intertek

Chemicals Regulatory Overview

Anna Wang, Assuris China
10.12.2024




01

Thailand

D WWW.veer.com



Hazardous Substance Act, HSA
The current Hazardous Substance Act B.E. 2535 was issued in 1992.

1 Department of Agriculture (DOA) Mainly pesticide active ingredients, products containing active ingredients and banned
pesticides

2 Department of Fisheries (DOF) Chemicals used in biocides for the purpose of controlling, preventing, and destroying
microorganisms, parasites, plants or other animals in fisheries and aquatic animal farming

3 Department of Livestock (DOLD) Veterinary drugs;
Chemicals used in disinfection and cleaning products for animal feed manufacturing, animal
farm, slaughter house and animal processing product manufacturing

4 Food and Drug Administration (FDA) Mainly for chemicals used in household or public health activity (killing or preventing insects,
rodents, etc.)

5 Department of Industrial Engineering 5.1 Controlled chemical substances with clear identifiers (for example, chorine, acrylic acid,

(DIW) acetic acid, ozone-depleting substances);

www.diw.go.th

5.2 Chemical wastes;

5.3 Used electrical and electronic appliance

5.4 Other substances such as hydrochlorofluorocarbons;

5.5 Chemical weapons;

5.6 All other chemicals meeting the definition of hazardous substances under the Hazardous
Substances Act

6 Department of Energy Economy (DOEB)

Natural gas and liquefied petroleum gas




Preliminary of Thailand Existing Chemicals Inventory (TECI) N

http://haz3.diw.go.th/invhaz/

Published in 2020
Contains 11,479 chemicals.

Contains the chemicals
declared as hazardous
substances under Hazardous
Substances Act and other
chemicals that have been
notified.
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http://haz3.diw.go.th/invhaz/

Hazardous Substances List(2013-2022)

Notification of Ministry of Industry
Suhject: List of hazardous substances
B.E. 2556 (2013)

Notification of Ministry of Industry
Subject: List of hazardous substances (No.2)
B.E. 2558 (2015)

Notification of Ministry of Industry
L Subject: List of hazardous substances (No.3)
B.E. 2559 (2016)

Notification of Ministry of Industry
Subject: List of Hazardous Substance (No.4)
B.E. 2560 (2017)

I

ra

Notification of Ministry of Industry
Subject: List of Hazardous Substances (No.5)

| Sul
Sul B.E. 2562 (2019)
Notification of Ministry of Industry

15 . ; :

Subject: List of Hazardous Substances (No.6
Ad sy j (No.6)
Ha| syuH B.E. 2563 (2020)

reg By the virtue of section 5 paragraph two and section 18 paragraph two of the Hazardous

foll Syubstance Act B.E. 2535 (1992). the Minister of Industry, with the opiniens of the Hazardous
annl Sybstance Committee, hereby issues the ministerial notification as follows:

Ay Article | Hazardous substances as annexed to the Notification of Ministry of
Industry regarding the List of Hazardous Substances B.E. 2556, dated 28" August B.E. 2556
(2013), shall be revoked and replaced by the list of hazardous substances prescribed in the annex
of this Notification.

Notification of Ministry of Industry
Subject: List of Hazardous Substances (No.7)
B.E. 2565 (2022)

By the virtue of section 5 paragraph two and section 18 paragraph two of the Hazardous
Substance Act B.E. 2535 (1992), the Minister of Industry, with the opinions of the Hazardous
Substance Committee, hereby issues the ministerial notification as follows:

Article 1 Hazardous substances annexed to the Notification of Ministry of Industry
regarding the List of Hazardous Substances B.E. 2556, dated 28" August B.E. 2556 (2013) as
followings shall be revoked and replaced by the list of hazardous substances prescribed in the
annex of this Notification.

1.1 List 4.1 of List 4 under the responsibility of the Food and Drug
Administration, Controlled Substances: No. 18 crimidine, No.31 chlorophacinone, No. 39
coumatetralyl, No. 41 coumafuryl, No. 47 cholecalciferol, No. 51 zinc phosphide, No. 52




Hazardous Substances List
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Hazardous Substances List(2013-2022)

On the hazardous substances list you can find the English name and CAS No. of a hazardous substance,
its management type and applicable conditions.

1 Require monitoring due to their low degree of Notification
hazard -Notify activates to regulator, labelling
Registration
2 Subject to both monitoring and controlling 'reg'.Ster bejore p mducuo.n.or - ort
-notify the competent official prior to the
undertaking
Subject to stricter control because of their higher Reg!stratlon & I|cense. ,
3 -register before production or import
degree of hazard L . .
-require licensing prior to the undertaking
Prohibition
4 Considered to pose a vital risk to humans; -prohibit except use as standard substance for

analysis



Hazardous Substances List

Type 1

Notify for 15 digits
ID

Import/export
Prior Inform
Declaration per
shipment

Type 2 Type 3
Registration Registration
Notification License

Import/export Import/export
Prior Inform Prior Inform
Declaration per Declaration per
shipment shipment

Have to comply with specified safety measures

Note: submission of 100% composition to DIW

Type 4

Prohibited

Can be used as SR



Hazardous Substances List(NO.7 B.E.2565-2022)
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Hazardous Substances List(NO.7 B.E.2565-2022)
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Includes 8 PFOA, its salts and PFOA-related compounds, which are in the group of POPs as Type 4(banned) with
specific exceptions for Type 3 10



Declaration of the List 5.6 Hazardous substance

Not Listed in the lists of Hazardous Substances as Type 1,2,3, or 4
Within the scope of Hazardous Substances

Explosive

Flammable
substances

Oxidizing or
Peroxide

Toxic

Mutagen
Corrosive

Irritant
Carcinogen
Reproductive toxic

Environmentally
hazardous

()

Enterprise
| '
Thai manufacturer Thai Importer
l l | | l |
Mixture Pure substances Pure substances Mixture
\ J

\ 4

No need declaration

|

Total amount of Single substance in all products> 1 t/y

List 5.6 declaration

11



Declaration of the List 5.6 Hazardous substance N

https://www.diw.go.th/webdiw/haza
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Thailand-Safety Data sheets and Labelling

e Regulation: Hazard classification and communication system of
Hazardous Substances B.E. 2555(2012)

Duties of manufacturer and importer (SDS and label preparation)

3rd edition of the UN GHS,2009 as the minimum s
Effect to a single substance in 2013 and mixtures in 2017 G“

Go to 7t edition of the UN GHS,2017
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Hazardous Substances List

Registration process

v For hazardous substances type 2 and Type 3
v Prior to produce or import

v' Required information:
1. Chemical composition

2. Hazard identification

3. Intend use

4. Container/packaging and labelling

v" Valid period- no more than 6 years

Licensing process
v Only for hazardous substances type 3

v’ Prior to produce or import, export, and transit
v" Warehouse and facilities inspection

v" Valid period- no more than 3 years

14



Hazardous Substances List

Declaration process [ sz o))

v DIW online systems

v’ For import and export: Prior to custom clearance

v For manufacturing and import of HS in list 5.6:

1.

2.
3.
4

If the total amount of any single substance in all product>1000kg/year
Notify DIW by 30 June of the next year

Once declaration for each substance

Chemical name and CAS#,GHS classification, quantity and use

15



Update 2024

Requirement on volatile Substances:
Name and address of manufacturer or importer
Amount

Chemical name and ratios of the mixture

Use and storage methods

Warning and image

https://www.diw.go.th/webdiw/wp-content/uploads/2024/10/a18102567-01.pdf

https://www.diw.go.th/webdiw/wp-content/uploads/2024/10/a18102567-02.pdf

()

Control of HFCs — draft notification

Amount of HFCs that could be used in the country up to 2045
and beyond

2024 to 2028 — 58,759,216

2029 to 2034 - 52,883,294

2035 to 2039 -41,131,451

2040 to 2044 - 29,379,608

2045 and beyond — 11,751,843
Apply to DIW by 31 August each year

submit a proposal explaining why they need to use the
substances, details of end users and a plan to reduce their use of
HFCs

https://www.diw.go.th/webdiw/law-haz-annoucediw/

16
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Law on Chemicals (No. 06/2007/QH12) (m\

» Law on Chemicals (No. 06/2007/QH12): regulations on chemical handlings, safety in chemical handling,
obligations of organizations/individuals engaged in chemical handling, etc.

» Decree No. 113/2017/ND-CP&No. 82/2022/ND-CP: guidelines for implementation of certain articles of the Law
on Chemicals

Certificate, License, ban, approval, Prior declaration

» Circular No. 32/2017/TT-BCT&No. 17/2022/TT-BCT: guidelines of labeling, GHS classification, SDS preparation,
declaration of imported chemicals, and obligation of annual reporting on chemicals.

SDS, Label, declaration, annual report



1.Decree No. 113/2017/ND-CP and New-No. 82/2022/ND-CP (Nn)

The Decree includes the following 5 annexes of regulated chemicals:

Subject to conditional production or import
Restricted from production or trade

Banned chemicals

Hazardous chemicals for which chemical
incident prevention and response plans are
required

Subject to compulsory declarations

Certificate
License

Banned
Production, import, or use of these chemicals are
banned (except for special purposes e.qg., R&D)

License
Producer and User with incident prevention and
response plans

Declaration
Prior declaration is required for production or import
of these chemicals.

(National Single Window)

19



Decree No. 113/2017/ND-CP and New-No. 82/2022/ND-CP N

HE THONG CO' SO DI LIEU HGA CHAT QuAC GIA —
a
VIETNAM NATIONAL CHEMICAL DATABASE SYSTEM

LI \

Trangchl | Thilieuv | Timkiém »

Hoa chat Héa chit

Wi dung cin i Gidy phép kinh doanh hoa chét han ché

X 50004 Q *
\
Danh myc chat
STT M Cas Tén chét Phu luc quanly Thao tdc
-113/2017/ND-CP ngay 09/10/2017: Hda Chat Phdi Khai Béo
- 82/2022/NE-CP ngay 18/10/2022: Hoa Chat Phai Khal 830
Nei No: _ T\eng \!.iét Formaldenyde -113/2017/NB-CP ngay 09/10/2017: Hda Chat Han Che Sén Xuat, Kinh Doanh Trong Linh ;
HSCode: Quoc t&: Formaldehyde Vue Cong Nghigp - Khac
-82/2022/NB-CP ngay 18/10/2022: Hoa Chat Han Ché San Xuat, Kinh Doanh Trong Lin
Vue Cong Nghigp - Khac

113/2017/ND-CP& 82/2022/ND-CP:

e Chemicals must be declared

e Chemicals restricted from production and business in the
industry field.

Chemicaldata.gov.vn/tim-kiem/hoa-chat

20



Decree No. 113/2017/ND-CP and New-No. 82/2022/ND-CP

Conditional
Chemicals

Annex |
Physical
category 1
Health hazard
category 2
Environment
hazards

Certificate from
Department of
Industry and
Trade

List of chemicals and regulations

Restricted
Chemicals

Annex Il
Health hazard
category 1?

Licenses from
the Ministry of
Industry and
Trade

Prohibited
Chemicals

Annex lll
CWC,
Rotterdam
convention

Licenses from
the Prime
Ministry for
special purposes

Plan
measure

Annex IV

Licenses for plan
from MOIT

Declarable
Chemicals

Annex V
Hazardous
chemicals

National single
window

21



Decree No. 82/2022/ND-CP ( n)

-Guidelines for implementation of certain articles of the Law on Chemicals

Update: Vietnam issued Decree No. 82/2022/ND-CP that revises Decree No. 113/2017/ND-CP on 18/10/2022

Key changes:

0 Added chemicals to the list of regulated substances (Annex 2, 4&5);-designated 10 chemicals, 6 industrial precursors,
6 POPs

O Conditional chemicals, restricted chemicals, and chemicals to be declared will not be regulated if their concentration is
less than 0.1%;

O Makes changes to GHS hazard classifications;
L Change in annual reporting deadlines for chemical activities (change from January 15 of each year to 15 February);
O Simplifies the format for license application and simplifies the management of industrial precursor substance

O The process of declaration and custom clearance via National Singal Window

22



2. Circular No. 32/2017/TT-BCT and New  Circular No. 17/2022/TT-BCT ( n)

-(Guidelines of labeling, GHS classification, SDS preparation, declaration of imported chemicals, and obligation of
annual reporting on chemicals.)

Update: Vietnam issued a Circular No. 17/2022/TT-BCT on 27th October 2022

Key changes:

S

*%

Additional rules on the expiration date for a manufacturing and trade license for restricted chemicals
Addition of a new format for an industrial precursor management logbook

Supplement to the labeling regulations

Supplement to the regulation on warning signs during transportation

Amendment to the deadline for submitting an annual report on chemicals-related activities
Amendment to the annual reporting format for chemicals-related activities

S

*%

/
0’0

S

*%

S

*%

/
0’0
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3. Chemical Inventory-Vietnam N

Current situation: New chemical substance can not be nominated in window
Plan to be announced in May 2025( Based on the time submitted to WTO)

o HE THONG CO S DIF LIEU HOA CHAT QuUOGC GlA
VIETNAM NATIONAL CHEMICAL DATABASE SYSTEM

il
Py
Y
Trang chi T au - Tim kiém ~

Hoa chat

- Mauwdin dung

Ndi dung can tim Q +\

Danh muc chat
STT nMa Cas Té&n chat Phu luc gquan by Thao tac

- 113/201T/NB-CP ngay 09/10/2017: Héa Chét Phai Khai Bao
- 82/2022/NB-CP ngay 18/M0/2022: Héa Chéat Phai Khai Bao
1 Mci Moz 50-00-0 'I_lér:lg '\{'iét: Formaldehyde - 113/2017/NE-CP ngay 09/10/2017: Héa Chét Han Ché San Xuét, Kinh Doanh Trong Linh
HSCode: Qudc té: Formaldehyde Wurc Cong Mghiép - Khac
- 82/2022/NB-CP ngay 18M0/2022: Héa Chit Han Ché San Xuit, Kinh Doanh Trong Linh
Ve Cang Nghiép - Khac

> Mci Mo: 50-01-1 Tiéng Wiet: Salt of hydrogen chloride and guanidine {1:1) i
HSCode: Qubc té: Salt of hydrogen chloride and guanidine (1:1)
3 Mci Mo: 50-02-7 Tiéng Wiet: 9-Fluoro-11beta,17.214rihydroxy-16alpha-methylpregna-1.4-diene-3,20-dione i
HSCode: Qubc té: 9-Fluoro-11beta, 17,21 -trihydroxy-16alpha-methylpregna-1,4-diene-3,20-dione
a Mci Mo: 50-03-3 Tier;g \ilet: Hydrocclhrllsone acetate i
HSCode: Quéc té: Hydrocortisone acetate
5 MNci Mo: 50-04-4 Tiéng Viét: 2 1-Acetoxy-17-hydroxypregn-4-ene-3,11 20-trione i
HSCode: - Quéc té&: 21-Acetoxy-17-hydroxypregn-4-ene-3,11,20-trione
MNici Mo: Tiéng Viét: Phenoharbital =
) 3 : / a
& HSCode: 50-06-6 Qudc té: Phenobarbital
Mci Mo: Tidng Vigt: Mitomycin ~
i 3 . / a
’ HSCode: s0-07-r Quac té: Mitomycin
I 4 2 3 4 5 (5] T & 9 10 » > 1 - 50 trong 175.447 ban ghi

© 2017 Ban quyé&n thuéc Cuc héa chéat - B6 Céng thuwrong. Bia chi: 21 Ngé Quyén, Trang Tién, Hoan Kiém, Ha Noi.

bién thoai: 024 2220 5056 - Fax: 024 2220 5038. Email: admin@chemicaldata.gov.vn . Website: www.cuchoachat.gov.vn. - Hé tror ki thu Bién thoai: 091 895 3916 ho&ac 024 39362506 (phim 1& 814).
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Amendments of the Law on Chemicals:

* Policy 1: Sustainable development of the chemical
industry into a foundational, modern industry

* Policy 2: Chemical management by lifecycle
* Policy 3: Hazardous chemical in products

* Policy 4: Improve efficiency to ensure chemical
safety and security

* Policy 5: Regulations on chemical information

Other issues

Framework
Submitted to WTO in April 2024

Scheduled to adopt in May 2025 and enter into
force in May 2026

Still under discussion

OO0

O

QUOC HOI CONG HOA XA HOI CHU NGHIA VIET NAM
Pioc lap - Tw do - Hanh phiic

Luatsd:  /2025/QHI15

D thao 2

LUAT HOA CHAT (SUA POI)

Céin ctr Hién phdp meoc Céng hoa xd héi chii nghia Viet Nam;

Quoc hoi ban hémh Ludt Hoa chdt (sika doi).

Chwong I
Nhitng quy dinh chung

Piéu 1. Pham vi diéu chinh

Ludt nay quy dinh vé phat trién cong nghiép héa chat, hoat dong hoa chat.
héa chat trong san pham, an toan trong hoat dong hoa chat, quyén va nghia vu
cua t6 chire, ca nhan tham gia hoat dong hoa chat. quan Iy nha nurée vé hoa chat.

Piéu 2. Doi twgng ap dung

Luét nay ap dung do1 véi to chirc. ca nhan tham gia dau tw, xdy dung du
an hoa chat: to chitc, ca nhan tham gia hoat dong hoa chat; to chic, ca nhéan lién
quan dén hoat dong hoa chat trén lanh tho nude Cong hoa xa hoi chu nghia Viét
Nam.

Piéu 3. Ap dung phap lujt

1. Hoat dong dau tw. xay dyng di dn hoa chit. hoat dong hoa chét trén lanh
tho Viét Nam thire hién theo quy dinh cua Luat Hoa chat va Iuat khac co lién
quan.

2. Truémg hop c6 quy dinh khdc nhau gitra Luat Héa chat va luat khéc da

durge ban hanh trrde ngay Luat Hoéa cht ¢é hiéu hire thi hanh thi thie hién theo
quy dinh cua Luat Héa chat.




Thanks for your attention!

Assuris CHINA
@ +512 68360719

hers@intertek.com

@ https://www.intertek.com/assuris/chemicals/
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