[image: ]5 Dilova st., building 10A, 9th floor
03680 Kyiv, Ukraine
Tel.: (+380 44) 490-5485
Fax: (+380 44) 490-5489
info@aph.org.ua | www.aph.org.ua





Procurement Specification 
for Rapid Diagnostic Tests 
The International Charitable Foundation "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 the epidemic of HIV/AIDS and TB in Ukraine, managing prevention programs and providing high-quality support and financial resources to the local organizations. Mission of the Alliance is to reduce the spread of the infections and related deaths and to decrease negative impact of the epidemics through strengthening civil society responses in Ukraine and disseminating effective approaches to prevention and treatment in Eastern Europe and Central Asia. 
As an independent legal entity registered in Ukraine since 2003 and after obtaining managerial independence since January 2009, Alliance shares the values and remains a member of the global International HIV/AIDS Alliance partnership (international charitable organization combining 30 organizations from different countries, with the Secretariat located in the city of Hove, Great Britain).
The main programs implemented by the Alliance are supported by the Global Fund to Fight AIDS, Tuberculosis and Malaria (hereinafter the Global Fund).
This procurement is effected within the programme “Investing for Impact against Tuberculosis and HIV” according to grant agreement # 613 as of 23/02/2015 (Grant UKR-C-AUA) concluded between International HIV/AIDS Alliance in Ukraine and the Global Fund to Fight AIDS, Tuberculosis and Malaria.

1. Goods to Be Procured.
							
Lot # 1. Rapid Tests for the diagnosis of HBV infection (HBsAg).
2. Intended Use.

All the designated lots are intended for use as part of counseling and rapid testing services in field settings within the framework of HIV/AIDS prevention projects.
Lot #1  Rapid tests for the diagnosis of HBV infection are used for the qualitative detection of hepatitis B surface antigen (HbsAg) based on a whole-blood immunochromatographic assay.
3. Quantities of Supplies Required. Terms and Conditions of Delivery and Payment.
3.1. The quantities required, terms and conditions of delivery and payment.
	Lot #
	Description of Product 
	Quantity* of the goods to be supplied 

	1
	Rapid Tests for the diagnosis of HBV (HbsAg) infection
	7 880


* The quantity of tests can be adjusted depending on the number of items in packaging
3.2. The Alliance reserves the right to revise the quantities of goods to be supplied upward or downward whilst remaining within +/- 20% of the total volume of such goods.
3.3. Contractual arrangements for delivery of one single lot can be entered into with not more than one supplier.
3.4. All prices are to be in U.S. dollars [DAP Kyiv Oblast (warehouse) in accordance with INCOTERMS 2010], including all applicable taxes and fees, but excluding VAT as required under the terms of the Resolution of the Cabinet of Ministers of Ukraine dated April 17, 2013 [no. 284] "Particular Issues Concerning Importing Goods into the Customs Territory of Ukraine and Supply of Goods and Provision of Services Within the Customs Territory of Ukraine Paid for Using Grants (Sub-Grants) of the Global Fund to Fight AIDS, Tuberculosis and Malaria in Ukraine”. The currency of the supply contract and payment for the goods to be delivered under contract shall be:
· U.S. dollars for companies who are non-residents of Ukraine;
· Ukrainian hryvnias (UAH) for companies who are residents of Ukraine (the price of the contract shall be established in accordance with the Bidder’s price proposal, 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 day of invoicing; see. more in the draft contract).

3.5. Payment for the Goods:
3.5.1. If the Supplier is a resident of Ukraine, payment for the goods shall be effected in the following manner:
· Advance payment of 50% of the cost of each individual shipment. Periods of payment: within 20 calendar days from the date of confirmation by Alliance of acceptable results of validation of produced Lots and readiness of the Goods for dispatch.
· Balance payment of 50% of the cost of each individual shipment made – within 20 calendar days after completion of delivery;

3.5.2. If the Supplier is a non-resident of Ukraine, payment for the goods shall be effected in the following manner:
· Advance payment of 50% of the cost of each individual shipment. Periods of payment: within 5 days from the date of confirmation by Alliance of acceptable results of validation of produced Lots and readiness of the Goods for dispatch. 
·  The balance payment of 50% of the cost of each individual shipment made – within 20 calendar days after completion of delivery.

3.5.3. If the Supplier is a non-resident of Ukraine provided that the scheduled delivery date for such a supplier extends beyond 45 calendar days after the signing of the contract, payment for the goods shall be effected in the following manner: by means of 100% irrevocable letter of credit payable at sight. 
3.6. It is expected that the goods will be supplied as soon as practicable. Please state your offered time of delivery in Annex 4. If your proposal involves the delivery of several shipments, please state delivery time for each and every shipment in Annex 4.
4.  Number of Product Batches.

To the extent feasible, when making a delivery, the Supplier must keep the number of product batches to a minimum.
5.  Product Registration.

5.1. If the products registered in Ukraine and approved for use in accordance with applicable regulations of Ukraine, the Supplier must provide a copy of the registration certificate/certificate of compliance with technical regulations with its official corporate seal.
5.2. In submitting a tender bid, the Bidder is obliged to guarantee the extension of the registration of these products in Ukraine by the end of the shelf life of products supplied under the terms of the tender.



6.  Primary package.

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 (desirable) in a compact and heavy-duty container capable of withstanding adverse field conditions, if required. 
The primary package must carry the following details: name and address of manufacturer, month and year of production, conditions of storage, number of certificate of state registration in Ukraine, and other information in accordance with applicable laws. 
The Supplier must make sure that each individual testing kit comes complete with directions for use in Ukrainian.
7.  Labeling and Marking.

7.1. The following information in the Ukrainian language must be applied to the side surface of each testing kit: description of product, brand name, batch [serial] number, date of production, month and year of expiration, storage instructions, name and address of manufacturer. 
7.2. The Supplier must make sure to attach a sticker containing special information including «Благодійна допомога. Продаж заборонено. Національна безкоштовна гаряча лінія з питань ВІЛ/СНІДу: 0-800-500-451» to the individual package of each testing kit in accordance with Specification (see Annex #5). The design of the sticker must be coordinated with and approved by the Buyer.
Information on the primary package and directions for use (package insert instructions) must be in Ukrainian. 
8. Kitting Requirements for All the Lots Offered for Purchase.
8.1. The Supplier must ensure that each rapid test kit is shipped along with the following mandatory items required for the assay:
8.1.1. Test cassette
8.1.2. Buffer solution
8.1.3. Sterile automated lancet 
8.1.4. Pipette/graduated capillary 
8.1.5. Sterile alcohol wipe (2 pieces) 
8.1.6. IFU (instruction for use) in Ukrainian.

Kit requirements: the full kit, including all the components, defined in p. 8.1., should be individually packed in a compact and heavy-duty container capable of withstanding adverse field conditions, if required. 
Technically, if agreed with Alliance, it is possible to organize packing of the kits into individual packages after the goods are delivered to the Alliance address.

Requirements to the buffer solution: it is desirable to provide individual buffer solution for each test kit. If the testing kit includes buffer for use with more than one test cassette, the Bidder must make arrangements that regional-level NGO-based staff receive appropriate training in rapid testing including procedures relevant to the use of the designated type of buffer. The number and schedule of training sessions will be coordinated with the winning bidder during contract discussions. The cost of additional buffer solutions is to be stated in the price proposal.

Requirements to lancets: automated lancet must have sharp, fine needle to ensure a rapid and painless procedure for collection of blood samples by finger prick (need little effort to break skin) and prevent tissue damage, must be non-toxic, pyrogen-free, sterile, compliant with criteria/indicators of sterility control for medical goods, covered by a certificate of state registration/certificate of conformity issued in Ukraine. Desirable technical characteristics: needle diameter 18-21 G (1.25-0.8 mm), prick depth – 1.8-2.4 mm.

Requirements to pipette: graduated capillary/pipette shall ensure high-quality blood sampling by finger prick required to make a test in accordance with the instruction (2-3 drops), does not produce bubbles when used as intended.

Requirements for spirit wipes: sterile and disposable wipe soaked with spirit for external use (for treatment of skin before injection); composition: wipe made of nonwoven material (polypropylene), approximate size – 30x65 mm soaked with 70% spirit solution; term of sterility – during shelf life of RDT; packaging: sterile individual paper-foil package

8.2. If the test price does not include the cost of consumables, the supplier should state the price of each additional item or the package in general, if it contains all the necessary consumables, with the list of such consumables and the quantity of each item.

8.3. If the supplier doesn’t offer the additional consumables in accordance with p. 8.1., then for the price proposal comparison average market price of each single additional item will be taken into the consideration at the moment of the bidding proposal evaluation.  

9. Medical and Technical Requirements.

9.1.  General Requirements Applicable to All the Lots.
	
	Mandatory requirements / desired characteristics

	Requirements
	Lot 1. Rapid Tests for the diagnosis of HBV (HbsAg) infection
	The document, which must be provided 

	1.Performance Specifications
	
	

	1.1.Sensitivity
	100 %
	Instructions for use (IFU), registration dossier, a public report from the WHO pre-qualification

	1.2.Specificity
	≥ 98 %
	

	2.Quality Standards
	
	

	2.1.Supplier: ISO 9001
	desirable
	A copy of the Certificate

	2.2.Manufacturer: ISO 9001
	required
	A copy of the Certificate

	2.3. Manufacturer: ISO 13485
	required
	A copy of the Certificate

	3. Registration
	
	

	Registration production in Ukraine in accordance with current legislation by the end of the shelf life of products
	required
	Certificate of conformity with technical regulations / certificate of registration

	WHO pre-qualification
	not required
	Public report on WHO pre-qualification, data from the official website.

	The status of authorized distributor
	required
	Letter from producer

	State registration 
	required
	Copies of documents indicating the state registration of the tenderer.

	4.Operating Specifications
	
	

	Storage temperature
	2-30°С
	IFU

	Operating temperature range
	15-30°С
	

	Duration of analysis
	< 30 min
	

	Shelflife on time of delivery of products.
	≥ 12 months
	Signed confirmation by supplier

	Загальний термін придатності
	please specify
	IFU

	5. Kitting Requirements
	
	

	The desired packaging size
	1 individual set for test, including disposable materials 
	

	Individual buffer solution
	desirable
	

	IFU in Ukrainian
	required
	

	Additional requirements
	
	

	The possibility of training of medical staff, which will use rapid tests
	will be advantage
	

	The ability to provide labeling requirements under p.7.2 of Specifications
	required
	


Please complete the table on the evidence of compliance with specifications in the corresponding Annex.

10.  Additional Delivery Requirements 

10.1. The tests must be supplied within the term set forth by the customer in accordance with applicable transportation and storage requirements, which is to be confirmed with the data of data logger to be recorded when accepting the goods. The data logger details (series/number etc.) are provided when the goods are dispatched by the manufacturer to enable data reconciliation when a representative of Alliance in Ukraine accepts the goods. Such equipment must be installed and results must be read at the expense of the supplier.
10.2. Although not a mandatory requirement, the capability to provide training for medical staff performing rapid diagnostic tests is strongly encouraged and considered as an argument in favor of the Supplier.

11. Contents of Tender Proposals

The following documents must be attached to the Bidder’s tender proposal:
11.1. Copies of documents that evidence state registration of the Bidder.
11.2. Copies of the Bidder’s documents regarding state registration of the products offered in compliance with the laws and regulations of Ukraine. 
11.3. Materials/ protocols of clinical trials in the country of the manufacturer and Ukraine, in the case of availability the protocols of independent laboratory trials by the diagnostics department of the WHO that evidence test sensitivity and specificity data with indication of the number of patients involved in clinical trials and a detailed description of standard serum panels used for evaluation.
11.4. Duly completed and signed Annexes ## 1-4 hereto. 
11.5. Not fewer than 3 (three) product samples along with a complete list of items included in the rapid test kit in accordance with this Procurement Specification. All supplies to be delivered at a later date must be identical to the product samples provided. 
11.6. If the Bidder is an intermediary entity (i.e. not the manufacturer but the supplier of a product 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. The Bidders, who are the holders of exclusive distributorship rights, must provide appropriate documentation in support of their claim. 
11.7. Copies of 5 certificates of conformity/quality for different batches of the goods manufactured previously (during the year preceding the date of the Bidder’s proposal) similar to the products offered for supply within the framework of this tendering process. In its official letter the Bidder must make sure to advise if the goods have not been manufactured previously, or if the product has been launched only recently; in this case, the Bidder’s failure to provide copies of the documents required under this paragraph, deemed as an evaluation criteria, shall not be grounds for disqualification. However, the Bidder’s experience in manufacturing or supplying the goods offered is an advantage.
11.8. Copies of documents that evidence the manufacturer’s compliance with ISO13485 in regards to the test systems offered. A copy of the documents that evidence the supplier’s compliance with conformity assessment requirements of quality management system ISO 9001 (ISO 9001: 2009 "Quality Management System"), if any.
11.9. The supplier must provide directions for use in Ukrainian language for each test.
11.10. Any other information that can be helpful in terms of evaluating product and supplier performance. 
12. Key Criteria for Bidder Evaluation
The tender proposal (together with all annexes hereto) shall be evaluated based on the following criteria:
· compliance with product quality and proposal requirements set forth in the tender documents; 
· product price;
· delivery schedule;
· previous experience with products offered (if any); 
· previous experience with supplier (if any);

13. Proposal Preparation Requirements:
13.1. All the Bidders who wish to submit more than one tender proposal (offering, for example, several brand varieties [trademarks] for the same type of product), must present them under separate envelopes. A translated copy of any document described above must be provided if the original document is done in a language other than English, Russian, or Ukrainian. Please note that certain sections of the tender bid must be preceded by a title page.  All copies of documents must bear the Bidder’s official corporate seal and signature.

13.2. In submitting a tender bid, the Bidder confirms its awareness of the principles and requirements applied by the Global Fund with respect to potential and actual suppliers of the goods (works, services) and grantees, as well as their representatives, as set forth in the Code of Conduct for Suppliers, freely accessible on the Buyer’s website (http://www.aidsalliance.org.ua/cgi-bin/index. cgi?url=/ua/tenders/index.htm), and the website of the Global Fund at (http://www.theglobalfund.org/documents/business/ CodeOfConduct.pdf), and agrees to be bound by the terms hereof.

13.3. Temporarily, for the period of implementation of the programs of the Global Fund to Fight AIDS, Tuberculosis and Malaria in Ukraine, which are implemented according to the law, the following transactions shall be exempt from the value added tax:

· import to the customs territory of Ukraine in line with the customs regulations on importing goods (apart from excise goods), if such goods are paid for within the grants (sub-grants) provided in accordance with the programs of the Global Fund to Fight AIDS, Tuberculosis and Malaria in Ukraine, which are implemented according to the law. The procedure of importing the above-mentioned goods shall be defined by the Cabinet of Ministers of Ukraine. In case of unintended use of such goods, the taxpayer shall increase its tax liabilities for the taxable period, when such violation occurred, by the amount of the value added tax, which was payable as of the date of importing such goods and shall also pay a penalty stipulated by this Code;
· supply on the customs territory of Ukraine of goods (apart from excise goods) and delivery of services, if such goods/services are paid for within the grants (sub-grants) provided in accordance with the programs of the Global Fund to Fight AIDS, Tuberculosis and Malaria in Ukraine, which are implemented according to the law. The procedure of such transactions shall be defined by the Cabinet of Ministers of Ukraine. Should the requirements set forth by such procedure be violated, the taxpayer who exercised its right to tax exemption shall be considered as willfully evading taxes, with penalty (financial) sanctions set forth by this Code applied to such taxpayer.

Exemption from VAT of transactions to supply goods and services on the customs territory of Ukraine within the grants provided in accordance with the programs of the Global Fund to Fight AIDS, Tuberculosis and Malaria in Ukraine.
As per p. 26 subsection 2 section XX of the Tax Code of Ukraine, temporarily, for the period of implementation of the programs of the Global Fund to Fight AIDS, Tuberculosis and Malaria in Ukraine, which are implemented according to the law, transactions with supply on the customs territory of Ukraine of goods (apart from excise goods) and delivery of services shall be exempt from the value added tax, if such goods/services are paid for within the grants (sub-grants) provided in accordance with the programs of the Global Fund.
The procedure of such transactions is defined by the Resolution of the Cabinet of Ministers of Ukraine dated 17.04.2013 N 284.
In case of performance of the transactions exempt in accordance with this paragraph, provisions of paragraph 198.5 article 198 of the Tax Code and provisions of article 199 of the Code shall not be applied.


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 examined 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... .

			
[signature]	[acting as]

Who has the authority to sign the Bid for and on behalf 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.
	Chief Executive Officer of the company: job title, full name 
	

	5.
	Contact phone number for CEO
	

	6.
	Contact person on matters concerning bid submission requirements
	

	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 to confirm compliance with the requirements set forth in the Procurement Specification. This table must be filled out separately for each lot offered.
	
	Mandatory requirements / desired characteristics

	Requirements
	Lot 1. Rapid Tests for the diagnosis of HBV (HbsAg) infection
	The document, which must be provided 

	1.Performance Specifications
	
	

	1.1.Sensitivity
	100 %
	Instructions for use (IFU), registration dossier, a public report from the WHO pre-qualification

	1.2.Specificity
	≥ 98 %
	

	2.Quality Standards
	
	

	2.1.Supplier: ISO 9001
	desirable
	A copy of the Certificate

	2.2.Manufacturer: ISO 9001
	required
	A copy of the Certificate

	2.3. Manufacturer: ISO 13485
	required
	A copy of the Certificate

	3. Registration
	
	

	Registration production in Ukraine in accordance with current legislation by the end of the shelf life of products
	required
	Certificate of conformity with technical regulations / certificate of registration

	WHO pre-qualification
	not required
	Public report on WHO pre-qualification, data from the official website.

	The status of authorized distributor
	required
	Letter from producer

	State registration 
	required
	Copies of documents indicating the state registration of the tenderer.

	4.Operating Specifications
	
	

	Storage temperature
	2-30°С
	IFU

	Operating temperature range
	15-30°С
	

	Duration of analysis
	< 30 min
	

	Shelflife on time of delivery of products.
	≥ 12 months
	Signed confirmation by supplier

	Загальний термін придатності
	please specify
	IFU

	5. Kitting Requirements
	
	

	The desired packaging size
	1 individual set for test, including disposable materials 
	

	Individual buffer solution
	desirable
	

	IFU in Ukrainian
	required
	

	Additional requirements
	
	

	The possibility of training of medical staff, which will use rapid tests
	will be advantage
	

	The ability to provide labeling requirements under p.7.2 of Specifications
	required
	


[bookmark: _GoBack]* Add instructions for use / photos / designs to additional supplies
Date: ________________ 20....		
[signature]	[acting as]

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




Annex # 4 to the Procurement Specification

Please fill in the table below.
Particular attention is called to the following considerations:
1) See paragraph 3.4. hereof for applicable terms and conditions of delivery.
2) Subject to the terms and conditions of delivery mentioned above, all prices are to be in U.S. dollars including all applicable taxes and fees, but excluding VAT (as required under the terms of the Resolution of the Cabinet of Ministers of Ukraine dated April 17, 2013 [no. 284] "Particular Issues Concerning Importing Goods into the Customs Territory of Ukraine and Supply of Goods and Provision of Services Within the Customs Territory of Ukraine Paid for Using Grants (Sub-Grants) of the Global Fund to Fight AIDS, Tuberculosis and Malaria in Ukraine”.
3) The currency of the supply contract and payment for the goods to be delivered under contract shall be:
· Ukrainian hryvnias (UAH) for companies who are residents of Ukraine;
· U.S. dollars for companies who are non-residents of Ukraine.
4) For contracts with residents of Ukraine: payments will be made in UAH according to the official exchange rate of the National Bank of Ukraine on the day of invoicing.
5) Please make sure to closely review the terms of payment set forth in paragraphs 3.4. and 3.5. hereof.
6) “Estimated delivery time [in days] for a particular shipment” means the maximum period of time required for the complete delivery of the appropriate shipment of supplies ordered [100% completion]. This period of time is counted starting from the date of closure of the Contract until the date the last shipment of the goods is delivered to the destination point. 
7) If you plan to deliver goods in several shipments - specify delivery date for each of them.
DAP Kyiv Oblast/ delivery to the warehouse located in the Kyiv Oblast 
	#
	Product 
	Brand Name
	Country of Origin
	Total Shelf Life
	Quantity  of Product Units in Each Inner Case (Intermediate Package)
	Quantity  of Product Units in Each Outer Case (External package)
	Product Price Per Unit in USD
	Estimated Delivery Time for a Particular Shipment in Days (for each shipment)

	1. 
	Lot 1. Rapid Tests for the diagnosis of HBV infection
	
	
	
	
	
	
	



Date: ________________ 20....			
[signature]	[acting as]
Who has the authority to sign the Bid for and on behalf of__________________	



Annex 5 to the Procurement Specification:

Labeling and Marking
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