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______________________________________________________________________

______________ 

Categorization, Scheduling or Classification of Traditional Medicine 

______________________________________________________________________

______________ 

 

Traditional Medicine, just like conventional medicine, is scheduled or classified according 

to their use, method of preparation, indications for use and the extent of development.  

Most traditional medicines and medicinal products are non-scheduled (S0) but are 

categorized or classified as follows: - 

 

1. Category 1 (C1) Traditional Medicine 

 

 It is prepared extemporaneously (generally following consultation with the patient).  

Category 1 (C1) Traditional Medicine is prepared specifically for the medical 

condition of the patient, 

 It is prepared following traditional methods of production and standardization (the 

formula and method of preparation are chosen by the Traditional Health 

Practitioner, according to the patient’s medical condition),  

 Its safety and efficacy are guaranteed by the long period of usage, usually over a 

20-year period, 

 Raw materials used in preparing C1 medicine have been previously researched, 

and are well-known to Traditional Health Practitioners and may be fresh or dried, 

 Aqueous preparations usually have a short shelf life which, generally, does not 

exceed one week, 

 It is distributed on an individual basis according to their illness and does not need 

to be registered with SAHPRA and no Marketing Authority (MA) is required. 
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2. Category 2 (C2) Traditional Medicine 

 

 It is prepared in advance, packed with a batch number, 

 Raw materials used in its composition are well-known to the population, 

 It is produced by methods that guarantee its stability and standardization, 

 It is produced industrially or semi-industrially 

 Its safety and efficiency are guaranteed by ethnomedical evidence from a long 

period of use or by open clinical trials where this is deemed necessary by the 

competent authority, 

 The constituent active ingredients are raw materials, 

 The main chemical groups of raw materials are known, 

 The shelf life is determined through stability tests 

 

3. Category 3 (C3) Traditional Medicine 

 

 It is prepared in advance and packaged with a batch number, 

 Its production is semi-industrial or industrial, 

 Its shelf life is determined by stability tests 

 The active ingredients are standardized extracts, 

 It takes into consideration the biological properties of raw materials, new 

therapeutic indications, galenical formulations with dosage specification and 

knowledge about biologically active molecules, 

 Its standardization and production are based on Good Manufacturing Practices 

(GMP’s), 

 Its efficacy and safety are proven by preclinical trials based on standard protocols. 

 

4. Category 4 (C4) Traditional Medicine 

 

 It is imported, 

 It should be registered in the country of origin, 

 It meets all the requirements of Category 3 (C3) Traditional Medicine 

 

IMPORTANT: 
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 Any Traditional Medicine may be retailed or wholesaled if it has a Marketing Authorization 

(MA) granted by the South African Medicines and Medical Devices Regulatory Authority 

(SAMRA).  SAMRA in South Africa, is the Regulatory Authority responsible for Traditional 

Medicine products regulation, which includes Categories 2, 3, and 4 Traditional Medicines.  

  

Only Category 1 (C1) Traditional Medicines are exempted from this requirement, and 

Traditional Health Practitioners are free to formulate and dispense to their patients with 

such medicines according to the ailments to be treated, if they know the herbal ingredients 

used, and they guarantee the safety and efficacy thereof. 

 

Packaging of Category 1 (C1) Traditional Medicines 

 

The following information must be written on the packaging or labeling of the Category 1 

(C1) Traditional Medicines: - 

 

1. C1, 

2. Possible Ailment to be Treated, and Not the Name of the Product, 

3. Dosage and Method of Administration or Usage (Oral, Topical application, 

Smudging, Smoking etc.), 

4. Any Known Side Effects or Precautions, 

5. Ingredients Used in the Formulation of Traditional Medicine Products, 

6. Traditional Health Practitioner’s Name, Title, Address and Contact Numbers. 

7. Traditional Health Practitioner’s Practice / License Number (if applicable) 

 

NB: Tetrahydro-Cannabinoids (THC) and Cannabinoids (CBD) are regulated and 

scheduled  

         differently, and THP’s are advised to follow the set requirements and rules, if they 

want  

         to include Cannabis in their medicine regimen. 


