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Specification for the procurement of TB МРТ64 Antigen  ID tests 
1. Customer profile.

International Charitable Foundation “Alliance for Public Health” (hereafter – the Alliance) is a leading organisation of professionals who in cooperation with key public organisations, Ministry of Health and other government bodies support efforts to curb HIV/AIDS in Ukraine by overseeing prevention programmes and providing quality technical support and financial resources to the linking organisations. All of these efforts are directed at establishing in Ukraine universal access to comprehensive HIV/AIDS, Tuberculosis and VHC services and providing effective response to the epidemic at community level by building on achieved results and best practices. As an independent legal entity registered in Ukraine since 2003 and upon achieving administrative autonomy in January 2009 the Alliance shares the values and remains a member of the global Alliance for Public Health partnership – an international charitable organisation which unites 30 organisations world over with a Secretariat in Hove (UK).
The Alliance mission is to reduce spread of HIV and AIDS mortality and mitigate the adverse effects of the epidemic by supporting community action aimed at fighting HIV/AIDS in Ukraine as well as by sharing effective approaches to HIV prevention and treatment in Eastern Europe and Central Asia.

2. Product description.
2.1. General description of the product and its technical characteristics
	Lot
	Description
	Quantity

	1
	Identification test for the identification of mycobacteria of the tuberculosis complex
The identification test is designed for rapid identification of the tuberculosis complex. Cultures of mycobacteria isolated on both dense and liquid nutrient medium can be used for analysis.
Based on the method of immunochromatography with the determination of MRT64 antigen (fraction of mycobacterial protein secreted from MTbc cells during cultivation)
Desirable multiplicity of packing of 25 units
	2025



2.2. Alliance reserves the right to decrease or increase procurement volume within 20% of the Specification volume.

3. Quality requirements. 
Tests must meet the Global Fund's quality assurance requirements. 
3.1. Please make sure that your test is listed in the following list: 
· Recommended for use by the Expert Review Panel (ERP). (List of TB Diagnostic test kits and equipments classified according to the Global Fund Quality Assurance Policy page 4) https://www.theglobalfund.org/media/9461/psm_productsdiagnosticstb_list_en.pdf?u=637205690580000000

3.2.If the test is not listed but meets one of the following criteria, you can submit your proposal and submit the documents for consideration to the Global Fund Expert Review Panel 
· Prequalified by the World Health Organization Prequalification Programme 
· Authorized for use by a Stringent Drug Regulatory Authority 

Warning! Please make sure that the goods offered by the participant for consideration belong to list 3.1.

4.  Expiration date and warranty
4.1. The shelf life of the test is at least 2 years from the date of manufacture. At the time of delivery of the products to the warehouse of the recipient, the residual shelf life should be at least 75% of the total. 
In the case of tests with a shorter residual shelf life, tenderers must indicate this information in the price offer (see Annex № 3 to this Specification). Priority, other things being equal, will be given to those positions that have a residual shelf life of at least 75% of the total.

5. Supply conditions

5.1. Delivery will be fulfilled to the address of Alliance’s warehouse at Kyiv region
5.2. Preferred Delivery time: no later than September 15, 2020. Can be delivered in two batches, but first batch no later than the abovementioned date.
5.3.   In any case, participants are invited to provide their own estimates of the timing of delivery of the partial and full order (see Annex # 2 to this Specification)

6. Payment terms
6.1. 50% prepayment from the amount of the Contract, within 15 (fifteen) banking days from the date of invoice submission, the other 50% within 15 (fifteen) banking days from the date of delivery of the Goods to the Buyer.
6.2. The contract will be signed and payments will be made in:
• UAH (Ukrainian hryvnias) with residents of Ukraine which is equivalent in dollars according to the official exchange rate of the National Bank of Ukraine on the day the invoice.
• USD with non-residents of Ukraine. 

Supply of this product is exempt from VAT!
For the attention of potential resident suppliers! In accordance with the provisions of paragraph. 26 subsection 2 of section XX of the Tax Code of Ukraine, are exempt from taxation the value added operations to supply the customs territory of Ukraine goods (except for excisable goods) and services, if any products / services are paid through grants (sub-grants) provided under the Global Fund to Fight AIDS, Tuberculosis and Malaria in Ukraine, performed according to the Law of Ukraine "On implementation of the programs the Global Fund to Fight AIDS, Tuberculosis and Malaria in Ukraine» (№ 4999-17 from 11.08. 2013). The order of these operations is determined by the Cabinet of Ministers of Ukraine "Some issues of import into Ukraine of goods and supply the customs territory of Ukraine goods and services that are paid by grants (sub-grants) Global Fund to Fight AIDS, Tuberculosis and Malaria in Ukraine" April 17, 2013 g. N 284.
For the attention of potential resident suppliers! While preparing of your quotation please kindly pay attention to the content of n. 26 subsection 2 of section XX «Transitional Provisions» of the Tax Code of Ukraine. Thus, in accordance with the provisions of the Tax Code of Ukraine on transactions of delivery of goods / services are paid through grants (sub-grants) provided under the Global Fund to Fight AIDS, Tuberculosis and Malaria in Ukraine (and which are exempt from VAT) supplier has obtained tax credit:
"In the case of transactions exempted under this paragraph, paragraph 198.5 of Article 198 of the Code and the provisions of Article 199 of the Code shall not be applied."
7. Content of bids.
Each Bidder must attach the following documents to their bid applications:
a) a copy of the documents proving the state registration of the bidder.
b) copies of valid documents certifying the manufacturer's certification of production and quality management system ISO 13485.
c) copies of declaration of conformity for the requirements of the Technical Regulation of Ukraine #754 (for residents of Ukraine)
d) copy of the declaration of conformity issued by the authorized body of the country of manufacture
e) If the participant is an intermediary or distributor (does not produce the product but offers the products of another legal entity) - a copy of a valid document issued by the manufacturer, confirming the participant's status as a distributor of such products.
f) Instructions for medical use, compiled in Ukrainian or English.
g) completed annexes to the specification:
- completed tender form (see Annex No. 1);
- table on the price proposal (see Annex No. 2);
e) any other documents that you consider useful in making the decision.


8.Key criteria for tender applications evaluation:
a) compliance with the conditions of application form with bid documents; 
b) proper product quality, documented in accordance with paragraph 7 and test results.
c) Acceptable price;
d) time of delivery






















Annex #1 to the Specification for the procurement of TB МРТ64 Antigen ID tests 
General information

Please fill in the table below:

	1.
	Full name of the company 
	

	2.
	Legal address of the company
	

	3.
	Mailing address of the company
	

	4.
	General manager of the company (name, title)
	

	5.
	Contact phone of the company manager
	

	6.
	Contact person on Application submission issues
	

	7.
	Contact person phone number
	

	8.
	Email
	





Signed by ______________________________________________________,
holding the position of ______________________________________________(CEO)
on behalf of the company ____________________________________________________________ 
_______ (day) _________________ (month) 20________ (year).
________________________ (signature)


















Annex #2 to the Specification for the procurement of TB МРТ64 Antigen ID tests
Quotation
Proposal is provided under conditions: 
1. The price of the products is provided in the accordance with requirements of paragraph 5 of Specification. 
2. The price of the Goods must include the cost of the product itself, packaging / packaging, marking and delivery.
3. The price is provided: 
• in USD; 
• taking into account all relevant taxes, fees and expenses under these terms of delivery in accordance with the laws of Ukraine, 
• excluding but exempt of VAT according to the positions of the point 26 subsection 2, section ХХ of the Tax Code of Ukraine: goods (besides the excisable goods) supply and services rendering operations at Ukrainian customs territory are not the subject of value added tax (VAT), if such goods or services are paid by grants (sub-grants), granted according to the Global Fund to Fight AIDS, TB and Malaria programs that are executed according to the law.  The execution order for such operations is defined by the Cabinet of Ministry of Ukraine The link to the regulation: http://zakon2.rada.gov.ua/laws/show/284-2013-%D0%BF.
4. For contracts with 
· residents of Ukraine payments will be made in UAH according to the official rate of the National Bank of Ukraine on the day of invoice on delivery of each consignment.
· in USD with non-residents of Ukraine.
	№
	Lot 
Description of Goods
	Quantity 
	Trademark (Brand), Manufacturer Country of origin
	Unit
	Price per Unit USD without VAT
	Total USD without VAT
	Terms of the delivery

	1
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Payments terms ________________________________________________
Signed by ___________________________________, holding the position of ______________________________________________ (CEO) on behalf of the company ____________________________________________________________ 
_______ (day) _________________ (month) 20________ (year).
________________________ (signature)
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