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Hazardous Substances Control Group 
 

Vision 

"To be the leading agency for consumer protection for hazardous substances used in 
household and public health products." 
 

Mission 

1. To regulate the hazardous substances used in household and public health 
products to ensure their quality and safety. 

2. To strengthen and build up capacity of hazardous substance entrepreneurs. 
3. To improve and enhance the effectiveness of operating system and human resource. 
4. To promote and develop knowledge and research on hazardous substance products. 
 
Background 

Hazardous Substances Control Group, Bureau of Cosmetic and Hazardous 
Substances Control, Food and Drug Administration, is responsible for regulating the 
hazardous substance products for household and public health use to meet the 
quality and safety standards by the empowerment of the Hazardous Substance Act 
B.E. 2535 (1992). 
 
The hazardous substances used in household and public health, include: 

1. Public health pesticides 
 Any product containing pesticides or rodenticides, such as mosquito coils,  

insect repellents, ectoparasiticides, rat killers, ant killers, cockroach killers,  
and termiticides. 

2. Cleaning products 
 Any product used for cleaning any surface or material, such as dishwashing 

products, liquid laundry detergents, toilet cleaners, glass cleaners, and car  
washing products (except powdered detergents). 
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3. Disinfectants 
 Any product used for killing germs on any surface or material or in the air, except 

those products used for pharmaceuticals and for medical devices. 

4. Other consumer products 
 Other products, such as the drain opening products, paper correction products 

and alkyl cyanoacrylate adhesive. 
In order to ensure that consumers shall receive the qualified and safe 

products, Hazardous Substance Control Group works on the developing laws and 
regulations to control and monitor hazardous substance products on the up-to-date 
situation, the approving for registration of hazardous substance products before 
placing on the market and the inspecting enterprises before licensing. For post-
marketing controls, there are procedures of the monitoring product to meet the 
safety standard and the Inspecting product after placing on the market. There are 
also the developing of the manufacturing standard of hazardous substance 
enterprises in accordance with the good manufacturing practices (GMP) and 
promoting the pest control operators (PCO). Additionally there are other projects 
including the developing of the study, the capability of staff and the consumer 
protection effectively. 
 

Structure of the Hazardous Substances Control Group 
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Responsibility 

Pre-marketing control unit 
- Granting approval for registration of the hazardous substance products used 

in household and public health, e.g., public health pesticides, disinfectants, 
cleaning products, and other hazardous substance products. 

- Granting permission of the manufacturing, import, export, and possession  
for professional use of type 3 hazardous substances. 

- Granting notification receipt for manufacturing, import, export, and 
possession for professional use of type 2 hazardous substances. 

- Granting product information receipt for manufacturing and import of type 1 
hazardous substances. 

- Granting related certificates such as certificate of free sale (CFS). 
- Granting approval for the request for changing context and detail on licenses 

and product registration certificates. 

Post-marketing control unit 
- Inspecting enterprise premises for manufacturing, import, export and 

possession of hazardous substances, for licensing and surveillance purposes.  
- Inspecting products after placing on the market. 
- Law enforcement. 
- Auditing manufacturing sites in accordance with the good manufacturing 

practices (GMP) guidelines. 

Strategic planning and policy development unit 
- Planning, budgeting, coordinating and project evaluation. 
- Developing IT system of the hazardous substances control group. 
- Improving organizational performance. 
- Developing and training human resource. 
- Building up capacity of business sector. 
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Standard and regulation development unit 
- Reviewing and assessing chemical data and chemical product information in 

order to assess risks and hazards and place appropriate control measures. 
- Considering whether or not substances or products are under regulations. 
- Setting measures, criteria and legal procedures in order to regulate 

hazardous substances properly and safely. 
- Serving as the secretariat of sub-committee on standards and registration of 

hazardous substances used in household and public health and 
coordinating with the hazardous substance committee and relating  
sub-committee (external agencies). 

- Coordinating for international affair. 

General administration unit 
- Administration of documentation, finance, personnel, procurement and 

supply. 
- Facilitating and assisting tasks such as coordinating, arranging meeting room, 

vehicle arrangement. 
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History of the Hazardous Substance Act 
 
After World War II, a lot of DDT was used in wiping out malaria. The increasing 

use of pesticides in agriculture and chemicals in industries led up to the 
promulgation of the Toxic Substance Act of B.E. 2510 (1967). The toxic substances 
were classified into 2 classes; very toxic substances and toxic substances. Three 
responsible agencies, namely Ministry of Public Health, Ministry of Agriculture and 
Cooperatives, and Ministry of Industry, were involved. Later in 1973, some more 
measures on registration procedures and manufacturing, trade and import of toxic 
substances were added to the amendment of the Act, which was promulgated as 
the Toxic Substance Act, 2nd Amendment, B.E. 2516 (1973). 

In 1992 the Hazardous Substance Act of B.E. 2535 (1992) was promulgated 
instead of the Toxic Substance Act B.E. 2510 (1967). The new Act included the 
classification of hazardous substances into 4 types according to degree of hazards 
and the needs for control and expanded its scope for thorough control. In addition, 
more responsible agencies were involved. The Hazardous Substances Act B.E. 2535 
(1992) came into force in 1995 after the announcement of the hazardous substance 
list. 

The hazardous substance list is periodically reviewed and up dated to cover 
more hazardous chemicals by taking into account chemical data, registrations in 
other countries, related conventions and international agreements. 

In 2001, the Hazardous Substance Act, 2nd Amendment, B.E. 2544 (2001) were 
enacted by adding provisions on the Chemical Weapons Convention and its penalty. 
In 2008, the Hazardous Substance Act, 3rd Amendment, B.E. 2551 (2008) was 
promulgated. The Act was amended for more appropriated control of hazardous 
substances in the present situation, such as the stipulation of validity of type 2 
hazardous substances notification receipt (not exceeding 3 years from the date of 
issuance), the stipulation of validity of registration certificate (not exceeding 6 years 
from the date of issuance) and the revision of the rates of fees. 
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Classification of Hazardous Substances and Its Relating Requirement 
 
The Hazardous Substance Act of B.E. 2535 (1992) classifies hazardous 

substance into 4 types according to degrees of hazards, risks and needs of control. 

The type 1 hazardous substance is the hazardous substance that has less 
impact on human health and environment than the other types. Manufacturers and 
importers are not required to register their products but product information must be 
notified to the authority. Furthermore, business operators must comply with the 
specified criteria and procedures, such as labelling, rules and conditions for 
manufacturing and storage. The notifying number must be declared on product 
label. 

Examples of the type 1 hazardous substances under the responsibility of Thai Food 
and Drug Administration (Thai FDA) are as follows: 

- Cleaning products, such as dish washing products, liquid laundry 
detergents containing anionic or nonionic surfactants as active ingredients 
(except nonylphenol ethoxylate). 

- Adhesives containing alkyl cyanoacrylate as active ingredients. 
- Swimming pool disinfectants containing calcium hypochlorite, sodium 

hypochlorite, dichloroisocyauric acid and its salts, or trichloroisocyauric 
acid and its salts as active ingredients. 

The type 2 hazardous substance is the hazardous substance that has the 
degrees of hazards or risks higher than type 1. Manufacturers and importers must 
obtain product registration certificates. Manufacturers, importers, exporters or 
professional use possessors of the type 2 hazardous substances must notify the 
authority before the operations of type 2 hazardous substances. The hazardous 
substance registry number must be declared on the product label. 

Examples of the type 2 hazardous substances under the responsibility of Thai FDA 
are as follows: 

- Household and public health pesticides containing insect growth regulators 
(IGRs) as active ingredients. 
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- Cleaning products/disinfectants (except any products containing the type 1 
or type 3 hazardous substances as active ingredients). 

The type 3 hazardous substance is the hazardous substance that has the 
degrees of hazards or risks higher than the above mentioned types. Manufacturers 
and importers must obtain product registration certificates. Manufacturers, importers, 
exporters or professional use possessors of type 3 hazardous substances must 
receive the permission from the authority before the operations of type 3 hazardous 
substances. The hazardous substance registry number must be declared on the 
product label. 

Examples of the type 3 hazardous substances under the responsibility of Thai FDA 
are as follows: 

- Household and public health pesticides containing chlorpyrifos or 
pyrethroids as active ingredients. 

- Cleaning products/disinfectants containing acids, alkalines, or aldehydes  
as active ingredients. 

The type 4 hazardous substance is the hazardous substance that has high 
degrees of hazards or high risks either from its applications or its intrinsic properties, 
e.g., carcinogens, mutagens, reproductive toxicants or prohibited substances by the 
related conventions. Thus, manufacturing, import, export or possession of such 
substances is prohibited. 

Examples of the type 4 hazardous substances under the responsibility of Thai FDA 
are as follows:  

- DDT 
- Chlordane 
- Dieldrin 
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Classification of Hazardous Substances and Its Related Requirements 
 

 
- Notifying of 

product 
information    
(only for 
manufacturing or 
import)  

(page 11) 

- Product 
registration 

(page 14) 

and 

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

(page 20) 

- Product 
registration 

(page 14) 

and 

- Licensing for 
manufacturing, 
import, export or 
possession for 
professional use 

(page 26) 

- Totally banned 

 

 

 

 

 

 

 

 

 

 

 

 

   

The Hazardous Substance Act 
B.E.2535 (1992) 

Type 1 Hazardous 
Substance 

Type 2 Hazardous 
Substance 

Type 3 Hazardous 
Substance 

Type 4 Hazardous 
Substance 



Introduction to the Regulations of Hazardous Substances used in Household and Public Health 9 

Hazardous Substance List 
 
The Hazardous Substance Act B.E. 2535 (1992) classifies hazardous substances 

into 4 types (see details in “Classification of Hazardous Substances and Its Related 
Requirement” page 6). The names of hazardous substances, types of hazardous 
substances, responsible agencies and conditions of control are publicized in the 
annexed table of the Notification of Ministry of Industry on List of Hazardous 
Substances. 

The current list is the Notification of Ministry of Industry on List of Hazardous 
Substances B.E. 2556 (2013). The hazardous substances under the responsibility of 
Thai FDA are on the “List 4” that is divided into “List 4.1, List 4.2 and List 4.3” (see 
details in Appendix page 50). 

The List 4.1 is designated as the list of chemical names. CAS No., types of 
hazardous substances and conditions of control are also designated. 

The List 4.2 is designated as the list of chemical groups with the same 
functional group or mechanism of action. CAS No., types of hazardous substances 
and conditions of control are also designated. 

The List 4.3 is designated as the list of product groups or purpose of use. CAS 
No., types of hazardous substances and conditions of control are also designated. 
 
The primary steps for checking your chemicals or products 

The primary steps to check any chemical or any product is a hazardous 
substance under the responsibility of Thai FDA, are listed as follows: 

1. Checking whether the product’s active ingredients match to any of chemicals 
listed in “List 4.1” and its use corresponds to the conditions specified in “List 4.1”. 

2. Checking whether the product’s active ingredients are a substance in any of 
chemical groups listed in “List 4.2” and its use corresponds to the conditions 
specified in “List 4.2”. 

3. Checking whether the use of product or product claims match to any of those in 
“List 4.3”. 
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Chemicals or products that fall in any mentioned conditions are classified as 
hazardous substances used in household or public health under the responsibility of 
Thai FDA. Consequently, compliance to the specified criteria and procedures for each 
type of hazardous substances is required. 

Any product that falls into type 1 hazardous substance must be notified the 
authority of the product information. If any product falls into type 2 or type 3 
hazardous substances, it must be registered and manufacturing, import, export, or 
possession for professional use must be notified (for type 2 hazardous substances) or 
must be licensed (for type 3 hazardous substances). 
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Notifying the Product Information of Type 1 Hazardous Substance 
 
Manufacturers or importers of type 1 hazardous substances must notify the 

information of hazardous substance products to the authority by submitting an 
application form, namely Notification of Product Information of Type 1 Hazardous 
Substance Wor Ohr./Sor Tor 5 (วอ./สธ ๕) (page 13), and the required documents 
stated in the form. In case of production, the information must be notified to the 
authority within 15 days since the first production date. Only the first import, the 
information must be notified to the authority before clearing shipment at the 
customs. If the manufacturing or storage sites of type 1 hazardous substance are 
located in Bangkok, the manufacturers or the importers must notify at the FDA office 
or by registered mail. If the manufacturing or storage sites of type 1 hazardous 
substance are located in other provinces, the manufacturers and the importers must 
notify at the provincial public health office where the sites are located. Export and 
possession for professional use of type 1 hazardous substances are not required to 
notify the authority. 
 
Fee None 
Validity of a product information receipt No specified validity 
of type 1 hazardous substance 
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Flow Chart for Notifying the Product Information of Type 1 Hazardous Substance 
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Hazardous Substance Registration 
 
According to The Hazardous Substances Act B.E. 2535 (1992), the manufacturers 

or the importers of type 2 or type 3 hazardous substances need to obtain the 
registration certificates prior to the further actions such as notifying their 
manufacturing or import of the type 2 hazardous substance or obtaining the license 
of manufacturing or import of the type 3 hazardous substance. Nevertheless, there 
are some exemptions for some hazardous substance products that are not required 
for registration such as deodorizers or insect repellents containing naphthalene or    
p-dichlorobenzene as an active ingredient, paper correction products in the forms of 
water-based solution or tape without organic solvents, and hazardous substance 
products belonging to the government agencies. The registration certificate shall be 
valid for a period not exceeding six years from the date of issuance. 

 

The required documents for registration 

1. Hazardous Substance Registration Application Form Wor Ohr./Sor Tor 1 (วอ./สธ ๑) 
(page 17) 

2. Product labels 
3. Product formula 
4. Manufacturing, packaging and labelling processes 
5. Physical and chemical properties of hazardous substance product 
6. Safety data sheet (SDS) of product or of all ingredients declared in the product formula 
7. Efficacy test result (in case of pesticides, disinfectants and bleaches) 
8. Certificate of analysis of active ingredient content (in case of the product contains 

any hazardous substance on the list of 61 hazardous substances that require the 
quantitative analysis of active ingredients) 

9. Certificate of free sale (only the imported products of pesticides) 

There are some differences of data requirements for registration of existing 
hazardous substances, new hazardous substances, technical grade pesticides,        
pre-mixed pesticides, and finished products. Therefore, the Hazardous Substances 
Control Group has provided the Checklist of Required Documents for Hazardous 
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Substance Registration (page 18) in order to ease the manufacturers and the 
importers for preparing the documents. 
 

Fee 2,000 Baht 
Renewal Fee 2,000 Baht 
Validity of a registration certificate Valid until December 31st of the sixth  
 year of issuance 
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Flow Chart for Registration of Hazardous Substance 
 

 
 

(1) 

 

 
(3) 

(2) 
(4) 

(1) An applicant must prepare original documents with their copies in every submission 
(2) Return a copy of documents and give an appointment to follow up 
(3) Application of product registration will be proposed to the product registration working group or 

the subcommittee on standards and registration of hazardous substances used in household and 
public health products in the case of; 
- new active ingredients 
- new uses 
- products concerning efficacy tests 
- other cases (if necessary) 

(4) Dead line for resubmission of additional documents 
- 30 days for the 1st resubmission 
- 20 days for the 2nd resubmission 
- if failure to meet the 2nd deadlines or the documents are still deficient, the application will be 

rejected 

(4) 

Hazardous Substance 
Registration Certificate 
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Notifying of Type 2 Hazardous Substance 
 
Manufacturers or importers of type 2 hazardous substances must obtain the 

product registration certificates and notify the production or import of the type 2 
hazardous substances to the authority. Exporters or possessors for professional use 
must notify their export or possession of Thai FDA-registered products to the 
authority. 

In case of possession for professional use of the type 2 hazardous substances, 
possessors can notify to the authority at the FDA office or the provincial public 
health office, depending on where the storages sites are located. 

All types of notification must submit an application form, namely Type 2 
Hazardous Substance Operation Notification Report Wor Ohr./Sor Tor 3 (วอ./สธ ๓) 
(page 22) and the required documents according to the checklists provided by the 
Hazardous Substances Control Group. 

- For permitted places (page 23) 
- For new operating places/production line (page 24) 

 
Fee None 
Renewal Fee None 
Validity of all types of notification receipt Valid until December 31th of the third  
 year of issuance 
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Flow Chart for Notifying of Type 2 Hazardous Substance 
 

 
 
(1) An applicant must prepare original documents with their copies in every submission. 
(2) Return a copy of documents and give an appointment to receive the notification 

receipt. 
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Hazardous Substance Licensing 
 
Manufacturers or Importers of type 3 hazardous substances shall register and 

apply for manufacturing license or import license for such substances. Exporters of 
registered type 3 hazardous substance also need to apply for export license. 

For those who possess for professional use of type 3 hazardous substances 
and have the storage locations in Bangkok, they must submit the application (Form 
Wor Ohr. 8) to Thai FDA. If the storage locations are in other provinces, the application 
form must be submitted to the Provincial Public Health Office in that area. 

An entrepreneur must submit an application form, namely Hazardous 
Substance Manufacturing Licensing Application Form, Form Wor Ohr. 1 (แบบ วอ. ๑) 
(page 29) (in case of production), Hazardous Substance Import Licensing 
Application Form, Form Wor Ohr. 3 (แบบ วอ. ๓) (page 31) (in case of import), or 
Hazardous Substance Export Licensing Application Form, Form Wor Ohr. 5 (แบบ วอ. ๕) 
(page 33) (in case of export) and the required documents according to the checklists 
provided by the Hazardous Substances Control Group. 

- For permitted places (page 35) 
- For new operating places/production lines (page 36) 

 
Fee Depending on the yearly amount of manufacturing/ 

import/export 
Depending on the yearly amount of possession 
and the storage area (only the possession for 
professional use purpose) 

Renewal Fee As equal to the license fee paid for each type of licenses 
Validity of all types of license Valid until December 31th of the third year of  
 issuance 
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Fee for Hazardous Substance Manufacturing/Import/Export License 
(a) 500 Baht for less than 10 metric tons 
(b) 1,000 Baht for 10 to less than 50 metric tons 
(c) 1,500 Baht for 50 to less than 100 metric tons 
(d) 3,000 Baht for 100 metric tons and up 
 
Fee for Hazardous Substance Possession License  
500 Baht for less than 10 metric tons a year and less than 500 square meters of the 
specified storage area 
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Flow Chart for Applying the Hazardous Substance License 
 

 

An applicant submits an application and the required documents (1) 

Reject 

(2) 

New operating place/Production line Permitted place 

- Make an appointment to 
inspect the operating place 

- The inspectors visit the 
operating place 
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submits 
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documents (3) 

The applicant 
improves the 

operating place as 
suggested and 
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photos, for         

re-approval (3) 

(1) An applicant must prepare original documents with 
their copies in every submission 

(2) Return a copy of documents and give an 
appointment to follow up 

(3) Dead line for resubmission of additional documents 
- 30 days for the 1st resubmission 
- 20 days for the 2nd resubmission 
- if failure to meet the 2nd deadlines or the 

documents are still deficient, the application will 
be rejected 
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Control of Hazardous Substance Possession for Professional Use  
(Pest Control Operator; PCO) 

 
According to the Hazardous Substance Act B.E. 2535 (1992), any entrepreneur 

who possesses the hazardous substances for professional use as pest control 
operator, to control termites, ants, insects, rats, or other pests in household or 
building, is requested to have Type 3 Hazardous Substance Possession License or 
Type 2 Hazardous Substance Possession Notification Receipt. 

Later on, in B.E 2547 (2004), Thai FDA has determined that the person who 
possesses the hazardous substance for professional use as pest control operator 
must have the expert or specialized person to control such substances. That person 
must be trained and qualified for related area such as pests management, hazardous 
substances, equipment, biological and ecological of related pests e.g. termites, 
cockroaches, mosquitoes, ants, rats. Besides, Thai FDA also set that the expert must 
attend the training to renew the certificates every 3 years. 

Those who possess such substances for professional use must comply with 
rules and regulation in the Ministry of Public Health announcement regarding criteria 
of processing procedure, possession for professional use, and hazardous substance 
storage that Thai FDA is responsible for B.E. 2555 (2012). Thai FDA has designed the 
criteria for storage location, the personnel, hazardous substance operation, security 
standard for using the substance to ensure that all process are operated theoretically 
correctly and safe for any lives, animals, plants, assets and environment. Apart from 
this, the authorized person to possess the hazardous substances for professional use 
must purposely select according to its term of use as indicated on the labels and the 
products must have already been registered with Thai FDA. 
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Certificate of Free Sale (CFS) 
 

Thai FDA requires a certificate of free sale (CFS), when companies import 
pesticide products. The CFS provides the evidence that the product is legally sold or 
distributed in the open market, freely without restriction, and approved by the 
regulatory authorities in the country of origin. 

According to the Order of Thai FDA No. 398/2544 and No. 122/2548 regarding 
the CFS for import of health products and the Bureau of Cosmetic and Hazardous 
Substances Control announcement regarding the CFS for import of household or 
public health products intended to inhibit, prevent, control, repel, and get rid of 

insects, rodents or other pests (given on April 12th, 2011), the CFS must be the original 

and have details as follows: 
1. Country of CFS issuance 

The CFS must be issued by the country of production. If the country of 
production cannot issue the CFS, importers can use the CFS issued by the countries 
of distribution in condition that: 

1.1 The distributor possesses the household or public health products 
and hires the manufacturer in other countries to produce such 
products. 

1.2 The household or public health products do not sell in the country 
of production because there is no case to use this product in the 
country of production. 

1.3 Other cases depend on Thai FDA consideration. 
However, the certificate of origin must be required from the country of 

production. Also, the notification letter from the manufacturer must state the 
reasons why the country of production cannot issue the CFS. 

2. Agencies responsible for issuance of the CFS and certificate of origin 
The CFS and certificate of origin must be issued or certified wording by 

the governmental regulatory agency or by a private institute recognised by the 
government of such country. 
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3. The certifying of CFS 
3.1 The CFS must be certified by an agency of the Ministry of Foreign 

Affairs or an office of commercial affairs of Thailand in such country. 
3.2 If the CFS is sent from the governmental regulatory agency to Thai 

FDA directly such as ICAMA (China), the certification by an agency of 
the Ministry of Foreign Affairs or an office of commercial affairs of 
Thailand in such country is not necessary. 

4. The details in CFS 
The CFS must state: 
4.1 Name of the product: If other name occurs different from the CFS, 

importers must have the notification letter from the manufacturer 
guarantees that it is the same product. 

4.2 Name and address of manufacturer 
4.3 List of active ingredients and their concentrations  
4.4 Indicate that the product is freely sold in its home market. If the CFS 

does not present this sentence or others phrases/sentences that 
have the same meaning as mentioned above, the importer must 
send any supporting documents, such as a copy of registration 
certificate, to guarantee its sale in the country of production. 
However, the supporting documents must be certified by an agency 
of the Ministry of Foreign Affairs or an office of commercial affairs of 
Thailand in such country. 

5. The validity of CFS 
5.1 Depending on the time prescribed in the certificate. 
5.2 For 2 years from the date of issuance (in case of not present the 

validity period). 
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GHS Implementation in Hazardous Substances Products for Household         
and Public Health Use 

 
Thailand has adopted the Globally Harmonized System of Classification and 

Labelling (GHS), developed by the United Nations, into the classification and 
communication of the hazards of chemicals and chemical products under the 
Hazardous Substances Act B.E. 2535 (1992). Implementation of GHS covers hazardous 
substances in industry, agriculture, and household and public health sectors. In 2012, 
GHS is firstly implemented to hazardous substances in industrial sector with 1-year 
transition period for single substances and 5-year transition period for mixtures. The 
other sectors will soon implement GHS at the varying time depending on readiness 
and circumstances. 

Thai FDA, which is responsible for regulating hazardous substances for 
household and public health use empowered by the Hazardous Substance Act B.E. 
2535 (1992), has conducted continuous activities to promote and support GHS 
implementation. Capacity building activities as well as legislation revision in relation 
to GHS have been carried out. These activities include revision of legislation to align 
with the GHS; chemical database collection; illustrating of GHS labelling samples, 
seminars and training workshops for regulatory officers and business entities to 
strengthen understanding and effectively implementation of GHS, and awareness 
raising for consumers and stakeholders. 

It is expected that GHS implementation in hazardous substances used in 
households and public health will be enforced by 2013-2014. The expected 
transition period will be 1 year for single substances and 5 years for mixtures. The 
example of single substances is, but not limited to, technical grade pesticides. It is 
noted that most of the hazardous substances in household and public health 
products are considered as mixtures. 
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Good Manufacturing Practice (GMP) for Hazardous Substance Products                   
under the responsibility of Thai Food and Drug Administration 

 
Thai FDA has issued a policy to strengthen quality standards for 

manufacturing of hazardous substance products to comply with Good Manufacturing 
Practice (GMP). In 1997, GMP was firstly implemented on a voluntary basis. From 
1998, many projects on GMP implementation have been conducted to promote and 
support the manufacturers to put GMP into practice. However, only few 
manufacturing establishments have met the GMP requirements and received the 
GMP certificate. The main impediments to GMP compliance was the manufacturers 
have lacked motivation and awareness to improve their production quality as GMP 
was a voluntary program. 

Currently, Thai FDA is underway to implement hazardous substances GMP as 
a mandatory aspect by drafting the Notification of Ministry of Public Health on GMP. 
The subcommittee of hazardous substance manufacturing standards (GMP) under the 
responsibility of Food and Drug Administration is assigned to study and develop the 
GMP instructions and procedures with the appropriate scientific justification and 
taking into account the relevant international GMP standards. The mandatory GMP 
requirements will be clearly defined for practicable compliance and to minimize the 
individual inspector’s discretion. As well, they will be applicable for any 
establishments with or without their own laboratory facilities. Implementation of the 
mandatory GMP will take priority to the high risk products and the high risk 
manufacturing processes. 
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Quality Management System 
 

Thai FDA has issued the FDA general rules and standards for quality 
management system to ensure standards and conformities of its operations regarding 
health products under its responsibility. This quality management system shall 
maintain capability, consistency and equality in services as well as enhance the 
recognition from stakeholders (i.e., consumers, business sector, government sector 
and networking groups). In addition, the system is aimed to conform to the relevant 
international standards. Thai FDA has set up the policy on the quality management 
system as follows: 

“FDA aims at improving services toward international standards, 
with performance-oriented, transparent and fair” 

 
The Hazardous Substance Control Group has implemented the FDA general 

rules and standards for quality management system since September 1st, 2009. The 
system covers product registration, permission, and issuance of GMP certificates. 
Officers and personnel have the commitment to assure that the system will run 
effectively and progressively, and will increase creditability and recognition from the 
public. 

The Hazardous Substance Control Group has disseminated documents and 
information regarding the quality management system. These include, for examples, 
rules and conditions for permission, registration, notification of operations, 
notification of product information, and manufacturing and import of product 
samples (RL-H2-1); rules and conditions for issuance, surveillance and renewal of 
registration certificate, (RL-H2-2); rules and conditions for issuance, surveillance and 
renewal of manufacturing license (RL-H2-3); rules and conditions for issuance of 
hazardous substance GMP certificate (RL-H3-1); and rules and conditions for 
hazardous substance GMP inspection (RL-H3-2). Every hazardous substance product 
company is required to sign the Letter of Agreement to Rules and Conditions 
(page 44) to admit their rights and duties accordingly. 
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Frequently Asked Questions (FAQ) 
 
 
1. Q: Can I submit the application for registration and permission at the same 

time? 

A: It depends. If your storage or manufacturing location has yet to be inspected 
by our officials, you must submit the permission application together with 
the registration application; so that, we can inspect your site before issuing 
the hazardous substance registration certificate. If your storage or 
manufacturing location has once been approved, you can submit the 
permission application either with the registration application, or after 
receiving the hazardous substance registration certificate. 

2. Q: I have two products containing the same chemicals, but they are different in 
percentages. Do I have to register these products separately? 

A: Yes, you have to register both products separately because their 
formulations are dissimilar. The documents for registration are also different. 

3. Q: Are the efficacy test and analysis of active ingredient (AI) content required 
for registration of technical grade or pre-mixed pesticides? 

A: No, they are not required. Thai FDA requests the efficacy test and the 
quantitative analysis of AI for finished product pesticides only, not for 
technical grade or pre-mixed pesticides. In case of a finished product 
pesticide contains any of 61 chemicals listed in the list of hazardous 
substances required to be analyzed for AI contents (see the list of 61 
hazardous substances in the appendix of Thai FDA announcement in regards 
of required documents list for hazardous substance registration B.E. 2552 
(2009)), the report of quantitative analysis of AI is also needed. 
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4. Q: Would it be possible to use information published in academic articles or 
journals as an efficacy test evidence in order to register a product? 

A: No, the efficacy test must be performed using your to-be registered 
products, except chlorine-containing products, for which you are allowed to 
use journal articles as the academic references. 

5. Q: If the country of origin is not able to issue a certificate of free sale (CFS); 
because the product is produced for export only, what should I do? 

A: In that case, you can use the CFS issued by the country of distribution. 
However, the content in the CFS must comply with the instructions given by 
Thai FDA. Also, the notification letter from the manufacturer must state the 
reasons why the country of origin cannot issue that CFS. 

6. Q: Is the six-year validity period for the hazardous substance registration 
certificate of counted on a calendar year basis? 

A: Yes, the validity of the hazardous substance registration certificate is 
counted on a calendar year basis. Therefore, the certificates, which were 
issued on January 2009, and November 2009, are valid until December 31st 
2014. 

7. Q: Do I need to register hazardous substances which are imported for donation 
only? 

A: It depends. If the conditions of the donation fulfil the criteria stated in the 
section of the import exception according to Hazardous Substance Act B.E. 
2535 (1992), you are exempted from registration. However, if the conditions 
of the donation do not fulfil such exception condition, depends on the type 
of your products, you must register, apply for the permission, or notify Thai 
FDA prior to import those substances. 
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8. Q: In which circumstances those two chemicals/products can use a similar 
trade name? 

A: You can use a similar trade name with other products only if 
1. The two products have a similar formula, or 
2. The two products are totally different in kinds or types of the products, or 
3. They are technical grade pesticides and use a common name or chemical 

name as their trade name. 

However, Thai FDA is not responsible if any registered trade name is pirated. 
The enterprises, themselves, have to take any legal actions by the civil law. 

9. Q: If the company would like to put the product’s expiry date on the labels, 
what condition and how long of the stability test should be applied?  

A: Generally, the stability test will be performed at the normal condition and 
the expiry date will be issued according to the test duration. However, at 
the accelerated condition, the expiry date will be extrapolated longer than 
the actual test duration. At present, no specific criteria for the matters have 
been set. 

10. Q: What data or information should be identified in quantitative analysis of AI 
and efficacy test reports? 

A: The reports must contain: 
1. Name of the tested product 
2. Name of manufacturer 
3. List of active ingredients, and their concentrations 
4. Lot of manufacturing 
5. Manufacturing date (Date/Month/Year) 

11. Q: From which organizations does the Hazardous Substance Control Group 
accept the quantitative analysis of AI reports or efficacy test results? 

A:  Analysis of the active ingredient content: The applicant can submit the 
quantitative analysis of AI reports from the government sectors or private 
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sectors approved by Thai FDA (see details in the Thai FDA announcement 
on the topic of Private Laboratories for the Analysis of Hazardous 
Substances for Registration B.E. 2553 (2010)). 

Efficacy Test: Thai FDA has not specified agency to perform the efficacy 
tests; therefore: 

a. In case that, Thai FDA has set the procedure of efficacy tests, the 
applicant shall perform the test as stated in the procedure 

b. In case that, Thai FDA has not set the procedure of efficacy tests, the 
applicant shall submit your test protocols with the results. However, 
the protocols should correlate with indication or usage of your 
product. 

12. Q: Is it required to submit quantitative analysis or efficacy test of chlorine 
releasing substance-containing products? 

A: Yes, the results of quantitative analysis must be submitted together with the 
intensification reference for disinfection or efficacy test results. 

13. Q: In the case of disinfectants, they are required to show the efficacy of the 
products against different kinds of micro-organisms. Can I submit the results 
from different tests? 

A: Yes, you can but the tests must be done with the products from the same 
lot of production. 

14. Q: My product is already certified by WHO using the results from my study.       
I would like to register this product in Thailand. Is this possible to register 
this product using the certificate issued by WHO without any efficacy test 
performed in Thailand? 

A: In case that, it is a laboratory test and has the standard procedure of 
efficacy tests set by Thai FDA, your product must be tested according to the 
stated procedure. However, if it is a field test, it must be considered 
whether the conditions of that test (e.g. climate, species of pests) are similar 
to those in Thailand. 
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15. Q: Will I have to notify a 100% composition formula for the type 1 hazardous 
substance products in the Notification of Product Information of Type 1 
Hazardous Substance (Wor Ohr./Sor Tor 5)? 

A: Yes, you must notify a 100% composition formula and presented in %w/w, 
or %w/v. All substances must be listed using chemical names except for 
coloring and scent agents, which can be notified using common names and 
presented in total amount. For the chlorine-releasing disinfectants in 
swimming pool, please specify proportions in the form of available chlorine; 
such as, trichloroisocyanuric acid as available chlorine 90%w/w. 

16. Q: I would like to export a type 1 hazardous substance. What should I do? 

A: You can proceed without performing any product information notification or 
permission. 

17. Q: Would it be possible to amend the amount of manufacturing/import/export 
per year (addition or reduction) stated in the permission license? 

A: It depends. Increasing the permissive amount or volume of hazardous 
substances in all types of license cannot be done because the Ministerial 
Regulation on permission fee for hazardous substance B.E. 2552 (2009) set 
up the fee into four levels depending on permissive amount or volume of 
hazardous substances per year (see details in “Fee for Hazardous Substance 
Manufacturing/Import/Export License” page 27). Hence, adding the amount 
of business will affect the permission fee. Therefore, it cannot be endorsed 
on the permission license. If you want to increase the permissive amount or 
volume of hazardous substances, you must submit a new license 
application to comply with the fee issued by the ministerial regulation. 

However, if you would like to decrease the amount of business per year, 
you can submit the amendment of permissive amount or volume of 
hazardous substances by endorsing at the back of the permission license at 
the OSSC. 
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