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Specification for the procurement of reagent «Linezolid» for the determination of tuberculosis mycobacteria sensitivity to the anti-tuberculosis medicine «Linezolid» (hereinafter – the Reagent) 
(Bidding – LZ-2017)
1. Customer Profile

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 HIV/AIDS in Ukraine, managing prevention programs and providing high-quality support and financial resources to the local organizations. All these efforts are aimed at achieving universal access to comprehensive HIV/AIDS services in the country and efficient community-based epidemic response. Alliance’s mission is to reduce the spread of HIV infection and AIDS mortality, as well as alleviate negative impact of epidemic through supporting community action against HIV/AIDS 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, 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 currently carried out by the Alliance are supported by the Global Fund to Fight AIDS, Tuberculosis and Malaria. 
This procurement is made within the scope of fulfilment of 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 Alliance for Public Health and the Global Fund to Fight AIDS, Tuberculosis and Malaria.
 
1. General Product Description 
2.1 Product Description
	Reagent name
	Quality requirements, technical characteristics of the goods
	Active ingredient content no less, %
	Package
	Quantity to be procured in packs

	Linezolid, >=98% (HPLC) 
	Linezolid, reagent for the determination of tuberculosis mycobacteria sensitivity to the anti-tuberculosis medicine
	98
	5 mg
	232


[bookmark: _GoBack]2.2 The Goods supply is to be reached the Buyer no later than December 25, 2017. The Buyer will accept the delivery of the order in several batches to the specified delivery date. In case of the impossibility of delivering of the whole 100% of the volume of the order to the specified time, it is allowed to make the delivery of volume available and / or capable of being manufactured and delivered no later than than December 25, 2017.
.
 However, Bidders should provide their forecasts regarding the delivery time in quotation (see Annex 4 to this Specification). A shorter term, while retaining quality, will be an advantage.
1. Quality confirmation and certification of the manufacturing site

1. Availability of the quality certificate or other document confirming due control of the substance purity by thin layer chromatography (TCL) or high pressure liquid chromatography (HPLC) or other method stipulated by the regulations of the manufacturer to this type of products. 
2. The manufacturing site should be certified according to ISO9001, confirmed with a relevant certificate will be an additional advantage.

1. Primary package.
Primary package must preserve quality, safety and stability of the medicinal good it contains. The entire package must be duly sealed and protected from spoiling. 
1. Marking
Marking of the primary package must include:
1. Name of the active substance.
2. Dosage form.
3. Active substance amount in 1 unit of dosage form.
4. Lot number.
5. Production date.
6. Shelf life.
7. Storage requirements.
8. Manufacturer name.
1. Shelf life.
Total shelf life of the product or the next re-testing data shall not be less than 36 months which shall be confirmed by the respective documents of the manufacturer. 
At the moment of the product supply to the final recipients in the country of destination the final shelf life of the product shall not be less than 75 % of the shelf life established by the manufacturer.
In case if  the other manufacturer’s regulations are stipulated in regards shelf life of the product, the bidders shall indicate this in Annex #3, paragraph 4 of the Specification.
1. Accompanying documents to be provided to the recipient.
1) Certificate of the substance purity by thin layer chromatography (TCL) or high pressure liquid chromatography (HPLC) or other method stipulated by the regulations of the manufacturer to this type of products and ensuring due control of the substance purity;
2) Usage instruction containing information which is necessary for the correct use of pure substances.

1. Basis of delivery and payment terms.
8.1 .Basis of delivery: 
		8.1.1.For the residents of Ukraine
           Consignee of Goods will be Alliance. Delivery will be fulfilled to the address of Alliance’s pharmaceutical warehouse LLC "BADM "at Kyiv region, Irpin, Tsentralna 1 Street.
  		8.1.2 For non-residents
Consignee of Goods will be Alliance. Delivery terms.
· By air - CIP Incoterms 2010, airport Kyiv / Kiev region.
· By road – DAP Incoterms 2010, LLC "BADM "at Kyiv region, Irpin, Tsentralna 1 Street.

8.2.  Payment terms: 
• Advance 50% of the total value of the Goods. Terms of payment: 15 banking days after signing the appropriate specification to supply contract. 
• The final payment of 50% of the total value of the Goods - within 15 banking days after delivery; 
If the supplier is a non-resident company and supply term is more than 70 days, payment will be 	made under the terms of 100% irrevocable letter of credit at sight (100% IRREVOCABLE L/C AT 	SIGHT). 
		8.3. 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 of invoice on delivery of each consignment of the Goods.
• 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."
1. Expected delivery date.
The Goods supply is to be reached the Buyer no later than December 25, 2017. The Buyer will accept the delivery of the order in several batches to the specified delivery date. In case of the impossibility of delivering of the whole 100% of the volume of the order to the specified time, it is allowed to make the delivery of volume available and / or capable of being manufactured and delivered no later than than December 25, 2017.
 However, Bidders should provide their forecasts regarding the delivery time in quotation (see Annex 4 to this Specification). A shorter term, while retaining quality, will be an advantage.

1. Structure of the bidder’s tender proposal.
All bidders participating in the bidding process must submit the following documentation and materials:
1. Copies of valid registration certificates sealed by the supplier’s corporate seal.
2. Document confirming the substance purity (under cl.3 of the Specification).
3. ISO 9001 certificate will be additional advantage.
4. If the participant is an intermediary (does not manufacture the goods itself but offers the goods by other legal entity) – copy of a valid document issued by the manufacturer confirming the participant status as the said goods distributor. If the participant has the status of an exclusive distributor the same shall also be confirmed with an appropriate document.
5. Filled annexes to the Specification.
6. Any other documents that you think may be helpful in making a decision.

1. Key criteria for tender Applications evaluation

Tender proposal (together with annexes thereto) shall be evaluated according to the following criteria:
· Compliance of the provided documentation to the tender documents requirements;
· Goods price;
· Previous experience of cooperation with the supplier, if there is any;
· Supply deadline no later than December 25, 2017.

1. Bid documentation requirements:
0. Any document or copy drawn not in English, Ukrainian or Russian, shall be translated onto one of these languages.
0. Copies of these documents must be authorized with the applying company’s corporate seal.
0. Please ensure that your application is duly structured: in the dossier the documents package corresponding to a certain paragraph from the above list shall open with a sheet containing the paragraph title. For example, while submitting a copy of medicinal product registration certificate the package of respective documents shall open with a paper sheet with the following title: “Copy of the certificate of analyses”.
0. If you have any remarks or comments, including with regard to the documents submitted by you or absence of certain documents please formalize the same with official letters.
0. The envelope should contain the name of the tender and the words "DO NOT OPEN BEFORE ..." (specify the time and date specified in the documentation as the term of envelopes with tender offers)

	BIDS OFFER  - LZ-2017
(the procurement of reagent «Linezolid» for the determination of tuberculosis mycobacteria sensitivity to the anti-tuberculosis medicine «Linezolid»)
DO NOT OPEN UNTILL 16:00, September 15, 2017



By submitting an application the Applicant confirms its awareness of the principles and requirements of the Global Fund for potential and actual suppliers of the goods (works, services) and grantees, as well as their representatives, as set forth in the Suppliers Code of Conduct, freely accessible on the Buyer’s website (http://www.aidsalliance.org.ua/cgi-bin/index. cgi?url=/ua/tenders/index.htm), and the Global Fund website (http://www.theglobalfund.org/documents/business/ CodeOfConduct.pdf), and undertakes to observe them.


Annex # 1 
to Specification for the procurement of reagent «Linezolid» for the determination of tuberculosis mycobacteria sensitivity to the anti-tuberculosis medicine «Linezolid» 
(Bidding – LZ-2017)
Please familiarize yourself with the text below, complete the form and submit it to the Tender Committee (Organizers).

To: ICF “Alliance for Public Health”

Gentlemen and/or Ladies:
Our company confirms to have received bidding documents from bid organizer, comprising bid announcement, specification and attachments thereto.   After having examined your invitation to participate in the bid we, the undersigned, hereby offer to deliver ____________________________ (list of products) in accordance with the received bidding documents, at the prices indicated in our pricing proposal attached hereto. 
   We undertake, if our Bid is accepted, to deliver the goods in accordance with the tender documents, including the terms and condition specified in the draft-contract for delivery which is part of the Bidding Documents).
          We agree to comply with our Bid for the validity period specified in the invitation, and undertake, that our company shall fulfill our proposal at any time before the indicated term of bidding proposal expires.  
Until the moment that the agreement on above services is concluded and fulfilled by all parties this bidding proposal together with the official confirmation from ICF “Alliance for Public Health” on our proposal receipt and notification on the selected bid winner shall be binding upon both parties. 
  We understand that ICF “Alliance for Public Health” is not bound to accept the lowest or any bid it may receive.
  We certify/confirm that we have the legal, financial, organizational and other capacity to enter into the contract for delivery of the announced goods.
Signed by ______________________________________________________,

holding the position of ______________________________________________(CEO)

on behalf of the company ____________________________________________________________ 

_______ (day) _________________ (month) 20________ (year).

________________________ (signature)


Annex #2 
to Specification for the procurement of reagent «Linezolid» for the determination of tuberculosis mycobacteria sensitivity to the anti-tuberculosis medicine «Linezolid» 
(Bidding – LZ-2017)

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
	





Dated this ________________ day of ________________ 20__.


			
[signature]	[in the capacity of]

Duly authorized to sign Bid for and on behalf of 	
 
 	



Annex# 3 
to Specification for the procurement of reagent «Linezolid» for the determination of tuberculosis mycobacteria sensitivity to the anti-tuberculosis medicine «Linezolid» 
(Bidding – LZ-2017)
Compliance with the specification

Please fill in the below table as a confirmation of Specification conditions fulfillment.
	Medical and technical requirements

	Compliance with the conditions (please indicate yes/no)

	1. Quality confirmation and certification of the manufacturing site.
Compliance with paragraph 3 of the specification
	

	2. Primary package.
Compliance with paragraph 4 of the specification.
	

	3. Marking
Compliance with paragraph 5 of the specification. 
	

	4. Shelf life
Compliance with paragraph 6 of the specification. 
In case if other manufacturer’s regulations are stipulated in regards shelf life of the product, the bidders shall indicate this information and provide the following clarifications in regards shelf life interpretation

	

	5. The bidding company’s agreement to execute a delivery contract on the basis of the draft contract included in the tender documentation and provided along with the Specifications.
	




Dated this ________________ day of ________________ 20__.


			
[signature]	[in the capacity of]

Duly authorized to sign Bid for and on behalf of 	
 










Annex# 4 
to Specification for the procurement of reagent «Linezolid» for the determination of tuberculosis mycobacteria sensitivity to the anti-tuberculosis medicine «Linezolid» 
(Bidding – LZ-2017)
Price quotation
Each of the bidders is invited to formulate their price offers in the form of the following table below.
Price quotation is provided under conditions:
1. The price of the Goods includes the cost of the products themselves, packaging / packaging, marking and delivery.
2. 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.
3. The supply contract will be awarded and payments will be made ​​in: 
• UAH (Ukrainian hryvnias) for residents of Ukraine 
• USD for non-residents of Ukraine. 
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 of the Goods. 
5. Proposal is valid for 90 days from the date of filing and the price can not be changed during this period.
6. Basis of delivery and payment terms: see. Paragraph 8 of Specification. 
 Under the «expected delivery time in days» means the maximum amount of time in calendar days required to complete the delivery of the ordered quantity of products. The period begins with the signing of the contract and ending on the date of delivery of the latest packaging products to the destination.

	#
	Goods
	Package
	Quantity to be procured in packs
	Brand Name 
	Country of origin
	Total shelf life
	Price for unit of Goods, USD, without VAT
	Expected supply time in days*

	
	
	
	
	
	
	
	For non-residents under following supply conditions: 
· By Avia - CIP Incoterms 2010, airport Kyiv / Kiev region.
· By Road – DAP Incoterms 2010, LLC "BADM", Kyiv region, Irpin, Tsentralna 1 Street.
	For residents of Ukraine – delivery to address of AU warehouse
DDP Incoterms 2010, LLC "BADM ", Kyiv region, Irpin, Tsentralna 1 Street.
	

	1
	Linezolid, >=98% (HPLC)
	5 mg
	232
	
	
	
	
	
	



*In the case of partial delivery and / or in several batches, please kindly indicate separately the quantity of the Goods and the terms of such deliveries.

			
Dated this ________________ day of ________________ 20__.

			
[signature]	[in the capacity of]

Duly authorized to sign Bid for and on behalf of 	
image1.emf

