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Ministerial Order on Notification Concerning the
Manufacture or Import of New Chemical Substances

(M ILFEH +FH R EAS - @REEE DS —5)
(Order of the Ministry of Health and Welfare and the Ministry of International
Trade and Industry No. 1 of April 15, 1974)
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(Terms)
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Article 1 The terms used in this Ministerial Order have the same meaning as
those used in the Act on the Regulation of Manufacture and Evaluation of
Chemical Substances (Act No. 117 of 1973, hereinafter referred to as the "Act").

CEr#UL 2 E D BOE T ITER 5 Jm )
(Notification Pertaining to the Manufacture of New Chemical Substances)

FSR BEEERB-HOBHIT, ROZZITEHIT 20T OGIEICE Y R4S #)
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Article 2 The notification under Article 3, paragraph (1) of the Act is made by
making a submission to the Minister of Health, Labour and Welfare, the
Minister of Economy, Trade and Industry and the Minister of the Environment,
by any of the methods listed in the following items.

— WIZHTLFHELZTIH L REE -0l lEZ2 R LT 551
(i) a method of submitting a written notification using Form No. 1 setting forth
the following particulars
A FRALEWE O
(a) name of the new chemical substance
7 FHEUEFEE OEEASOIRER (WITR B AR O%E X, £ ORIEOBEINK)
(b) the structural or rational formula of the new chemical substance (if both
are unclear, an outline of the manufacturing method)
N FTHAR T E O W BRAL RO HEIR & OV Rl oy Rk
(c) physical and chemical properties and ingredient composition of the new
chemical substance
= FrHbmE O ik
(d) usage of the new chemical substance
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LTPNSIEE &y
(e) the planned quantity that will be manufactured or imported every year in
the three years following the commencement of the manufacture or import
of the new chemical substance
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(f) if a new chemical substance is to be manufactured, the name and location
of the place of business that is to manufacture such new chemical
substance; if the new chemical substance is to be imported, the name of the
country or region where such new chemical substance is manufactured
= Bt —FRICHET 2 EHIE WA A T 5 ik
(i1) a method of using the electronic data processing system prescribed in
Article 11

(FMEIC BT 2 BEFF OB HUL - E O REF 4R 5 Jh )
(Notification Concerning the Manufacture of a New Chemical Substance by
Manufacturers in a Foreign State)
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Article 3 The notification under Article 7, paragraph (1) of the Act is made by
submitting to the Minister of Health, Labour and Welfare, the Minister of
Economy, Trade and Industry and the Minister of the Environment a written
notification using Form No. 1-2 setting forth the following particulars.

—  CHRULTEE D4 FR

(i) name of the new chemical substance

= HEMEEYE o EASOIRERX (WL ARHOB AT, E ORIEOHER)

(i1) structural formula or rational formula of the new chemical substance Gf
both are unclear, an outline of the manufacturing method)

= FHULFE OB LR ER K ORISR

(iii) physical and chemical properties and ingredient composition of the new
chemical substance

i H R E O &

(iv) usage of the new chemical substance

H UL E ORI~ Ot B e t: = AR IS D AR oW T E R

(v) the planned quantity to be exported every year in the three years following
the commencement of the export to Japan of the new chemical substance
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(vi) if a new chemical substance is to be manufactured, the name and location
of the place of business that is to manufacture such new chemical substance;
if the new chemaical substance is to be exported, the name of the country or

region where such new chemical substance is to be manufactured

CrB b P E ORIEFEDO R ZZE L7202 & ORERITHR D H )
(Request Pertaining to a Confirmation that Notification of the Manufacture of
a New Chemical Substance is not Required)
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Article 4 A person who intends to obtain confirmation under the provisions of
Article 3, paragraph (1), item (iv) of the Act must make a request in advance to
the Minister of Health, Labour and Welfare, the Minister of Economy, Trade
and Industry and the Minister of the Environment with regard to any new
chemical substance the person intends to manufacture or import, by any of the
methods listed in the following items.
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W A EEES TS (BBFnPU-+u4EE. | Form No. 2 Form No. 3
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(a) Article 3, paragraph (1), item (i)
of the Order for Enforcement of the
Act on the Regulation of
Manufacture and Evaluation of
Chemical Substances (Cabinet
Order No. 202 of 1974; hereinafter
referred to as the "Order")

0 BB EREHE S FRECE Y FRECES
(b) Article 3, paragraph (1), item (i1) | Form No. 4 Form No. 5
of the Order

N B ERE B RN FRAEE
(c) Article 3, paragraph (1), item Form No. 6 Form No. 7

(iii) of the Order

=BT RICBET 2 EIE R 2 T D ik
(i1) a method of using the electronic data processing system prescribed in
Article 11



(MR8 2 52 T 7o /T UL I B AR 5 Hs)
(Report Concerning a Confirmed New Chemical Substance)
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Article 5 A person who has obtained confirmation under the provisions of Article
3, paragraph (1), item (iv) of the Act, by the end of June of every fiscal year,
must submit a report to the Minister of Health, Labour and Welfare, the
Minister of Economy, Trade and Industry and the Minister of the Environment
concerning the status of the handling of the relevant new chemical substance
in the preceding fiscal year, by any of the methods listed in the following items;
provided, however, that this does not apply if the relevant new chemical
substance was not manufactured or imported in the previous year.

— MR NOWMEELRET L 5E

(i) a method of submitting a written report using Form No. 8

= Bt RICHET 2 EIE MO AT 5 5k

(i1) a method of using the electronic data processing system prescribed in
Article 11

(D B HAC T E OMER ISR D H )
(Request pertaining to Confirmation of Small Production Volume New
Chemical Substances)
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Article 6 (1) A person who intends to obtain confirmation under the provisions of
Article 3, paragraph (1), item (v) of the Act must make a request to the
Minister of Health, Labour and Welfare, the Minister of Economy, Trade and
Industry, and the Minister of the Environment with regard to any new
chemical substance the person intends to manufacture or import, by any of the
methods listed in the following items.

— RRAFEILOHRHELPEDOE L 2T 551k

(i) a method of submitting a written request using Form No. 9 or a copy thereof

=B IRIEHET T 0 A7 (AARTERKRXORNOALDXAZN—EX
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(i1) a method of submitting the optical disc prescribed in Article 12 (meaning
an optical disc with a diameter of 120 mm that conforms to Japanese
Industrial Standards X0606 and X6281 or X6241, or X6245; the same applies
hereinafter)
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(iii) a method of using the electronic data processing system prescribed in
Article 13
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(2) The method prescribed in Article 3, paragraph (2) of the Act is the calculation
method of multiplying the planned quantity to be manufactured or planned
quantity to be imported to which the confirmation under the provisions of
paragraph (1), item (v) of the same Article pertains for a single new chemical
substance, by a coefficient specified by the Minister of Health, Labour and
Welfare, the Minister of Economy, Trade and Industry, and the Minister of the
Environment according to the usage of the new chemical substance.

(B3 FALE M DORERITLR 2 H )
(Request pertaining to the Confirmation of a Polymer)
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Article 7 A person who intends to obtain confirmation under the provisions of
Article 3, paragraph (1), item (vi) of the Act with regard to any new chemical
substance the person intends to manufacture or import must make a request in
advance to the Minister of Health, Labour and Welfare, the Minister of
Economy, Trade and Industry and the Minister of the Environment, by any of
the methods listed in the following items.

— KRB +oHHEEROCEDOE LA RTT 25k

(i) a method of submitting a written request using Form No. 10 and a copy
thereof

Z B E=RICHET 2 EIE WAL A D

(i1) a method of using the electronic data processing system prescribed in
Article 13

(IR FE B L - DA DO FEBIN LR D B H)
(Requests for Exceptions in Cases of Evaluations of Low Production Volume
New Chemical Substances)
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Article 8 The request under Article 5, paragraph (1) of the Act is made by
making a submission to the Minister of Health, Labour and Welfare, the



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

by any of the methods listed in the following items.

— HRAF+—oRHELRNE -0 mHFEICHM L TRIET 2 51k

(i) a method of submitting a written request using Form No. 11 attached to a
written notification using Form No. 1

= B RITHUET 2B E QA A B S A

(i1) a method of using the electronic data processing system prescribed in
Article 11

(B A= PE BT B L P B O TR ITAR 2 A HY)
(Request pertaining to Confirmation of Low Production Volume New Chemical
Substance)

FLgG EHEHESEENEHOBHEICL2MREZZIT LY L3208, To®EEL, T
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Article 9 (1) A person who intends to obtain confirmation under the provisions of
Article 5, paragraph (4) of the Act must make a request to the Minister of
Health, Labour and Welfare, the Minister of Economy, Trade and Industry and
the Minister of the Environment with regard to any new chemical substance
that the person intends to manufacture or import, by any of the methods listed
in the following items.

— KAE+_oHHELREOT LERNT 5 L

(i) a method of submitting a written request using Form No. 12 and a copy
thereof

=BT SRITHET T A7 T 55

(i1) a method of submitting the optical disc prescribed in Article 12

= B ERICHET 2 EIFMAEME AT 5 71k

(iii) a method of using the electronic data processing system prescribed in
Article 13

2 EBLFFEHBICHET 2 HEZ, —OFBIFEWE IR D REFEMNEOREICZ X
% MBI AR 2 Bl T e E ST T e RS, AT R R PE KR K OV
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(2) The method prescribed in Article 5, paragraph (5) of the Act is the calculation
method of multiplying the planned quantity to be manufactured or planned
quantity to be imported to which the confirmation under the provisions of
paragraph (1), item (vi) of the same Article pertains for a single new chemical
substance, by a coefficient specified by the Minister of Health, Labour and
Welfare, the Minister of Economy, Trade and Industry, and the Minister of the
Environment according to the usage of the new chemical substance.

- (RAEPEEF BT E O % A Ofikf)
(Continuation of the Evaluation of Low Production Volume New Chemical



Substances)
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Article 10 The request under Article 5, paragraph (7) of the Act is made by
making a submission to the Minister of Health, Labour and Welfare, the
Minister of Economy, Trade and Industry and the Minister of the Environment,
by any of the methods listed in the following items.

—  FERGE =0 B FEICES AR\ ORER OB AE 2 I L TR 5 ik

(i) a method of submitting a written request using Form No. 13 with the results
of the tests under Article 5, paragraph (8) of the Act attached thereto

= B RITHUET 2B G QB A S D A

(i1) a method of using the electronic data processing system prescribed in
Article 11

(FE 115 HRALBEALAR 1T &L 2 i HH %)
(Notification by an Electronic Data Processing System)
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Article 11 (1) A person who intends to give a notification under Article 3,
paragraph (1) of the Act, a request under Article 5, paragraphs (1) and (7) of
the Act, make a request under Article 4, and submit a report under Article 5
(hereinafter referred to as "notification, etc.") must, when giving notification,
etc. using an electronic data processing system (meaning an electronic data
processing system which connects computers designated by the Minister of
Health, Labour and Welfare, the Minister of Economy, Trade and Industry and
the Minister of the Environment (including input-output devices; the same
applies hereinafter) with computers used by persons intending to give a
notification, etc. through telecommunications lines; the same applies
hereinafter) pursuant to the provisions of Article 3, paragraph (1) of the Act on
the Use of Information and Communications Technology in Administrative



Procedures (Act No. 151 of 2002, hereinafter referred to as the "Act on the Use

of Information and Communications Technology"), input the following matters

using a computer which conforms to the technical standards prescribed by the

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

Industry and the Minister of the Environment; provided, however, that instead

of inputting the matters listed in item (iii), persons intending to give

notification, etc. are not precluded from submitting, pursuant to provisions
that the Minister of Health, Labour and Welfare, the Minister of Economy,

Trade and Industry and the Minister of the Environment prescribe in a public

notice, written documents, etc. to be attached pursuant to the provisions of

laws and regulations.

— BrEHERNX ((BHEZE FERLBEBEZEH L TITH>HEARICBW TS 2
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(i) electronic notification forms (meaning the forms to be used when giving a
notification, etc. using an electronic data processing system which are
available as files on a computer designated by the Minister of Health, Labour
and Welfare, the Minister of Economy, Trade and Industry and the Minister
of the Environment for the purpose of recording, among the matters to be
recorded in forms that govern when notification, etc. is given via a document,
etc. (hereinafter referred to as "written notification, etc."), the name of the
notification, etc., the date the notification, etc. is given, the name of any
other party giving the notification, etc., the address of the person giving the
notification, etc., the name or business name of the person giving the
notification, etc., the name of the representative person in the case of a
corporation, and an indication to the effect that notification, etc. is being
given; the same applies hereinafter)

= EHFmEEHEERAICEE T & FE \iSIET 2 FEHAERRS, )

(i1) matters to be stated in written notification forms, etc. (except for matters
listed in the previous item.)

= YHRHEAZEFERFEICLVIT) EEICETOREICESTRMIRzZ s an
TWADHFHRFICHEH SN TV O FHEILH T REFHTHOT, HiFIZHITLHF
HAERRWZH O

(iii) matters stated in, or to be stated in, documents, etc. to be attached based
on the provisions of laws and regulations when the relevant notification, etc.
1s given via a document, etc., except for matters listed in the previous item
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(2) A person who intends to give a notification, etc. under the preceding
paragraph must affix an electronic signature to the inputted information
pursuant to the provisions of the same paragraph (meaning an electronic
signature provided under Article 2, paragraph (1) of the Act on Electronic
Signatures and Certification Business (Act No. 102 of 2000); the same applies
hereinafter) and transmit it with an electronic certificate (meaning an
electromagnetic record prepared in order to verify that the person who intends
to give the notification, etc. is the person who affixed the electronic signature;
the same applies hereinafter) pertaining to the relevant electronic signature
and which falls under any of the following items.

—  pEERGCE (M=) \VEERFEE —+I5) F+ %o B -HE O =
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(1) an electronic certificate prepared by a registrar based on the provisions of
Article 12-2, paragraphs (1) and (3) of the Commercial Registration Act (Act
No. 125 of 1963) (including cases where these provisions are applied mutatis
mutandis pursuant to other laws and regulations; the same applies
hereinafter)

— ETEAIRD MG AR ORFEEB IS DEE CEHIUEEREE L+
=) BERBHICBET D E RV E

(i1) an electronic certificate prescribed under Article 3, paragraph (1) of the Act
on Certification Business of Local Governments in Relation to Electronic
Signatures (Act No. 153 of 2002)

= HIFICHET 2 ODEN, BEATBRE, BREEERE K ORERENERT
E D B R

(iii) Beyond what is provided for in the preceding item, an electronic certificate
specified by the Minister of Health, Labour and Welfare, the Minister of
Economy, Trade and Industry and the Minister of the Environment in a

public notice

OLT 4 A7 W2 X 5D BEHBLFWEE OMERITR D B H)
(Request Pertaining to Confirmation of Small Production Volume New
Chemical Substances Using an Optical Disc)
Bk BEARE HE S UIENLEE B _SICHET D HIEIC K DR ET
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Article 12 A person who intends to make a request by the method prescribed in
Article 6, paragraph (1), item (ii) or Article 9, paragraph (1), item (i) must
submit an optical disc in which the matters to be stated in a written request
using Form No. 9 or Form No. 12 are recorded, and an optical disc submission
slip using Form No. 14.

(B 7 TE AL BRI C L 2 D B UL B S OMERITAR 2 )
(Requests in connection with Confirmation of Small Production Volume New
Chemical Substances Using an Electronic Data Processing System)
=% FAREH, FLERNIFNEFE HOPHEZITE Y &4 2F 1%, HFiha
EEARFIRESR —RF —HOBREIZ L0 EFEWRAEEMEAZEH L THHZITY & &
E, BAGBRE, BREEERELXTREREDED D L ZAIZEY, RIZHBITLHHE
HaefHEZITR D & T 2HOMEMITARDEFEAEBETHO TRAETERE, RFEE
KRE KR OBREEKREDNE D D ENEEICEG T 500 AT LRTIER B0,
Article 13 A person who intends to make a request under Article 6, paragraph
(1), Article 7 or Article 9, paragraph (1), when making the request using an
electronic data processing system pursuant to the provisions of Article 3,
paragraph (1) of the Act on the Use of Information and Communications
Technology, must enter the following matters as provided for by the Minister of
Health, Labour and Welfare, the Minister of Economy, Trade and Industry and
the Minister of the Environment using a computer which conforms to the
technical standards prescribed by the Minister of Health, Labour and Welfare,
the Minister of Economy, Trade and Industry and the Minister of the
Environment.
— B mHERAICRERT & FH
(1) matters to be recorded in an electronic notification, etc. forms.
ZOBAREEH, BERIENLEE -HOBEICL VR L REZ L EENT
AR =1
(ii) matters to be included in the request pursuant to the provisions of Article 6,
paragraph (1), Article 7 or Article 9, paragraph (1)
= BFAREE _HOHTEICI VM EEINT-HRHEa—F
(iii) the requestor code granted pursuant to the provisions of Article 16,
paragraph (2)

FHUEK BISRO AL, AR E (B UEERFE /N HILE) ([ZHES<H
ATEEHE (UUF TRATZERK] £vwo, ) XOZOMNMEE-THRET SR
EOTLARTNIER B0,

Article 14 (1) The person inputting the matters referred to in the preceding
Article must follow the format prescribed in the Japanese Industrial Standards

10



(hereinafter referred to as "Japanese Industrial Standards") Annex 1 X0208
based on the Industrial Standardization Act (Act No. 185 of 1949).

2 HIZROANZ., BATLEMHBEXOZO—EKOXOZONITHET 5 K L5 N
AARTEHFEXO - ——IZHET LTSS [EhR) KO 187 2 HnwTL
T IER B,

(2) The person inputting the matters referred to in the preceding Article must
use "carriage return" and "line feed" among the graphic characters prescribed
in the Japanese Industrial Standards X0201 and X0208 and control characters
prescribed under the Japanese Industrial Standard X0211.

(RAHELZHONTT HHE)
(Measures to Clarify Names)

B BHREEEMRESE =RBNEHICK T 2 K4 TAHEZH SIS T D HEE
ElE. B EEFEAAICEEBR S NTERICEFEL TV, B+ &8 _HA 124
FHEFIEAFEL YZBHEFETEET LI EXEIE+ =RE =FIIED L FEHE
ANTHZEEND,

Article 15 Measures to clarify names or business names under Article 3,
paragraph (4) of the Act on the Use of Information and Communications
Technology means affixing electronic signatures to information recorded in
electronic notification, etc. forms and transmitting the electronic certificate
listed in the items under Article 11, paragraph (2) along with the relevant

request, or inputting the matters specified in Article 13, item (iii).

(RHEZE=a—F)
(Requestor Code)
FHARE B0 EICLI2HEZTRY E32FIT. o0 COHMERR = —
RZ DML ERFE ARSI X VR L 2FEmEZRET 52 LI KV EATH
KRE, BRFEPEERE KR OBEREEREICH LHZRTIE R B0,

Article 16 (1) A person who intends to make a request under the provisions of
Article 13 must make a request to the Minister of Health, Labour and Welfare,
the Minister of Economy, Trade and Industry and the Minister of the
Environment in advance by submitting a document using Form No. 15 stating
the person's confirmation code and other necessary matters.

2 BAEGEAE, RFEEREROREEREZ, fiEOFmEZH L L X, Y%
FHAEH L ICHEE - F 2532560 LT 5,

(2) The Minister of Health, Labour and Welfare, the Minister of Economy, Trade
and Industry and the Minister of the Environment grants a requestor code to a
person who submits the document prescribed under the preceding paragraph
after receiving the relevant document.

3 H—HOHHEITOLEIL, FLHAEFHICEERH O L& IHHEa—FD
fEHZBEILT 2 & &%, Bk, ZNEURKNE S UIRFE LIk v 2D E
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ZEAGEHRE, BRFEERELROCREREIZHTHRITIER S 7220,

(3) A person who has made a request under paragraph (1), in the event of a
change in the request or discontinuation of the use of the requestor code, must
notify the Minister of Health, Labour and Welfare, the Minister of Economy,
Trade and Industry and the Minister of the Environment, without delay, by
means of Form No. 16 or Form No. 17, respectively.

Tl

Supplementary Provisions

1 ZOEFIE., WU+ IVENA KRBT 5,

(1) This Ministerial Order comes into effect as of April 16, 1974.

2 ZOBETORMATORDRET H2EEICBITDHEMGFOREDOHEHAIZO>WTIL, FERE
—IHH [ZNZNYEE I T 28ROBRT2HDOREA—Arb) LHLDIF TE
—FI T AWM H O TIHA RSB NG, 5 5 kOE =52 HIT 2 HMicH D
TIEENENYES F BT MM ORTH2ADOEA—AG &, REE—FH

[ZA—HENbRA+H] EH50L TMA+HRNENLEA Z+HAB] &, RSEKHE
HEFH T—ho) 601 TNNEEFEXR T L) ET5,

(2) Concerning the application of the provisions of Article 4 in a fiscal year that
includes the day of enforcement of this Ministerial Order, "from the first day of
the month following the relevant month in which each period set forth in the
relevant item falls" in paragraph (1) of the same Article is deemed to be
replaced with "from May 16 for the period listed in item (i), and for from the
first day of the month following the relevant month in which the periods set
forth in item (ii) and item (iii) fall"; "from March 1 to March 10" in item (i) of
the same paragraph is deemed to be replaced with "from April 16 to April 25";
and "1 ton" in each item of paragraph (2) of the same Article is deemed to be

replaced with "875 kilograms."

MR (ERTAE—A LB EASBE - REEEYE - REESE—F)

Supplementary Provisions [Order of the Ministry of Health, Labour and
Welfare, the Ministry of Economy, Trade and Industry, and the Ministry
of the Environment No. 1 of January 19, 2004]

1 ZOESE, EERHSENA— BT 5,

(1) This Ministerial Order comes into effect as of April 1, 2004.

2 ZOBEDOMATORDET HHEEITES “RE - HELSOREIC L 2HRLZT
£ 9 LT 25EICHIT 2 WIEL OB FYE O RE ST AR L B HEICET 2
BHENEE - HE - SOREOHEAICO>NTIE, AEF I—H-+H) DD

ZHZ+HA) & TRAA=1TR) £H201F TBA—-H] &7 5,

(2) Concerning the application of the provisions of Article 4, paragraph (1), item
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(i) of the Order related to Notification concerning the Manufacture or Import of
New Chemical Substances after amendment in the case when confirmation is
sought under the provisions of Article 3, paragraph (1), item (v) of the Act in
the fiscal year that includes the day of enforcement of this Ministerial Order,
"January 20" in the relevant item is deemed to be replaced with "February 20",
and "January 30" is deemed to be replaced with "the first day of the following

month".

W Al (ER+EE—A+—BEATBE - REEXEE - REESE—F)

Supplementary Provisions [Order of the Ministry of Health, Labour and
Welfare, the Ministry of Economy, Trade and Industry, and the Ministry
of the Environment No. 1 of January 11, 2005]

ZORSIE, DO NLHEITT 5,
This Ministerial Order comes into effect as of the day of promulgation.

M Rl (PR ZFEZA—HEAYSBE - REEEE - REASE—F)

Supplementary Provisions [Order of the Ministry of Health, Labour and
Welfare, the Ministry of Economy, Trade and Industry, and the Ministry
of the Environment No. 1 of February 1, 2010]

ZOEFE. ER A TENA BB AT 5, 2L, IR OBIEIL, R
+=FUA — B BT 5,

This Ministerial Order comes into effect as of April 1, 2010; provided, however,
that the provisions of Article 2 come into effect as of April 1, 2011.

M R (EREHEEA=+—BREAFEYL - REEEYL - BEEASELE
)

Supplementary Provisions [Order of the Ministry of Health, Labour and
Welfare, the Ministry of Economy, Trade and Industry, and the Ministry
of the Environment No. 5 of July 31, 2018]

ZOEFIEL, PR =t H ST 5,

This Ministerial Order comes into effect as of January 1, 2019.
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