
 

 

 

GUIDELINE FOR THE PREQUALIFICATION OF PHARMACEUTICAL PRODUCTS FOR THE FIJI 
MINISTRY OF HEALTH & MEDICAL SERVICES 

 
1. Purpose and Principles 

 
The Fiji Prequalification of Medicines process helps to ensure that medicines or finished 
pharmaceutical products supplied to the Fiji Ministry of Health & Medical Services are of 
acceptable quality, safety & efficacy. The prequalification requirements are consistent 
with the provisions of the National Medicinal Products Policy 2013 & the Medicinal 
Products Act 2011. 
 

2. General Information on Prequalification Process 
 

a. Submission of prequalification requirements for Finished Product Manufacturers and 
Finished Pharmaceutical Products 

i. To facilitate the prequalification of finished product manufacturers and finished 
pharmaceutical products all interested suppliers are required to register into the 
Fiji MRA Online Services Portal and follow the instructions to complete the 
online prequalification process.  

ii. Detailed electronic application submission procedures are detailed on website of 
the Fiji Medicines Regulatory Authority (Link: https://www.health.gov.fj/fiji-
mra/) and within the Online Services Portal. 

iii. It is important to be registered into the system to facilitate your prequalification 
to participate in calls for procurement activities. 

iv. Evidence for the submission of applications can be obtained within the Online 
Services Portal.  

v. Outcomes for prequalification applications are provided through the system and 
delivered electronic communication.  
 

b. Prequalification does not constitute a solicitation. FPBS reserves the right to change or 
cancel the requirement at any time during the Pre-Qualification and/or solicitation 
process. FPBS also reserves the right to require compliance with additional conditions as 
and when issuing the final solicitation document. Submitting a reply to a Pre-Qualification 
does not automatically guarantee receipt of the solicitation when issued. 
 

c. Fresh Submissions are required for all current manufacturers, suppliers and products 
supplied or contracted to supply to FPBS. 

 
3. Requirements for a Pharmaceutical Supplier 

 
a. The Pre-requisite requirements for traders or suppliers are as follows: 

i. Local Suppliers in Fiji must be registered under the Fiji Medicinal Products Board 
with a valid annual license. 

https://www.health.gov.fj/fiji-mra/
https://www.health.gov.fj/fiji-mra/


 

ii. Overseas Suppliers must provide evidence of license to operate in the country of 
origin and to export pharmaceutical products. 

 
b. The License gives significance to the local or overseas supplier depicting that it was 

inspected and that it qualifies to carry out wholesale, distribution, retail, import or export 
of pharmaceuticals. 

 
4. Requirements for a Manufacturer of Finished Pharmaceutical Products 

 
a. A manufacturing plant will be pre-qualified if it meets the following criteria: 

i. Based in a country which is a member of the Pharmaceutical Inspections Co-
operation/Scheme (PIC/S) or 

ii. Based in a country whose national regulatory authority is WHO designated as 
a the Stringent Drug Regulatory Authority (SRA)  

iii. If it does not meet criteria i) & ii) above but has been inspected & holds a 
current GMP certificate issued by any of the PIC/S member countries or SRAs. 

 
b. This pre-qualification process will result in a pre-qualified list of manufacturing plants 

acceptable for the supply of finished pharmaceutical products to the Fiji Ministry of 
Health & Medical services. 

 
c. The following documents must be submitted: 

 
i. A valid certified copy of the Manufacturing Licence issued by the local drug 

regulatory authority 
ii. A valid certified copy of the Good Manufacturing Practice (GMP) Certificate of 

the manufacturing plant issued by the local drug regulatory authority; 
iii. A valid certified copy of the GMP certificate authorising the manufacture of 

pharmaceutical product/s or category of products, issued by any member of 
the Pharmaceutical Inspection Cooperation Scheme (PIC/S) and/or 

iv. A valid certified copy of the GMP certificate authorising the manufacture of 
pharmaceutical product/s or category of products, issued by a WHO 
designated SRA  

v. For products produced in the USA, verification of GMP compliance through 
online inspection reports at 
https://www.accessdata.fda.gov/scripts/inspsearch/  

 
d. The valid certified copy of the GMP Certification must contain the specific dosage form 

that is approved by for the Certification. 
 

e. The valid certified copy of the GMP Certification must be specific to the correct 
manufacturing plant site therefore the manufacturing plant site address is to be stated in 
the bids. 

 

https://www.accessdata.fda.gov/scripts/inspsearch/


 

5. Requirements for Finished Pharmaceutical Products 
 

a. A finished pharmaceutical product or medicine supplied to the Fiji Ministry of Health 
and Medical Services may be approved or listed under the Fiji List of Prequalified 
Medicinal Products if it meets the following criteria: 

i. The product is registered in the country of manufacture; and 
ii. The medicinal product is manufactured in a country that is a member of the 

Pharmaceutical Inspection Cooperation/Scheme (PIC/S); or 
iii. The product is registered in a PIC/S member country or SRA country;  
iv. The product is listed in the WHO List of Prequalified Medicinal Products;  
v. The manufacturing plant complies with Good Manufacturing Practice.  

 
b. In order for a product to be evaluated by the Fiji Ministry of Health & Medical Services, 

the following documents are mandatory: 
i. A valid copy of the World Health Organization’s Certificate of Pharmaceutical 

Product (WHO CoPP). If there is no certificate from the country of manufacture, 
for medicines produced for international market, then; 

ii. Product Registration/Market Authorisation Certification issued by a regulatory 
authority of a PIC/S member country or partners or; 

iii. Product Registration/Market Authorisation Certification by a WHO designated 
SRA 

iv. Verification of products produced in the USA will be through online inspection 
reports at https://www.accessdata.fda.gov/scripts/inspsearch/  

 
c. Finished pharmaceutical products that are prequalified under the WHO Pre-Qualification 

Programme for the treatment of HIV, Malaria & Tuberculosis will be considered for supply 
to the Ministry of Health and Medical Services. 
(https://extranet.who.int/prequal/content/prequalified-lists/medicines) 

 
d. The Product Quality Standard should be of any of the following quality standards; 

1.  British Pharmacopeia (BP) 
2.  US Pharmacopeia Standards (USP) 
3. European Pharmacopoeia (Ph. Eur) 
4.  International Pharmacopoeia (Ph. Int.) 

 
f. This pre-qualification process will result in a pre-qualified list of finished pharmaceutical 

products to the Fiji Ministry of Health & Medical services. 
 

6. Requirements for Vaccines 
 

a. Manufacturers of vaccines will be pre-qualified only if the vaccines have been pre-
qualified under the UN/WHO prequalification system for vaccine manufacturers. 
 

https://www.accessdata.fda.gov/scripts/inspsearch/
https://extranet.who.int/prequal/content/prequalified-lists/medicines


 

b. Vaccines registered by national drug authorities that are WHO designated Stringent 
Regulatory Authorities or members of the Pharmaceutical Inspection 
Cooperation/Scheme would also be considered. 
 

7. Letter of Authorization from Manufacturer 
 

a. The licensed Pharmaceutical Supplier must provide an evidence copy of a letter of 
authorization (LOA) from the manufacturer authorizing them to be the agent 
representing them to supply the specific medicine. 
 

b. An LOA from the manufacturer to the representative should be written in an Official 
Letter Head of the Manufacturer, valid date, certified, signed and stamped in English 
language that can be read and understood.  
 

c. The LOA should state the official Manufacturing Site as per the GMP and/or business 
address legally authorizing their representative to participate on their behalf in tenders 
and quotation.  

 
d. The official business address of the representative must also be provided as part of the 

LOA content. 
 

8. Product Specifications 
 

a. To assist this pre-qualification process, all suppliers/manufacturers must take note of the 
mandatory minimum requirements below:  

 
i. Product Labeling  –  

1. All products must be suitably packaged and labelled in the English 
language.  Any package inserts or co- branding or re-labelling should be 
authorised by the product or mark owner and must be in the English 
language and; 

2. Labels must be securely fastened to the container. 
 

ii. Particulars to be included on the Label  –  
1. All product labels must prominently display the generic or International Non-

Propriety Names (INN) of the active pharmaceutical agents. 
2. The brand/trade name of the product (if any) 
3. Dosage form; 
4. Quantity of active ingredient/s (strength) in the dosage form (e.g. tablet, 

ampoule) and the number of units per package; 
5. Batch number; 
6. Date of manufacture; 
7. Expiry date (in clear language, not in code); 



 

8. Pharmacopoeia standard (British Pharmacopeia, United State Pharmacopeia 
or International Pharmacopeia); 

9. Instructions for storage and storage condition 
10. Name of the manufacturer and manufacturing plant address 
11. External Use liquids must state on the label as “EXTERNAL USE ONLY” in red 

bold fonts. 
12. Expiry Dates and Batch number of the products must be stated on the label. 

 
iii. Packaging – should be in compliance as approved by the issuing NRA and verified 

in the CoPP 
 

iv. Ampoules  –  
1. Double ended ampoule will not be accepted and packaging presentation 

must be fully described 
2. Ampoules must have either break-off necks, or sufficient files must be 

provided. 
3. Amber coloured ampoules are to be used for light sensitive products 

 
v. Tablets/Capsules – The packaging of tablets and capsules should be in sealed 

waterproof containers with replaceable lids, protecting the contents against light 
and humidity.  
 

vi. Liquids/Solutions/Suspensions  –  
1. The product should be packed in unbreakable leak-proof bottles or 

containers. 
2. The containers for all pharmaceutical preparations must conform to the 

latest edition of internationally recognized pharmacopoeia standards. 
 

vii. External Use Liquids/Solutions – All products in a liquid formulation for external 
use must be supplied in brown coloured PVC bottles with red lids. 

viii. Internal Use/Consumed Solutes – All products in liquid formulation for internal 
use must be supplied in bottles with white PVC lids. 
 

ix. Light sensitive – These products, external or internal use medicines, must be 
stored or packed in containers that provide maximum protection from light. 
 

x. Bubble & Blister Packaging – Any blister packs which are offered shall have the 
contents and expiry date clearly labelled on the pack. Blister packaging is 
preferred and must be offered instead of loose bulk packs of 1000 capsules or 
tablets. 

 
b. Special Requirements 

 
i. Gluten free tablets are desirable 



 

 
ii. All Paediatrics oral forms must maintain a minimum of 7 to a maximum of 10 days 

shelf life after reconstitution with water. 
 

iii. Internal preparations in liquid dosage form, as far as possible, must be sugar free 
 

c. Samples 
 

i. Samples will be required for every product: 
1. Which is offered for consideration that has not been previously supplied 

to FPBS; and 
2. Is a product which is ‘not’ pre-qualified by any UN agency or are not 

approved by any SRA or PIC/S member country.  
 

ii. It would be advantageous for new interested suppliers and manufacturers to 
provide a sample for products for which it is not mandatory to be sent as part of 
the pre-qualification.   

 
d. Shelf Life – All Products Supplied shall have a remaining shelf life of 75% of the total shelf 

life. 
 

 
 


