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 ADVANCE \d0

UNICEF TECHNICAL QUESTIONNAIRE FOR PHARMACEUTICAL WHOLESALERS
To be completed and returned to UNICEF Supply Division, Quality Assurance Centre, Oceanvej 10 - 12, 2150 Nordhavn, Denmark, attn. Peter Svarrer Jakobsen with all requested documents attached. 

1. GENERAL INFORMATION

· Name:






· Address:






· Telephone:






· Telefax: 






· email address of the company: 




2. AFFILIATES

· If the company is owned by another company, or belongs to a group of companies, please indicate your company’s position within the structure:

































3. QUALITY ASSURANCE SYSTEM
· Describe your quality assurance system on the validation of your sources as well as how it is ensured that products supplied are manufactured in accordance with WHO GMP Guidelines (or attach a separate document if necessary):
















































4. ACTIVITIES / REGULATORY ISSUES
· Activity:

 FORMCHECKBOX 
  Wholesaler 
Licence number:                                     (Attach a copy)

 FORMCHECKBOX 
  Official agent of pharmaceutical compan(y)ies: 


list companies: 

 FORMCHECKBOX 

for domestic market

 FORMCHECKBOX 

for export

· Products:

 FORMCHECKBOX 

specialities

 FORMCHECKBOX 

generics

 FORMCHECKBOX 

other medical supplies


specify:

 FORMCHECKBOX 

non medical supplies


specify: 

· Date of last inspection by the National Regulatory Authority:





5. PERSONNEL
· Number of employees:     

 FORMTEXT 
     
· Key personnel and position (Attach an organization chart):

· Name of the responsible pharmacist:      

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     
· If it is not the responsible pharmacist, name of the person responsible for Quality Assurance:

6. PRODUCTS
6.1 Stock

· Do you maintain a permanent stock?
  FORMCHECKBOX 
Yes 
 FORMCHECKBOX 
 No
Explain, if necessary:











· What is the minimum remaining shelf life upon delivery?





6.2 Samples

· Are you willing to provide product samples if requested? 
 FORMCHECKBOX 
Yes
 FORMCHECKBOX 
 No

ADVANCE \d76.3 Labelling
· Does the labels of all the products sold by your company mention the name of the manufacturer (license holder or responsible for the marketing of the product)?
 FORMCHECKBOX 
 Yes 
 FORMCHECKBOX 
 No

· Can your company supply products with bilingual labels in English and French? 
  FORMCHECKBOX 
Yes
  FORMCHECKBOX 
 No

6.4 Licenses and certificates

· Are you able to supply a copy of the marketing licence or the certificate of pharmaceutical product (according to WHO) for each of the proposed products?
    FORMCHECKBOX 
Yes   FORMCHECKBOX 
 No

In default of it, what document can you supply?





· Are you able to supply a copy of the manufacturing licence of the manufacturer of the supplied products?        FORMCHECKBOX 
Yes    FORMCHECKBOX 
 No

· Are you able to supply systematically a copy of the certificate of analysis with each batch?    FORMCHECKBOX 
Yes
 FORMCHECKBOX 
 No

If no, explain: 






































6.5 Batch tracing and recall procedure
· Do you trace all batches supplied to your customers?
 FORMCHECKBOX 
 Yes
         FORMCHECKBOX 
 No

· Are you able to launch a fast recall procedure in case of problem on a batch?

 FORMCHECKBOX 
 Yes         FORMCHECKBOX 
 No

Explain if necessary: 





































7. AUDIT
· Can UNICEF or any other representative designated by UNICEF perform an audit of the company?

 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No
· Can the National Regulatory Authority participate as observers in the audit?       FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No
8. OTHER INFORMATION
· Contact person for UNICEF:





· Add any other information:















































































I hereby certify that the information given in this questionnaire and the attachments is correct

Date and signature:

United Nations Children’s Fund		Telephone 	+45-45 33 55 00


Supply Division		Facsimile	+45-35 26 94 21


Oceanvej 10 - 12		E-mail: 	supply@unicef.org


2150 Nordhavn	 	                             


Denmark			            www.unicef.org/supply
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