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This form is to be used for enquiries on the product classification and regulatory control of health products which include Medicinal Products (Western Medicines), Medical Devices, Chinese Proprietary Medicines (CPMs), Health Supplements, Traditional Medicines (TMs), and Cosmetic Products regulated by the Health Products Regulation Group (HPRG).
[Note: For grouping enquiries of Medical Devices, please use the Medical Device Branch Grouping Enquiry form
.]
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Section B: Purpose & History of Enquiry

(i) Indicate the purpose of the enquiry.
(ii) Indicate if any previous enquiry has been made on the product. If there is, indicate: 
· when the enquiry was made (exact date if possible), and

· where the enquiry was sent to [specific unit in HSA or other agencies: Pharmaceuticals & Biologics Branch, Health Supplements Unit, Chinese Proprietary Medicines Unit, Medical Device Branch, HSA Tradenet, Agri-Food & Veterinary Authority (AVA), National Environment Agency (NEA), Singapore Customs, etc].

Section C: Product Details

Note: For Medical devices, please verify the risk classification with the product owner before submitting the enquiry. Refer to GN-13-R1_Guidance on the Risk Classification of General Medical Devices
 and GN-14-R1_Guidance on the Risk Classification of In Vitro Diagnostic Medical Devices
 for details. If you would like us to confirm the risk class, please propose a risk class and your justification for the proposal.
Section C1: Basic Product Details

(i) Brand / Product Name: 
· Indicate the full brand or proprietary name of the product.
(ii) Name & Country of Manufacture: 
· Indicate the name and country of the finished product manufacturer.
(iii) Classification in Country of Manufacture: 
· Indicate the classification of the product in the country of manufacture.
· If the product is manufactured in Singapore, indicate “N.A.”

(iv) Intended use / Indications for use in Singapore: 
· Indicate the proposed functions and/or claims of the product in Singapore. Example: relief of headache, treatment of diabetes, treatment of asthma, maintaining healthy joints, soothe sore throat, wound healing, etc.
Section C2: Status of Product in Other Countries
· Indicate whether the product is marketed in other countries.

· Indicate the classification of the product in the countries where it is marketed. Example: medicinal product (western medicine), medical device, health/dietary supplement, Chinese proprietary medicine, traditional medicine, food, cosmetic product, etc.

· Please attach a separate sheet if space is insufficient.    

Section C3: 
[For Medical Devices, please fill in where applicable or indicate “Not applicable”.]
(i) Dosage form:

· Indicate the physical form of the finished product (final packaged product). Example: tablet, capsule, syrup, suspension, injection, powder, cream, lotion, etc.

(ii) Route of Administration:

· Indicate how the product would be administered. Example: oral, topical, intravenous, inhalation, intraocular, etc.

(iii) Ingredients:
· List all ingredients in the finished product. [Please note that HSA can only advise on the classification or regulatory controls of the product based on the declared list of ingredients. If other ingredient(s) is/are present in the product, the classification or regulatory controls may be different.]
· Herbs should be specified by their botanical names and Chinese name, where applicable. 
· Please attach a separate sheet if space is insufficient.

(iv) Strength of ingredient:

· Example: International units (IU), mg, mcg, %, etc.
· Based on the product classification in the country of manufacture:

· CPMs, TMs & Health Supplements: state the actual quantity (IU, mg, mcg, etc) of the ingredient in the product per unit measure (e.g. per capsule, per 5ml dose, per scoop, etc)
· Cosmetic products: state the percentage (%) of the ingredient in the product
· Medicinal Products & Medical Devices (if applicable): state the strength of the ingredient in the product as reflected in the product label
(v) Active / Inactive ingredient:

· To indicate if the ingredient is an active or inactive ingredient. 
· Active ingredient is the component of the product which is responsible for the activity of the product. Example: paracetamol, vitamin B1, ginseng, etc.

· Other components of the product would be considered inactive ingredients. These include fillers, binders, coating, preservatives, flavourings, colours, etc. Example: lactose, magnesium stearate, sugar, water, etc.
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1. Please attach clear copies of relevant product label, packaging material, and/or product insert when submitting the enquiry form. 
For Medical Devices, the following product information is required to be provided:

(i) Product label (indicating product name and product owner)

(ii) Product Instructions for Use (IFU), Operator’s Manual, Package Insert and/or other documents that should elucidate the following:
a) primary mode of action of product (i.e. how the product achieves its intended use)

b) accessories for use with the medical device

c) method of operation/ directions for use (i.e. procedure for use of the product)

d) technical specifications of the product (e.g. power/frequency of ultrasonic emission)

e) physical/chemical composition of product (e.g. concentration of chemical/biological ingredients, if any)

f) animal or biological tissue that has been incorporated. If none, please state so.

(iii) Product Brochure (pictorial description of device)

2. For CPMs or TMs, please also submit the product sample (if available). Please note that the product sample will not be returned.
	Please send the completed enquiry form and attachment/sample to:

Health Products Regulation Group

Health Sciences Authority

11 Biopolis Way #11-01 Helios, Singapore 138667

Tel: 65 6866 3400
Fax: 65 6478 9076
Email: HSA_Prod_Class@hsa.gov.sg


	Section A: Particulars of Enquirer

	Salutation
	 FORMCHECKBOX 
 Mr.
	 FORMCHECKBOX 
 Mrs.
	 FORMCHECKBOX 
 Mdm
	 FORMCHECKBOX 
 Ms
	 FORMCHECKBOX 
 Dr.
	 FORMCHECKBOX 
 Prof.

	Name
	     

	Designation
	     

	Company Name
	     

	Company Address
	     

	Telephone No. 
	     
	Fax No.
	     

	Email Address
	     


	Section B: Purpose & History of Enquiry

	(i) Enquiry on this product in relation to: 

 FORMCHECKBOX 
 Import

 FORMCHECKBOX 
 Wholesale / Retail

 FORMCHECKBOX 
 Manufacture

 FORMCHECKBOX 
 Assembly

 FORMCHECKBOX 
 Advertisement

 FORMCHECKBOX 
 Developmental product with incomplete information on formulation / concentration / label*
 FORMCHECKBOX 
 Others (specify):      
* Delete as appropriate

(ii) Have you enquired on this product previously?

 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 Yes

If yes:

a) Please state the date of the previous enquiry:      
b) Please state the agency / unit where the enquiry was sent to:      



	Section C: Product Details 


	Section C1: Basic Product Details

	(i) Brand / Product Name
	

	(ii) Name / Country of Manufacture
	     


	(iii) Classification in Country of Manufacture
	 FORMCHECKBOX 
 Medicinal Product
 FORMCHECKBOX 
 Medical Device
 FORMCHECKBOX 
 Health Supplement

 FORMCHECKBOX 
 Chinese Proprietary Medicine (CPM)

 FORMCHECKBOX 
 Cosmetic Product

 FORMCHECKBOX 
 Traditional Medicine
 FORMCHECKBOX 
 Others (specify):      

	(iv) Intended use / Indications of use in Singapore 
(i.e. functions / claims)
	     


	Section C2: Status of Product in Other Countries [Please attach a separate sheet if space is insufficient]


	Country
	Marketed?
	Product Classification in the Country

	
	Yes
	No
	

	Australia
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	Canada
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	European Union (EU)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	United States
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	Japan
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	China
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	Hong Kong
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	India
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	Malaysia
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	South Korea
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	Taiwan
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	Others –      
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	Others –      
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	Others –      
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	Others –      
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     


	Section C3: Description of Finished Product [For Medical Devices, please fill in only where applicable]

	(i) Dosage form
(e.g. tablet, syrup, injection, powder, etc)
	     

	(ii) Route of Administration
(e.g. oral, topical, intravenous, inhalation, etc)
	     

	(iii) Ingredients – herbs should be specified by botanical names and Chinese name, where applicable (Please attach a separate sheet if space is insufficient) 
	(iv) Strength*
(e.g. IU, mg, mcg, %, etc)
	(v) To select

	
	
	Active
	Inactive

	1.
	     
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	2.
	     
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	3.
	     
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	4.
	     
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	5.
	     
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	6.
	     
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	7.
	     
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	8.
	     
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	9.
	     
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	10.
	     
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	11.
	     
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	12.
	     
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 



* Based on the product classification in the country of manufacture:

· For CPMs, TMs & Health Supplements, state the actual quantity of the ingredient (IU, mg, mcg, etc) in the product per unit measure (e.g. per capsule, per 5ml dose, per scoop, etc)
· For Cosmetic products, state the percentage (%) of the ingredient in the product 
· For Medicinal Products & Medical Devices (if applicable), state the strength of the ingredient in the product as reflected in the product label

	For Official Use Only

	Date Received
	     
	Enquiry Case No.
	     

	Officer
	     
	Branch/Unit
	     

	Remark:      
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� http://www.hsa.gov.sg/publish/hsaportal/en/health_products_regulation/medical_devices/eservices_forms.html


� � HYPERLINK "http://www.hsa.gov.sg/publish/etc/medialib/hsa_library/health_products_regulation/medical_devices/guidance_documents. Par.83962.File.tmp/GN-13-R1%20Guidance%20on%20the%20Risk%20Classification%20of%20General%20Medical% 20Devices.pdf" �http://www.hsa.gov.sg/publish/etc/medialib/hsa_library/health_products_regulation/medical_devices/guidance_documents. Par.83962.File.tmp/GN-13-R1%20Guidance%20on%20the%20Risk%20Classification%20of%20General%20Medical% 20Devices.pdf�


� � HYPERLINK "http://www.hsa.gov.sg/publish/etc/medialib/hsa_library/health_products_regulation/medical_devices/guidance_documents. Par.55206.File.tmp/GN-14-R1%20Guidance%20on%20the%20Risk%20Classification%20of%20n%20Vitro%20Diagnostic% 20Medical%20Devices.pdf" �http://www.hsa.gov.sg/publish/etc/medialib/hsa_library/health_products_regulation/medical_devices/guidance_documents. Par.55206.File.tmp/GN-14-R1%20Guidance%20on%20the%20Risk%20Classification%20of%20n%20Vitro%20Diagnostic% 20Medical%20Devices.pdf� 






[image: image5.png][image: image6.png][image: image7.png]HSA

Health Sciences Authority



_1237963594.bin

