
BIE ZOMANCHET 2 0DIE), ZOERORFTICE L THERFREHE (2

2
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AR s EZ B, ) 1L, BIRTED D,

Article 5 Beyond what is prescribed in these Supplementary Provisions, the
necessary transitional measures concerning the enforcement of this Act
(including transitional measures concerning the penal provisions) is specified
by Cabinet Order.

(&)
(Review)

FNS BUMIE. ZOBEEORITHRILELRE L 2HEEICRB VT, ZOERICKDWIE
B O FWE OF A M OCROEFE OHHN T D EEOTITORNZBR L, LEND
LERODEEIE FHEDHEICOWTHE ZIMA, TOMRICHESN THE R HE
EwTobDET 5D,

Article 6 When five years have elapsed since the enforcement of this Act, the
government is to, while taking into account the status of enforcement of the
Act on the Regulation of Manufacture and Evaluation of Chemical Substances,
review the provisions of the New Act and take any necessary measures based

on the review when it finds it necessary..
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