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CLASSIFICATION FORM 
FOR
A HERBAL MEDICINAL PRODUCT
A GUIDANCE DOCUMENT has been prepared to help you fill in this classification form.  
http://www.medicinesauthority.gov.mt/pub/Guidance%20document.pdf

1a.
Name of importing company in Malta: 
	     


1b.
Possess a: Wholesale dealer licence   FORMCHECKBOX 
      Importer licence   FORMCHECKBOX 
       None  FORMCHECKBOX 
 
1c.
Address of importing company in Malta:

	     

	     

	Town:                                          
	Postcode:      

	Telephone number:      
	Fax Number:      


2.
Name of Contact person within the company:

	     

	Email address:     


3.
Product Name: 

	     


4. Dosage form:                  FORMDROPDOWN 

Others:      
5. Route of administration:   FORMDROPDOWN 

Others:      
6. Legal status of the product:   FORMDROPDOWN 

7. Product ingredients: 
(Kindly insert one ingredient per box)
	Active ingredient/s
	Amount/  unit dose
	Total daily dose
	Plant part

	     
	     
	     
	 FORMDROPDOWN 


	     
	     
	     
	 FORMDROPDOWN 



	     
	     
	     
	 FORMDROPDOWN 


	     
	     
	     
	 FORMDROPDOWN 


	     
	     
	     
	 FORMDROPDOWN 


	     
	     
	     
	 FORMDROPDOWN 


	     
	     
	     
	 FORMDROPDOWN 


	     
	     
	     
	 FORMDROPDOWN 


	     
	     
	     
	 FORMDROPDOWN 


	

	Excipients
	Amount/unit dose
	Excipients
	Amount/unit dose

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     


8. Is the product combined with any other ingredient such as vitamins and/or minerals?   FORMDROPDOWN 
        
If yes please specify: 
	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     


9.
Product indications 

(Any claims specified on the packaging or package leaflet (if available)
	     



10.
Member State (MS) or third Country from where product is exported:

	     


11.
If the manufacturer is not based in a member state of the EEA, name and contact details of the representative in the EEA

	     

	     

	Town:                                          
	Postcode:      

	Telephone number:      
	Fax Number:      


12. Status of the product in Malta

i. Product was on the market

 FORMDROPDOWN 
  
until Year       
ii. Product is currently on the market
 FORMDROPDOWN 

since Year      
iii.  To start importation of product after 30 September 2010
 FORMDROPDOWN 

13.
Number of years the herbal substances/ preparations has been used: 

a.   World wide:        years


b.   Within European Union       years
14. How is the product classified in the country of source: 
 FORMDROPDOWN 
              If Other, please specify:                      

15a
Proof of Efficacy:  FORMDROPDOWN 

15b 
Proof of Safety:  FORMDROPDOWN 

15c
Proof of Quality:  Tick one or more
European or Community Monograph Available  FORMCHECKBOX 

Processed in accordance with Good Manufacturing Practice  FORMCHECKBOX 

I confirm that all above information is true and accurate to my best knowledge.
It is ultimately, the responsibility of manufacturers, wholesale dealers and importers, and anyone placing herbal medicinal products on the market to ensure that they comply with the law.
Thank you
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