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Instructions

Please read these instructions carefully to properly complete this form. If you need more space to complete an answer, use separate sheet(s) of paper. Write the name of the company at the top of each sheet and indicate the number of the item to which the answer refers.
Notes on registration as pharmaceutical supplier with SEHA
Abu Dhabi Health Services Company (SEHA) procurement department maintains a supplier list for classifying suppliers and contractors into supply categories. SEHA procurement department has initiated registration and evaluation of pharmaceutical suppliers. Qualified suppliers will be able to participate in tenders for pharmaceuticals, depending on evaluation process, after submitting the registration form. 
Suppliers are responsible for keeping their application current by notifying SEHA procurement Department when changes occur regarding the products or services offered, address, contact information, ownership or status as a bidder, certification and licensing status, etc. Suppliers may be required to renew their applications or validate information at the discretion of SEHA. 

Guidelines on filling the pharmaceutical supplier evaluation form
Use Blank ink. Type or print clearly using capital letters. If an item does not apply to you write “N/A”. If the answer is none, write “NONE”.

This form is divided into Sections 1 through 5. The following information should help you fill out the form.

Section 1. General information: Please fill in most recent contact information of your company. Any changes should be communicated to SEHA immediately.

Section 2. Business information
Point 2.1: this information is relating to establishment of the company in UAE. Kindly attach a copy of a valid trade license issued by chamber of commerce. State the type of business as registered in chamber of commerce, e.g. L.L.C, LTD, others.

Point 2.2: Specify type of activity or business done. You may wish to check any box relevant to type of business you carry out.

Point 2.3: If you are a wholesaler or local agent and hold agency or distributor ship agreement with companies please list the companies and specify the type of business relationship, e.g. regional agency (GCC countries), UAE distributor, sales representative, etc. Valid copies of letters of appointment from companies, with whom there is an established business relationship, hereafter called principles, should be furnished.

Section 3. Regulatory issues

This section evaluates your certification and licensing as a pharmaceutical supplier. Local agents need to coordinate with their principles to get the required documents.
Point 3.1: A copy of valid UAE license from HAAD or Ministry of Health (MOH) should be furnished. This is applicable to drug stores (wholesaler, local agents), local manufacturer and scientific offices. If you are based in the emirate of Abu-Dhabi, HAAD license is required. Otherwise, you will submit the MOH license. 

Point 3.2: Manufacturers or their local agents will need to submit certification or 
latest inspection report (whatever is applicable) confirming compliance with GMP standards. This certification might be 
obtained through a national or international competent drug regulatory authority (DRA), e.g. FDA, WHO, EMEA, TGA, PICS, etc.  

Point 3.3: Manufacturers or their local agents should list dosage forms licensed to manufacture.

Point 3.4: Manufacturer or their local agents need to provide copy of the last inspection report or certificate from either national or other DRA.

Section 4. Manufacturing Information
The information in this section is required to evaluate the scope of manufacturing and export of products that the supplier does. Local agents should obtain this information from their principles.

Point 4.1: You will need to list manufactured products specifying details in table. 
· Pharmaceutical product is the trade name of the drug, e.g. Zantac

· Generic name is the scientific name or active ingredient, e.g. Ranitidine.

· Strength of the drug, is the dosage e.g. 150 mg
· Pack size is the primary package size of the products, e.g. 10 tablets/ strip, box of  30 tablets or unit dose; bottle of 60 tablets
· License number in country of origin, this is the national DRA assigned registration number for the product, e.g. for FDA approved drugs NDC (National Drug code) is provided, for UK Product License number (PL), while in German PZN (Product Zentral Number) is required. 
· License Number in UAE: If products are licensed in UAE, the MOH registration number of the product is required. For UAE local Manufacturers products license number 
in the country of origin and UAE license number will be identical.

Point 4.2: If you subcontract manufacturing of products with other companies, you will need to list the products subcontracted and 
provide name and address of company manufacturing on your behalf.

Point 4.3: If you manufacture under contract for other companies, the products and details of companies for which you manufacture need to be listed. 

Point 4.4: If you export products to other countries, specify the countries to which you export. Please state whether the importer (your customer) is a private or governmental agency.
Point 4.5: Any products that you manufacture and are not marketed and sold in the country of origin need to be listed with the reason specified.

Section 5. Quality information
This section is required to evaluate the quality control facilities provided by your company. This section should be filled by manufacturers or their corresponding agents. 

Point 5.2: If you use other Quality Control laboratories than your own, please specify name and address of such laboratories.

Point 5.5: this question verifies whether you carry out all recommended tests as per the quality standard you follow, if not you need to state reasons.

Submit your application form

Your application must include the following items:

· Your signed, stamped and completed form by an authorized company representative. Authorization letter should be attached
· Valid copies of certificates or documents required in the form
Processing of application
Our goal at SEHA procurement department is to process all applications fairly. The processing time will vary depending on evaluation process and on availability of all requested documents.

If you do not completely fill the application and submit all necessary information, your registration as a pharmaceutical vendor with SEHA will not be completed and therefore you will not be eligible to participate in SEHA tenders for pharmaceuticals. 
Correct inaccurate information:

 If you want to correct inaccurate information in your application, send an official letter to SEHA procurement department, dated and signed by your authorized person citing specifically 
what information on your form requires correction. 

Translation: 
The application should be filled in English Language only. Documents can be in Arabic or English. If you send any document in any other languages it must have a full English or Arabic translation that the translator has certified complete and correct. 
Decision:
You will be notified by writing of the decision on your application and therefore your status as a qualified pharmaceutical supplier.
Mail your completed application to the following address: 
SEHA Procurement Department

Pharmaceutical Vendor Pre qualification Form 
P.O. Box 109090, Abu-Dhabi, UAE

If you need further information regarding registration with SEHA kindly send your query to the following e-mail: nbehisy@seha.ae / eatrash@seha.ae.
1. General Information

	Name:
	

	Postal address:
	

	Physical address:
	

	Telephone:
	

	Fax number:
	

	Website address:
	

	Contact e-mail address:
	


2. Business Information 

2.1. Business Information

	Year established:
	

	Legal status (Ltd, Plc, LLC, other):
	

	Trade register number (copy of Chamber of Commerce license):
	


	2.2. Type of activity carried out by the company 

 Manufacturer
	 Wholesaler
	 Local agent

	 Branded products
	 Branded products
	 Branded products 

	 Generic products
	 Generic products
	 Generic products 


2.3. Agencies/ Business relationships: If you are a wholesaler or a local agent please list all pharmaceutical companies with whom there is a business relationship established and provide copies of letters of appointment. Please specify type of relationship e.g. agency, distributorship, sales representation, etc.
	Company
	Address
	Type of Business relationship

	
	
	

	
	
	

	
	
	


3. Regulatory Issues
3.1. UAE Health Authorities License (HAAD, MOH)

Provide a copy of the relevant UAE license (Drug store, manufacturer or scientific office)
3.2. Good Manufacturing Practice (to be filled by manufacturers or local agents)
Provide a copy of the latest inspection report or GMP certificate whichever is appropriate from the following Drug Regulatory Authorities (DRA)
	 WHO
	 FDA

	 PICS
	 EMEA

	 TGA 
	 MOH

	 Other: Specify ____________
	


3.3. Manufacturing License for Medicinal product (to be filled by manufacturers or local agents)
Please check the pharmaceutical dosage forms you are licensed to manufacture by the National Regulatory Authority.
	 Oral solid dosage forms
	 Topical preparations

	 Oral liquid dosage forms
	 Sterile dosage forms

	 Beta-lactams
	 Others (specify):__________________


3.4. Inspection

Date of last inspection by a National or other competent Drug Regulatory Authority (DRA):

	DRA
	Date

	
	

	
	

	
	


Please attach a copy of the last inspection report(s) or certificates for review on a confidential basis.
4. Manufacturing Information (to be filled by manufacturers and local agents)
4.1. Total number of drugs manufactured:__________________
(Provide list of manufactured products as specified in the table below)

	Pharmaceutical product
	Generic name
	Dosage form
	Strength
	Pack size
	License no. in the country of origin
	License no. in UAE 

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	


4.2. Are all manufacturing operations (processing, packaging) carried out internally?

 YES                                                        NO

If “No,” attach a list of pharmaceuticals manufactured or packaged by other companies and marketed by you. Please give the names of the companies with whom you subcontract, for each item.

	Product
	Manufacturer
	Address
	Activity (manufacturing or packaging)

	1.
	
	
	

	2.
	
	
	


4.3. Do you undertake contract manufacture for other companies?
 YES                                                        NO

If “yes”, attach a list of the products you are manufacturing and the companies you are manufacturing for 

	Product
	Company
	Address
	Activity (manufacturing or packaging)

	1.
	
	
	

	2.
	
	
	


4.4. Do you export products manufactured by your company to other countries?

 YES                                                        NO

If “Yes”, supply details as in the table below:

	Pharmaceutical Product
	Generic name
	Country
	By (Public organization or private importer)

	1.
	
	
	

	2.
	
	
	


4.5. Are there any products manufactured by your company that are not marketed in the country of origin? 

 YES                                                        NO

If “Yes”, supply details as in the table below:

	Pharmaceutical Product
	Generic name 
	Reason

	1.
	
	

	2.
	
	


5. Quality Information (to be filled by manufacturers and local agents)
5.1. Do you maintain your own quality control laboratory?

 YES                                                        NO

5.2. List names and addresses of quality control laboratories used in addition to or in

lieu of your own laboratory, if any.

	Laboratory
	Address

	
	

	
	

	
	


5.3. Are all raw materials completely tested prior to use or is a Certificate of Analysis accepted?

 YES                                          NO


Certificate of Analysis

5.4. Indicate the Quality standards that your company follows
BP Edition 

USP Edition                EP Edition 
Other:

5.5. Are all recommended quality standards tests carried out?

 YES                        NO

If “No,” state reason why not:

5.6. Are control samples of each batch retained?

 YES                        NO

5.7. Complaints and Recalls:

Do you have a recall procedure that allows you to recall any product effectively and promptly within 24 hours from distribution points or market?
 YES                        NO

Do you have a procedure for complaints handling?

 YES                        NO

5.8. Indicate if you perform the following quality tests routinely.
Active raw materials

Non-active raw materials

Packaging materials

Intermediate products

Bulk products

Finished products

5.9. Are stability tests routinely conducted for every finished product?

 YES                        NO

If “No,” state reason why not:

5.10. Do you carry out inspections or quality audits of your own suppliers?

 YES                        NO

CERTIFICATION

I, the undersigned (full name of the person responsible)   _______________________________ 

Hereby declare that all the information given above is true, and take the full responsibility for all consequences that might arise from false or erroneous information.
Name




         Designation 

        
             Date (mm/dd/yyyy)
Signature
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