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MINISTRY OF HEALTH & MEDICAL SERVICES
FIJI PHARMACEUTICAL and BIOMEDICAL SUPPLIES CENTRE - FPBS
INVITATION FOR PREQUALIFICATION 
Category of items: Pharmaceuticals (Medicines) 
Date of the Invitation: 

Closing Date for receipt of submission: 
Reference: PQ/DRUG/2015
Contact Person:  ilisabeta.pesamino@govnet.gov.fj and avosanibola@health.gov.fj  
1. Description of requirements: 
FPBS is inviting interested Suppliers/Agents and Manufacturers of Pharmaceutical Medicines to the Prequalification Process for the Supply of Pharmaceutical Medicines to the Government of Fiji. 
It is proposed to publish a Request for Tender for the supply of Pharmaceutical Medicines which will award contracts to suppliers for a period of at least 5 years.  The Request for Tender will be published on or around 30th June 2015.  Only pre-qualified suppliers will be eligible to respond to the Request for tender.

The purpose of this invitation is to pre-qualify:

· Manufacturers of Generic Pharmaceutical Medicines
· Traders with experience in sourcing and supply of Generic Pharmaceutical Medicines
· Product Qualities and Specifications for the Pharmaceutical Medicine for the next 5 years.
2. Potential Suppliers

This invitation is addressed to manufacturers of Generic Pharmaceutical Medicines and traders with experience in the sourcing and supply of Generic Pharmaceutical Medicines. 

FPBS is particularly interested in identifying competitive sources of supply that can offer some ranges of products attached. 

3. Manufacturer Prequalification Requirements

Manufacturers will be pre-qualified only if the manufacturing facilities are based in a country which is a member of the Pharmaceutical Inspections Co-operation/Scheme (PIC/S), USA and New Zealand, or where the manufacturing facilities have been approved by a member country of the PIC/S, USA and New Zealand.

Manufacturers of vaccines will be pre-qualified only if the manufacturing facilities have been pre-qualified under the UN pre-qualification system for vaccine manufacturers.

Manufacturers of human insulin from non-PIC/S countries, USA and New Zealand or where the manufacturing facilities have not been approved by a member country of the PIC/S or USA or New Zealand, may be pre-qualified.

This pre-qualification process will result in a pre-qualified list of manufacturers acceptable for supply to the Fiji Ministry of Health.

4. Product Pre-qualification Eligibility

All pharmaceutical products offered to the Fiji Ministry of Health must be registered for sale in the country of manufacture.

In order for a product to be pre-qualified for supply to the Fiji Ministry of Health, the following documents need to be submitted:

· A current copy of the manufacturing license authorizing the manufacture of the pharmaceutical product/s.

· A current copy of the GMP certificate issued by the local drug regulatory authority covering the manufacture of the pharmaceutical product/s.

· A current copy of the approval of the manufacturing facility by the regulatory authority of any member country of the PIC/S, USA and New Zealand or in the case of vaccines, by the United Nations.

· A current copy of the product registration certificate or certificate of a pharmaceutical product issued under the World Health Organization’s certification scheme.

The Product Quality Standard should meet the British Pharmacopeia (BP) and/or US Pharmacopeia Standards.
5. Product Specifications

To assist this pre-qualification process, all suppliers are required to electronically submit in an excel spreadsheet the following details for each product:

· Product Labelling
· 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 also be in the English language and 
· Labels must be securely fastened to the container.

· All product labels must prominently display the International Non-Propriety Names (INN) of the active pharmaceutical agents.

· External Use liquids must state on the label as “EXTERNAL USE ONLY” in red bold fonts.
· Expiry Dates and Batch number of the products must be stated on the label with exception of cream or ointments which are stored in the tube.

· Packaging

· Ampoules – Double ended ampoule will not be accepted and packaging presentation must be fully described

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

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

· Light sensitive – these products must be stored or packed in containers that provide maximum protection from lighter 
· 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.

· Special Requirements
· Gluten free tablets are desirable

· All Paediatrics oral forms must maintain a minimum of 7 to a maximum of 10 days shelf life after reconstitution with water

· All internal preparations in liquid form must be sugar free
6. Samples

Samples will be required for every product which is offered for consideration that has not been previously supplied to FPBS [Mandatory]. 
Details of previous supply must be stated in the Part 4 of the Template

7. Shelf Life

All Products Supplied shall have a remaining shelf life of 75% of the total shelf life.
8. Procedure for submission:
As a mandatory requirement for the pre-qualification the following forms need to be completed:

· Business Information form (Part A) – see attached as Annexure A
· Manufacturing information form (Part B) – see attached as Annexure B
· Product Information (Part C) – see attached as Annexure C
· Template – With Drug List – Annexure D
· Code of Conduct – See attached as Annexure E
(E-copies available at http://www.health.gov.fj/)
All electronic files must be completed and emailed to the above address no later than 1st April at 2pm.
Interested suppliers are encouraged to complete the attached forms and return it to FPBS by e-mail to fpbsprequal.2015@outlook.com or fast post to below address before the indicated deadline.

EOI – Prequalification 2015
The Chief Pharmacist, 
Fiji Pharmaceutical & Biomedical Supplies Centre


Lot 1 Jerusalem Road

Nabua 

Suva

Fiji Islands

PH: 3388000 (ext 104)
9. Further Guidance for Suppliers
· Prices are not required at this stage. FPBS is seeking to identify suppliers interested in participating in a future bid.

· No queries shall be entertained by FPBS on the conformity of the suppliers’ products at this stage. 

· This 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.

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

· Samples are not mandatory to be send as part of the pre-qualification process but it would be advantageous for new interested suppliers and manufacturers
10. Further Guidance for Suppliers
· Bidders shall make clear reference to the specific Pre-Qualification in the subject field as instructed, otherwise proposals may be rejected. Clearly specify: Pre-Qualification (Category), date, company name specify in the subject field. 
· Responses received at the fpbsprequal.2015@outlook.com mmailbox will be viewed on daily basis until the scheduled closing time.  Potential organisations are requested to submit the requirements as available until the schedule closing date & time.
Annex A Business Information Form
Annex B Manufacturing Information Form
Annex C Product Information
Annex D Template – With Drug List
Annex E- Code of Conduct

Code of Conduct for Suppliers
Suppliers adopting this Code of Conduct should commit to continuous improvement towards compliance with the labour and environmental standards specified, both in their own companies and those of their suppliers. 
A statement signed by an authorised person is required as evidence of compliance with this Code of Conduct both in their own companies and those of their suppliers.
· Labour standards

The labour standards in this code are based on the conventions of the International Labour Organisation (ILO). 

· Employment is freely chosen

There is no forced, bonded or involuntary prison labour. *Workers are not required to lodge `deposits' or their identity papers with the employer and are free to leave their employer after reasonable notice.

· Freedom of association and the right to collective bargaining are respected

Workers, without distinction, have the right to join or form trade unions of their own choosing and to bargain collectively. *The employer adopts an open attitude towards the legitimate activities of trade unions. *Workers representatives are not discriminated against and have access to carry out their representative functions in the workplace. *Where the right to freedom of association and collective bargaining is restricted under law, the employer facilitates, and does not hinder, the development of parallel means for independent and free association and bargaining.

· Working conditions are safe and hygienic

A safe and hygienic working environment shall be provided, bearing in mind the prevailing knowledge of the industry and of any specific hazards. Adequate steps shall be taken to prevent accidents and injury to health arising out of, associated with, or occurring in the course of work, by minimising, so far as is reasonably practicable, the causes of hazards inherent in the working environment. *Workers shall receive regular and recorded health and safety training, and such training shall be repeated for new or reassigned workers. Access to clean toilet facilities and potable water, and, if appropriate, sanitary facilities for food storage shall be provided. *Accommodation, where provided, shall be clean, safe, and meet the basic needs of the workers. *The company observing the standards shall assign responsibility for health and safety to a senior management representative.

· Child Labour shall not be used

There shall be no new recruitment of child labour. *Companies shall develop or participate in and contribute to policies and programmes which provide for the transition of any child found to be performing child labour to enable her/him to attend and remain in quality education until no longer a child. *Children and young people under 18 years of age shall not be employed at night or in hazardous conditions. *These policies and procedures shall conform to the provisions of the relevant International Labour Organisation (ILO) standards.

· Living wages are paid

Wages and benefits paid for a standard working week meet, at a minimum, national legal standards or industry benchmarks, whichever is higher. In any event wages should always be high enough to meet basic needs and to provide some discretionary income. *All workers shall be provided with written and understandable information about their employment conditions in respect to wages before they enter employment, and about the particulars of their wages for the pay period concerned each time that they are paid. *Deductions from wages as a disciplinary measure shall not be permitted nor shall any deductions from wages not provided for by national law be permitted without the express and informed permission of the worker concerned. All disciplinary measures should be recorded.

· Working hours are not excessive

Working hours comply with national laws and benchmark industry standards, whichever affords greater protection. *In any event, workers shall not on a regular basis be required to work in excess of 48 hours per week and shall be provided with at least one day off for every 7 day period on average. Overtime shall be voluntary, shall not exceed 12 hours per week, shall not be demanded on a regular basis and shall always be compensated at a premium rate.

· No discrimination is practised

There is no discrimination in hiring, compensation, access to training, promotion, termination or retirement based on race, caste, national origin, religion, age, disability, gender, marital status, sexual orientation, union membership or political affiliation.

· Regular employment is provided

To every extent possible work performed must be on the basis of a recognised employment relationship established through national law and practice. Obligations to employees under labour or social security laws and regulations arising from the regular employment relationship shall not be avoided through the use of labour-only contracting, sub-contracting or home-working arrangements, or through apprenticeship schemes where there is no real intent to impart skills or provide regular employment, nor shall any such obligations be avoided through the excessive use of fixed-term contracts of employment.

· No harsh or inhumane treatment is allowed

Physical abuse or discipline, the threat of physical abuse, sexual or other harassment and verbal abuse or other forms of intimidation shall be prohibited.

· Environmental standards

Suppliers should as a minimum comply with all statutory and other legal requirements relating to the environmental impacts of their business or their principles. Detailed performance standards are a matter for suppliers, but should address at least the following: 

· Waste Management

Waste is minimised and items recycled whenever this is practicable. Effective controls of waste in respect of ground, air, and water pollution are adopted. In the case of hazardous materials, emergency response plans are in place.

· Packaging and Paper

Undue and unnecessary use of materials is avoided, and recycled materials used whenever appropriate.

· Conservation

Processes and activities are monitored and modified as necessary to ensure that conservation of scarce resources, including water, flora and fauna and productive land in certain situations.

· Energy Use 

All production and delivery processes, including the use of heating, ventilation, lighting, IT systems and transportation, are based on the need to maximise efficient energy use and to minimise harmful emissions.

________________




___________

Managing Director




Date
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