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Overview of Chemical Regulations in THAILAND

/4

P Hazardous Substance Act B.E. 2535 (1992);
[1stissued in B.E. 2535 (1992), revised twice in B.E. 2544 (2001) and B.E. 2551 (2008)]

» Under the responsibility of the Ministry of Industry (MOI)

P Diverse characteristics & usages of substances, enforcement is split over 6 authorities:

F An,

r” Department of Agriculture (DOA), Ministry of Agriculture and Cooperatives (MOAC)

‘ Department of Fisheries (DOF), MOAC

43{“}@” Department of Livestock Development (DLD), MOAC

@ Food and Drug Administration (FDA), Ministry of Public Health (MOPH)

‘ \3‘;\5\ Department of Industrial Works (DIW), MOI

(&) Department of Energy Business (DOEB), Ministry of Energy (ENERGY)
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MOI Notifications: List of Hazardous Substances

Responsible Authority Sub-List

1 DOA 1.1 Controlled Substances
1.2 Group of Controlled Substance

2 DOF 2.1 Controlled Substances

2.2 Group of Controlled Substance
2.3 Group of Controlled Substance

3 DLD 3.1 Controlled Substances
3.2 Group of Controlled Substance
4 FDA 4.1 Controlled Substances

4.2 Group of Controlled Substance
4.3 Group of Controlled Product

5 DIW 5.1 Controlled Substances
5.2 Chemical Wastes
5.3 Used Electrical and Electronic Appliance
5.4 Others
5.5 Chemical Weapons
5.6 Groups of Substances Controlled by their Properties

6 DOEB Natural Gas & Liquefied Petroleum Gas

Time-to-time checking with the MOI Notification on the “List of Hazardous Substances B.E. 25XX (20XX)”
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MOI Notification on “List of Hazardous Substances”

List of Hazardous Substances No. 1 B.E. 2556 (2013)  http://php.diw.go.th/haz/wp-
content/uploads/2016/12/announce56.pdf

List of Hazardous Substances No. 2 B.E. 2558 (2015)  http://php.diw.go.th/haz/wp-
content/uploads/2016/12/announce58.pdf

List of Hazardous Substances No. 3 B.E. 2559 (2016)  http://www.diw.go.th/hawk/news/haz/4-
60.pdf

List of Hazardous Substances No. 4 B.E. 2560 (2017)  http://www.diw.go.th/hawk/news/haz/4-
61.pdf
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Classification of Hazardous Substances
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The Hazardous Substance Act B.E. 2535 (1992)

Type 1
Hazardous Substance

* Notification of the
Volume and product
information:;

* Producer, Importer,
Exporter and
Possessor

Type 2
Hazardous Substance

Type 3
Hazardous Substance

Type 4
Hazardous Substance

* Product Registration

* Notifying of
manufacturing,
import, export or
possession for
professional use

* Product Registration

* Licensing (Permit)
for manufacturing,
import, export and
possession for
professional use

» Totally Banned
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Information from

Customs Dept.
via NSW

Chemicals in DIW's
online consultation

database

] National Chemical

| Hazardous Inventory

i substances List 5.6 (Existing Chemicals)

Notifying List of Hazardous
WO.AO./AOKO.ZO Substances — - - -
Classification & Communication
(GHS) along supply chain
Hazardous Hazardous Hazardous Hazardous
Substances Substances Substances Substances
Type 1 Type 2 Type 3 Type 4

o i,

_______________________________

Following HS Procedure & Notifying WoAo./ AoKo. 6

| Registration | ‘ Licensing ‘
* Department of Industrial Works, DIW * Department of Livestock Development, DLD
* Food and Drug Administration, FDA * Department of Fisheries, DOF
* Department of Agriculture, DOA * Department of Energy Business, DOEB

[ ]

By Competent Agencie

I:I By Industrial Sectors
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How to determine hazard type under DIW

Online Consultation by importer — | CBI submission
(submission of 100% composition to DIW)  <G—— - by supplier

Not under Type 1 Type 2 Type 3 Type 4
Type 1-4
yp \~~~\~ ~~‘s~~ ~~“~~
Non-Haz LiSt 5.6 |= == ==p Proposed inventory inclusion

» Apply for 15 digits code for Type 1 (only in sub-list 5.1 and 5.4)

D Registration for hazardous substance Type 2 and 3

P Notify the DIW for Type 2 or Apply for license for Type 3

P Submit “Prior Informed Consent” before proceeding Customs clearance process

» Comply with safety measures in the ministerial notifications (*\GHS-SDS and Labeling)

* March 2013 for substance, March 2017 for Mixtures
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Confidential Business Information (CBI)

» DIW requires full disclosure of ingredients

» CBI will be used internally within DIW for classification & evaluation only (but hazardous
compounds will be public)

» CAS No. must be provided (if no CAS No., the chemical structure must be provided)

» DIW established its own mechanism (e.g. providing confirmation letter without CBI
disclosure for non-hazardous substance/product) for CBI protection

» To dates, submission of CBI possible directly from oversea supplier to DIW
» No guarantee of confidential data to registration holder (importer & distributor)
» DIW will not include CBI information in inventory

» CBI request may takes around 8-12 months (minimum).
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‘_‘onllne c_onsultatlon” with available DIW issue the result — Importer continues
information (by Importer) with further steps
Result: “not sufficient information, DIW evaluatation: If product has any

contact DIW”. hazardous components, supplier

Importer prints result and notes that needs to agree to disclose hazardous

supplier will send CBI to the ingredients

director via email. T

_ Supplier sends CBI by email to DIW
Submit the result and SDS to DIW (including stamped resuilts)

(in person)

Importer scans “online consultation” and
provides the receiving number and sends
to supplier

DIW stamps & provides receiving NO.  wp-
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What we should know?

» Supplier name must be mentioned clearly in the CBI letter.

» Online consultation report of the product with the same tradename (from same supplier) can be referred
for import clearance with different importers.

» CAS No. must be provided (if no CAS No., the chemical structure must be provided).

» DIW published the ,rules to reject CBI submission” (available in Thai language) e.g.

» Consultation result mismatched with SDS; different tradename; wrong product status/ identification
» Not provide 100% ingredients data from manufacturing within 3 months

» For non-hazardous substance, range of percentage < 10% is acceptable.

» For hazardous substance Type 1 — 4, only exact percent is acceptable.

» The chemical reaction chart or procedure must be provided for the residues without CAS No.

» Only certified 100% material certification will be accepted (with authorized signature and seal with
company stamp).
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» Chemical information data from Consultation result with actual production/ import data will include in
the chemical inventory but the officer will verify the data before input in the inventory (criteria is under
consideration).

What we should know?

» From October 2017, DIW allows the daughter company in Thailand to do the consultation on behalf of
importer. The daughter company or authorized person must have POA from the manufacturer.

» The new Hazardous substance Act will be announced.

» The Hazardous Substance Single Submission (HSSS) is launch online for the registration of hazardous
substance Type 2,3 and licensing of Type 3.

SUUMSOUNYINIANOUASI® M YAIASD
Hazardous Substance Single Submission: HSSS

naulsoo'luqna‘lnnssu DEPARTMENT OF INDUSTRIAL WORKS
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http://hazdiw.diw.go.th/singlesubmit/#/login

(Example for Confidential Business Information)

Company Logo

CONFIDENTIAL
Date: ...

To

Hazardous Substances Control Bureau,
Departmentof Industrial Works,
Ministry of Industry,

The Kingdom of Thailand

This letter is in response to the request for chemical composition for... (productname)... which imported
in to Thailand by ... (name of importer)... This information is being requested for hazardous
classification purpose. The information disclosed in this letter can only be shared on a nesd-to-know basis
with the Hazardous Substance Control Bureau (HSCE) for the purpose of importation.

This closure corresponds to HSCEB document number JOOOX .. and applies date...
(day/monthifyear).....

The composition of... (productname) ...as follows :

Product name: JOOCK
Manufacturedby: 00(
Country of arigin: XX

(Example for disclosure letter)

Company Logo

Date: ...
To
Hazardous Substances Control Bureau,
Departmentof Industrial Works,
Ministry of Industry,
The Kingdomof Thailand

This is approval letter to Hazardous Substance Contrel Bureau to disclse following composition{s) in
wo(product name).......... that classified as Hazardous Substance according to Hazardous Substance
Act B.E. 2535 for registration andfor license purpose.

Product name: XXXK

Reference - HSCE documentnumber.. JOOXX....... and apply date ... {day/month/year)...

Name of Importer - ... J0000(X......

Component of Hazardous Substance CAS No. with

Component CAS No. Wit
[P
2
Fueianns
Total 100
Sincerely,
Signature

Name of authorized person

TitleXx

Division or group or section etc.
Nameof company..........
Phone: XXX

E-mail: X004

Source: http://php.diw.go.th/haz/

Manufacturedby: XXX

Country of origin: 200(

Sincerely,
Signature

Name of authorized person

Title: XXX

Division or grouporsaction etc... ...
MName of company... 0000 . ...
Phone: XXX

E-mail: X300

12
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HS List 5.6: Controlled Substances based on Hazard Properties

Hazardous Substance Type 1 under the
condition “...only substances or mixtures
not having responsible agency for
production or import. They shall be
complied with criteria and method
prescribed by MOI...”

No. Hazard Properties

1 Explosive

2 Flammable substance

3 Oxidizing agent or Peroxide

4 Toxic Substance

) Mutagen

6 Corrosive

7. Irritant

8. Carcinogen

9. Toxic substance to reproductive organ
10. Environmentally hazardous substance

Notification of Ministry of Industry
Subject: Declaration of the production or import of hazardous substances of list 5.6
under the responsibility of Department of Industrial Works
B.E. 2558 (2015)

By the virtue of section 5 paragraph three of the Hazardous Substance Act B.E. 2535
(1992) and section 20(1) of the Hazardous Substance Act B.E. 2535 which has been amended by
the Hazardous Substance Act (No.3) B.E. 2551, the Minister of Industry, with the opinions of the
Committee on Hazardous substance, hereby issues the ministerial notification as follows:

Article 1 In this Notification:

“Hazardous substance” means hazardous substance under the responsibility of
Department of Industrial Works listed in List 5.6 Groups of Hazardous Substances by their
Properties prescribed in List 5 which is annexed to the Notification of Ministry of Industry on
List of Hazardous Substances in pursuant to the provision in section 18 paragraph two of the
Hazardous Substance Act B.E. 2535.

http://www.diw.go.th/hawk/news/haz/%E0%B8%9A%E0%B8%8A%205.6.pdf
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Substance or Mixture,
domestically produced
or imported

y

Controlled
by other
laws

NO

YES

Determined

Comply with as Haz.
those laws Substance by
other agency

Type 1,2,3,4 Determined

determined as Haz.
by each Substance in
List 5.1-5.5

agency

HS List 5.6: Consideration Procedure

Consideration: Production and import must
comply with other laws or not, e.g. Arms

Control Act , Drug Act, Food Act, Fertilizer
Act, Export and Import of Goods Act, etc.

Consideration: Check a List of Hazardous

Substance (List 1-6, except List 5) according
to the Notification of Ministry of Industry |

Consideration: Check a List of Hazardous

Substance (List 5.1—5.5) accordingtothe |
Notification of Ministry of Industry

worldwide
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Having
properties as
inList 5.6

Follow the Haz. Substance
Control Bureau’s Manual

Quantity
> 1,000 Kg.

End
Source:

https://www.jetro.go.jp/ext_images/thailand/pdf/28Add_explana_c
onsider_hazard_substance_List_5_6.pdf

www.knoell.com

Reportin
Woho/AcKo
20 within 60

days

End
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Follow the Haz, Substance
Control Bureau's Manual

h

Determined
as Haz.
Substance in
List5.1=5.5

Having
properties as
inList 5.6

NO

Substance (List 5.1 —5.5) according to the
Notification of Ministry of Industry

End

)\ 4

> 1000 Kg/ year

<1000 Kg/ year

Follow customs procedure

A4

A4

Mandatory:
Report WoAo/ AoKo 20
within 60 days

Voluntary:

Report WoAo/ AoKo 20

» Thai Producer or importer of hazardous substance in the amount >1,000 kg/ year shall declare the
information according to the WoAo/AoKo 20 Form (List 5.6 notification)

» Products which are not Type 1-4, but show hazard sign on SDS

» Imported > 1t/year

www.knoell.com
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HS List 5.6: Controlled Substances based on Hazard Properties

Notifying of Hazardous Substance Type 1 as in List 5.6 “Form WoAo./AoKo. 20”

Required information in “Form WoAo./AoKo. 20”:

Legal entity information (e.g. name of the applicant, age, nationality, TAX ID, address, contact info, etc.)
Type of notification O production O import

Type of chemical / product O substance O mixture

Chemical name / trade name

HS code

UN number (if any)

Chemical / product information (chemical name, chemical formula, CAS No., content (% w/w), etc.)
Volume per year (in kilogram)

Physical state (solid / liquid / gas / others)

Container / packaging details

Manufacturer and country of origin

Supplier / distributor

GHS classification (if any)

Physical and chemical properties

Toxicological information

Ecological information

Disposal consideration

Application (usage)
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Thailand Existing Chemicals Inventory (TECI) is the national inventory that contains chemical
substances imported and produced in Thailand. The development of TECI is part of a project listed
under the First Phase Action Plan (2012-2015) of the 4" National Strategic Plan on Chemical
Management (2012-2021).

The project was implemented to serve Strategy 1 of the 4™ Plan which covers the development
of chemical database, mechanisms and tools for fully integrated system of chemical management.

Strategy 1
“Develop chemical inventory, mechanisms and tools for system control of chemical management”

Reduce risk from
chemical dangers

Develop capacity and role of all
sectors on chemical management

‘ Develop inventory, mechanisms and tools
for systemic control of chemical management

18
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Road Map of Thailand Existing Chemical Inventory

- Chemical Control
Notification Database
Collection
Preliminary Existing Evaluate
Chemical Inventory Risk Assessment
Proposed Control
m YT Enforcement
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Future Plans for Thailand Existing Chemical Inventory

» Preliminary of Thailand Existing Chemicals Inventory: http://haz3.diw.go.th/invhaz/
» Search only for CAS number (later on for company name & trade name)

- dnadnenugaringauesne,
U8 SUBSTANCES, CONIRQL BUREALL

vniisuananiiiiegudauay ~:a,, %ﬂm.
salssram @WQTWW&CM als e

My wiwidn  Q aiiagduens

vinlsussiadvidiatuarnavissnalnaaiuidasey

(Preliminary of Thailand Existing Chemicals Inventory)

= P - = 2 J - T e - - -
vinfaussiaiiifaguaruassunalngatutacsiu Ussnaudieneamsiafifidssmabiifiuingdunngaumssnuingiingdunns w.a. beoe uarasiaiduitlaiansuge
AdayamsiudasinaIuaninnduasa NsUTSIUANEINASTY SYIN0 WA, bEdE-bdde

Msdudu ssadudulaTaaly CAS-Number navansifu wialddansamsandaguanasiiu

AMSUSAVHA

1. msfuduinaly CAS-Number wasans svunasusavnaiiufiasns uasudsinafaluvindisuviali mnduiaaduesaeunguneasusasnionasinndunsiass mniasnsiu
‘Lifitwindisussuuaghivanona

2. nsfuduToalyl davonisAuacens stuuavuaaIrATY famsaruasssiuadluvindioniali skonsdidunndussnoaunguneazuanoni Sanduesiude wnda
misaniubifluvinflgusanagbivsaona

SuAulag CAS-Number(Search by CAS-Number) Sudulasiiavnomsa(Search by Tradename )

» No date for official 15t version of inventory yet
» Update of Hazardous Substance Act is in process
» Public Hearing ended in June 2017, no date for enforcement available yet
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Formaldehyde (CAS No. 50-00-0)

= @Wﬁ%ﬂg&vé’mwm

CES CONTROL BUREAW,

Type 2 hazardous substance

Regulated as hazardous
substance in List 5.1

Wuiiaudiianduasiaauieyd : 5.1

ﬁaj”maé“umﬂﬂmuﬁmfﬁmﬁunﬂﬂ :

co0

vlasiiadilas (formaldehyde) wida wunmila (methanal)

Wau'ly

Listed as hazardous substance: Type 2, No. 296

CAS-Number 50-00-0

dutiaiseaduesiauiiad : 2

s6uii : 296 ylnuavingdunsie : 2

Name of hazardous substance
as shown in the List 5.1 and Condition

anuiiflumsdosulunisndnisdu uaziuualudruiadluausuiauannasnsuilsyug

d =1 + =3 4
Hagsiafianutayaannduinasiiin(CASLIST):

Formaldehyde

Name of hazardous substance as shown
in the internet (CASLIST)
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Water (CAS No. 7732-18-5)

My wiman X duiiaaduas

CAS-Number 7732-18-5 |

Linuasluvihdisutiaua

Not found in the inventory
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Online Consultation by importer knoell

(submission of 100% composition to DIW)

Not under Type 1 Type 2 Type 3 Type 4
Type 1-4 N\N ~o S
Sso NNNN Sso
Non-Haz List 5.6 |=====» Thailand Existing Chemical Inventory

No Yes

New Chemical Existing Chemical

— Risk Assessment
}O Management

’ R -
@ (Still under the exploring step)
23 www.knoell.com
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Proposed Risk Assessment

Informative workshop took place on 13" November 2017:

» Detailed plans of Risk Assessment is not available

» Currently only gathering ideas and advise

» Most probably adapt approaches from other regions (EU/ US/ Japan)
» Focus on Human Health and Ecological Risk Assessment

» No timeline available until when Risk Assessment may become effective

Chemical Control

Regulation List 5.6
; ; Database
Notification Collection
Preliminary Existing Evaluate

Chemical Inventory Risk Assessment

Proposed Control

o Enforcement

24
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» http://203.151.85.238/singlesubmit/#/loqin

Tl

STUUMSOUNYINIANOUASIS 1 YAIASD

P
Hazardous Substance Single Submission: HSSS sharnu

nsul:soo'luqamnnsau DEPARTMENT OF INDUSTRIAL WORKS g 1 )
B

silasaunn

» HSSS is a web based hazardous substance registration system in collaboration with relating six
agencies who were also responsible for hazardous substances.

» Itis enable importers and manufactures to submit substances information which were classified
as hazardous substance Type 2 and Type 3.

» For HSSS, this year, all documents can be submitted online, but a physical copy of the licence

must be collected from the DIW office. .


http://203.151.85.238/singlesubmit/#/login
http://203.151.85.238/singlesubmit/#/login
http://203.151.85.238/singlesubmit/#/login

Only proposed idea* and not official information TN S
knoell

Proposed Risk Assessment

» Based on Inventory list notified by business operators
> 17000 substances

'”Ver.‘to.ry of » Substances which clarified CAS No. - listed in inventory
Existing » Classified by the GHS category (version 2015)

Chemicals

Prl(_mty « Chemicals to be assessed based on criteria for
List prioritization

Toxic List « Chemicals subject to risk management
measures after risk assessment

26 www.knoell.com
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Selection of Hazardous Substances for Risk Assessment process
New chemicals

Inventory list

For existing chemical produced/ imported = 10 tons/ year

non -CMR CMR
J, v v ¥ :
Hazard® Exposure Persist_ence/Bioaccu- Import 210 Import < 10
score 1-3 score 1-3 mulation score 1-3 tons/year tons/year
Total score \ 4 v \ 2 \ 2
7-9 = high risk SDS
4-6 = moderate risk persistence || Exposure
1-3 = low risk Score score Hazard
Endocrine Half li Consume score
disrupting alf life rs are
>6 . 1=low
\L substance months W|dzly 2= moderate
BCF or Exposed [ 9"
person
“high risk” group 5000
\ 2 \ 2 \ 4 \ 4 \ 4 V
Priority List
\
Full Risk Assessment Report Concern of >| Toxic List
(Human health & Ecologocal) risk
27 www.knoell.com
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*DIW seminar in November 2017




Only proposed idea* and not official information N o
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Hazard:

1. Toxicity profile of substance: acute toxicity (any route of exposure), carcinogenicity,
mutagenicity; genotoxicity, reproductive toxicity; causes damage to nervous system ;
aspiration toxicity, acute & long-term hazards to the environment

2. Hazard classification: according to the GHS 2015

Exposure:

1. Use type

2. General population & environmental exposure
3. Toxic Release Inventory (TRI)/ non-TRI

Persistence/Bioaccu-mulation:
1. Half-life of substance
2. Bioconcentration factor (BCF) and bioaccumulation factor (BAF)

If total score is in a range of 7 — 9 - High Risk -2 Full Risk Assessment Report = “concern of
risk substance” shall be included in “Toxic list”

*DIW seminar in November 2017 28
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Chemicals might fall under the priority list if;

1. Carcinogenic, mutagenic, reprotoxic (CMR) substances

2. Chemicals with volume of production/ import = 10 tons/ year and has at least one of the
following conditions;

a)
b)
C)
d)
e)

f)

Hazard score = 3 (high); or

Consumers are widely used;

Exposed person*;

Half-life > 6 months;

Bioconcentration factor (BCF) and bioaccumulation factor (BAF) > 5000
Endocrine disrupting substance;

*1000 exposed person in the factory or 100 inhalation exposure occurs or 250 skin contact occurs

*DIW seminar in November 2017 29



worldwide
registration

Proposed Changes on Hazardous Substance Act —the 3'd revision

Most important proposed changes:

No registration required if only transported through the country (transboundary movement)
Not allowing Hazard Substance Type 4 transboundary movement
Having definition for Re- Import and Re-Export (no registration, only notification required)

To allow government office to regulate activities related to product advertising and sale
promotion

Production or Importation of Hazard Substance Type 2 and 3 must be registered before.
The registration license would be valid for 10 years

There is the announcement for exemption on importation of Hazard Substance for
studying, testing analytical and RD as issued before

Definition of liability regarding any damages occurring from chemical products

Adjustment of Hazard Substance committee and the procedures aims to enhance and
streamline requirements in the processing of license and permit

30 www.knoell.com
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Thank you very much
for your attention

Dr. Piyatida (Tung) Pukclai
Asia-Pacific Business Development & Regulatory Policy Director

Dr. Knoell Consult Thai Co. Ltd.

4™ Floor Unit 407 Airport Business Park (B-Building)

92/1 Mahidol Road T. Haiya A. Muang Chiang Mai Thailand 50100
Phone: +66 (0)52 080454

Mobile: +66 (0)8 82510303

Fax: +66 (0)52 080452

E-mail: PPukclai@knoell.com

Internet: http://www.thailand.knoell.com/en
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