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B AT R4 B R D -8 12030 Agenda

EiR3 : 2030 FE TIZ, AFEEME. HUWIZKR. KERUVLEDFLEICLZETRVEBEDHHEZKIBICHIB S E 5.

EiR6 : 2030 FETIZ, BEOFELD. REOEE, AFLIEEMEOREBEOS/MEFICKY ., KBEZRET S,

Bi#f12 : 20205 F Tl2, AESN-EEMERYBHZHED. BEESA I/ 70 FEL. BREL, @UGEEMES, 2

THOREYPOEEZER L. AORECEHEAOEXEEZR/MET 2512, LEVELREEYVOKRT. K. LEAOKH
ERIEICHIFET %,

http://www.mofa.go.jp/mofaj/files/000101402.pdf (—ER&HE)
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D VA RUORIRZESICET 5/ U B EDKFEDFIRICH N=DERIZE>TRADBEZD—D
ELHADIZIY AU MEERT HOICRIZENT S, THY. EalE, 2030722 05 DER
) . . ) REBIC, FEATREGFRKICET 51

The G7 has a special responsibility to lead international efforts... B NAEDERAEICED DN
Furthermore, following the adoption of the 2030 Agenda for AT -0, TH-EET 50
Sustainable Development (2030 Agenda) and the Paris Agreement R84 %)'l%iﬁﬁ%?ﬁ’éﬁié?"é?‘—&i 2|
on climate change last year, we will further make efforts to SEEmALTIN D& @Eéﬁ %3
implement our commitments. 7 wd 2z, V

http://www.env.go.jp/earth/g7toyama_emm/japanese/ img
meeting_overview/Communique_jp.pdf

http://www.mofa.go.jp/mofaj/files/000160267.pdf
http://www.mofa.go.jp/mofaj/files/000160267.pdf
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20094 6 A BARDIIS 27253, 772521FhET EoliIc B E
BESIZHETFE

METE 4 kR
20115 6 A

HWETE 5 hi - - N
20135 6 5 ¢ KEBRBEEEHORDBMOLERSE

WETEokr @ RIMRE/SIMMEARIZ TERFMET AL Z1B
201566 8 @ THEiEEHRY] DEBME

WETE 7IRAKRFE
20174

GHSDE) =

United Nations STsoacwcimnss

\ Secretariat Deiomel OECD & 13731 L TGlobal List{E Rk
e gt DRI DLNTHRES

LTO=¥EIZDLNT, OECDTGHSH 48
Committee of Experts on the Transport of Dangerous Goods %’?ﬁ’("\ ¥é1‘il: ’.) L\—C*ﬁﬁ

and on the Globally Harmonized System of Classification
and Labelling of Chemicals

S Commtes o et o the vl oot @ Dimethyltin Dichloride
Thisy secomi sesion @ Dicyclopentadiene
Geneva, 7-9 December 2016 .

fem 4 0 fthe rovision agenda @ Dibutyl Phthalate

Tmplementstion of the GHS:
developmsent of a list of chemicals
classified in accordance with the GHS

Highlights of the report on the pilot project on assessing the
potential development of a global list of classified chemicals

T by the of the Org for Economic
Cooperation and Development (OECD)

https://www.unece.org/fileadmin/DAM/trans/doc/2016/dgac10c4/ST-SG-AC10-C4-2016-18e.pdf
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201718128, #Fi=I24WEMSVHCY R+ (Candidate List of substances of very high concern for
authorisation) [ZHIZ 55 Z EMRE (F1eR) .
SVHCODBEHE173ME L5,

4,4’-Isopropylidenediphenol (Bisphenol A)

Nonadecafluorodecanoic acid (PFDA) and its sodium and ammonium salts

L 2R 2R 4

p-(1,1-dimethylpropyl)phenol
€ 4-Heptylphenol, branched and linear

Substances with a linear and/or branched alkyl chain with a carbon number of 7 covalently bound predominantly in position 4 to
phenol, covering also UVCB- and well-defined substances which include any of the individual isomers ora combination thereof]

https://echa.europa.eu/-/four-new-substances-of-very-high-concern-added-to-the-candidate-list

HatoCheriii 3

ZAR R &

2016F11H108. LT 9OMEMNERIMNEME & L TEuropean Commission|ZIRE S hi=,
(BTRIRE)

Recommendation
# Substance name EC
1 1,2-Benzenedicarboxylic acid, dihexyl ester, branched | 271-093-5
and linear

2 Dihexyl phthalate 201-559-5

3 Trixylyl phosphate 246-677-8

4 Sodium perborate; perboric acid, sodium salt 239-172-9
234-390-0

5 Sodium peroxometaborate 231-556-4

6 Orange lead (lead tetroxide) 215-235-6

7 Lead monoxide (lead oxide) 215-267-0

8 Pentalead tetraoxide sulphate 235-067-7

9 Tetralead trioxide sulphate 235-380-9

https://echa.europa.eu/documents/10162/22784817/echa_7th _recommendation_en/4a8ad42c-959d-45ae-a6ad-9162888b7b54
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Internal Market, Industry, Entrepreneurship and SMES

European Commission > Growth > News
- s - % - i = S - CONMISSION REGULATION (L) .0
EU countries vote in favour of the European Commission’s proposal .
to harmoenise hazard and safety information for use by Poison Cent ——
nihmmhm and packaging of subiances snd miviur e by sdding s
Published on: 21/09/2016 P
THE EUROPEAN COMMISSION
Today, EU countries have voted in favour of a Commission proposal which will i g :?;x:::,mw,w
- . e - - - - - - f il of 16 December 2008 Lasufhecs lsbeilimg g of vbwtances md
improve the availability of information on chemicals, needed in case of poisoning e —aﬂlwu‘;ﬁ:umns SHEEERC ..ﬁ%am pre el
This harmonisation will lead to better health protection for EU citizens and at thd Wherrss
4 5 . E E m = Y bestery sppeasted wnth Al
same time save EU producers and importers of chemical mixtures approximately 0} 20 piie Gy 17Z0R Ml i)
= beodhes ol level by atmpaoncss i Arwmtiens mer and o oemncely mlide
€550 million annually. prodc vieficson b vedeston . eoccogal e Poven
Commes, ity ol tn. ibamion proded by s sppoumed -
# = i 3 & 3 WoeTmey Comtmae wach boder temmett
In cases of accidental poisoning by hazardous chemical mixtures used in, for example, 6. oo i ek S ol Y e i
4 - o e . " - (EC) Mo 127272008 sl i which wese hined ca orough cxpent
cleaning products, paints, fuel and pesticides, citizens can call their national poison centre :mmmv:rﬁmmwx_mngrj;
an emergency health response, which is based on the information provided by the chemic m‘a""’““" i Cmn o plicing Sims 8 e ks
daffevemt Member Staten peed o povide mmligle whowieoes ad = dfleen
manufacturers. Today, each EU country has its own legal requirements defining such N
ttp://ec.europa.eu/growth/tools-
databases, n/search/?tbtaction=search.detail&Country_id=EU&num=:
http://ec.europa.eu/growth/tools-databases/newsroom/cf/itemdetail.cfm?item_id=8939 e j&c&:‘, 62368 CFTOKEN

=600b829e081b436b-72688017-AC52-1F16-7D6C3B15A6950596
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BREELRREEMEHTBICE CHMABRMIITLI—F—IX. Z£EDPoison CenterlZ
WEREFRBTHEHIC, REFEFSANILIZEHT S,

Unique Formula |dentifier (UFI)

Sample UFIs
"“ Famber o ‘

Country code Number
ar U12345678 178956970 C238-PQ2V-AMHI-VVRE UFI Developer’s Manual
- PEPT— Soa78405 [ — https://poisoncentres.echa.europa.eu/documents/22284544/22295820/ufi_d
evelopers_manual_en.pdf/9d47a5c9-ba58-4b5c-8101-7d5610928035
BG 987654321 83478485 A1JV-EUD3-498W-U23R
5987654321 252644556 B80SW-N2ZUD-FGRY-FEDA

O HEEREDERY 20204
@ Professional IR D;EEY : 20214F
@ Industrial IR DESY : 20244

HatoCheriii v
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The Frank R. Lautenberg Chemical Safety for the 21st Century Act
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The Frank R. Lautenberg Chemical Safety for the 21st Century Act

@ Initial Risk Evaluations

2016 F 12 A ETICHRVDIFMME THII0MEEZLEKRT S,
LUTDO#E] (Rule)l2DWNT, 2016F12AHRAETICEEREZARL., EERK
ME—EFELRNIZHEST
@ Inventory Rule

@ Prioritization Process Rule
@ Risk Evaluation Process Rule

HatoCheriii 2

)R i RIE

10 Chemical Substances for Initial Risk Evaluation
BFEEMED) RV FHmDRVDI0ME
2016512 8198 I1ZAFK

. e
# 1,4-Diowane; (&) FEDERAL REGISTER

@ 1-Bromopropane; S

© Asbestos; @ Notice ll
@ Carbon Tetrachloride; Designation of Ten Chemical Substances for Initial Risk

@ Cyclic Aliphatic Bromide Cluster Evaluations Under the Toxic Substances Control Act

’ E\jeBtChs?ene Ch|0ride' A Notice by the Environmental Protection Agency on 12/19/2016 P v
@ N-Methylpyrrolidone

@ Pigment Violet 29 B iy
@ Trichloroethylene S T PO

@ Tetrachloroethylene (known as = ' Fiooxton Dask:

perchloroethylene)
https://www.federalregister.gov/documents/2016/12/19/2016-30468/designation-of-ten-chemical-
substances-for-initial-risk-evaluations-under-the-toxic-substances
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TSCA Inventory Notification (Active-Inactive) Requirements

TSCAA R MY —DREH (7O T4T—A4270T47) Al (EE)

o SN in Son up

() FEDERAL REGISTER

2017F1A13RICEELR :
‘ S N Proposed Rule ll
3A14BETAA Y MR TSCA Inventory Notification (Active-lnactive) Requirements

",

A Propesed Rule by the Environmental Protection Agency on 01132017

W This documnent has & comment period that ends in 47 days. (03/14/2017) SUBMIT A FORMAL COMMENT

Read the 3 public comments

= AGENCY: Printed version:
Po#
Envi tal Protection Agency (EPA).
> vironmen ion Agency (EFA). Publication Date:
atnLE0I7
ACTION: e

https://www.federalregister.gov/documents/2017/01/13/2016-31923/tsca-inventory-notification-active-

inactive-requirements

# L URA ()

TSCA Inventory Notification (Active-Inactive) Requirements

Any person who manufactured a chemical substance subject to commercial activity designation..., at any time during
the lookback period,..., must submit a Notice of Activity Form A...

Any person who processed a chemical substance subject to commercial activity designation, at any time during the
lookback period,..., may submit a Notice of Activity Form A....

The submission period for manufacturers ... begins on [date on which the final rule is published in the Federal
Register] and ends on [180 days after the date on which the final rule is published in the Federal Register].

The submission period for processors ... begins on [date on which the final rule is published in the Federal Register]
and ends on [360 days after the date on which the final rule is published in the Federal Register].

https://www federalregister.gov/documents/2017/01/13/2016-31923/tsca-inventory-notification-active-inactive-requirements
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Procedures for Prioritization of Chemicals for Risk Evaluation

)RV FHED = DILFEYEDBEIELLST (T FiRERA (EX)

2017518 17HICEEARK
mm) 3B20BFE T A Y MRS

HatoCheriii

# L URA ()

Procedures for Chemical Risk Evaluation

)RV FHBFRERA (EX)

2017518198 ICEEAK
=) 38208 F T4 Y HEARS

T o™ Sgnin Signup
() FEDERAL REGISTER
_ @ Proposed Rule ll

Procedures for Prioritization of Chemicals for Risk Evaluation
Under the Toxic Substances Control Act

A Proposed Rule by the Environmental Protection Agency on 017172017

-

.’ITI\.‘. document has a comment period that ends in 54 days. (032002017) SUBMIT A FORMAL COMMENT

| PuBLISHED DOCUMENT |
= AGENCY: Printed version:
POF
- Emvironmental Protection Agency (EPA). . —
ownTENT
ACTIAM-

https://www.federalregister.gov/documents/2017/01/19/2017-01224/procedures-for-chemical-risk-evaluation-
under-the-amended-toxic-substances-control-act

25

"y FEDERAL REGISTER Py
W3ZE//  The Daily Joumal of the United States Covernment

@) Proposed Rule ll
Procedures for Chemical Risk Evaluation Under the Amended
Toxic Substances Control Act

A Proposed Rule by the Environmental Protection Agency on 01/19/2017

@ This document has a comment pariod that ends In 52 days. (03202017)

I‘.’

SUBMIT A FORMAL COMMENT

Read the 1 public comment

PUBLISHED DOCUMENT
- ke 8
- Printed version:
AGENCY: g

Environmental Protection Agency (EPA) oIWI0NT
- Agency:
https://www.federalregister.gov/documents/2017/01/19/2017-01224/procedures-for-chemical-risk-
evaluation-under-the-amended-toxic-substances-control-act
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http://www.zhb.gov.cn/gkml/hbb/bl/201002/t20100201 185231.htm
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RIS BHEGHERIEE
ENERICLED

AL oP -’
WORLD TRADE G/TBT/N/CHN/1170
ekanw ==/ ORGANIZATION
—/ o
8 March 2016
{16-1314) Page: 1/1
Committee on Technical Barriers to Trade Original: English
NOTIFICATION
The following natification is being circulated in accordance with Article 10.6
1. Natifying Membaer: CHINA
1f applicable, name of local government involved (Article 3.2 and 7.2):
2. Agency Ministry of of China
HEARSNITRNE Name and address (i i Fax email and website
201546/ addresses, if available) of agency or authority designated to handle comments
the notil on shall be indi if diffe from above:
: Notified under Article 2.9.2 [X], 2.10.1 [ ], 5.6.2 [ ], 5.7.1 [ ], other:
4. Products covered (HS or CCCN where applicable, otherwise national tariff heading.
s b r in_ additinn  subers i Moi choeriesd

http://www.mepscc.cn/Portals/0/PDE
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fEIRIEEF

ERitEE zf’ﬂéﬁé ;Exl £
iRl B8R Em e %
tl“‘lﬂ EE .

¢ BRIEFRERYIRSIEXEBICERLEZER

BT 5,

=
BE

ot 3 o 5

¢ BRILZEENE S HLFRALYE -

[CDOVWTIKEERE K HEEZEKR,

HatoCheri

mboll
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FullTextHash=371857150&Product!
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(2015 B

http://www.chinasafety.gov.cn/newpage/Contents/Channel_5330/20

15/0309/247023/content_247023.htm
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http://www.nrcc.com.cn/Content/d1d88d37-4be0-438e-9ffd-5aeccd46fe33
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http://www.gov.cn/xinwen/2016-12/06/content_5144095.htm
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¢ OECD Guidelines for the Testing of Chemicals,

- Section 2

FRAMHA FSAVOEHITOraL
DECD ¢ http://www.oecd-ilibrary.org/environment/oecd-
Publications guidelines-for-the-testing-of-chemicals-section-2-

effects-on-biotic-systems 20745761

TAMGA FSA V0 EECHEEXE
* http://www.oecd.org/chemicalsafety/testing/oecd-

guidelines-testing-chemicals-related-
documents.htm
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OECD Guidelines for the testing of
chemicals and related documents

Documents

eTest Guidelines (TR RHA K54 )

eDraft documents for public comments (/870

A)

sPublications (Series on Testing and Assessment)
(A FAXE)

*Presentation by Endpoints: Section 2 - Effects on

Test Guidelines Programme

*The Process of Test Guideline Development

*National Coordinators of the Test Guideline
Programme

eCurrent Work Plan (AT zH F—E)

*Animal Welfare and Test Guidelines for in vitro

Biotic Systems
*Presentation by Endpoints: Section 4 - Health
Effects

test methods

*Work related to Endocrine Disrupters

*Work related to Bees/Pollinators

*Work related to Adverse Outcome Pathways

*Performance standards

*Peer reviews

*Avian Toxicity Testing
*FAQs

*Contact us

B R Ehtaf=A M BLIOECDD YA+

Draft documents for public comments

NTALDEEPL R T MRAEVNTH S

e http://www.oecd.org/env/ehs/testing/chemicalstestingdraftoecdguidelinesfo

rthetestingofchemicals-sections1-5.htm

1

Draft Test Guideline on a 10-day honeybee feeding toxicity test

Deadline for public comments : 18 November 2016
Draft Test Guideline on a 10-day honeybee feeding toxicity test

Ring-test report 2014
Ring-test report 2015

Deadline for public comments*: 8 April 2016
Draft Revised Test Guideline 203: Fish Acute Toxicity Test (PDF)

Deadline for public comments*: 29 October 2014
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BITDVMG-EcCoOD AR

12th Meeting of the Validation Management Group for
Ecotoxicity testing (VMG-Eco) 10-11 October 2016, Paris, France

Rt
¢ Revision of the TG 203: Fish acute toxicity, project 2.50
e Xenopus Embryonic Thyroid Signalling Assay (XETA), project 2.39

* Incorporation of the Fish Embryo Toxicity (FET) test into the
Threshold Approach for acute fish toxicity in OECD GD 126,
project 2.54

e OECD AOP development related to ecotoxicity

¢ Development of a Guidance Document on a Juvenile Medaka
anti-androgen screening assay, project 2.57

e Test Guideline development for a short-term Juvenile hormone
activity screening assay using Daphnia magna, project 2.58

* Revision of Guidance Document 23, on aquatic toxicity testing of
difficult substances and mixtures, project 2.55
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TG203ERTE D EH KT

(GRTE TIEARLY)

FETRPQSARD IO YIZEY N\Y FEIRET S,

%?ggéht%m%ﬁot%étds%ﬁmzybn—wéﬁ
LCSOMEDAIFEIZHLNT, BRI T EEMEALET,

BBERENERE (HWE1ELY)

Moribund: “dying”, “at the point of death”, “in the state of dying” or
“approaching death”, “inability to survive, even if treated”

HHEENARMEECEEENTIND (FLEEREDTSE)
EUNYFEHESNEOEPHCABHIZKRT (BEZET)

ANNEX 6

CLINICAL SIGNS, SCORE- AND RECORDING SHEET(5&%)

Use of score-sheet

Clinical signs observed in toxicity studies and severity
Mild

Moderate

Severe

Other clinical signs

What to consider before removing fish

Other considerations

Removal of fish

ETH
Medaka: https://www.dropbox.com/s/5mght6iolOsvvyr/VTS_09_1.VOB?dI=0

Trout:https://www.dropbox.com/s/7gd8kuagymk82f0/IMG_3947%20vvv%202%20umherzuckend%

2020.M0OV?dI=0

Carp : https://www.dropbox.com/s/18h6s7gyd405mwh/DSCN5993%20S3.MOV?d|=0
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Thought starter to discuss the need for
developing/combining fish test guidelines
REEBMABREDSROFAAEICODVWTEZRS L

WS IREAITONT-,
?ﬁ%ﬁﬁﬁ%&@&Btﬁﬁébﬁfﬁofb(
\O

OECDTIXRET 511+,

F-BRBRRA FSTO—ICATHIHI TR
XEDERK
(No. 171: Fish Toxicity Testing Framework)

WITTIIUT DBEHRENH D,

* Fish Early-life Stage Toxicity Test (OECD TG 210)

* Fish, Short-term Toxicity Test on Embryo and Sac-fry Stages
(OECD TG 212)

* Fish Sexual Development Test (OECD TG 234)
* Fish Juvenile Growth Test (OECD TG 215)
* Fish Short Term Reproduction Assay (OECD TG 229)

* 21-day Fish Assay: A Short-Term Screening for Oestrogenic and
Androgenic Activity, and Aromatase Inhibition (OECD TG 230)

» Androgenised Female Stickleback Screen (OECD GD 148)
» Medaka Extended One Generation Reproduction Test (TG 240)
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h 24 f—F i3 . ¥ ‘ '
OECDRFEHEREZNIER (%) o
P = TG240 (MEOGRT
(77 AR, ZHA~NDEE)
‘_. 16230 TG234
— TG229| GD148 L

3B, %FE. VIG)

—E TG210
(#9408, 35% - £7F - BE)
(8~9HME, HE - £
= . =3
G204 || TG215
TG203 - '

(28HFME, FZE - &£7F)

(4B, &%)

TG236
: A
(3EM. KR v
K BEEZRAV-AEREEHABRONE BE 11

ANY = >

SERRFTIARER

o ATER. DA TRT—UHBORBRZUHEIFIEZETTHL
nTuLnsdm?

What is known about the sensitivity of the different fish species and life
stages in regard to ED related mode of action and adverse effects?

s YURGFHED=BIZT A TH A U LHRERRT 5E

(L7

What kind of criteria do you use to decide whether TG 234 or TG 240 are
most appropriate for identification and risk assessment purposes?

s FATHAVIIERERDOLEMRET?HL LESLE
TG229 L 234D A EHEIL ?
Do you share the need for developing a full life cycle fish toxicity test or a

fish partial life cycle toxicity test, and if so would the combination of TG
229 and TG 234 be appropriate or which alternative design do you prefer?
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XD ERENational CoordinatorsEiE DN B39

29th Meeting of the National Coordinators of the Test
Guidelines Programme, 25-28 April 2017, Paris

SEDEARIEBEDEE(TE)

Draft Agenda® A& (¥ #%)

o REEWEMEFRMBERERICET 55 L VEEERE

o TILANFNAFO ($EO - #FiR) FHLOEESHRRZERE

o AEEREAR (TG30B)DAAM X UVA KX AV R

« BEAMEMHER (TG203)DREFRDIRIK

« FDM., F/ITYTILDRER., £ MEERODRER
FiKER. BFE. AOPREL E
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« B (LLIAYEXE) 2OV THERFHAEDEE

e LI AYXEDNBERKIL?
PNEERDOREEZRE-CEMNGELN - - -,
A0O0—A VT3 EEMEIZKDEELD?

c ALEAYXETELEELDOMN?
HANR TV DILEEF ?
Vi e, DHEEENET 4 =
f;%&%gjb PDREENEDDILT . HEEHD

SHYFEDHRER

INTAE
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Novel Cell Reproductive Patterns in the Green Alga
Pseudokirchneriella subcapitata and their Variations under Exposure
to the Typical Toxicants Potassium Dichromate and 3,5-DCP
Takahiro Yamagishi, Yoshifumi Horie, Norihisa Tatarazako*

PLOS ONE

http://journals.plos.org/plosone/article?id=10.1371/journal.pone.O
171259
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® LEYMBEGLPEEIX. MAD (T—4 DHEESZA) TOECD-Principle
of GLPIZEAFIL TWWEY, GLPEEDMERICDLNTIE
OECDK Y AL ZUANAREINTHY., UTO7 FLANGEHE

AFHEETT,
http://www.oecd.org/env/ehs/testing/oecdseriesonprinciplesofg

oodlaboratorypracticeglpandcompliancemonitoring.htm
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—— HARQARFR R & Y #ER
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SHEEREMCHIC > TD

OECD GLPRE|ISE A HRAEICETEI)—XAXEYRF i -'.1

1 |OECD Principles of Good Laboratory Practice (as revised in 1997) OECD BR8P (GLP ) [RAI
> Revls:ed Guides for Compliance Monitoring Procedures for Good Laboratory GLPE A =2 U o 7 FlEOK TS
Practice (1995)
IGuidance for GLP Monitoring Authorities Revised Guidance for Conduct of s g <
3 [Laboratory Inspections and Study Audits (1995) Wi &5 K ORBRA R IMIO 7D DBGETH A 2 A
4 Quality Assurance and GLP (1999) (= HEVEIRAE & GLP
5 [Compliance of Laboratory Suppliers with GLP Principles (1999) FRER R S 3 OGLPIRRIE &
6 [The Application of the GLP Principles to Field Studies (1999) ] 5555~ O GLPJF AIl 0
7 [The {\ppllcallon of the Principles of Good Laboratory Practice to Short-Term 13k 1~ k3 % GLPJELA o A
[Studies (1999)
8 [The Role and Responsibilities of the Study Directors in GLP Studies (1999) GLPHERICF51T % Bk T4 O BHE & &
9  (Guidance for the Preparation of GLP Inspection Reports (1995) GLPEZHR L BB D=0 DTG &
10 [The Application of the Principles of GLP to Computerised Systems (1995) — GLP « JFHID 2 v B a—H 2 2T A~DiiE
|Application of GLP Principles to Computerised Systems (2016) No.17 N0.10(1995)(F, No.17(2016)IZ it
1 [The Role and Responsibilities of the Sponsor in the Application of the Principles GLPEHIE T 351 5 Zat 8 O] & F{T
£ GLP (1998)
12 Requesting and Carrying Out Inspections and Study Audits in Another i EI 31T 2 fEak A 22, sBRA L O EH K OFEHMIZ O
Country(2000) 2
[The Application of the OECD Principles of GLP to the Organization and FRakER st o
13 |Management of Multi-Site Studies (2002) RESITIR ORI O 21 5 LA
14 ([The Application of the Principles of GLP to in vitro Studies (2004) in vitro I35 2 GLPIFE RO Iz > T
15 E;tal?llsl*{mcint and Control of Archives that Operate in Compliance with the GLPJE HIREST 12 S & 72 B 7 M 2 00 2 B R OV B
Principles of GLP (2007)
P — - oo -
16 [Guidance on the GLP Requirements for Peer Review of Histopathology (2014) (LR 7 =2 D LT L B2 =T B e A~OGLPEIFI

B39~ % $&EH

= ﬁGDOECD—GLPﬁ/rGI‘&xK%(atf% ﬁ ﬁt

fE & STEN0.10(1995) Application of GLP Principles to Computerised

Systems (GLPREIDAVE1—% - RTLADER )ETYIT—

kL=

No.17 (201648 ) M & -, GLPHEBEIZCOXEICRDIETKER
SOPOAREEEL. BMBDEEDRELAROHOND,

OX%ETS MAVELI—EIXTFAL] OEEOIEX
COTS (Commercial Off the Shelf : BE& &) OF A

FHAIRE.
ABRADYI Y75

ADFRALERLGRETHS,

BFHEESY b, BFXH -

- REE CRiEE)

HEDESH, T2 K, HE- VB, 7—hA I~ADaVE1—
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2) BREEZREFIE (SOP) - BAMEFRARY bALRAETHESIC

Eot=
® SOPIE., BICHRHFMAEETZSLSIZ. IBERADT Y £ XILHIR
T 5,

¢ HBREMBEHROTLUEDERDI-OT—F2DEETHRIICETIER
HEDFHIRIBE

3) HRIABVIEOHEINNvEy—2UT b (FERAAY 7 R) OF|
BAR—RMETE oz, NUT—2a DFELRESND
&2 H o1,

® TIUAIIME (BEHEHSE) ZHELT. BREEZHET LS L

® OSOEHICLLIFEECDEERABRNILE

l\\:_l{_:: I‘ _\\

%ﬁ@OECD‘GLPﬁVr&“ny%({% H ﬁt

20169 ([CHA X AXE No.18 OECD Position
Paper Regarding the Relationship between the OECD
Principles of GLP and ISO/IEC 17025 A& T=,

® ISO/IEC 17025: General requirements for
the competence of testing and calibration

laboratories. =JI1SQ17025 (G ERFfr K UM 1IE 44
BDEENICEE T 5 —AREKEIR)

O MHEDEWVCONWTHORBEEME LTRIXET
LR ZEITo=H D TIEALY,

Qs A
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2016F3RIC KT 7 FAA A ANE Guidance
on the management, characterisation and use of
GLP Test Items AEEIHhT-,

® i 2012 h+HFFE, TSV, ToR—D. T4V K, A4
BYFT. AR 7 I7UA, E, X (EPA. FDA)YDSMD FZ 7 +
ERDWG,

® 2016F4H. MBE~NDOERIEFERZMA . K FS 7 FZ5E30[H
GLPEAIZIZEH. —ZHBEDNDIAY rHoT-. FELHLARMNRAE
ns,

® BIE : DGLPRERICH T2 BERME DY KM DULVT, FHMLHETF

IBZE# LTS,
DHBABISH LT, RRMEAEBREARS (). /o

BHELTWSCLDREZEROHTLVS,

LY

wizer HH &

=2

® JEfif & 258 -

SOPTEDNFIEZHET S LZERL TS,

1) BHEITIH LT, BBREFE (KX LDOEFIHE

2) REFOOE - REF. E. REFHOREH

3) ZEEHONER. 2. KEDORE
X, HEMEICEENEL TR LR
X DERDAEDRET & E

4) ZHEL-EEBEMEDOR—TEDHEE

5) BEE5|{#XE/ZEE (Chain-of-custody records)
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® KSTMAAFURATIE., Hi-LFIENHESh
TWBMN, EARNGLPSARTIE, 9 TIZERENAT
WABFIELEFEND ., XERTRIIBRICARKRL
TEZE=LY,

O WEYEBELE L TOEESHDORIIMBFASINTILNS
N, BEARMNLGREEEE. REBRENEHEYED
SHITIREST 51-0. SEMITHEETETLVALY,
— HERAELHBHEOHABERITIERE
— EBETERINSEEMEFHROEM

[2DOWTIXRHN LB DIRETRE Qu A

iLES

OECD-TG201-203 7Tl JEE'JpHEE#%Lﬁ\&"t
HoTWEDTIE? TIT oA

EEBEZDEFIRILEYMEZEDO =D EREEMHER (L. OECD-TGIZE
ALTWET, CHEINDAEY. RITOTGTIX., H5—EHEFEHEBAT=
BEICIE, pHIARLzEBMHBREERT S EAEZELVELTUE
T, IEBETIE, FiIRICEREZERET S5OTHNIL. pHAEREFY DR
BIERAEBETHAHTT., Thld, BAMIZIX TEOSHE] #X6%
EBHEHTY,

® 13. The test should be carried out without the adjustment of pH. If the pH does
not remain in the range 6-9, then a second test could be carried out, adjusting
the pH of the stock solution to that of the dilution water before addition of the
test substance. --- (OECD-TG202)

@ 14. The test should be carried out without adjustment of pH. If there is
evidence of marked change in the pH of the tank water after addition of the
test substance, it is advisable that the test be repeated, --- (OECD-TG203)

o EBHEHEEATYL. BMOREEATERIMHIAETH., pHOEBNTEEDOERITE
EB%52F9, SHHBEoHO & 5 BGYEIELZHNERTERBENREC 574 VEHE T,
KT D ENEERFET, We /A

Gl A
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CREHYNES TSVFEL,

CIhnLiE, EBALOCEREREETT
6E%Fﬁﬂ—cs-a—o

LBEEIF—HRASARE. FEALFVVA—FTEET,
http://www.nies.go.jp/risk_health/seminar_kashin.html

OECDAHE YA+ ERBAERATEE (GLP) B:ER—

http://www.oecd.org/chemicalsafety/testing/good-laboratory-practiceglp.htm
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