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1. 
General Information on the Supplier/Distributor

1.1 
Company Name: 
Address: 
Telephone: 
Telefax: 
Web site / E-mail:  

1.2 Is the Company an Agent or Supplier?

1.3 Please list all manufacturers and countries of origin of each product you use. 

2.
Regulatory Issues and Good Manufacturing Practices (GMP) 

2.1      Products supplied shall be manufactured and storage in conformance with the requirements for Good Manufacturing Practices and Quality Control of Drugs comply with the Good Manufacturing Practices (GMP) as recommended by WHO in Resolution WHA 32nd Annual Report for 1992 (WHO Technical Reports Series No. 823) and ratified in the 34th Annual Report in 1996 (WHO Technical Reports Series No. 863).

2.2 -    If the plants has already been inspected and authorized by WHO, UNICEF, MCA-UK, US-FDA, or other United Nations agencies, please attach reports of the latest of such inspections.

3.
Range of Products

             Indicate your range of products and attach your products list, 

You must include a corresponding UN Commodity Code for each product.  Go to  http://www.unspsc.org/search.asp for the corresponding codes.  Applications will not be accepted without this information.
	Range of Products
	YES
	NO

	Non-sterile, oral preparations, Non (-lactam    
	
	

	Non-sterile, oral (-lactam antibiotics
	
	

	Non sterile external preparations
	
	

	Parenterals, dry powder for injection, (-lactam antibiotics  
	
	

	Parenterals, dry powder for injection, Non (-lactam antibiotics
	
	

	Liquid parenterals, heat sterilized in final container                                               
	
	

	Liquid parenterals, aseptically produced          
	
	

	Suppositories
	
	

	Tablets / vaginal tablets                                    
	
	

	Ophthalmic sterilized solutions                         
	
	

	Ophthalmic sterilized ointments / creams         
	
	

	Spray / inhalers                                                 
	
	

	Other forms (attach)                                          
	
	


4.     Status of the Company 

4.1 -Attach Site Master File (details in the instructions)
4.2 -Manufacturer included in 1.3, will be filled out a similar PAHO/WHO Prequalification Questionnaire for Pharmaceutical Manufacturers (attached)

4.3 -PLEASE PROVIDE A COPY OF THE MOST RECENT AUDITED FINANCIAL STATEMENTS, INCLUDING THE OPINION OF YOUR EXTERNAL AUDITOR.  IT SHOULD NOT BE OLDER THAN ONE YEAR.  
5. Documentation to be provided in case of purchase. 

5.1- For each product selected / purchased by PAHO/WHO and prior of each shipment, the pre qualified supplier will provide a Certificate of Registry of Pharmaceutical Products in conformity with the recommended WHO format Certification Scheme 

        (http://www.who.int/medicines/areas/quality_safety/regulation_legislation/certification/en/)

6.    Shipping documents 

6.1 – A Certificate of Analysis (CA) must be supplied to the consignee with a copy to PAHO/WHO for each lot from which product is supplied, in compliance with specifications set forth in the last edition of one of the following pharmacopoeias: the International Pharmacopoeia, United States Pharmacopoeia - National Formulary, European Pharmacopoeia, British Pharmacopoeia, and other PAHO/WHO specifications. This Certificate of Analysis must include manufacture and expiration dates.   

6.2 - Bulk containers are accepted only if the consignee country will specifically require it in bulk assuring that the country has appropriate quality assurance systems to guarantee the repackage process. Solid products should preferably be packed in blisters.

6.3 -Label of each product with PAHO/WHO indications must be submitted (details in the requirements below with the instructions)

6.4 - Bioavailability/bioequivalence testing could be required by PAHO/WHO and the consignee country.

7.    Visit / Inspection 

7.1 - Manufacturing facilities could be visited by the PAHO/WHO authorities or by PAHO/WHO authorized professionals to verify the GMP requirements and attest the documentation submitted. 

INSTRUCTIONS FOR THE PAHO/WHO PRE-QUALIFICATION QUESTIONNAIRE FOR

PHARMACEUTICAL SUPPLIERS NO MANUFACTURERS

1. The PAHO/WHO Pre-Qualification Questionnaire should be completed exclusively by the Non Manufacturing Companies of Pharmaceutical Products (Agents or Suppliers) and delivered to the PAHO Procurement Office (PRO) with all the required documentation attached.

2.   If the company is an Agent, requirements of item 2 correspond to the Distributors or company doing distribution activity. 

       The production facilities contracted by the Agent  (item 1.3) will be analyzed by the documentation they present and through visits by the PAHO/WHO authorities or by PAHO/WHO authorized professionals to verify the GMP  requirements and attest the documentation submitted (item 7). Such visits can be waived if the plants has already been inspected and authorized by WHO, UNICEF, MCA-UK, US-FDA, or other United Nations agencies, and the reports of the latest of such inspections is attached (item 2.2).

3.   The pharmaceutical products that are offered (item 3) will only be those that the company declares as its own responsibilities. These products should correspond to the manufacturing license approved by the national health authorities of the country of origin (not valid if produced by a decentralized entity –provincial, state, or municipal) and in compliance with the recommended WHO format (Model Statement of Licensing Status of Pharmaceutical Product(s), 

        (http://www.who.int/medicines/areas/quality_safety/regulation_legislation/certification/en/)

4.    In order to have a general understanding of the company, its organization, and production, the Site Master File should be submitted (item 4.1 and 4.2), with the following minimum requirements:

a) General Information: abbreviated information on the company, address and site description.  Number of employees. Brief description of the quality management system.

b) Personnel:  organizational chart covering quality assurance, quality control, production and storage/distribution. Educational level, experience, and responsibilities of key personnel. 

c) Quality Control: description of the Quality Control System and the activities of the Quality Control Department.

d) Production Contracts and Analysis

e) Distribution, Complaints, and Market Recall 

f) Self-Inspection

g) Diagram/Plan of the Installation

5.   Only companies registered in the PAHO/WHO’s list of Eligible Manufacturers of Pharmaceutical Products can participate at PAHO/WHO bid solicitations for drugs.

6.  Once the pharmaceutical products are selected in the biding process (purchased) the company must provide, prior their shipment, the Certificates of Registry of Pharmaceutical Products, in conformity with the recommended WHO format, will be required at the time of a Request for Bid. (Item 5.1)

      (http://www.who.int/medicines/areas/quality_safety/regulation_legislation/certification/en/)

7.   For each shipment of medicaments / medicines acquired the pertinent Certificate of Analysis (CA) must included for each lot (item 8) and for each recipient county. 

The CA should comply with the requirements corresponding to the most recent monographs of: the International Pharmacopoeia, the United States Pharmacopeia – National Formulary, European Pharmacopoeia, British Pharmacopoeia, and other PAHO specifications.   The certificate should include the manufacture and expiry dates.

       (http://www.who.int/medicines/areas/quality_safety/regulation_legislation/certification/en/)

8. Bulk containers are accepted only if the consignee country specifically require it in bulk, assuring that the country has a suitable quality control system for repackaging (item 6.2), these systems are supposed to have adequate professionals, suitable equipment/containers and environmental conditions - optimal temperature, humidity, pressure, aseptic - necessary for the particular product, are met . Solid products should preferably be packed in blisters.

 9.  The requirements on the labels should be in the language of the consignee country, and/or can also be in other languages if space on the label so permits, and contain the minimum necessary information (item 6.3), as follows:

a) Nonproprietary name of the active ingredients (e.g. INN)

b) Dosage forms and weight, volume or dosage unit.

c) Strength of active ingredients  by unit dose, weight, volume or in international units

d) Administration

e) Manufacture’s lot number

f) Manufacture date

g) Expiry date

h) Storage condition and necessary precautions

i) Name and address of manufacturer

j) Name and address of the PAHO/WHO provider

Example:  The following information should be included in a label of an antifungal ointment

a) Clotrimazole

b) 25 gram cream (topical 1% - 25g)

c) 1 g cream containing 10 mg of Clotrimazole (1% - 10mg)

d) Topical application

e) Lot No. 210700

f) Manufacture date :  07/2000

g) Expiration date:  07/2003

h) Store at : less than 70o F

i) Produced by:  Laboratory X

j) Supplier: XX

 10.   In the case of related products (solution or dispersions) the label must include the        amount of active ingredient in terms of mass or biological activity by volume.  

When it is a matter of concentrated solutions, the label should inform on the composition and dilution factors before use. 

If the product is packed in bulk the label should specify the number of vials contained in the lot including the requirements as previously detailed above. 

  11. It is up to the consignee country and PAHO/WHO to require proof of bioavailability -bioequivalence tests (item 6.4) depending on the drug characteristics as based on its pharmacological activity mechanism, dosage form, biological activity, etc.










Procurement Services AREA (PRO)


525 Twenty-third Street, N.W. Washington, D.C 20037


Telephone:  (202) 974-3433 - Fax: (202) 974-3615
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1
2

