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	NAME OF SUPPLIER:

	




Filling Instructions
1.0 This questionnaire is intended to identify potential suppliers of pharmaceuticals, medical supplies, and laboratory products to Centrale Humanitaire Medico Pharmaceutique (CHMP).
2.0 Once submitted, the form shall be checked for completeness of the information requested. 
3.0 The questionnaire includes the following parts:
Part I – General Information: General and commercial information, to be filled in by all the wholesalers/ distributors and Manufacturers.
Part II – Distributors Information:  To be filled by all distributors.
Part III- Manufacturers Information: This is subdivided into two sections:
· Section I is intended for Pharmaceutical Manufacturers
· Section II is intended for the Medical supplies and Laboratory items Manufacturers
[bookmark: _GoBack]Each section ends with a « Declaration » that must be completed for certification by the suppliers. All responsible persons must sign this Commitment, without which the form shall be dismissed.
4.0 For all Distributors of Pharmaceuticals, Medical Supplies, and Laboratory items - In addition to Part I and Part II on the distributor's information, a Manufacturer Questionnaire filled by the respective manufacturer for each product proposed shall be required; the manufacturer shall fill Part III.
5.0 Distributors, who label the products they are proposing under their unique name, shall be considered manufacturers and assume legal pharmaceutical responsibilities.  In this case, they must proceed to the questionnaire as manufacturers, filling in Part II (Distributors Information), Part III-Section II (Drug Manufacturer), and/or Section III (Medical Supplies Manufacturer). This shall be in addition to Part I.
6.0 Manufacturers proposing other products not manufactured by them shall be considered as wholesalers for the extra products they propose.  In this case, they must, in addition to Part I and Part III, complete Part II (Distributors Information) and comply with the distributors' relative dispositions.
7.0 The questionnaire must be fully completed for the dossier to be considered for evaluation.  
8.0 Information provided shall be handled confidentially.
9.0 CHMP reserves the right to ask for all additional information or documents deemed relevant for the questionnaire's evaluation.
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ANY FURTHER CLARIFICATION ON REQUIRED INFORMATION CAN BE EMAILED TO THE QUALITY ASSURANCE PHARMACIST: n.kimani@chmp-kenya.org
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Part I: General Information
1.1 SUPPLIER IDENTIFICATION
Business Name: 	      	
Postal Address: 	      
Physical Address: 	      
Tel:		      
Fax: 		      
E-mail: 		      
Certificate of Incorporation N°:       (Please attach a certified copy)
Single Business Permit N°:       (Please attach copy)
PIN N°:       (Please attach copy)
VAT N°:       (Please attach copy)
Tax Compliance Certificate:       (Please attach copy)
National Regulatory Authority Licences where applicable (e.g., PPB Licences for Kenya):       
(Please attach valid copies)
CR12:       (Please attach copy)
Average annual Turnover:       (Please attach 2 years audited accounts copy)


1.2 FIELD OF ACTIVITY AND LICENSES 
Check ☒ the appropriate boxes:
A.	Manufacturer of:	B.	Wholesaler of:
[bookmark: CaseACocher3]|_|	 Proprietary drugs	|_| Proprietary drugs
[bookmark: CaseACocher4]|_|	 Generic drugs	|_| Generic drugs
|_|	 Medical supplies	|_| Medical supplies
|_|	 Diagnostics and lab reagents	|_| Diagnostics and lab reagents
[bookmark: CaseACocher5]|_|	Other items	|_| Other items
 	Specify:      					            Specify:      
|_|	 for your national market	|_| for your national market 
|_|	 for export	|_| for export





General information|QAF263
QAF13/002/01
3
QAF13/002/01



PArt II: DISTRIBUTORS INFORMATION
2.1    PHYSICAL ADDRESS OF STORAGE AND OPERATIONAL FACILITIES  
(Please state all addresses at which products are stored and distributed from)
	Company Name
	Country
	Physical Address
	Telephone Number(s)
	E-mail address

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	


2.2    PERSONNEL
i. Number of employees (total): 		     
ii. Number of administrative personnel:	     
iii. Number of technical personnel:		     
iv. Number of pharmacists:			     
2.3    NAME OF THE KEY PERSONS: Specify qualifications and responsibilities – (Attach an organization chart)
i. Managing Director: 			     
ii. Sales/Operations contact Person:		     
iii. Finance &/Administration Contact person: 	     
iv. Pharmacist/Technical Person in charge: 	     
v. Other persons with technical responsibility:      

2.4 REPRESENTATIVE CLIENTS
Mention 5 current representative clients (please detail, for each, the type of market – your national market or export – and the type of client – international organization, non-governmental organization (NGO), commercial private client):
	Name
	Type of Market
Export/local
	Type of Client
	Client since  
	Orders value for the  last 2years

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	



2.5    AFFILIATES OF YOUR COMPANY (in relation with the purpose of prequalification) 
Name and addresses of international or local pharmaceutical companies, parent companies, subsidiaries, branches, joint ventures, associated companies with whom there is a collaboration or joint venture if any:
	Company
	Address
	Relation (Mother company, Subsidiaries, joint venture, subcontracting agreement, etc.)

	
	
	

	
	
	

	
	
	


2.6    AGREEMENT OF MANUFACTURERS
Do you have authorization from manufacturers for the products you supply?	
|_|  Yes	|_|  No
Give the details of the authorized manufacturer- Attach in the annex a copy of the authorization letter of each manufacturer and their corresponding product lists.
	Manufacturer's Name
	Physical Address
	Country

	
	
	

	
	
	


2.7    REGULATORY ISSUES
i. Good Distribution Practice (GDP)
Indicate the GDP standards (WHO, National Medicines Regulatory Authority - NMRA) with which the company complies. In the case of NMRA, specify which one:
     
     

ii. Inspection - Attach a copy of your licenses (as a wholesaler of pharmaceuticals), issued by the health authorities of your country

Date of the last inspection by the National Medicines Regulatory Authority:      

Indicate any other Regulatory Authorities and/or International Organisations who have inspected the company. Please also state the outcome of the inspection:

	Date
	Auditing organization
	Inspection outcome

	
	
	

	
	
	


2.8   ISO CERTIFICATE OR EQUIVALENT
Do you possess an ISO certificate or its equivalent?
|_|  Yes (Attach a copy of the certificate)	|_|  No
Type of Certification:      
Issued By Which Organization:      
Date of Issue and Validity:      
2.9    BRIEF DESCRIPTION OF THE QUALITY ASSURANCE SYSTEM IN SUMMARY ON:
(Documentation, product receipt, storage, distribution, prevention of counterfeits in supply chain, batch tracking, and recall)
     
     
2.10    STOCK CAPACITY
Do you maintain a permanent stock of all or part of your products?	
[bookmark: CaseACocher11][bookmark: CaseACocher10]|_|  Yes	|_|  No
If yes, please provide precise information on your stock capacity (area or volume):      







declaration

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

Title: ……………………………………………………………………………………………………………..		

	
Name: ……………………………………………………………………………………………………………		


Signature: …………………………………………		

Done at: ..................................................................... Date........................................
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PArt III: MANUFACTURERS INFORMATION
SECTION I: PHARMACEUTICAL MANUFACTURERS
3.1 PHYSICAL ADDRESS OF MANUFACTURING SITE  (Please state all addresses at which manufacturing of pharmaceutical products takes place, and indicate which year the factory was built - complete one questionnaire for each site)
	Company Name
	Country
	Year factory built
	Physical Address
	Telephone Number(s)
	E-mail address

	
	
	
	
	
	

	
	
	
	
	
	



3.2 AFFILIATES OF YOUR COMPANY (In relation with the purpose of prequalification) 
Name and addresses of international or local pharmaceutical companies, parent companies, subsidiaries, branches, joint ventures, those with manufacturing subcontracting agreements, and associated companies with whom there is a collaboration or joint venture if any
	Company
	Address
	Relation(Mother company, Subsidiaries, joint venture, subcontracting agreement, etc.)

	
	
	

	
	
	


3.3 REGULATORY ISSUES
i. Good manufacturing practice
Indicate the GMP standards (WHO, PIC-S/EU, FDA National Medicines Regulatory Authority-NMRA) with which the company complies. In the case of NMRA, specify which one:
     
ii. Manufacturing license for medicinal products
Please list the pharmaceutical dosage forms you are licensed to manufacture by the National Medicines Regulatory Authority and attach a copy of the Manufacturing license(s) or GMP certificate (it must indicate dosage forms manufactured):
	     
iii. Inspection
Date of the last inspection by the National Medicines Regulatory Authority:
     

Has your manufacturing facility been audited by any of the following bodies or organizations?
(The sites whose audit reports are attached should be those that will manufacture products supplied to CHMP)
|_| WHO      Year:      

|_| MSF        Year:      

|_|SRA         Year:       
(SRA-Strict Regulatory Agencies)

|_|PIC/S       Year:      
(PIC/s – Pharmaceutical Inspection Co-operation scheme)

|_|Other      Year:      
(Please Specify)

(For all or any of the above, attach the most recent audit report, not more than 3 years old. CHMP undertakes to maintain the confidentiality of the report)
3.4 PERSONNEL
             Please indicate the name and the education of the following key staff:
i. Managing director: 			     
ii. Production Manager:			     		
iii. Quality Assurance Manager:		     		
iv. Number of personnel in total:		     	
v. Number of personnel in production:	     	
vi. Number of personnel in quality control:	      
3.5 VENTILATION SYSTEM
Please indicate whether the manufacturing areas are equipped with controlled ventilation systems:
[bookmark: Check1][bookmark: Check2]|_|Yes			|_|No
3.6  QUALITY CONTROL
i. [bookmark: Check8][bookmark: Check9]Chemical laboratory 			|_|in-house		|_|contracted out 
ii. [bookmark: Check10][bookmark: Check11]Biological laboratory			|_|in-house		|_|contracted out 
iii. [bookmark: Check12][bookmark: Check13]Microbiological laboratory 		|_|in-house		|_|contracted out
3.7 CONTRACT MANUFACTURING
(This questionnaire must be completed by each contract manufacturer involved in the supply of products to CHMP)
Please indicate if you undertake contract manufacture for other companies:
[bookmark: Check3][bookmark: Check4]|_|Yes 			|_|No 
Do you subcontract to other companies? 
|_|Yes 			|_|No 
If yes, please list products and/or services:
     
     
3.8 STERILE PRODUCTS:
Do you manufacture sterile products?
|_|Yes 			|_|No 
Which method of sterilization is used?
     

Are aseptic manufacturing processes simulated with media fills twice a year for each product time and size?	
|_|Yes 			|_|No 
3.9 BETA-LACTAMS
Do you manufacture penicillins or other beta-lactam products?
|_|Yes 			|_|No 
If yes, does this production take place in separate buildings?
|_|Yes 			|_|No 
3.10  RECALLS
Do you have a recall procedure?		
|_|Yes 		|_|No 

Please indicate significant product complaints and any recalls for the last three years:
     





3.11 PRODUCTION CAPACITY
	
Product 
	
 No of units per year 
	
Last years' production - units

	
Tablets
	
	

	
Capsules
	
	

	
Ampoules
	
	

	
Vials, liquids
	
	

	
Vials, dry powder
	
	

	
Vials, lyophilized
	
	

	
Ointments
	
	

	
Liquids
	
	

	Powder for oral suspensions
	
	

	
Suppositories
	
	

	
Penicillin, tablets/capsules
	
	

	
Penicillin, powder for oral suspension
	
	

	
Penicillin, powder for injection
	
	

	Sachets
	
	

	
Other, specify     

	
	



Are production capacity figures based on one or more shifts? (Tick in the appropriate box)
[bookmark: Check5][bookmark: Check6][bookmark: Check7]|_| 1			|_| 2 			|_| 3
		
|_|Other 
(Please Specify)     

3.12 PRODUCTS
Product licenses
[bookmark: OLE_LINK1][bookmark: OLE_LINK2](Please enclose a list of all products manufactured by your company and authorized for sale on the domestic market (country of origin) 
For each licensed product, please categorize as follows:
[bookmark: Check14]|_|The product is marketed on the domestic market
[bookmark: Check15]|_|The product is licensed but not marketed on the domestic market
[bookmark: Check16]|_|The license is for export only
(Please also list the name(s) of any contract manufacturer when a product is not fully manufactured by your company)


3.13 DOCUMENTATION
The following product documentation must upon request be available for all products offered to CHMP. Any information received is treated with confidentiality.
i. Product composition - master formula
ii. Batch manufacturing record
iii. Starting materials specification
iv. Finished product specification
v. Validation report
vi. Stability report
vii. Packaging and labeling specifications
viii. Annual Product Review

Please indicate if this documentation is NOT available for any of the products on the list mentioned above in point 3.12
     
3.14 SAMPLES
Are you willing to provide samples of finished products and batch documentation (on a confidential basis) if requested? 	
|_|Yes 		|_|No
3.15 STARTING MATERIALS
How is it ensured that only active pharmaceutical ingredients manufactured in accordance with GMP are used in products?
     
3.16 GMP AUDITING
Can CHMP or any other representative designated by CHMP perform an audit of the Manufacturing site?	
|_|Yes			|_|No

(Please attach a Site Master File (PIC-S format) 

If not attached, please indicate why it is not attached:     

3.17 OTHER INFORMATION

Contact person for CHMP:     

Email address      












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

Title: ……………………………………………………………………………………………………………..		

	
Name: ……………………………………………………………………………………………………………		


Signature: …………………………………………		

Done at: ................................................ Date........................................
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SECTION II: MEDICAL SUPPLIES AND Laboratory Items MANUFACTURERS
3.18 PHYSICAL ADDRESS OF MANUFACTURING SITE (Please state all addresses at which manufacturing of the medical supply/laboratory item takes place, and indicate which year the factory was built - complete one questionnaire for each site)
	Company Name
	Country
	Year factory built
	Physical Address
	Telephone Number(s)
	E-mail address

	
	
	
	
	
	

	
	
	
	
	
	



3.19 AFFILIATES OF YOUR COMPANY (in relation with the purpose of prequalification) 
Name and addresses of international or local companies, parent companies, subsidiaries, branches, joint ventures, those with manufacturing subcontracting agreements, and associated companies with whom there is a collaboration or joint venture if any
	Company
	Address
	Relation (Mother company, Subsidiaries, joint venture, subcontracting agreement, etc.)

	
	
	

	
	
	



3.20 REGULATORY ISSUES
i. Good manufacturing practice
Indicate the GMP standards (FDA, National Regulatory Authority - NRA) with which the company complies. In the case of NRA, specify which one:      

ii. ISO Certification (or equivalent)
Do you hold an ISO Certification or equivalent?  |_|Yes |_|No
Type of certification:     
Which organization issued the certification?      
Delivery date and validity of the certification:     
What is the scope of the certification?       (Attach a certified copy of the certificate)
iii. Inspection
Date of the last inspection by the National Regulatory Authority:
     

Has your manufacturing facility been audited by any of the following bodies or organizations:
(The sites whose audit reports are attached should be those that will manufacture products supplied to CHMP)

|_| WHO      Year:     

|_|MSF          Year:     

|_|Other       Year:     
(Please Specify)
For all or any of the above, attach the most recent audit report, not more than 3 years old. 
CHMP undertakes to maintain the confidentiality of the report.
3.21 CONTRACT MANUFACTURE
Please indicate if you undertake contract manufacture for other companies:
|_|Yes 			|_|No
Do you subcontract to other companies? 
               |_|Yes 			|_|No
If yes, please list products and/or services:     	
This questionnaire must be completed by each contract manufacturer involved in the supply of products to CHMP.
3.22 STERILE PRODUCTS:
Do you manufacture sterile products?
|_|Yes 			|_|No 

Which Methods of sterilization are used?      

	Can certificates of sterilization be provided for the products? 	
|_|Yes		|_|No
3.23 RECALLS
Do you have a recall procedure?		
|_|Yes		|_|No

Please indicate significant product complaints and any recalls for the last three years:     
3.24 PRODUCTION CAPACITY
	Product 
	 No of units per year 
	Last years' production units

	
	
	

	
	
	


3.25 PRODUCTS
Certification and licensing
(Please enclose a list of all products manufactured by your company and authorized for sale on the domestic market - country of origin). 
For each licensed product, please categorize as follows:
|_|The product is marketed on the domestic market.
|_|The product is licensed but not marketed on the domestic market.
|_|The license is for export only

Please also list the name(s) of any contract manufacturer when a product is not fully manufactured by your company

Are your products approved by other certification bodies such as ISO/CE or others? Please specify:     
3.26 SAMPLES
Are you willing to provide samples of finished products and batch documentation (on a confidential basis) if requested? 		|_|Yes 		|_|No
3.27 OTHER INFORMATION MATERIALS 
Contact person for CHMP:     
Email:      









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

Title: ……………………………………………………………………………………………………………..		

	
Name: ……………………………………………………………………………………………………………		


Signature: …………………………………………		

Done at: ..................................................................... Date........................................
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