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Procurement specification for Multi-Drug Rapid Tests

1. Information about the procurement organization
            ICF "Alliance for Public Health" (hereinafter - Alliance) is a leading professional organization which in cooperation with the key civil society organizations, Ministry of Health and other governmental bodies is fighting a number of epidemics, including HIV/AIDS and TB, in Ukraine, managing prevention programs and providing high-quality support and financial resources to the local organizations. Alliance’s mission is to reduce the morbidity and mortality levels, as well as alleviate the negative impact of epidemics through supporting community action against the epidemics in Ukraine and disseminating effective approaches to HIV prevention and care throughout Eastern Europe and Central Asia.
As an independent legal entity registered in Ukraine since 2003, and upon establishment of its own governing bodies since January 2009, Alliance shares the values and remains a member of the global partnership of the International HIV/AIDS Alliance – an international charitable foundation uniting 30 organizations from different countries, with its secretariat in Hove (UK).
This procurement is made within the scope of Project "Improved Quality and Sustainability of Medication Assisted Treatment in Ukraine" funded by the Centers for Disease Control and Prevention (CDC) under the United States President’s Emergency Plan for AIDS Relief (PEPFAR). Registration card of the Project № 3499-03 dated 20.03.2019. In accordance with the Plan for the procurement of goods and works/services procured for funds of international technical assistance, namely item 4: “Procurement of medical products and medications for medication assisted treatment. Storage and delivery services”.
Attention! According to Article 1 (a) of the Agreement between the Government of Ukraine and the Government of the United States of America regarding Humanitarian and Technical Economic Cooperation dated May 7, 1992, this procurement is exempted from the payment of value added tax.

2. Goods description
2.1. Goods 							
	Lot
	Name of goods
	Quantity of goods to be supplied

	1.
	5 panel rapid test to detect: Оpiate, Barbiturates, Amphetamines, Methamphetamines, Benzodiazepines
	5750

	2.
	6 panel rapid test to detect: Opiate, Barbiturates, Amphetamines, Methamphetamines, Benzodiazepines, Methadone
	1900

	
	6 panel rapid test to detect: Opiate, Barbiturates, Amphetamines, Methamphetamines, Benzodiazepines, Buprenorphine
	550


The Alliance reserves the right to revise the quantities of supplies to be purchased upward or downward whilst keeping the requirement figures within +/- 20% of the total volume of the goods.
2.2. Intended use
The Multi-Drug Rapid Test Panel is a rapid chromatographic immunoassay for the qualitative one step detection of multiple drugs (5/6 types) and drugs metabolites in human urine specimen. It is intended for in vitro diagnostic use only. 

2.3. For each of the listed in paragraph 2.1. lot can be determined by a separate winner of the Bidding.

3. Quantity of Goods Required. Terms and Conditions of Payment and Delivery.

3.1. Consignment terms: 
· for residents of Ukraine: DDP Alliance warehouse at v. Velyka Oleksandrivka, Kyiv region. 
· DAP Kyiv (Incoterms 2010) (for non-residents of Ukraine) 

3.2. It is desirable to have the fastest arrival time of the ordered Goods at the place of destination. Each bidder should make a forecast as for the time of Goods delivery to the place of destination (Annex 3 hereto).  

3.3. The currency of the supply contract and payment for the goods to be delivered under contract shall be:
•	U.S. dollars for non-resident companies of Ukraine;
•	Ukrainian hryvnias (UAH) for resident companies of Ukraine (the price of the contract shall be established in accordance with the Bidder’s price quote, and re-calculated at the exchange rate of the National Bank of Ukraine in effect as of the date of the contract. Payments will be made in UAH according to the official rate of the National Bank of Ukraine on invoice date).

3.4.  Payment for the Goods
•	Advance payment of 50% of the cost of each individual shipment. Periods of payment: within 20 calendar days after signing the contract and providing original invoice.
•	Balance payment of 50% of the cost of each individual shipment made – within 20 calendar days after completion of the delivery.

3.5. If the Supplier is a non-resident of Ukraine provided that the scheduled delivery date extends beyond 90 calendar days after advance payment of the Alliance (under p. 3.3 hereof), payment for the goods shall be effected in the following manner: by means of 100% irrevocable letter of credit payable at sight.

3.6. The tests shall be delivered in compliance with the required terms of transportation and storage, which should be confirmed by the data of temperature data logger, which will be recorded when accepting the Goods.
The details of data logger (series/number, etc.) shall be provided at the moment of Goods dispatch by the producer to enable data verification when an authorized representative of Alliance accepts the Goods in Ukraine.

The details of data logger (series/number, etc.) shall be provided at the moment of Goods dispatch by the producer to enable data verification when an authorized representative of Alliance accepts the Goods in Ukraine.
3.7. The bids will be evaluated based on the cost of the 1 test. The prices of all bids must be declared in US dollars. The price must include all the necessary taxes and fees that are mandatory for this delivery basis, but excluding VAT.

3.8. Delivery of goods is exempted from payment of VAT
Attention! According to Article 1 (a) of the Agreement between the Government of Ukraine and the Government of the United States of America regarding Humanitarian and Technical Economic Cooperation dated May 7, 1992. The import of Goods is not exempted from the payment of value added tax.

3.9. The currency of the supply contract and payment for the goods to be delivered under contract shall be:
· U.S. dollars for non-resident companies of Ukraine.
· Ukrainian hryvnias (UAH) for resident companies of Ukraine (Payments will be made in UAH according to the official rate of the National Bank of Ukraine on invoice date).

4. Medical and technical requirements. 
4.1. 5 panel rapid test to detect: Opiate, Barbiturates, Amphetamines, Methamphetamines, Benzodiazepines.
5 panel rapid test is a rapid, one step, immunochromatographic assay designed for qualitative detection Opiate, Barbiturates, Amphetamines, Methamphetamines, Benzodiazepines and their metabolites in human urine specimen.
It is intended for in vitro diagnostic use only.
Duration of assay is up to 10 min.
A procedural control is included in the test. A line appearing in the control region (C) is
considered an internal procedural control. It confirms sufficient specimen volume,
adequate membrane wicking and correct procedural technique.
Temperature requirements to tests storage: at 2-30°C. The test is stable through the
expiration date.

4.2. 6 panel rapid test to detect: Opiate, Barbiturates, Amphetamines, Methamphetamines, Benzodiazepines, Methadone
6 Panel rapid test is a rapid, one step, immunochromatographic assay designed for qualitative detection Opiate, Barbiturates, Amphetamines, Methamphetamines, Benzodiazepines, Methadone and their metabolites in human urine specimen.
It is intended for in vitro diagnostic use only.
Duration of assay is up to 10 min.
A procedural control is included in the test. A line appearing in the control region (C) is considered an internal procedural control. It confirms sufficient specimen volume, adequate membrane wicking and correct procedural technique.
Temperature requirements to tests storage: at 2-30°C. The test is stable through the expiration date.

  4.3. 6 panel rapid tests to detect: Opiate, Barbiturates, Amphetamines, Methamphetamines, Benzodiazepines, Buprenorphine 
6 Panel rapid test is a rapid, one step, immunochromatographic assay designed for qualitative detection Opiate, Barbiturates, Amphetamines, Methamphetamines, Benzodiazepines, Buprenorphine and their metabolites in human urine specimen.
It is intended for in vitro diagnostic use only.
Duration of assay is up to 10 min.
A procedural control is included in the test. A line appearing in the control region (C) is
considered an internal procedural control. It confirms sufficient specimen volume,
adequate membrane wicking and correct procedural technique.
Temperature requirements to tests storage: at 2-30°C. The test is stable through the
expiration date.

5. Registration. 

5.1. Products should be allowed for use in Ukraine according to the laws currently in force (should be accompanied with a valid registration certificate and/or pass a procedure to assess compliance with the requirements of technical regulations) as of the date of delivery to the place of destination.

5.2. The product may be unregistered in Ukraine at the time of proposal submission. In this case, the participant must provide a written guarantee of the registration of the products with obtaining permits for the right to use such products on the territory of Ukraine. In this case, if the participant is elected as a bidding winner, it shall receive such registration no later than the time of receipt of the first batch of products on the territory of Ukraine. Written warranty must contain a schedule for obtaining this permission. Moreover, the letter should state that all costs associated with the registration procedure in Ukraine will be borne by the Applicant. The Alliance will be able, if necessary, to provide technical assistance related to the registration procedure.

In any case, at the time of receipt of the goods into the territory of Ukraine for its customs clearance, the goods must necessarily be registered for use in Ukraine.
The permission documentation for the right to use products on the territory of Ukraine includes a declaration of conformance with technical regulations certified by the seal of the supplier company.

5.3. By participating in this bidding, the winning bidder shall guarantee extension of the term of Goods registration in Ukraine as per the laws currently in force up to the end of shelf life of the Goods delivered within this procurement.

6. Primary packaging

The packaging must comply with Ukraine’s applicable regulatory requirements. It must ensure the quality, safety and stability of the products shipped. All packaging containers must be properly sealed and protected against damage occurring in transit or due to poor handling. 
		The rapid test kits must be individually packaged in compact and heavy-duty containers capable of withstanding adverse field conditions, if required, and must contain all the set of components required to conduct testing. 
		The primary package must indicate the following details: name and address of manufacturer, month and year of production, conditions of storage, information about state registration in Ukraine. 
In the course of delivering tests, the awarded company (supplier) must make sure that each individual testing kit comes complete with directions for use in Ukrainian.

7. Marking.

7.1. Marking of test systems should comply with the provisions of the Technical Regulations on medical products.

8. Expiration date

The self-life of the product at the time of delivery should be at least 75% of the total shelf-life of the product from the time of production.

9. Contents of tender proposals

The following documents must be attached to the Bidder’s tender proposal:
9.1. Copies of documents that evidence state registration of the Bidder.
9.2. Copies of the Bidder’s documents regarding state registration of the products offered in compliance with the laws and regulations of Ukraine. The Bidder must submit a copy of the product registration certificate under the official corporate seal of the supplier and/or a certificate of compliance with technical regulations. In case if at the date of bid submission the Goods are in the process of registration – an official letter should be provided to confirm obligations of such bidder to provide all the necessary approvals to the Alliance before the supply of the first batch.
9.3. Duly completed and signed Annexes 1-3 to the Specification.
9.4.  If the Bidder is an intermediary entity (i.e. not the manufacturer but the supplier of products manufactured by another company), the Bidder must present a copy of the original document issued by the manufacturer to support its status as a distributor of the product.
9.5. Copies of documents that evidence the manufacturer’s compliance with ISO13485 and 9001 with regard to the test systems offered.
9.6. Copies of documents to confirm that the bidder complies with the quality management system requirements ISO 9001 (DSTU ISO 9001:2009 “Quality Management System”), if available.
9.7. At least 3 (three) sample tests in the packaging to be delivered by the Bidder. The Goods planned for delivery in future should be identical to such sample!
9.8. The supplier must provide directions for use in Ukrainian for each test.
9.9. Any other information that can be helpful in terms of evaluating product and supplier performance.

10. Requirements for the preparation of a tender offer
10.1. Any document or copy must be drawn up or submitted with translation into one of the following languages: Ukrainian, English, Russian. Copies of the documents must be certified by the seal of the applicant company.
10.2 The application must be properly structured: the dossier in front of the documentation package that corresponds to one or another item from the list above must precede the paper with the title of this item.
10.3 All additional comments or comments should be made by official letters or annexes to tender offers.

11. Key criteria for bid evaluation.
The tender proposal shall be evaluated based on the following criteria:
· compliance of the bid with the medical and technical requirements of the Specification; 
· product price;
· terms of delivery.

8

Annex 1 to the Procurement Specification

Please complete and sign this form to confirm that you agree with the following terms.

	

To: ICF “Alliance for Public Health”

Ladies and/or Gentlemen,
	Having revised the bidding documents, the receipt of which is hereby duly acknowledged, we, the undersigned, offer to supply and deliver the goods in conformity with the said bidding documents at the prices contained in the attached document, which forms an integral part of this Bid.
	If our Bid is accepted, we undertake to deliver the goods according to the terms indicated in the draft contract (which forms an integral part of the Bidding Documents).
If our Bid is accepted, we undertake to provide performance guarantees in the form, in the amounts, and within the times specified in the Bidding Documents.
	We agree to abide by this Bid for the Bid Validity Period specified in the Bidding announcement and it shall remain binding upon us and may be accepted at any time before the expiration of that period.
	Until a formal contract is prepared and executed, this Bid, together with your written acceptance thereof and your notification of award, shall constitute a binding contract between us.
	We understand that your organization is not bound to accept the lowest or any bid you may receive.
	We certify/confirm that we have the legal capacity to enter into the contract.

Date: ________________ 20....

Duly authorized to sign this Bid on behalf and upon assignment of…




Annex 2 to the Procurement Specification

General Information

Please fill in the table below



	1.
	Full name of the company
	

	2.
	Legal address of the company
	

	3.
	Business address of the company
	

	4.
	Director of the company: job title, full name 
	

	5.
	Director’s phone number 
	

	6.
	Contact person on matters concerning bid submission 
	

	7.
	Phone number for the contact person
	

	8.
	E-mail address for the contact person 
	








Date: ________________ 20....


			
[signature]	[acting as]

Who has the authority to sign the Bid for and on behalf of__________________ 	

 	





















Annex 3 to the Procurement Specification.
Please fill in the table below.
Before you start, please pay attention to the requirements of this Specification, in particular to the following aspects:
1) [bookmark: _GoBack]Applied terms of delivery and payment: see p. 3.1-3.5. of the Specification.
2) The prices are to be stated in US dollars in compliance with the above terms of delivery including all applicable taxes and fees, but excluding VAT (in accordance with the requirements of p.3.8. of the Specification).
3) The “estimated time of delivery” means the maximum period of time needed to produce the Goods and deliver them to Kyiv. The period should start from signing the contract and end on the date when the Goods are ready for customs clearance in Kyiv.

	Lot
	Goods
	Quantity
	Brand name
	Country of origin
	Total shelf life
	Number of pieces in one inner box (middle packaging) 
	Number of pieces in one outer box (external packaging)  
	Price of 1 unit in US dollars 
	Estimated time of delivery
(Kyiv)*

	Lot 1

	Rapid tests (test panel) to detect 5 types of drugs: Opiate, Barbiturates, Amphetamines, Methamphetamines, Benzodiazepines;
	5750
	
	
	
	
	
	
	

	Lot 2
	Rapid tests (test panel) to detect 6 types of drugs: Opiate, Barbiturates, Amphetamines, Methamphetamines, Benzodiazepines, Methadone
	1900
	
	
	
	
	
	
	

	
	Rapid tests (test panel) to detect 6 types of drugs: Opiate, Barbiturates, Amphetamines, Methamphetamines, Benzodiazepines, Buprenorphine
	550
	
	
	
	
	
	
	



Date: ________________ 20....			
[signature]	[acting as]

Who has the authority to sign the Application on behalf of
image1.emf

