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\\AEtTYITWTO ‘GHS implementation in Japan (1) —

Pre GHS publication (before 2003)

e 2001: Establishment of the GHS inter-ministerial
committee (IMC, Consisted of seven government offices™
and experts from national laboratories and industries)

— Information sharing among ministries with respect to the
relevant domestic laws

— Deliberation on the agenda items/documents of the UNSCE
GHS meetings

— Decision making about the Japanese position

*: Ministry of Health, Labour and Welfare (MHLW), Ministry of Economy, Trade and Industry (METI),
Ministry of the Environment (MOE), Ministry of Internal Affairs and Communications (MIC) [as Fire
and Disaster Management Agency ( )], Ministry of Agriculture, Forestry and Fisheries (MAFF),
Ministries of Land Infrastructure and Transport (MLIT) and Ministry of Foreign Affairs (MOFA)
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Activity to GHS implementation in Japan (2)

2001-2003: Gap analysis between the GHS
and the Japanese laws by GHS IMC

— |dentification of the absence of laws for
transferring hazard information to users

— The laws/regulations for risk management without
hazard communication

— Inclusion of specific labelling system only for
limited chemicals without pictograms

— Different signal words from the GHS
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~ Activity to GHS implementation in Japan (3)
After GHS publication in 2003

* Translation of the GHS text by GHS IMC
— 2002: Start of translation for GHS draft document
— 2004: Issue of translation version of the 15t GHS doc

— 2006: Issue of the 15t revision in Japanese

— 2008: Issue of the 2" revision

— 2010: Issue of the 3™ revision

— 2011: Issue of the 4t revision

— 2013: Issue of the 5t revision

— 2015: Issue of the 6t revision

— 2018: Issue of the 7t revision

— 2019: Issue of the 8t revision (Scheduled for October)
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GHS text book (Japanese translation version)

CHAPTER 1.1 EaRE-4

PFURPOSE, SCOFE AND APPLICATION OF THE GLOBALLY
HARMONIEED SYSTEM OF CLASSIFICATION ANTF LABELLING OF
CHEMICALS (GHS)
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* Activity to GHS implementation in Japan (4)

* Implementation of GHS to the laws
— 2005: Amended the Industrial Safety and Health Law (ISHL)

e Assignment of 99 chemicals for GHS label and 640 chemicals for
SDS (overlapped)

e 2017 Amendment: Assignment of 673 chemicals for GHS label and
SDS, Duty of efforts of label and SDS for other chemicals
— 2005: Recommendation to industries by the Poisonous and
Deleterious Substances Control Law (PDSCL)
* Preferable additional application of GHS label and SDS to the legal
compliance for ca. 400 chemical or chemical groups (as of 2014)
— 2012: Law concerning Pollutant Release and Transfer
Register (PRTR)

* Assignment of 673 chemicals (Obligation of SDS and duty of efforts
for GHS label)
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Activity to GHS implementation in Japan (5)

* GHS classification project

— 2005-2006: Classification of ca. 1400 chemicals which
were regulated under the 3 laws (ISHL, PDSCL, PRTR:
SDS required)

* Two-year project to help industries issuing SDS and to
develop infrastructure for GHS implementation

* Classification by experts from laboratories/industries
e Results checked by GHS IMC if deemed necessary
* First experience of GHS classification in Japan
— 2007-current: Classification of ca. 200 chemicals/year
e Ca. 4000 chemicals so far (with amendment if necessary)
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\\\AC“EMWt o GHS jmplem entation in ﬂaf) an- (6)

* GHS implementation to Japan Industrial Standards (JIS)
— 2005:JISZ 7250 (SDS format in accordance with GHS)

— 2006: JISZ 7251 (Standard labelling system in accordance with
GHS)

— 2009: JIS Z 7252 (Classification of chemical based on GHS)
— 2010: Amended JISZ 7250 and 7251

— 2012:JISZ 7253 (Integration of Z 7250 and 7251: Hazard
communication of chemicals based on GHS, (based on the GHS
4t revision)

— 2014: Amended JIS Z 7252 (based on the GHS 4t revision)

— 2019: Amended JIS Z 7252 and 7253 (based on the GHS 6t"
revision)

* Laws/regulations can cite JIS (cannot cite GHS)

* Easier amendment than laws/regulations
nite * More familiar than GHS text (hopefully)



7757 (class fication) and 11S Z 7253 (label/SDS)——

JAPANESE INDUSTRIAL STANDARD

Classification of chemicals based on
“Globally Harmonized System of
Classification and Labelling of
Chemicals (GHS)”

JIS Z 72522009

(JCla/JsA)

Revised 2018-05-25

Investigated by

Japanese Industrial Standards Committee

Published by

Japanese Standards Association
Price Code 21

JAPANESE INDUSTRIAL STANDARD

Hazard communication of chemicals
based on GHS —Labelling and Safety
Data Sheet (SDS)

JIS Z 7253 a0

(JCIAISA)

Revised 2019-05-25

Investigated by

J épanesu Industrial Standards Committee

Published by

Japanese Standards Association
Price Code 16

ICS  7LI00.01
Reference number | JIS 7, 7252:2019(F)

ICE  13.300,71.100.01
Reelerence mumber © JIS & TL53:201 %1

nite (English for only title page)
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Activity to GHS implementation in Japan (7)

e Other activities

— Software for classification of mixtures in the METI

website (ENG)

https://www.meti.go.ijp/policy/chemical management/int
/ghs auto classification tool ver4 EG.html

— Guidance for risk-based labelling of consumer

products by NITE (ENG)

https://www.nite.go.jp/en/chem/risk/ghs risk consumer
guidance e.pdf

— Brochures, books, scientific papers, workshops,
seminars, trainings
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https://www.meti.go.jp/policy/chemical_management/int/ghs_auto_classification_tool_ver4_EG.html
https://www.nite.go.jp/en/chem/risk/ghs_risk_consumer_guidance_e.pdf

~ Recent activities

Education/Enlightenment/Information tools for
GHS

* Explanation on Web site
* QandA
* Software for classification or labelling

e Leaflet/Broacher

* Guidance/Guidebook

* Book

e Seminar/Training/Workshop
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https://www.mhlw.go.jp/new-info/kobetu/roudou/gyousei/anzen/dl/180815-01.pdf
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Understanding SDS
and GHS
(2014/4/22)
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-related books
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How to read and use
labels and SDS
(2016/8/1)

GHS s s
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GHS classification exercise
To develop human resources
for GHS classification
(2019/1/24)
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* GHS classification projects
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GHS classification projects (1)
* First, 2-year project in 2005-2006 (ca. 1400 chemicals)

* On going projects (2007-, ca. 200 chemicals/year, ca.
4000 chemicals so far)

* Ministries involved (MHLW, MOE and METI)

* To support industries issuing GHS label/SDS and to
develop infrastructure for hazard communication

e Classification by contract institute and review by experts

e Results are not compulsory and allow industries to
classify chemicals based on own judgment

e Publication of the results on the NITE website (ENG)
https://www.nite.go.jp/chem/english/ghs/all fy e.html
nite



https://www.nite.go.jp/chem/english/ghs/all_fy_e.html
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~ GHS classification projects (2)

Preparation of “GHS Classification Manual” and
“Technical Guidance Document on the GHS
Classification” for the first 2-year project by GHS IMC
(2005, 2006)

— To facilitate classification of ca. 1400 chemicals within the
limited time schedule

— To eliminate any conflicting results of classification among
experts

— To provide main rules and reliable data sources by the
manual

— To provide precise rules on health hazards by the technical
guidance
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- GHSclassification projects (3)

hite

Preparation of “GHS Classification Guidance for the
Japanese Government” (for pure chemicals, 2009,
2010, 2013, 2015) by GHS IMC

— Integration of the manual and the technical guidance

— To help the ministries which conduct GHS classification of
applicable chemicals efficiently and consistently

— To provide information sources to be used and practical
classification rules

— To be revised based on the revision of GHS/JIS
— On going preparation of 2019 revised edition

— Available 2013 revised edition (ENG)
https://www.meti.go.jp/policy/chemical management/int
/files/ghs/h25jgov en.pdf



https://www.meti.go.jp/policy/chemical_management/int/files/ghs/h25jgov_en.pdf

" GHS classification projects (4)

* Preparation of “GHS Classification Guidance for

Enterprises” (for pure chemicals and mixtures, 2013,
2015)

— To allow GHS classification to be carried out correctly and
effectively by enterprises

— To provide classification procedures and information
sources to conduct GHS classification on enterprises own

— To be responsible by the enterprise for classification
results

— Available 2013 revised edition (ENG)

https://www.meti.go.ijp/policy/chemical management/int
/files/ghs/h25jenter en.pdf

hite


https://www.meti.go.jp/policy/chemical_management/int/files/ghs/h25jenter_en.pdf

\GFWUW\WectS (5)

* Characteristic issues identified in the early GHS
classification project

Issues Examples

Inadequate * Inconsistency with classification criteria
understanding GHS * Not risk assessment in humans

Insufficient information * Lack of critical information by using limited
collection sources

Insufficient evaluation of  * Extraction omission of important information
collected information * Not conducted confirmation by original papers
or other documents

Lack of * First experience of classification work

expertise/experience * Not taken into consideration of data quality,
importance of effects, weight of evidence (WOE),
mode of action (MOA), etc.

hite



" GHS classification projects (6)

e Resolutions of the issues

— Sources of information
e All available information should be collected and used in a
complementary fashion.
— Expertise of classifiers
* The people who have the scientific knowledge, experimental skill
and expertise in toxicology should become classifiers.
— Expert judgment on data quality and weight of evidence

* Expert judgment plays an important role in making weight of
evidence (WOE) determinations in interpreting data for hazard
classification of substances. When multiple data for one endpoint
exist, the so-called ““total WOE approach” must be applied.

hite
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GHS classificat ion projects (7)

Issues of expert judgment

* Transparency

— Objectivity

— Evidence based toxicology
* Consistency

— Intra-expert (hopefully inter-experts)
— Chronologically (if no new data available)

e Standpoint
— Practical or precautionary

hite
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Issues of WOE

* The term WOE does neither constitute a scientifically
well-defined term nor an agreed formalized concept
characterized by defined tools and procedures.

* Itis not clear which methods were used, how they
were applied to the scientific evidence, what the
results were and how these were used to make
decisions in a specific risk assessment.

Black box?

: 25
nite



Reliabili icological data (Klimisch score)

Reliability of data/Score # Explanation

Reliable without Data generated according to generally valid and/or internationally
accepted testing guidelines (preferably performed according to GLP)
or in which the test parameters documented are based on a specific
(national) testing guideline or in which all parameters described are
closely related/comparable to a guideline method.

restrictions/Score 1

Reliable with restrictions Data (mostly not performed according to GLP), in which the test
/Score 2 parameters documented do not totally comply with
the specific testing guideline, but are sufficient to accept the data or
in which investigations are described which cannot
be subsumed under a testing guideline, but which are nevertheless
well documented and scientifically acceptable.

Not reliable/Score 3 Data in which there were interferences between the measuring
system and the test substance or in which organisms/test systems
were used which are not relevant in relation to the exposure (e.g.
unphysiological pathways of application) or which were carried out
or generated according to a method which is not acceptable, the
documentation of which is not sufficient for assessment and which
is not convincing for an expert judgment.

Not assignable/Score 4  Data which do not give sufficient experimental details and which are
only listed in short abstracts or secondary literature (books, reviews,

L etc.). 26




Evaluation of data quality by experts

Element Explanation

Reliability

Relevance

Adequacy

Evaluating the inherent quality of a test report or publication
relating to preferably standardized methodology (e.g., OECD
TG) and the way the experimental procedure and results are
described to give evidence of the clarity and plausibility of the
findings (e.g., GLP).

Covering the extent to which data and tests are appropriate for
a particular hazard identification or risk characterization.

Defining the usefulness of data for hazard/risk assessment
purposes. Where there is more than one study for each
endpoint, the greatest weight is attached to the studies that
are the most relevant and reliable (e.g., validated method).

hite
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Timing of Expert Judgment

Determination of data source =—3

Collection of data

Organization of the data

s

Evaluation of the data

Review by expert
If necessary

— | Review by expert

GHS classification

Label, SDS

28
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~ GHS classification projects (8)

e Further issues

— Explanation of non-assignment to each category
* Not applicable: Different target chemical (e.g., liquid or solid)
* Not classified: Considered as “safety” in some cases

 Classification not possible: Assigned even if many data (e.g.,
conflict, not covered all items)

— Reason of assignment to the category
* Long explanations: Reader friendly or too much?

— Application of target tissues on STOT
e Suitable (maximum) numbers
* Extent of consideration of primary or secondary effects
e Route of exposure

— Different classification results from EU CLP
* May need to be justified scientifically

hite
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https://www.nite.go.jp/chem/english/ghs/17-mhlw-2052e.html

https://www.nite.go.jp/chem/english/ghs/ghs download.html

Acetonitrile (75-05-8)

PHYSICAT HAZARDS
Hazard class

1  Explosives

2 Flamymahle gazes (inchuding chemically
unstable gases)

3 Aerozals

4 Omidizing gazes

5 | Gases under pressure

4§ | Flamymahble liguids

7T Flznumable salids

8 Self-reactive substances and mixhures

@ Pyropharic liquids

10  Pyropharic solids

11  Sslf-heating substances and mixfures
Substances and mixtares which, in

12 | comeact with water, emit flarmmahle
Zases

13 Omidizing liquids

14 | Omidizing solids

15  Orzzmic peromides

1§ | Comrosive to metals

Clazzification Signal word

ot applicable
ot applicable
ot applicable
ot applicable

ot applicable

Catagory 2

ot applicable
ot applicable
Dot clazzified
ot applicable
Clazzification not
poszible

ot applicable

ot applicable
ot applicable
ot applicable

Clzzzification not
pozzibla

Hazard

ol

(code)

P303+P561+P333
DITOHP3TE
D403+P235
P11

DP133

D4d

D241

P14l

D143

D1ED

b301

There ars no chamical sroups associated with explosive properties prasamt in the molacale.
Liguid (GHS definition)

Mot aerozol products.

Liquid (GHS definition)

Liquid (GHS definition)

Bazed on 2 flach paint of 2 dag C and a boiling point 82 deg C (GESTIE (Access on Jume 20017, it was
clasgified in Catagory 2. Bazides, it iz clazsified in Clags 3, PGIT i UMRTDNG (LY 1648).

Liguid (GHS definition)
There ars no chamical groups present in the moleculs associated with explosive or salf-reactive properties.

It is estimated that it does not ignite af nonmal temperamre: from an autoignition temperature of 324 deg C
(HEDE {Access on June 2017)).

Liquid (GHS definition)
Tast methods zpplicable to liquid substances are not availzble.

The chemical structure of the substance does not contaim metals or metalloids (B, 3i F, Ge, Az Ze, Sn 3h,
Te, Bi, Po, Af).

Crganic compomds containing no oxygen, flnorine or chlorine
Liguid (GHS definition)
Crganic compomds contaming no bivalent -0-0- structurs in the molecule

Mo data availabla.
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HEALTH HARARDS

1 Acute toxicity (Oral)

1 | Acute toxmicity (Drermal)

1 Acute toxicity (Inhzlation: Grases)

1 Acute toxicity (Inhslation: Vapours)

Arute toxicity (Inhslaton: Dust: and
mists)

2 | Ekdn comosion fitation

"

Sarious eve darmage sve DTitEHan

4  HRespiratory sensitization

4 | 5kdn sensitization

5 Germ cell mnrtagenicity

NiLe

Mot clazzified

Category 3

Mot applicable

Category 4

Clazzification not
poszibla

Lot classifed

Catezory 2

Clazification not
poszible
Classification not
poszible

Clazzification not
poszible

Sigmal word

TWaming

H332

Hilo

P302+E352
DI51+P3g4
k]
Pil2
pall
D403
P01

Dap4-+P340
P16l
D171
P31z

DaN3+P351+P33E
P337T+E513

PIs4

P2ED

Thare are ten reports of L0 values for rats of 1,315 me ks (male), 1,730 megkz (fomale), 2,230 meks
(female), 2460 meke (male), 3,053 melkes (male), 3,200 meke, 3,445 mels (male), 3,800 meks, 4,050
mz ke (famale), and §,702 mg'ke (femnals) (EHC 154 (1993)). Two cases correspond to Category 4, and
aight cases comrespand to "Mot classified" (seven cases of these comespand to Categary 5 i UM GHS
claszification). It was clzssified 2z '"Tot classified" by adopting the category with the larger number of
cazes. The category was changed from the previous classification according to the (FHS classification
Euidance for the Japanese govemment.

There are three reparts of LDA0 values for rabbits of 393 me s (male) (75% agueous solution), 9788
mz'ke (male) (andihated sohrbon) (EHC 154 (1993), EU-FAR. (2002), Initial Risk Assessment Fepart
(MITE, CEFI, MEDC, 2007)), and 3.915 mg'ke (uadituted sohttion) (EHC 154 (1993), EU-FAFR. (2002,
PATTY (fth, 2012)). Two cases comrespond to Category 3, and one casze corresponds to "Tot classifiad"
{Category 5 in TN GHS classification). It was classified in Category 3 by adopting the catezory with the
larger number of cases.

Liquid (GHS definition)

Bazed on an LC30 valoe for rats of 16,000 ppm (female and male) in 2 4-hour inhalation exposure test
(EHC 154 (1993), EU-EAF. (2002}, Initial Rizk Asseszrnant Beport (MITE, CERI WEDO, 2007), BATTY
(Gth, 20127) and L350 values for rats of 7,551 ppm (male) (converted 4-howur equivalent value: 10,679 ppmm)
and 12,435 ppem (femals) {converted 4-bour equivalent value: 17,526 ppm) (EHC 154 (1003), EU-EAFR.
{2002}, Inital Fizk Azsezzment Raport (MITE, CERI, WEDD, 2007)) in an 2-hoor inhalation exposure tast,
it was clzssified in Category 4. The category was changed from the previous classification. Besides, since
the LC50 values were lower than 30% of the satarated vapor pressure concentration (98,020 ppm), 2
refarence value in the unit of ppm was applied a3 vapour with litthe mist.

Classificarion not possible due to lack of data.

Bazed on reports that this substance was not ritating or showed slight imvitation b mulbple skin imitation
tests with rabbits (Initial Fisk Assessment Report (MITE, CERL MEDO, 2007), EU-EAFR. {20027, it was
claszified 2= Mot claszified” (Category 3 in UM GHS classification).

Bazed on reports that eve imitstion of this substance was moderste or sevare in eye iritation tests with
rabbits (Initiz] Rizk Assaszment Repart (WITE, CERI, MEDO, 2007), EU-FAR (2001)), it was classified in
Category 1. Besides, this substance was clazzified as "Eye Imit. 2° m EU CLP classification (ECHA CL
Invantory (Access an Jane 20175

Classificarion not possible due to lack of data.

There iz a description that it was pegative in 2 skin sensitization test with guinea pigs (EU-FAR (Z002)).
However, since this was the result from only one test, it was classified s "Classification not possi

Az for in vivo, 8 micronucleus test with peripheral Blood of mice exposed by mhx.'latlnn was positive,
microancleus tests with bone marmow cells and peripheral blood of mice given in
administration were negative, and an imecheduled DMA synthesis test with hepatocytes of rats was nagative
({Initizl Rizk Asseszment Fegart (MITE, CERI, NEDO, 2007), ACGIH {Tth, 2002), DFGOT Vol.19 (1293),
EU-RAF. (2002), IRIS Tox. Feview (19089, EHC 154 (1993), NTP TR447 (1994), Environmental Fizk
Azzezzment for Chemical Substances Vel 3 (Aulinistry of the Environment, 20047). A= for in viwo, bacterial
Teverse mutstion tests were negative, 2 gene mutation test, 2 mouse hiphoma test and 3 choomosomal
aberration test with mammalian cultored calls weare negative, and a sister chromatid exchangs test was
weakhy positive (Intial Rizk 4 sssszment Rapart (NITE, CER_I NEDO, 2007, ACGIH (Tth, 2001), DFGOT
Volld (1993), EU-RAFR. (2002}, IPIS Tox. Review (19987, EHC 154 (1993) TP TRA47 (1994),
Environrmental Risk Assessment for Chemical Substances Vol 3 (hlinistry of the Enviremment, 2004},
From the above, since on top of the fact thar there are defiects and an umclear dose response in both of the
twe micronucleus tests raported 2 positive in the in vivo tests (the test with bone mamow cells of mice
Eiven inraperitonsal administration, the test with erythrocytes of mice expozed by inhalation), the
micronncleus tests performed according to OECD TG (tests with bone marrow cells mdp-enp]l.erﬂ tlood of
mice ghven inraperitoneal administration) were negatva, it is described in the EU-FAF. that it is not
poasible to clearty judszs the prasence or absence of genotomicity as 2 comprehensive SEnOtOTicity
evaluation. Therafore, it was classified 2= "Classification not possible” since thera is no clear pozitive
finding in micramuclens testz. Smce the positive rezult in the micronncleus test described in the previous
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Carcinogenicity

Feproductive tocdon:

Specific targst arzan toxicity - Single
EXOSITE

Specific target orgam toxicity -
Fepeated exposure

Classification not -
possible -

Clazmification not -

poszible -
P30E+P511
P60
Category 1 {ceniral PIo4
HErVOUE SystEm, H3TO PITO
rezpiratary organs) Pizl
P403
Dianger P301
Catagory 2 (haemal
gysten central P60
HErVOuE Systam, H3T3 Pil4
:eapu.mmn oIEans, P01

Bmmm ToZden

In carcinogenicity stadies with rats and mice excposed by mhalation for tono years, 3 marging] incresse i the
incidenca of hepatocellalar adenomas and carcinomas (combined) was abservad at the high dose in mala
rats, but no incresze m the incidence of neoplastic lesions waz obzerved in female rats and female and mals
mice (TP TR447 (1994)). It is concluded in MTP that there was equivoca] svidence of carcinoganicity in
mzls rats, and there was no evidence of carcinogeniciny in farnale rats and famasls and mala mice (MTE
TF447 (19967). As for classifications by other organizations, ACGIH classified it in A4 (ACGIH (Tt
2002y and EPA az CED (cannot be determinad) (IRIS (19897 From the abowve, it was claszified

as "Claszification not poszible.”

In develaprnantal tocticiny tests with pregnant rats ncrpreznammb‘bm orally dosed, no severs developmental
effect was observed in fetuzes even at the hizhest dose (273 mg'ke'day in rats, 30 meks/day in rabhis)
where deaths, suppressed body weight gain, and increased resorptions were uhsm'\eﬂ in matemz] animals
{Inftiz]l Fizk &ssas=ment Report (MITE, CERI, HNEDO, 2007), ACGIH {7th, 2002}, Environmental Risk
Azzezzment for Chemical Substances Vol 3 (MMinistry of the Emvironment, 20047). In addition, even in two
developmentz] tomiciy tests with pregnamt rats exposed by inhalation, no effect was obsarved in fetises at
dipaes wheare deaths ware obzerved in matemal animals (Initiz] Rizk Aszeszment Bepart (MITE, CERI,
HEDO, 2007), ACGIH (Tth, 2002)). Besides, in 2 single inhalation test with pregnant hamsters expozed on
Eastational day &, teratoganesiz such 2z exencaphaly, encephalocele, and fasion of the ribs wers reported at
o1 sbove the concentration twice 2z high as the concentrations where desths goowred m matemal animals
{Inftiz]l Fizk Aszeszment Report (MITE, CERI, MEDO, 2007), ACGIH (7th, 2002}, Envirommental Fisk
Azzazament for Chemical Substances Vol 3 (Mfinistry of the Ervironment, 2004%). From the above, it iz
comsiderad that from the results of experimental animals, it iz unlikely that the substance shows
developmentz] affects in experimental animals by the oral and inhalation route, it thare is no nfonnation
on fertility and sexmal function, therefors, classification was not possible due to lack of data.

A= for humans, multiple cazes ara reported incheding cases of mzestion of this substance by accident orin a
snicide attempt and acute inhalation exposure cases due to accidents in plants. There is 2 description that
aoate effects wers fatizne, nauzea, vomiting, canfasion, commlsions, coma, atc., resulting in death in the
zevare cazes (Initial Risk -‘msmsm.emRepn't (MITE, CEFI, MEDO, ""DIJ_):l ]'.uadrilulm, there is a repart of
irritation of the nose and throat by inhalation exposure I:ImtlaJ Fisk Azzezsment Report (WITE, CEFRI,
NEDO, 20075

Az for experimental animals thers iz & report that in a single oral dose test with mice, hypoactivity, wemars,
weakmess, decreased righting reflax, labored breathing, comilzions, gasping, and sslivation ware obsarved
at 300-2,000 mg ks day within the ranga of Category 2 (EU-FAR (2002}, Initial Risk Assessment Repart
(MITE, CEFL, MEDO, 2007)). In addition, thers are reparts that lypoactivity, abnormal gait, loss of righting
reflex, bradypmea, lebored breathing, rapid respiration, gasping, hypothenmia, hindlimb extension, lateral
poaition, and yellowing of coat were observad at 3,0358-5,000 ppn within the range of Category 2ina 4-
hour single inhalstion exposure test with mice (EU -FLAR. (2002), Initial Fisk Asseszment Report (NITE,
CERI, NEDO), 2007)), and that severe dyspnea, sasping, tramors and comlzions were observad at S00-
5,000 ppm (coaverted 4-hour squivaleat valoe: 250-2, 500 ppm, corresponding to within the ranze of
Category 1) in a ane-hour single inhalation exposure test with mice (EHC 154 (1903), EU-FAF. (2002),
Initiz] Fisk Aszzessmeant Repncrt (MITE, CERI, HEDO, ZUIJ"}}- hioregver, there iz 2 repm'tﬂm pulmaonary
hemarrhaze and congestion wera observed in hoth TUIVIVIRE cazes and death cazes in an §-hour single
inhalation exposure test with rats (EU-FAR (2002), Initial Bisk Assazzment Feport (WITE, CERI, MEDO,
2007, Although there was no detsiled description of doses in this stady, LC50 values {converted 4-hour
agquivalent value) ware reparted to be 10,678 ppm (male) and 17,585 ppmm (famals), and it is considared that
effacts were observed at doses within the range of Category 2. From the sbove information, it is considered
that this substance afacts the cantral nervons system and respiratory argans. Therafore, it was classifiad in
Category 1 {cemntral nervons system, TESpIatory argans).

Mo inforrmation on humans is available.

Az for experimental animalz in 2 13-week mhalation toxicity test (6 hours'day, 5 days'week) with rats
expozad to the vapouar, 2t or shove 500 ppm (1,340 m='m3 {corwened g,'luﬂa.nce value: 097 me/L)) within
the guidance value range for Category 2, deaths, hypoactivity, rough fir, decreased thymus weight, anemis
symptoms (decreases in erythrocyte comat, bamaoglobin concentration and hematocrit valua) ware found,
and in death cazes, pulmaonary congestion and edema, hemorrhage in the pulmonary ahveoli znd brain,
decreased bone mamow cells, tymic araplry, decreased hnphocytes in the spleen, and decreased corpora
lurea in the ovary were obgerved (Tnitial Risk Asseszment Feport (MITE, CERL MEDO 2007,
Envirommental Fisk Assessmeant for Chemical Substances Vol 3 (Blinistry of the Enviromment, 2004), WTE
TEA447 (1294)), and in a #0-day inhalation toxicity test (7 hows'day, § days'weelk) with rats exposed to the
wvapour, atelectasis and histiocyte chimps in the alveoli at or above 166 ppm (278 mem3 [converted
Euidance vahie: 0.33 me/L)) within the guidanca value range for Category 2, and broachitiz and pnewmonia
at ar abowe 330 ppm (354 mz'm3 (converted gwidance value: 0065 me L)) were observed (Initial Fisk
Aszzeszment Report (WITE, CERL HEDO, 2007}, EU-FAR (2002)). In addition, in 2 13-wesk mhalation
tomicity test [ hours'day, 5 daysweek) with mice expaosed to the vapour, increased Hver weizht at or sbove
100 ppm (188 mgim3) (converted gnidance vahee: 0.12 mgz L) within the guidance value range for Category
1, focal nlceration with apithelial hyperplasiz of the forestomach 2t or gbove 200 ppm (335 mem3)
{comverted guidance valoe: 0.24 megL) within the guidance valoe range for Category I, deaths and
hepatoceliular vacuolstion at 400 ppm (670 mz/m3) (converted guidance vahoe: 0.48 mgL), and
hypoactivity, hunched position, and nmscle stiffaess at 500 ppm (1.5340 mz'm?) {comvertad suidance valuae:
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ENVIRONMENTAL HAZARDS ——
. Hazard Precantionary
Hazard chass Chissificaion BTN oirient  statement Rationale for the clavificafisn
Sigmlword /o0 (code)

From 72-hour EC30 (rate method) =700 me/L for alzzs (Pendokirchneriells sobcapitata), 96-hour LC30
=100 me/L for fish {Oryzizs latipes) (hoth Fesults of Aquatic Towicity Tests of Chemirals conducted by

1 H‘m‘m‘i“'“ to the aquatc OVINOENt o tocsifed ' : - Miniziry of the Exvirarnent in Tapan (Ministry of the Envirounens. 2017), and 06-howr LC30 >100 me L
(Acute) : fior crustaces (Daphnia magea) (Exvirowmental Risk Assessment for Chentical Substances vl 3 (Miistry
of the Envirammant, 2004)), it was classified a3 "Wot classified.”
Doz to being rapidly degradable (readily biodegradable, averaze degradation rate by BOD:, 63% (J-
CHECE, 1993)), no biseccrmmnlation (LozPow: -0.34 (PHYSPROP Detebase: 2017)), 21-day NOEC
L {reproduction inhibition) = 980 ma/L for cruztaces (Daphnia meaa) (Eavironments] Risk Assessment for
11 mﬂ";ﬂ' the aquatic envIrONmENt 0 oosiied : : . Chemical Substances vol 3 (Ministry of the Environment 1004§), and 73-howr NOEC (rate method) = 700
= mz/L for alzae (Paeudoidrchneniella subcapitata) (Fesults of Aguatic Teericity Tests of Chemical:
conductad by Ministry of the Environment in Tapan (Ministry of the Environment, 20177}, it was classifisd
25 "Mat clazzified "
12 Hazardous to the ozons laver Classifcation not ' : - No data available.
pozzible -
Updated on March 2019
IndexNo | ~|  Chemicalname | ~ KN |- CASNo | - Clf - fcation B | Labelling | -~ + [Specific Conc. Limits, ~ Notes |+ | ATP imserted/ATP -
Hazard Class and Hazard Statement | Pictogram, Signal Word [Hazard statement Code(s)] Suppl. Hazard statement |  factors and ATEs Updated
| Category Code(s) Code(s) Code(s) Code(s)
508001003 acetonitrie; 2008352 F5058 Flam Lig.2 s s 15 P00
cyanomethane Acute Tox 4 * H332 GHS07 H332
Acute Tox 4 * H312 Der H312
Acute Tox. 4 * H302 H302
Eye nit. 2 w319 iz
2
ANR AN NND trinhlarasnatanitnla NQ 905 T SASNRD Armps Tar T# mA TR i 1 D00
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Different classification between JPN and EU CLP (1)
Acetonitrile (75-05-8)

bars | OUEE | @G | iesc | Nosure

Flam liquid Cat. 2 Cat. 2 Cat. 2 Class IB
Acute tox (oral) Not classified Cat. 4* Cat. 4 -
Acute tox (dermal) Cat. 3 Cat. 4* Cat. 3 -
Acute tox Cat. 4 Cat. 4* Cat. 3 -
(inhalation)
Eye irritation Cat. 2 - Cat. 2A -
STOT (single) Cat. 1 (CNS, - - irritation
respiratory nose/throat,
organs) respiratory system,
STOT (repeat) Cat. 2 (Blood, CNS, - Cat. 2 cardlovascul_ar
respiratory organs, (Blood) system, CNS, liver,
liver, kidney) el
Aspiration hazard Classification not - Cat. 2 -
possible

NiLe 34



~ Different classification between JPN and EU CLP(2)
CMR substances (Presented in 2014 EuroTox)
e Databases used: EU CLP and J-GHS (as of 2014)
* Chemicals analyzed: 359 CMR substances (Fig. 1)
— Chemicals were divided into 3 groups (Fig. 2)

e Consistent (C): same hazard class and category

e Roughly Consistent (RC): same hazard class but
different category

 Different (D): different hazard class and category
Large D: 1A/1B against “not assigned any categories
(NAC)” including “not classified (NC)” or “classification
not possible (CNP)”

 Number and name of the “D” chemicals in CMR (Tables
1-4)
nite



—— Fig.1 GHS classification on CMR substances in EU or Japan (n=359)

o

\

* including 1 chemical without subcategory (not specified 14 or 1B)
** including 2 chemicals without subcategory (not specified 1A or 1B)

Fig. 2 Comparison of the classification between EU and Japan (h=359)

nite *> Number of NAC chemicals within “C" chemicals




Table 1 Number of the “D” chemicals in each of CMR

Number of chemicals
= Japan

Carci Muta Repro
cat. 1A/1B NAC 2 15
cat. 2 NAC 43 27 21
NAC cat. 1A/1B 7 12
NAC cat. 2 o0 53
Total 71 66 101

‘Large D" chemicals 9 57
(1A/1B vs NAC, n=61)

NAC includes NC and CNP.

hite
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Chemical CAS ChNE EU Japan
(6-{4-Hydroxy- 3-(2-methoxyphenylazo)-2-sulfonato-7-
naphthylamino)-1.3 5-triazin-2 4-diyi) bis[(amno-1- 108225-03-2 C 1B CNP
ethylethyl)ammonium] formate
2 3-Dinitrotoluene 602-01-7 Cc 1B CNP
24 5-Trimethwdaniine hydrochloride 21436-97-5 C 1B CNP
2.5-Dinitrotoluene 619-15-8 Cc 18 CNP
2-Nitronaphthalene 581-89-5 Cc 1B NC
3 4-Dinitrotoluene 610-39-9 C 1B CNP
3 5-Dinitrotoluene 618-85-9 L 1B NC
4-Aming-3-fluorophenal 399-95-1 Cc 18 CNP
6-Hydroxy-1-{ 3-1sopropoxypropyl)-4-methyl-2- oxo-5-[4-
(phemyiazo)phemyazo]-1 2-dihydro-3-pyiidnecarbonirie 85136-74-9 ¢ 5 ChF
Benzo[e]pyrene 192-97-2 C iB NC
Carbadox 6604-07-5 Cc 1B CNP
Diazomethane 334-98-3 G 1B NC
Dimethndsulfamoyichlonde 13360-57-1 [ 1B CMP
C.|. Direct Red 28 673-58-0 C 1B CNP
C.l. Direct Black 38 1937-37-T c 1B CNP
(25 +)-Glyveidv tosviate 70987-78-9 G 1B CNP
Fhemdhdrazinium chlonde £9-38-1 [ 1B CMHP
FPhemdhdrazinium sulphate (2:1) 52033-74-6 [ 1B CMHP
R-1-Chloro-2 3-epoxypropane 51594-55-9 c 18 CNP
Trisodium [4'<(8-acetylamino-3,6-disufonato-2-naphthylazo)-
4" 6-benzoylamino-3-suffonato- 2-naphthylazo)-bipheny- 164058-22-4 c 1B CNP
133 1 tetraolato-0.0°.07. O  lcopper( I}
a.a.a4-Tetrachlorotoluene 5216-25-1 Cc 18 CNP
Lead 2.4 E-trintro-m-phenyiene dioxide 15245-44-0 C =" 1B
Lead diazide 13424-46-9 C - 1B
Lead hexafluorosilicate 25808-74-6 C - 1B
N.N-Dimethyiformarmide 68-12-2 C - 1B

* Not assigned to any categories
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~ Table 3 The “Large D” chemical list between EU and Japan
in germ cell mutagens (n=9)

]

EIEEEEIIEE.i

Chemical CAS
2-Mirotoluene B8e-72-2
4.4-Oxydianiling 101-80-4
J-Propanolide 57-57-8
o-Aminoaz ololuene q7-56-3
Captafol 2425-06-1
DoT 50-28-3

PImetyNMrOS0aMINE. .............concnecssssmsmssmss T
Tris(2-chioroethyl) phosphate 115-96-8

Cyclohexy lamine 108-91-8

Table 4 The “Large D” chemical list between EU and Japan
in reproductive toxins (n=27)

EU__ Japan
1B ChP
1B ChP
- 1B
- 1B
1B
1B
e dBL
- 1B
- 1B

(=== R NI P T

{

A

FEthy F2-rmethv2-( 3-methy [butyl-1, 3-ox &z olidine 143860-04-2

4 Hsobutylethylidens diphenal Ga07-17-6
Ammonium dichromate TT89/9%5
Binapacryl 485-31-4

Cobalt sulphate 10124-43-3
N 330-55-2

Mickel dify droxide 12054-45-7
Sodium chromate Tira113

10 Sodium dchromate anhydate 10588-01-8

11 Diboron frioxide 1303-86-2

13 Disobutyl phthalate 84-60-5

14  Trixyiyl phosphate 25185-23-1
15 Ammaniumpentadec sfluorooclanoate 825261
16 14-Dichiorobenzens 106-46-7
17 Cadmiym cvanide 542-83-6
QLI e R - - | v SR
19  Diarsenic tricide 1327-53-3
20 Dieldrin fl-57-1
21 Ethylene oxide 75-21-8
22 Heptachior TE-44-8

23 Heptachior epoide . e — 1024-07-3...
24 HexachlomBeNEeNe. ... ... e e T i
25 Pentachiorophencl 87865

nite 26 Phenol 108952

27 Trichioroethviene 79-01-6

(s s RN s T Y S P % QO -

529959952581

mm;u:;;nmmmmm;;n:nm:n;umgm:um:um:ugm:ﬂm:n:ﬂm
h.
m




Results and conclusions

* The analysis suggests that about 20 — 30% chemicals
are assigned different classification, i.e., “D”, CMR or
not, between EU and Japan.

* Some of them (17.0%, 61/359) were “Large D”, i.e.,
GHS cat. 1A/1B against NAC.

* They should be justified scientifically.

— Several chemicals have been assigned to different
categories through the re-evaluation process.
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Current situation of GHS (1)
* Expansion of GHS inter-ministerial committee (GHS
IMC)

— 8 government offices by participation of Consumer Affairs
Agency (CAA, MHLW, METI, MOE, MIC, MAFF, MLIT and
MOFA)

— Japan Chemical Industry Association (JCIA)

— UN committee members of UNSCEGHS and UNSCETDG
— Experts of physical and health hazards

— Secretariat (NITE)

hite



* Recognition of GHS in the target audiences
— Consumers: Low
— Workers: Middle (high in Industry)
— Transport workers: Maybe low
— Emergency responders: Maybe low

* Application of GHS label to household consumer
products

— Depend on the industrial associations, each company and
chemicals regulated

— Detergent, paint, bleach, deodorant, fragrance, adhesive, etc.
* Not implemented to pesticides

— Regulated by the Agricultural Chemicals Regulation Law
nite

Current situation of GHS (2)
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Examples of GHS label for consumer products
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Japan Soap Detergent Association
https://jsda.org/w/index.html
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GHS

Example o

PDSCL

| Reagent HZE |
137-01823

Lot.

DANGER Tf&p&
UN1230
EXEHANBEY

AL /) —)UEE 1 99.8%

Fire
Service Act

ZIL3—|UR  BREER

[BESUES L
I
NS KB

/\

For Laboratory Use Only
AR A

I Guaranteed Reagent
SEEATR

Methanol

(Methyl Alcohol)

X5 /=)

(XFIL7IL3=)L)

3L

CH3;OH=32.04 IS
Store in the dark.

JaA
JQOS_I(_)SN 8

JIS K 8891

Assay (CHzOH) (GC) ::=wes+----min. 99.8% (mass/mass)

FUJIFILM

FUJIFILM Wako Pure Chemical Corporation
1-2 Doshomachi 3-Chome, Chue-Ku, Osaka 540-8605, Japan

BIOALLXMASEHST

AP REEEN=TR 128 Tel: 06-6203-3741

W \Wear protective gloves,
protective goggles or face
shield, etc. Use respirator if
necessary. ®In case of
contact, consult a physician.
m Keep away from source of
fire and combustibles. min
case of contact with eyes,
skin and clothes etc., wash
with plenty of water. m Give
instructions about taking
precautionary measures
against statics discharge

m Highly flammable liguid
and vapour mCauses serious
aye irritation m Harmful if
swallowed mMay damage
fertility or the unborn child
mCauses damage to organs
mMay cause drowsiness or
dizzinessm Causes damage
to organs through prolonged
or repeated exposure
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GHS

Fujifilm Wako Pure Chemical Co.

https://labchem-wako.fujifilm.com/jp/product/detail/ W01W0113-0182.html
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el for industrial chemical (reagen
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Further information on GHS in Japan

Morita et al, Globally Harmonized System on Hazard Classification and Labeling of
Chemicals and Other Existing Classification Systems for Germ Cell Mutagens, Genes
and Environment, 28, 141-152, 2006.
https://www.jstage.jst.go.jp/article/jemsge/28/4/28 4 141/ pdf

Jonai, H., Implementation of the GHS in Japan, Industrial Health, 46, 443—-447, 2008.
https://www.jstage.jst.go.jp/article/indhealth/46/5/46 5 443/ article

Ta et al, Model for the Implementation of the Globally Harmonized System of
Classification and Labelling of Chemicals (GHS): Lessons Learned from Japan, Occup
Health, 51, 526-530, 2009.

http://ioh.sanei.or.jp/pdf/E51/E51 6 07.pdf

Morita et al, Practical issues on the application of the GHS classification criteria for
germ cell mutagens, Regulatory Toxicology and Pharmacology, 55, 52—-68, 2009.
https://www.ncbi.nlm.nih.gov/pubmed/19505521

Morita and Morikawa, Expert Review for GHS Classification of Chemicals on Health
Effects, Industrial Health, 49, 559-565, 2011.
https://www.|stage.jst.go.jp/article/indhealth/49/5/49 MS1267/ pdf/-char/ja

Morita, T., Comparison of GHS classification of CMR substances in EU and Japan,
Toxicol Lett, 229, Suppl, S251-S252, 2014 (abstract).



https://www.jstage.jst.go.jp/article/jemsge/28/4/28_4_141/_pdf
https://www.jstage.jst.go.jp/article/indhealth/46/5/46_5_443/_article
http://joh.sanei.or.jp/pdf/E51/E51_6_07.pdf
https://www.ncbi.nlm.nih.gov/pubmed/19505521
https://www.jstage.jst.go.jp/article/indhealth/49/5/49_MS1267/_pdf/-char/ja

* Role of National Institute of Technology and
Evaluation (NITE) for information provision
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© WhatisNITE?

e The mission

NITE continually contributes to the safety of society and supports challenges of the
future by proven technologies and reliability information.

* The history

NITE was originally founded in 1928 as an organization in the Ministry of
International Trade and Industry (MITI, Now the Ministry of Economy, Trade and
Industry(METI)) and became independent administrative institution in 2001.

e The current NITE

NITE is the incorporated Administrative Agency under the METI.
Approximately 620 (420 permanent) staff work in NITE.

e The location
Head Office is located at Tokyo.
NITE has 7 branches and 3 offices nationwide.

Head Office (Tokyo)
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ities in five fields

Planning and

ministration, eti ” AJ[‘
@ Accreditation

Chemical Manager
Field

Field

Biotechnology Field
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Role of Che_mic_ajﬂlajjagemenl;ﬁemgp\

Reviews of new chemical substances, etc.
Creation of the draft designated names to chemical
substances

Screening evaluation, risk assessment, etc.

Preparation of information required for risk assessment, etg

Examination of risk assessment methods
On-site inspection

@®On-site inspection into manufacturers who produce
intermediates and small quantities of new chemicals.

Improvement of implementation and operation

® Technical supports and Operational improvements’
work of CSCL
.

Integration and dissemination
of technology and information

Support for enforcement of the PRTR Law
Collection and analysis of information related to the PRTR

Law

i Activities related to the Act on the Prohibition of Chemical
Weapons and the Regulation of Specific Chemicals

® Observation and support for verification activities by
OPCW (International organization for Chemical weapons
conventions) inspection teams in accordance with the
Chemical Weapons.Act

Wction into businessMan

® On-

nvased on scientific knowledge

Arrangement and provision of hazard information on
chemical substances, etc. (CHRIP-DB, J-check, GHS-J, etc.)
Arrangement and provision of risk information on chemical
ubstances for mutual understanding, etc. l

o~—

Support for the
enforcement of
the Act (Law)

Provision of information on chemical management
Hazard Information,
Risk Assessment Information, etc.

Support for
chemical
management

v ~
Government Public Business operators
Development and enforcement of laws and : ¢ I i
ordinances Proper _understandlng 0 Regulatory Compliance
) chemical substances Voluntary management
Chemical management
Mutual understanding ]
J

-
niLe



Chemical Management Center
Data Analysis Division

* Arrangement and provision of technical information
as to safety and risks on chemical substances

 Research and study as to development of
information infrastructure

hite



ent and Provision of Chemical mation

-

&

J-CHECK AJCSD
(Japan Chemicals Collaborative (ASEAN-Japan
Knowledge Database) Chemical Safety Database )

NITE-CHRIP

(Chemical Risk Information Plat

Py

*Japan and other countries’ laws and -information regarding CSCL . . .
regulations, and toxicity information - Developed by 3 authorities of the law, : Rfegulatory information provided
directly by the governments of ASEAN
MHLW, MOE, METI. . . .
- 250,000 chemical substances can be searched +9,500 test reports counFr'|es,.hazardous information, GHS
for with CAS number, MITI number, etc. -link to OECD eChemPortal Classification results, sample SDS, etc.

* GHS Classification Results by the Japanese Government for about 4,000 substances
* Links to Guidance for GHS classification, OECD eChemPortal, etc.

*Provides the information on chemical substances to the public
*Implements the provision of the examples of risk communications, etc. to business operators e Sl e

.
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Provision of information and arrangement of
technology

NITE collects, arranges, and provides information of
hazards, etc. on the risks of chemical substances in
order to improve the understanding and voluntary
management of business operators, municipalities,
and people on the safety of chemical substances and
the mutual understanding among the interested
parties.

NITE also arranges the technology infrastructures for
risk assessments and provides the information.



- Provision of information on chemical

management (1)

* Chemical Risk Information Platform (NITE-CHRIP)
https://www.nite.go.jp/en/chem/chrip/chrip search/systemTop

— A portal site available free of charge for searching
information on Japan and other countries’ laws and
regulations, and toxicity information on chemical substances

* Highly reliable regulatory information on chemical substances
published by national/international authorities

* Collection of ca. 80 information sources

* Information on about 250,000 substances
* Link to GHS classification results

e Updated every two months

* Changeable language between Japanese and English on the search
result page or list page

. * Free of charge
hite ®


https://www.nite.go.jp/en/chem/chrip/chrip_search/systemTop

NITE-CHRIP Top Page

https://www.nite.go.jp/en/chem/chrip/chrip search/systemTop

Total Search System for Chemical Substances

The current 25 users have been using this site.

Search by chemical »

You can search the comprehensive information on a target
chemical substance by entering its number, name,
molecular formula or structure. Information is hazardous
property/ hazard assessments or regulations, etc.

Search keywords are as follows

* Chemical Substance Name
+ CAS Registry Number
* MITI number

+ ISHA number

Q

Search within
laws/regulations, etc. >

You can search chemical substances regulated by laws and
assessed by organizations, etc. Besides, outlines of
individual laws and regulations will be displayed with

related materials (ex. application website, supplementary
information etc.) .

Search lists are as follows

* Laws and Regulations in Japan
* Laws and Regulations in Other countries
+ Chemical Hazard and Risk Information

+ Test Data and Reports

Contact us | FAQ | Manual | Operating environment | Notes for the NITE-CHRIP
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m Search (per month)——

* (Ca. 250,000 per month (ca. 3,000,000 per year)
* Slightly increasing recent years
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Provision of information on chemical
management (2)

e Japan Chemicals Collaborative Knowledge Database
(J-CHECK)

https://www.nite.go.ijp/chem/jcheck/top.action?request locale=en

— Database developed to provide the information regarding
Chemical Substances Control Law (CSCL) by the authorities of
the law, MHLW, METI and MOE

— Provides the list of CSCL, safety data of chemical substances for
risk assessment, etc.

— Transmits Japanese safety data globally
— Cooperation with eChemPortal by OECD (link to the portal)

hite


https://www.nite.go.jp/chem/jcheck/top.action?request_locale=en

J-CHECK Search Page
https://www.nite.go.ip/chem/jcheck/search.action?request locale=en

i+ A Incorporated Administrative Agency
nlte National Institute of Technology and Evaluation

cHEa — i !
~5 * 1tg;ET—QN—R S Term
Japan CHEmicals Collaborative Knowledge database ‘1

Information

Search

About J-CHECK

. Search
Update history

Please enter or select search items and Click Search button.

Search | Search || Reset |

Chemical Substances )
Search CAS Registry Number | |

MITI Number
Act on the Evaluation of | |

Chemical Substances and
Regulation of Their
Manufacture, etc.

(after amendment

Chemical Substance Name | ||Substructure Match |

in FY 2009) Use structure selection search O use ® No Use
Class I Specified
Chemical Substances W an

[ class I specified chemical substance

(lclass 11 specified chemical substance
[IMonitoring Chemical Substances

O Priority Assessment Chemical Substances (PACSs)

o DNewa Announced Chemical Substances (notified on and after April 1, 2011)
Priority Assessment [Inewly Announced Chemical Substances (notified by March 31, 2011)
Chemical Substances o )

{PACSs) [ Existing chemical substances

Class II Specified
Chemical Substances

Monitoring
Chemical Substances

Regulatory Classification

Newly Announced
Chemical Substances
(notified on and after
April 1, 2011)

Newly Announced
Chemical Substances

Newly Announced

nite

[ Type II Monitoring Chemical Substances (before amendment in FY 2009)
DTvpe 111 Monitoring Chemical Substances (before amendment in FY 2009)
ot regarded as a new chemical substance

[IThe Japan HPV Challenge Program

(lcanceled - Priority Assessment Chemical Substances

v|| Clear

|#1 Appearancea‘physmal state/colour

T PO

eChemPartal by OECD (external link) for searching on chemical properties
(b eChemPortal

JEE S -
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Provision of information on chemical
management (3)

e GHS information
https://www.nite.go.jp/chem/english/ghs/ghs index.html

— GHS Classification Results (Excel, HTML)
* Ca. 4000 chemicals?

— GHS Classification Guidance

— Support Tools

— List of Classification Results (link to NITE CHRIP)

— Substance Search (link to NITE CHRIP)

— Guidance on a Consumer Product Risk Assessment

hite
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GHS Classification Results (Excel, HTML) Page

https://www.nite.go.jp/chem/english/ghs/ghs download.html

GHS Classification Results (Excel, HTML)

OEHAETHRR

The GHS classification results with Hazard statement codes and Precautionary statements and codes are available
in Excel and HTML format at "Substances List™

[NOTE]
* GHS Classification Result by the Japanese Government is intended to provide a reference for
preparing a GHS label or SDS for users. To include the same classification result in a label or SDS for
Japan is NOT mandatory.
* Users can cite or copy this classification result when preparing a GHS label or SDS. Please be aware,
however, that the responsibility for a label or SDS prepared by citing or copying this classification result lies
with users.
* This GHS classification was conducted based on the information sources and the guidance for classification
and judgement which are described in the GHS Classification Guidance for the Japanese Government etc.
Using other literature, test results etc. as evidence and including different content from this classification result
in a label or SDS are allowed.

Substances S load"
Year |Ministry (Classifier) |List res .0' ownloa Note
[Previous format: Excel]
[New format]
List
August, 2019
AllEY To display List (884KB)
the list may July, 2019
take some
time.
kY MHLW™, METI”, MOE™ List
2018 ' ’ -
FY #] The list of errata
MHLW™, MOE™ List
2017 ' _ (December, 2018)
Y 2] The list of errata =
MHIW™ MFTI™ MOF™ List a
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~Arrangement of Technology Infrastructureson—
Chemical Management

e Risk assessments of chemical substances contained in
products

— Promotes risk assessments of chemical substances contained in
consumer products around us

— Use for administration, etc.

* Guidance on a consumer product risk assessment for GHS
labelling
— To assess chronic health risks of consumer products

— Together with the estimated human exposure dose estimation
software compatible with the guidance

— Available:
https://www.nite.go.ip/en/chem/risk/ghs consumer product.html

hite
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Suitable classification for good communication —

Safe Use of
Chemicals

T

Risk
Management
Systems
(risk communication,
exposure monitoring/control)

Hazard Communication
(GHS Labels and SDS)

GHS Classification

hite

Determination of data source —> | Review by expert
if necessary

Collection of data
Organization of the data

Evaluation of the data

GHS classification

} Review by expert

Label, SDS
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Thank you for your cooperation

1:-“ J"l'a'r
‘ C“ EﬂEIEw for Chemical Hazard Communication

E"l-lnm:h-'l"""|F|
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