
Flowchart for adding a controller to a medical device manufacturing/importing establishment license or sales license

Log in to “Skynet system”
via URL : privus.fda.moph.go.th

(Google search: "Skynet fda")

Documentation
1) Power of attorney for the applicant
2) Copy of ID card of authorizer
(Signed by the authorized company director 
with the company seal, if applicable)
3) Copy of ID card of grantee
(Only required if the grantee is not 
submitting the application in person)

Application channels
1. One Stop Service Center (OSSC) 

Building 8, 4th floor, Food and Drug Administration, 
Ministry of Public Health, Nonthaburi Province
Telephone number 0 2590 7000 ext. 79925 (receive a 
queue card on the 3rd floor and submit documents on 
the 4th floor)

2. Send by mail to;
The Health Product Service Entry-Exit Center (OSSC)
- Medical Device Rights Application
One Stop Service Center (OSSC) Building 8, 4th floor, 
Food and Drug Administration, Ministry of Public Health
No. 88/24 Tiwanon Road, Talat Khwan Subdistrict, 
Mueang District, Nonthaburi Province 11000
Note: Please cooperate by sending via Thailand Post 
only (avoid using private carriers)

Submit a power of attorney as an applicant for 
E-submission system;

"Registration of establishment/sales license"
Download the applicant's power of attorney at

Link https://bit.ly/4ba27J3 
(The right is valid for 1 year)

Open an Open ID yourself to register a username and 
password for accessing the Skynet system.

Sign in to Skynet via URL: privus.fda.moph.go.th
Using the same username and password that opened 

Open ID.

>> Entrepreneur

Enter website : URL :privus.fda.moph.go.th
Go to “Entrepreneur”
Go to “Register”
Register Open ID according to 
the steps in the system

Username
Password

See more detailed information in the manual on the Medical Device Control Division's website 
(https://medical.fda.moph.go.th/) under the section "Workplaces" >> "Medical Device Establishment 

Registration" >> "Controller". Here is the direct link: https://bit.ly/3LgyHid 

Never submitted a 
request to grant access

In case that previously applied for or have access for 
establishment/ sales license system, please skip to the next step

Never registered
an Open ID

In case that previously registered an Open ID, 
please skip to the next step

Registration 
completed

https://bit.ly/4ba27J3
https://medical.fda.moph.go.th/
https://bit.ly/3LgyHid


Select “Company name” (In case access more than 1 company) 
>> “Medical Device System”

For new licensee submission
>> Submit application after the regulation 

becomes effective

For new licensee submission
>> Submit application before the regulation 

becomes effective (under review)

Select "Medical Device Products"

For old licensee (the establishment/sales license has been 
approved before the regulation becomes effective); Require to 

add information of the "Controller" on the existing license

Fill in the application form “Form Sor.Nor.1, Form 
Sor.Phor.1, Form Khor.Por.1” 

>> Fill in only “Number of Controllers”

Go to the application submitted in the system, then 
select “View information”. 

The system will display the “Controller” button to 
add the controller information.

Select "Request for amendment of 
establishment/sales license"

Select the establishment/sales license 
number to add “Controller” information

Select “Add Controller” 
and press the button

After filling out the remaining sections of 
the application, click Save.

The system will display a window to enter the controller information

Press the “ + ” button to fill in the information of the controller 
(if there are several controllers, press the “ + ” button according to the number of controllers)

Submit application 
after the regulation 
becomes effective

Submit application 
before the regulation 
becomes effective 
(under review)



Attach all related documents

Import
1. Copy of the qualification certificate of the 
import controller (minimum bachelor's degree)*
2. Employment contract between the registrant 
of the import establishment and the import 
controller of medical devices
3. Copy of the controller's ID card
4. Copy of the professional or medical license 
(if any)

Sale
1. Copy of the qualification certificate of the 
sales controller (minimum bachelor's degree)*
2. Employment contract between the registrant 
of the sales establishment and the medical 
device sales controller
3. Copy of the controller's ID card
4. Copy of the professional or medical license 
(if any)

*Copies of documents: Please sign and certify 
the copies

Preparing a sign for the controller in accordance with the notification of Ministry of Public Health regarding the 
provision of a sign showing the name and qualifications of the controller of the manufacturing, import or sale of 
medical devices (Link https://bit.ly/3xirLh9) >> Prepare a sign to be displayed at the premise that submitted to the 
Thai FDA only after receiving approval to add a controller according to the establishment/sales license.

- In the case of adding the controller information for the first time to comply with the notification of Ministry of 
Public Health regarding medical devices that require a controller for manufacturing, import or sale and the 
qualifications, number and duties of the controller B.E. 2567 (Link: https://bit.ly/3KZGsc5), the application fee will 
be exempted.

- In the case of  “Request an amendment” “Change the new controller”, “Change the name/surname of the 
previous controller”, “Add/decrease controller", a request must be submitted to change the items in the "Form 
Sor.Nor.4, Form Sor.Phor.4, Form Khor.Por.5", and the application fee of 100 THB must be paid.

In case the document is incorrect or incomplete >> The officer will adjust the status to "Request for clarification". 
Press the button to delete the original information. Then press the button again to fill in the correct 

controller information as requested by the officer to edit and attach all new documents.

Manufacture
1. Copy of the qualification certificate of the production 
controller (minimum bachelor's degree)*
2. Employment contract between the registrant of the 
manufacturing establishment and the medical device 
production controller
3. Experience in the quality management system of 
medical devices for at least 1 year (only for those who 
did not graduate in science, pharmacy, medicine, 
engineering, medical technology, veterinary science or 
other related science fields (attach only for cases)
4. Copy of the controller's ID card
5. Copy of the professional or medical license (if any)

https://bit.ly/3xirLh9
https://bit.ly/3KZGsc5


When approved, the controller information will be attached with a medical device manufacturing/importing establishment license 
or sales license electronically

Import Manufacture Sale



Qualifications and duties of the controller of manufacturing/import/sale of medical devices

Manufacturing controller Import controller Sales controller

Qualifications 1. Educational qualifications: one of the 
following

1) A bachelor’s degree or higher in 
Science, Pharmacy, Medicine, 
Engineering, Medical Technology, 
Veterinary Medicine, or other 
related scientific fields.

2) A bachelor’s degree in any field 
with at least one year of experience 
in quality management system for 
medical devices.

2. Residing in Thailand

1. A bachelor’s degree or higher 
2. Residing in Thailand

1. A bachelor’s degree or higher 
2. Residing in Thailand

Duties 1. Supervise and oversee the production or 
sale to comply with the quality system for 
medical device manufacturing.

2. Supervise and oversee the production or 
sale of each production batch to comply 
with the law, including verifying the process 
control records at the medical device 
manufacturing premise.

3. Ensure the proper labeling or IFU, ensuring 
that it does not contain false or exaggerated 
information, and that it is completed 
correctly before sale, according to Sections 
44 and 45 of the Medical Device Act B.E. 
2551 and its amendments. 

4. Perform duties as assigned by the 
establishment/licensed/notified/listing 
license holder.

1. Supervise the importation or sale to 
comply with the quality system for 
importing or selling medical devices.

2. Ensure the proper labeling or IFU, 
ensuring that it does not contain false 
or exaggerated information, and that 
it is completed correctly before sale, 
according to Sections 44 and 45 of 
the Medical Device Act B.E. 2551 and 
its amendments.

3. Perform duties as assigned by the 
establishment/licensed/notified/listi
ng license holder.

1. Supervise the sale to comply with the 
quality system for selling medical 
devices.

2. Supervise the sale to comply with the 
criteria, methods and conditions in 
Section 6 (3) (9) and (10).



Example of a Sign

นายสมบติั ใจดี
ปริญญาตรีวิทยาศาสตร์

นายสมบติั ใจดี วท.บ.or

White area White area

Not less than 
20 cm.

Not less than 
20 cm.

Not less than 50 cm. Not less than 50 cm.

blue Thai letters no smaller than 3 cm. blue Thai letters no smaller than 3 cm. 
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