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Translation 
 

NOTIFICATION OF THE NARCOTICS COMMISSION 
RE: SPECIFICATION OF LABELS AND PACKAGE INSERTS OF  

PRODUCED, IMPORTED, OR EXPORTED HEMP-BASED MEDICINAL FORMULA PRODUCTS  
THAT ARE NARCOTICS OF CATEGORY V, 

B.E. 2564 (2021)*1 
   

 
  By virtue of the provisions of section 34/1 (3) and section 34/2 (3) of the 
Narcotics Act, B.E. 2522 (1979) as amended by the Narcotics Act (No. 7), B.E. 2562 (2019) in 
conjunction with the resolution of the Narcotics Commission in the meeting No. 425-1/2564 
on 19th January B.E. 2564 (2021), the Narcotics Commission hereby issues a notification as 
follows. 
 
  Clause 1. This notification shall come into force as from the day following 
the date of its publication in the Government Gazette. 
 
  Clause 2. In this notification: 
  “label” means any figure, artificial mark, symbol or text displayed on a 
container or packaging of a hemp-based medicinal formula product which is a narcotic of 
category V; 

“package insert accompanying a narcotic of category V” means a paper or any 
other article on which meanings are made appeared through a figure, an artificial mark, a 
symbol or a text related to the hemp-based medicinal formula product being a narcotic of 
category V, which is inserted in or made as part of the container or packaging. 

 

* Published in the Government Gazette, Vol. 138, Special Issue 30d, page 13, dated 8th 
February B.E. 2564 (2021) 

1 Translator’s Note: Readers should be aware that the word “distribute” as being used in this 
translation has the same meaning as the word “dispose” used in the translations of the Narcotics Act,  
B.E. 2522 (1979) and the Ministerial Regulation on Application for Licenses and Grant of Licenses to Produce, 
Import, Export, Dispose or Possess Narcotics of Category V Concerning Hemp, B.E. 2563 (2020) previously 
published by the FDA as both words are translated from the word “จำหน่าย” in Thai. The translator chooses 
the word “distribute” to avoid confusion that may be caused from the use of the word “dispose” in several 
contexts of this translation. 
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  Clause 3. A licensee holding a license to produce, import or export 
narcotics of category V with respect to hemp-based medicinal formula products that are 
narcotics of category V must cause— 

(1) a label to be placed in a conspicuous location on the container or 
packaging; 

(2) a package insert accompanying a narcotic of category V to be inserted in 
or made as part of the container or packaging, except for cases of a narcotic of category V 
produced for export which shall comply with the requirements of the importing country. 
  A label and a package insert accompanying a narcotic of category V under (1) 
and (2) must be made ready before the distribution or export. 
 
  Clause 4. A label of a produced, imported or exported hemp-based 
medicinal formula product which is a narcotic of category V must at least contain the following 
items: 

(1) name of the formula; 
(2) volume contained in the package; 
(3) name and quantity of hemp or active substances, and other medicinal 

substances which are active ingredients in the hemp-based medicinal formula; 
(4) product certificate number which shall be displayed in the pattern 

prescribed by the notification of the Secretary-General, except for cases of a hemp-based 
medicinal formula being a narcotic of category V domestically produced under the Special 
Access Scheme which need not display the product certificate number; 

(5) number or alphabet indicating the production lot, or number or alphabet 
indicating the analysis lot; 

(6) name of manufacturer and location of the manufacturing or import facility, 
as the case may be; 

(7) date, month and year of manufacturing and date, month and year of 
expiration, provided that if the date cannot be specified, month and year shall instead be 
specified; 

(8) the words “NARCOTICS OF CATEGORY V” in red letters on a white 
background with a noticeable red border line; 

(9) the texts “Warning: Addictive and Harmful. Use as Prescribed by Physician” 
in red letters the appearance and size of which shall be more prominent and noticeable than 
other texts on the label apart from the name of the medicinal formula; 
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(10)  warnings or precautions which shall be conspicuously displayed, provided 
that if the warnings or precautions cannot be displayed on the label, they shall be displayed 
in the narcotic package insert; 

(11)  QR code or other code as specified by the notification of the Secretary-
General. 

In cases where the container or packaging of a hemp-based medicinal formula 
product which is a narcotic of category V is small to the extent that it cannot contain all of 
the items under clause 4, the label to be placed on such container shall at least contain the 
items under clause 4 (1), (5), (7), (8), (9) and (11). The other texts shall be made into a leaflet 
inserted to accompany the container or packaging. 

 
   Clause 5. A label of a hemp-based medicinal formula product which is a 
narcotic of category V and produced for export must at least contain the following items: 

(1) items under clause 4 (1) to (5); 
(2) name of the manufacturer and location of the manufacturing facility, and 

the word “Thailand”; 
(3) name of the exporter and location of the export facility in cases where 

there is an export agent; 
(4) the texts “manufacturing date …” or “mfg. date …” to indicate the date, 

month and year of manufacturing and the texts “expiry date …” or “exp. date …” to indicate 
the date, month and year of expiration of the product; 

(5) the texts “warning: may be habit forming” in noticeable red letters; 
(6) the texts “For export only”; 
(7) QR code or other code as specified by the notification of the Secretary-

General. 
 
   Clause 6. A label of a hemp-based medicinal formula product which is a 
narcotic of category V that a licensee holding a production license for compounding of drugs 
to treat specific patients will deliver to a patient must at least contain the following items: 

(1) name of the formula; 
(2) dosage and directions; 
(3) patient’s name; 
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(4) the texts “Warning: Addictive and Harmful. Use as Prescribed by Physician” 
in red letters the appearance and size of which shall be more prominent and noticeable than 
other texts on the label apart from the name of the medicinal formula; 

(5) the words “NARCOTICS OF CATEGORY V” in red letters on a white 
background with a noticeable red border line; 

(6) volume contained in the package; 
(7) date, month and year of manufacturing or date, month and year of 

distribution; 
(8) license number of the license to produce (compound) narcotics of 

category V with respect to hemp. 
 
   Clause 7. A package insert accompanying a narcotic of category V of a 
produced or imported hemp-based medicinal formula product which is a narcotic of category 
V must at least contain the following items: 

(1) name of the formula; 
(2) name and quantity of active substances or other medicinal substances 

which are active ingredients of the hemp-based medicinal formula which is a narcotic of 
category V; 

(3) characteristics of the product; 
(4) medicinal properties or indications; 
(5) recommended dosage; 
(6) directions; 
(7) contraindications; 
(8) warnings or precautions; 
(9) the texts “Warning: Addictive and Harmful. Use as Prescribed by Physician” 

in red letters the appearance and size of which shall be more prominent and noticeable than 
other texts in the package insert accompanying a narcotic of category V; 

(10) interactions with other medication; 
(11) adverse reactions; 
(12) storage conditions; 
(13) dosage form and volume contained for distribution; 
(14) name of manufacturer or importer of the narcotic of category V, or owner 

of the product, as the case may be, and their location; 
(15) date of revision of the insert. 
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In cases of a hemp-based Thai traditional medicinal formula, the item under 
(10) need not be displayed. 

 
  Clause 8. The details of the contraindications, warnings or precautions for 
a produced or imported hemp-based medicinal formula which is a narcotic of category V must 
at least contain the following. 

(1) Do not use in persons allergic to marijuana, hemp, tetrahydrocannabinol 
(THC) or cannabidiol (CBD). 

(2) Use in pregnant women, lactating women as well as adult women who 
have not yet received contraception or who plan for pregnancy should be avoided. 

(3) The formula may cause drowsiness. A person taking the formula should 
not drive a vehicle, operate machinery or carry out risky work. 

(4) Use of a medicinal formula containing higher levels of THC (delta-9-
tetrahydrocannabidol) with little, if any, CBD in persons under the age of 25 years should be 
avoided, except in cases where the physician considers that the benefits outweigh the risks. 

(5) Hemp should not be used in patients with severe cardiovascular or 
cerebrovascular disease as it may cause hypotension, and sometimes hypertension, syncope, 
tachyarrhythmia, myocardial infarction and cerebrovascular disease, and in persons with 
severely impaired liver or kidney function. 

(6) A medicinal formula containing higher levels of THC (delta-9-
tetrahydrocannabidol) with little, if any, CBD, especially a medicinal formula containing high 
concentration of THC, should not be used in patients with a history of a psychiatric disorder 
(e.g., psychosis, schizophrenia, anxiety disorder and mood disorder) or with a family history of 
schizophrenia. 

(7) The formula should not be taken long term as it may cause narcotic 
addiction, except when prescribed by a physician. In case of frequent use, the result of the 
treatment should periodically be evaluated and the physician should be consulted before 
stopping the administration of the medication as it is necessary to gradually reduce the dose 
in order to prevent drug withdrawal symptoms. 

(8) Use in patients treated with a tranquilizer or other psychotropic drugs 
should be cautious as it enhances the actions of depression of the central nervous system or 
increases the psychotropic effects. 

(9) Use in patients with a history of narcotic use as well as persons with a 
history of alcoholism should be cautious. 
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(10) If the patient has a drug allergy, such as rash, lip swelling, eye swelling or 
facial swelling, stop taking the medication and consult with a physician or a pharmacist.  

(11) Keep the drug out of children’s reach.  
 
  Clause 9. The texts on a label and a package insert accompanying a 
narcotic of category V must be in Thai language and clearly readable. In cases where texts in 
a language other than Thai language are included, their meanings must correspond to the Thai 
texts. 

  
 

Announced on the 3rd day of February B.E. 2564 (2021) 
Thongchai Keeratihuttayagorn 

Deputy Permanent Secretary of the Ministry of Public Health 
Head of the Health Service Support Cluster 
Chairperson of the Narcotics Commission 


