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Topics
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e GHS implementation status of China, Korea, and
Japan

e MSDS requirements: mandatory or advisory?
- MSDS sections: country specific regulations
e MSDS exemptions
e MSDS compliance challenges
- from legal perspective
- from industry practice
- many “fuzzy” area
e Conclusion
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GHS Implementation Status




GHS comparison

China

Japan
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Korea

Effective from

May 1, 2010 (a year of
grace period from this
date)

Dec. 1, 2006

Subs: July 1, 2010 (MOL); July 1,
2011 (MOE)
Mixtures: July 1, 2013

Excluded Cat.

26 GB
- Aspiration hazard

- Specific target organ
toxicity (single
exposure) Cat 3?7

JIS Z 7252:2009
- Acute Tox. Cat. 5

- Skin Corl/irritation
Cat. 3

- Aspiration Tox
Cat.2

-Flamm. liq Cat. 4

-Acute Tox Cat. 5

-Skin Cor/lIrritation Cat. 3
-Aqua Tox (Acute) Cat 2,3

-Serious eye damage 2A, 2B >
combined Cat. 2

-Respiratory sensitization Cat 1A,
1B = combined 1

-Skin sensitization Cat 1A, 1B =2
combined Cat. 1

GHS
Classification List

No

Yes — NITE list
(NITE, METI,
JAISH)

Yes — MOE (mandatory); KOSHA
(Ref); NEMA (Ref)
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Excluded cat double check 
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e Japan
— NITE (National Institute of Technology and Evaluation) — advisory (widely
used by industry); 2,231 substances classified

— JAISH (Japan Advanced Information Center of Safety and Health) —
substances of hazardous and harmful substances designated by EU or other
countries = integrated into NITE

e Korea
— MOE classification — mandatory from July 1, 2011; total 800 substances
— KOSHA — advisory; approx. 11,300 subs
— NEMA — advisory; approx. 1,000 subs (DG)
e China—Coming up? (expected 2012 summer)
- List of dangerous chemicals [f& B2 1V, % fm A 3%] (about 3,500 substances)
- Very toxic chemical list [l &1t m B %] (335 substances)
- And more
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May 2011 -  
SAWS is still working with other government authorities for China GHS list. I spoke with SAWS when I was in Beijing, was told it will take about a year to finish the final list (summer of 2012). The GHS list will combine "Dangerous Chemical List" and "Very Toxic Chemicals".  Currently they already classified over 4400 substances, planed to include about 3300 substances in China GHS list.
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e Chemical Safety Data Sheets (CSDS) and Precautionary Labels
are required by

—  Regulations for safe Handling of Chemicals in the Workplace (Decree
No 423 of Ministry of Labor of Dec 20, 1996, and effective 1997, Jan.1)

e Chemical Safety Data Sheets (CSDS) are also required by

—  Registration of Hazardous Chemicals, Management Regulation on the
Registration of Hazardous Chemicals (Decree No. 35 of SETC, State
Economic and Trade Commission)

—  Regulations on the Control over Safety of Dangerous Chemicals
(Decree No. 344 of the State Council of the People's Republic of China)

—  Decree No. 344 is replaced by Decree No. 591 on the Safe
Management of Chemicals published on March 2, 2011 and entering in
force on December 11, 2011

—  The Decree No 591 gives legal force to the two standards GB 13690-
2009 Classification and Hazard Communication of Chemicals and
15258-2009 Precautionary Label for Chemicals.
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Classification:

o *26 GB (GB 20576- GB 20602)
- Effective from Jan 2008 (1 year of transitional period from the effective date)
- These standards translate the UN Purple Book’s (1st version) 26 hazard categories.
J *GB 13690-2009 (Classification and Hazard Communication of Chemicals).
- Effective from May 1, 2010 and provides the guidance for classification.
- Based on the 2nd revision of the UN Purple Book
- The 2009 version does not include a list of GHS classifications (1992 version did)
. GB/T 24774-2009 (Classification and hazard pictograms for chemicals - General
specification)
- Published Dec 15, 2009 & Effective from July 1, 2010

SDSs:
. GB /T 16483-2008 (Safety data sheet for chemical products content and order of sections)
- Issued: June 6, 2008; Implemented: Feb. 1, 2009
- Appendix A: “Guidance of SDS Preparation” is normative
Labels:
J GB/T 22234-2008 (Labeling of chemicals based on GHS)
- Effective from Feb. 1, 2009 and Equivalent to the Japanese JISZ 7251:2006
J *GB 15258-2009 (Precautionary Label for Chemicals)
- Subli)shed Dec 2009 & Effective from May 1, 2010 (1 year of transitional period from the effective
ate

* . Compulsory
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GB 13690 – 2009 (Based on footnote: Aspiration hazard category is still not adopted by the National Standard despite the fact that it is part of the Standard)


onrusions
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Discrepancy of GB20599-2006 and GB15258 (both are
compulsory): Specific target organ single Cat.3
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e SDSs are required by three laws in Japan:

— the Industrial Safety and Health Law (ISHL by MHLW),

— the Pollutant Release and Transfer Registry and Promotion of
Chemical Management Law (PRTR Law by METI and MOE),

— the Poisonous and Deleterious Substances Control Law (PDSCL by
MHLW)

e Labels are required by

— the Industrial Safety and Health Law (ISHL by MHLW),

— the Chemical Substance and Control Law (CSCL by MHLW, METI and
MOE),

— the Poisonous and Deleterious Substances Control Law (PDSCL by
MHLW)

— the Fire Services Law (Dangerous Goods)

Only the ISHL implements GHS as the classification system but
GHS classification is accepted under the other laws.

©2011, 3E Company, All Rights Reserved



Japan/GHS (cont’d) 7
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e Japan Industrial Standard (JIS) Z 7250:2010 — Material Safety
Data Sheets

e JIZZ7250:2005 Until December 31, 2015 (2000 version could be used till end
of 2010)

e Japan Industrial Standard (JIS) Z 7251:2010 — Labeling of
Chemicals based on GHS
e MLHW Notice No. 619: Z 7251 is mandatory from Dec. 1, 2006

e Japan Industrial Standard (JIS) Z 7252:2009 — Classification

e Provides classification for Health Hazards and Environmental Hazards
e Excludes the following categories:

e Acute hazards category 5

e Skin irritation category 3 (Mild Irritant)

e Aspiration hazards category 2

e Japan Chemical Industrial Association (JCIA) - GHS Guideline
for MSDS and labeling (2"9 edition — Oct. 2008) based on JIS Z
7250 and Z 7251 — Reference only
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Japan GHS: Confusions...

ﬂ
COMPANY

Multiple GHS classification guidelines...(NITE, JIS, UN, and even EU?)

Industry practice:
e Substance classification — NITE list (including JAISH and METI classification)
e Mixture classification —JIS Z 7252:2009 or UN Purple Book

Some company follows EU CLP. In fact, JIS Z 7252:2009 very similar to
EU CLP. Only flammable liquids cat 4 and aquatic toxic (acute) cat
2,3 followed UN.

*JIS Z 7252:2009 excludes physical hazards and takes higher cut-off values of
mixtures on

Respiratory or Skin Sensitizer Carcinogenicity

Reproductive Toxicity

Specific Target Organ Toxicity (Single exposure)

Specific Target Organ Toxicity (Repeated exposure)
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Korea/GHS

Ministry of Labor (MOL) (new name: Ministry of Employment and Labor):
e Industrial Safety and Health Law
e Pure substances: July 1, 2010; Mixtures: July 1, 2013

e MOL Notice No. 2009-68 published October 2009 provided new format of MSDS and
new category adoption.

Ministry of Environment (MOE):
e Ministerial Decree of Toxic Chemical Control Law

e C(lassification and labeling of new chemicals under the revised TCCL is mandatory
since July 1, 2008.

e Existing chemicals : Single toxic chemical (July 1, 2011); Mixtures (July 1, 2013)
Ministry of Public Administration and Security (MoPAS):

e NEMA (National Emergency Management Agency) Notice No. 2008-18 on November
13, 2008

e Fully adopt GHS classification and labeling requirements for the explosives and
dangerous goods under the Dangerous Substances Safety Management Act (DSSMA)

o Effective from the date of notice publication (November 13, 2008)
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- Lists of GHS classifications:

- MOE classification — mandatory from July 1, 2011
(About 800 substances as of Oct 19, 2011)

- KOSHA — advisory; approx. 11,300 subs

- NEMA — advisory; approx. 1,000 subs (DG)

- GHS categories not adopted by MOL and MOE
— Flammable liquid category 4
— Acute hazards category 5
— Skin irritation category 3 (Mild Irritant)
— Acute aquatic toxicity category 2 and 3
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Major amendment/ update: GHS classification for additional 318 chemical substances have been published on April 15, 2011 
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UN Purple book 3rd edition optional cut offs

Skin Sensitizer CAT 1:

> 0.1%; > 1.0%
Declaration in SDS > 0.1%

Respiratory Sensitizer:

Solid/Liquid - > 0.1%; > 1.0%
Gas - > 0.1%; > 0.2%
Declaration in SDS > 0.1%

Carcinogen Category 2:

> 0.1%; > 1.0%. Declaration in SDS > 0.1%

Reproductive Toxicant Category 1:

> 0.1%; > 0.3%

Reproductive Toxicant Category 2:

> 0.1%; > 3.0%
Declaration in SDS >0.1%

Effects via lactation

> 0.1%; > 0.3%

STOT (single exposure) Category 1 and 2:

> 1.0%; > 10%

Declaration in SDS >1%

Between 1 and 10% of CAT 1: optional to require mixture to be
classified as Cat 2

STOT (repeated exposure) Category 1 and 2. |> 1.0%; > 10%

Declaration in SDS >0.1%
Between 1 and 10% of CAT 1: optional to require mixture to be
classified as Cat 2
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GHS Compliant MSDS




GHS compliant MSDS Status —
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e China GB /T 16483-2008: follows UN Purple
Book 29 edition

e Japan JIS Z 7250:2010 aligns with UN Purple
Book 3" edition by including hazard to Ozone
Layer in Section 2 and 12.

e Korea MOL No. 2009-68 aligns with UN Purple
Book 29 edition




—
GHS compliant MSDS layout
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1. Substance identity and

company contact information 10. Stability and reactivity

2. Hazards identification . . :
, . 11. Toxicological information

3. Chemical composition and o ,

data on components 12. Ecological information
4.  First aid measures 13. Disposal considerations
5. Fire-fighting measures 14. Transport information
6. Accidental release measures 15. Regulatory information
7. Handling and storage 16. Other information
8. Exposure controls and

personal protection

9. Physical and chemical properties

©2011, 3E Company, All Rights Reserved
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MSDS language requirements

e China — must be in Simplified Chinese
(GB/T 16483-2008 “The SDS should be written in the

language acceptable to the users.”)

e Japan — must be in Japanese (JIS Z 7250:2010
“MSDS should be in a language that the recipient will
easily understand.”)

e Korea — must be in Korean (MOL 2009-68 Korean
translation is not necessary if it’s for purely R&D)

- Chemical names, foreign entities may be in
English.

©2011, 3E Company, All Rights Reserved
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e China
- No specific exemptions

- Basically “all hazardous chemical substances and
mixtures” are required MSDS including any product
that includes dangerous chemicals listed in GB
13690-1992 Classification and Labels of Dangerous
Chemical Substances Commonly Used and more!

©2011, 3E Company, All Rights Reserved
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e Chemicals that are listed as “Substances Excepted from
Preparing and Maintaining its Material Safety Data Sheet”
in Enforcement Decree of the Industrial Safety and Health
Act Article 32 (2).

1. Radioactive substances regulated by Nuclear Energy Act

2. Medical, pharmaceutical, and cosmetic products regulated by
Pharmaceutical Law

3. Cosmetics regulated by Cosmetics Law

4. Narcotics and drugs that are regulated by Narcotics and Drugs
Management Law

5. Agricultural Chemicals that are regulated by Agricultural Chemicals
Management Law

6. Materials that are regulated by Feed Management Law

©2011, 3E Company, All Rights Reserved



MSDS exceptions: Korea (2)
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7. Materials that are regulated by Fertilizer Management Law
8. Food and food additives regulated by Food Sanitation Act

9. Chemicals that are regulated by Laws regarding firearms, swords and
explosives control

10. Waste materials that are regulated by Waste Management Law

11. Materials excluding regulated substances above 1 or 10 that are not
used for industrial purpose, but for general public consumption

12. Other materials that are designated by Ministry of Labor as low risk
from toxicity or explosion.
- All substances and mixtures that contain

- Nonhazardous chemicals that do not fall under any hazard category
criteria

- Concentration with below 1% of physical hazards

- Complete products in solids where workers would not be exposed to
the product and its chemical substances. The exception does apply to
products that contain carcinogenic substances.

©2011, 3E Company, All Rights Reserved


How about solid article? 
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* PRTR
- Class | (including Specific Class |) and |l
- Concentration cut-off (= 1% or 2 0.1%)
- Content must be indicated to two significant figures (e.g. 1.6%)

* ISHL

- Industrial chemicals — Table 9 in Enforcement Rule
- Content % with range (10% max)

* PDSCL

- Required for all specified chemicals, specified and poisonous
substances

- Prescribed concentration cut-off
- Exact content % must be provided on MSDS

©2011, 3E Company, All Rights Reserved


Double check with Miki’s archive emails
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MSDS exceptions: Japan
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e Low concentration - 1% below (for PRTR Specific
Class | chemicals, 0.1% below)

e Solid articles such as metals, pipes (except powered
ones)

e Products in a completely sealed condition (i.e.
batteries)

e Consumer products (i.e. household cleansers,
pesticides, etc)
e Recycled products (i.e. metal cans, metal scraps)

http://www.meti.go.jp/policy/chemical_management/law/m
sds/2.html

©2011, 3E Company, All Rights Reserved
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Requirements EE‘MPAN"_

e Even though the SDS is GHS based there are still
differences. Examples:
— Sec 1: Emergency contact
— Sec 3 (listing of ingredients)
e What to list (CAS number, other IDs)

e Use of ranges
e Use of CBI

— Sec 9: Physical and Chemical properties
— Sec 14: Transportation
— Sec 15: Regulatory information/right to know

©2011, 3E Company, All Rights Reserved



Section 1: Emergency contact
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China Japan Korea
e Must be 24/7 available e Preferable to describe e “real” Emergency
the emergency contact” is strongly
telephone number. recommend, but not

legally mandatory

Must be LOCAL number?
-The MSDS regulations do not specify it as a must but local number

is highly desirable.

- But labeling may have more stringent regulation.
i.e) China GB 15258 — 2009 “On the precautionary label of any imported
chemical, there shall be at least one 24-hour emergency phone number, which is

located in China, for chemical accidents.”
In real-time scenario: MSDS and Labeling emergency

contact information are in sync.

©2011, 3E Company, All Rights Reserved
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Section 1: Korea unique case

e MOL No. 2009-68: What has changed?

— Change from “3. manufacturer/supplier/distributor
contact information” to “3.
manufacturer/importer/distributor contact
information”

— more specific guidance — “regardless manufacturer,
importer, or distributor, contact information of a
party who supplies a product and provide MSDS
required.”

©2011, 3E Company, All Rights Reserved



Section 2: Japan unique case

3=

EDMPANY /

e GHS classification results

It is desirable to list all hazard categories with
statements below:

-“Not applicable” (70 E8XJ R 7N) — when the hazard category is
not applicable i.e.) product is liquid, hazard category with solids

-“Not classified” (X737, IEZ =) — when classification does
not meet the GHS criteria

-“Classification not possible” ("% T & 7% L)) — due to the
insufficient data

-“Not implemented” (RZEHE) — when GHS classification is not

implpmpnfpd

©2011, 3E Company, All Rights Reserved



e —
Section 3: CBI claim (China) r

COMPANY P

e Currently there is no clear guideline for CBI claim

1) GB/T 17519.2 -2003 — need an approval to claim CBI but
hazardous chemicals can’t be applied.

2) GB/T 16483-2008 — “non-confidential information related to
the composition”

Therefore, for now...

1. May use certain name (such as generic name) to represent the
specific substance name; or

2. Use the specific substance name, but provide the range of
concentrations

- GB/T 17519.2 is expected a revision to provide detail
definitions.

©2011, 3E Company, All Rights Reserved
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e Very clear definitions!!

CBI can be claimed to:

- Chemical name
- CAS number or identification number
- Amount of each typical composition

However, below must be disclosed:

Prohibited Hazardous Chemicals regulated under Industrial Safety and
Health Act Article 37

Permission Requiring Hazardous Chemicals regulated under Industrial Safety
and Health Act Article 38

Controlled Hazardous Substances regulated under “Rules on Industrial Safety
Standard” Article 166

Toxic chemicals under Toxic Chemical Control Law

©2011, 3E Company, All Rights Reserved



Section 3: CBI (Japan)
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- MANDATORY to declare the classification,
ingredient, concentration (or concentration range) if
following:

1) if the mixture contains 0.1% or more of respiratory sensitizers or skin
sensitizers.

2) if the mixture contains 0.1% or more of carcinogens category 2

3) if the mixture contains 0.1% or more of germ cell mutagens category 1
or 2 as well as effects in lactation.

4) if the mixture contains 1% or more of specific target organ (single and
repeated exposure) category 2

- Substances not listed in PRTR, PDSCL, and ISHL, CBI
may be claimed.

- Generic names can be used, but no guidelines

©2011, 3E Company, All Rights Reserved


Double check!! 
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e China
- No viscosity
e Korea

- 17 properties (from Appearance to Viscosity) are
identical to the ones of UN Purple book.

- Korea added Molecular Weight as No. 18
property

e Japan JIS Z7250:2010
- “Viscosity” added

©2011, 3E Company, All Rights Reserved



Section 14: Transportation
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e China
- No #6 “special precautions for users” sub-header

e Korea

- Does not require No. 7 information of Transport in bulk
according to Annex Il of MARPOL 73/78 and the IBC
code

e Japan

- MARPOL and IBC code for bulk marine transport are
added.

Note: if a product is different from Section 1, follow a name listed in IBC code
chapter 17 or 18, or IMO MEPC.2/Circular (latest version).

©2011, 3E Company, All Rights Reserved



Section 15: Regulatory Informatio

China

e No specific laws to be
listed

Japan

e Regulations to be listed:
- ISHL

- PRTR

-PDSCL

-CSCL (Chemical
Substance Control Law)
-Fire Service Law

- High Pressure Gas Safety
Law

-Explosive Control Law
-Ship Safety Law
-Aviation Law

-Marine Pollution
Prevention Law

©2011, 3E Company, All Rights Reserved
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Korea

e Five distinctive
regulations must be listed:
1.ISHA (Industrial Safety
and Health Act)

2.TCCA (Toxic Chemical
Control Act)

3.DGSMA (Dangerous
Goods Safety
Management Act)
4.Waste Control Law
5.0ther domestic/foreign
laws



Double check with JIS – find out what is mandatory or advisory
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e PRTR

Cabinet Order No (I~ & &). is required.

Ministerial Order (METIN6.27) [EEILEVWEFOMHIRET
BEWICE T2 IBHORROSEEEED D ET]Ar. 3

09.03.124

BAWERDE—EEEILFME) AL

*1:CASEBIHATILEELLTHRRLTLET. Rt ET 28 8%. A2 NESHORNIDHEARUMNAT
ToTTaA F-, BYTACASESMBUGEISES T, BHBLTLVELMESERVET.

*2: AR TEELTLAEMI—BNIEREATLAEAMTHEY. B TRELTHWAEKTIIAYELE A,

HoEGESTHRICERESATLSDETEHS a3F £ & TEEEZLLOTY.

CASHS HE (zEsceE]| B0
(BF 1) nEE BE(*2) ol Frrene| s aes
EROKEEILEY ﬁﬁ“mi 1-001

79-06—1 TOUWTEF 1-002
140-88-5 FTH2YILBEIFIL 1-004
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PRTR history - Cabinet Order No. 356 issued on Nov. 21, 2008
Two types of systems:
	- PRTR System: Class I incl.Specific Class I
		Specific Class I	(carcinogens)- annual threshold quantity 0.5 ton
		Other Class I – annual threshold quantity 1 ton	
	- MSDS System: Class I (incl.Specific Class I) and II
		MSDS is required in transactions of the substance
Class I: total 435 (Specific Class I: 12) ? 462 (15)
Class II: total 81 ? 100
“Cabinet Order Number” change
	Example) Ethyleneimine: Class I, CO No. 41 ? Class I, Co No.55
Timelines:
	1) 	MSDS System
		- Oct. 1, 2009: Starting date to include new PRTR info 
		- Oct. 1, 2009 - March 31, 2010 (transition period): Both 	current and new PRTR info required. 
		- From April 1, 2010: Only new PRTR info 
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MSDS Compliance - Challenges 3

To what extent your MSDS is considered as
“compliant”?

e Legal requirements

e |[ndustry practice/client company’s preference

Even if your MSDS is complaint to the respective
authority’s jurisdiction, it may be rejected if it
does not meet your client’s requirement

i.e.) Sec 2, Sec 15 — some companies want detailed information
and list ALL applicable regulations whereas some want brief
information.

EDMPANY /

©2011, 3E Company, All Rights Reserved



Section 15 — Korea case
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e What specific chemical lists under each regulation?
ISHA (Industrial Safety and Health Act)

- Harmful Substances Prohibited from Manufacturing

- Harmful Substances Requiring Permission for Manufacture or Use
- Controlled Hazardous Substances

- Harmful Substances Requiring Special Medical Examination

- Workplace Environmental Monitoring Harmful Materials

- Occupational Exposure Limit

TCCA (Toxic Chemical Control Act)

- Toxic Chemicals

- Observational Chemicals
- Banned/Restricted Toxic Chemicals
- Accidental Release Prevention Substances

DGSFA (Dangerous Goods Safety Management Act)

- Dangerous Material List: substance searchable in http://nema.go.kr/hazmat/main/main.jsp

©2011, 3E Company, All Rights Reserved
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e GHS — not straightforward!

- Implementation is vary on classification (pure
substance or mixture), MSDS, labeling

- Transitional period
- Mandatory vs. Recommended

e National level of MSDS guideline, standards, and
regulations are critical

- Some countries show lack of clarity

- Some countries show lack of consistency between
ministries and legislations

e Full understanding of both of legal requirements and
industrial practice for MSDS compliance
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Thank you for your attention

Questions/discussions ?

shong@3ecompany.com
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