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To:  Complementary Health Products Branch 
       Health Products Regulation Group 
       Health Sciences Authority (HSA) 
       11 Biopolis Way #11-01 Helios Singapore 138667 
  

Product name  _____________________________________________ 

(English / Chinese) / __________________________________________________ 

Brand name  _______________________ Dosage form _____________________ 

Manufacturer __________________________________________ 

 
INFORMATION REQUIRED FOR FERMENTED SUBSTANCE(S) IN CPM   

 

 

A. Please fill up the following  

 

I. Fermented Substance(s) (e.g. Cordyceps, Red Yeast Rice) : 

1. Species (Please include strain identification report, except for Monascus pupureus) 

 

 
 

2. Source(s), including the name(s) and address(es) of the manufacturer(s) 
 

 
 
 

 

B. Please fill up and attach the following : 

 

I. Fermented Substance(s):  Name of Document(s) Attached 

 

Please submit the specifications and Certificate of Analysis 
(COA) of the fermented substance(s), including description 
of physical characteristics such as colour, texture and 
quantity of active constituents (e.g. adenosine ≥XX%) 

≥XX%  

 

II. Details of Manufacturing Process of Fermented 

Substance(s):  

Name of Document(s) Attached   

 

Please submit the manufacturing process in the form of 
flowchart(s), and indicate the type of fermentation (e.g. 
liquid/solid) and conditions used (e.g. temperature, 
pressure, humidity) 

/

 

 
 
 
 
 

2. Manufacturer’s licence and GMP Certificate, where 

applicable  

GMP  
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C. Please confirm the following and attach the required details where applicable  

 

 

I. Details of Manufacturing Process of Fermented 

Substances:  

Yes/No 

/  

If yes, details to be submitted  

 

1. Animal-derived materials used, if any (e.g. 
animal lipids in culture media)  

 

 1. List of animal-derived materials 

     

2. If ruminant-derived material is used, 
please attach CPMF9.6*  

CPMF9.6* 

2. Impurities / By-products produced during 
manufacturing, if any 

/  

 Allowable impurities / by-products limits / 
specifications 

/ /  

3. Solvents / chemicals used for purification, if 

any /  

 List of solvents / chemicals 

/  

4. Solvents / chemicals used for extraction, if any

/  

 List of solvents / chemicals 

/  

5. Hazardous additives, e.g. bleaching agents 

used during manufacturing

 

 List of hazardous additives and the 
allowable residual limits 

 

6. Residues, if any 

 

 Allowable residues limits / specifications 

/  

*CPMF9.6_TSE undertaking form, to be filled up by the local applicant, can be downloaded from the HSA website. 

CPMF9.6  

 
D. Additional Information  

 

Details  Yes/No 

/  

If yes, Name of Document(s) Attached 

 

1. Information on system for quality control (e.g. 
SOPs or workflows to avoid strain mutation, 
degeneration and contamination in the 
fermented substance)  

 

  

2. COA of the fermented substance showing 
testing of other by-products or toxic substances,  

 

  

3. Composition of culture media used in 
manufacturing process  
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E.  Manufacturer of Fermented Substances  

I hereby declare that the above information on this form is current and correct. 

 

Name  _______________________         Designation _____________________________ 

Name and address of company ______________________________ 

___________________________________________________________________________________ 

Tel _________________    Fax __________________  Date __________________     

 

Signature __________________           

F. Local Applicant : 

Should the above CPM product be listed by HSA, I shall report any changes to the above details to the 

Complementary Health Products Branch as soon as possible.  

. 

Name _________________________  Designation ____________________ 

Name of company: _________________________________________________ 

Tel _____________________  Fax _________________ Date ________________       

 

Signature ___________________  

 

 


