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Specification
for procurement of a medication for comprehensive treatment of hepatitis C virus 
(Sofosbuvir, Daclatasvir)

1. Purchaser’s Profile
The International Charitable Foundation “Alliance for Public Health” (hereinafter — the Alliance) is a leading professional organization. In cooperation with key civil society organization, the Ministry of Health, and other state bodies, it fights HIV/AIDS epidemic in Ukraine, manages preventive programs, and provides quality technical and financial support to local organizations. All these efforts are aimed at ensuring universal access to comprehensive HIV/AIDS, TB and HCV services in Ukraine and providing an effective response to the epidemic at the community level based on the results achieved and using the best practices. Since being registered in Ukraine as an independent legal entity in 2003, and following the establishment of its own governing bodies in January 2009, Alliance has shared the core values and remained a member of the global partnership of the International Alliance of Public Health — an international charitable foundation uniting 33 organizations from different countries, with the Secretariat in the town of Hove, UK).
The Alliance’s mission is to decrease HIV infection spread and AIDS mortality rates in Ukraine and mitigate the adverse effects of the epidemic by supporting public response to HIV/AIDS epidemic in Ukraine, as well as by popularizing efficient approaches to HIV prevention and treatment in the Eastern Europe and Central Asia.
The main programs currently implemented by the Alliance:
· "Accelerating Ukraine’s progress in reduction of TB and HIV infections through provision of universal access to timely and quality-assured diagnostics and treatment of TB, expanding evidence-based prevention, diagnostics and treatment of HIV, creation of viable and sustainable health systems” according to Grant Agreement no. 1541 dd. 20 December 2017 (name of the grant: UKR-C-AUA) between ICF “Alliance for Public Health” and the Global Fund to Fight AIDS, TB and Malaria.
· “Involving local organisations in development of monitoring and evaluation in HIV/AIDS context in Ukraine under the President’s Emergency Plan for AIDS Relief” funded through METIDA — an international technical assistance project;
· etc.

Attention! VAT exemption in Ukraine is according to the Resolution of the Cabinet of Ministers of Ukraine dd. 17.04.2013 no. 284 "Particular Issues Concerning Importing Goods on the Customs Territory of Ukraine and Supply of Goods and Provision of Services on the Customs Territory of Ukraine Paid for Using Grants (Sub-Grants) of the Global Fund to Fight AIDS, Tuberculosis and Malaria in Ukraine”

2. Requirements for the goods to be procured

Estimated delivery dates: December 2024

2.1  The medications shall be intended to treat viral hepatitis C:

	Lot no.
	Name 
	Dosage form options
	No. of units to be procured, tablets

	1
	Sofosbuvir, 400 mg
	Tablet
	33600

	2
	Daclatasvir, 60 mg
	Tablet
	33600

	3
	Sofosbuvir, 400 mg + Daclatasvir, 60 mg
	Tablet
	33600



2.2 A bidder may submit bids for any or all of the lots.
2.3 As a result, the tender will be formed before the delivery of one of the options: either lot 1 + lot 2, or lot 3. 
2.4  The Alliance reserves the right to increase or reduce the amount of the Goods procured within +/-20%.

3. Quality requirements. 
Preparations for delivery must meet the requirements of the Global Fund to ensure the quality of such drugs.
Please make sure that your drug meets the following criteria and is listed in the following lists:
• Prequalified by the World Health Organization Prequalification Program / prequalified under the WHO program:
https://extranet.who.int/pqweb/medicines/prequalified-lists/finished-pharmaceutical-products?label=Daclatasvir&field_medicine_applicant=&field_medicine_fpp_site_value=&search_api_aggregation_1=&field_medicine_pq_date%5Bdate%5D=&field_medicine_pq_date_1%5Bdate%5D=&field_therapeutic_area=All&field_medicine_status=&field_basis_of_listing=%20All
• Authorized for use by a Stringent Drug Regulatory Authority.
• Recommended for use by the Expert Review Panel (ERP). https://www.theglobalfund.org/media/11150/psm_productshepatitis_list_en.pdf 

4. Delivery and payment terms.
4.1. The ordered goods shall be delivered in full no later than 10.12.2024. The Purchaser allows delivery of the goods in batches before the above deadline. Should it prove impossible to deliver 100% of the scope of order by the above term, it shall be allowed to deliver the scope available and/or producible no later than 10.12.2024. Nevertheless, the bidders are encouraged to submit their own forecasts of the time of delivery of partial or full scope of ordered goods, as well as multi-batch delivery in their bids (please see Annex 3 hereto).

4.2. Delivery basis:
4.2.1. For local bidders:
 	The Consignee is the Alliance. FYI: The Alliance has no license for wholesale trade in medications. The terms of the delivery shall be DAP Incoterms 2010, Kyiv oblast, TOV Farmasoft, 9 Boryspilska str., Velyka Oleksandrivka village, Boryspil rayon, Kyiv oblast, to the pharmaceutical warehouse providing consignment storage services to the Alliance.
4.3.2     For foreign bidders 
The Consignee is the Alliance.  
- air delivery terms: CIP Incoterms 2010, Warsaw airport.
- road delivery terms: DAP Incoterms 2010, Kyiv oblast, TOV Farmasoft, 9 Boryspilska str., Velyka Oleksandrivka village, Boryspil rayon, Kyiv oblast.

4.3. Terms of payment:
· Advance payment of 50% of the cost of the Goods. Payment term: 10 banking days upon signing of the supply contract and submission of pre-payment invoice.
· Balance payment of 50% of the cost of the Goods shall be made within 10 banking days after delivery completion;

4.4. The contract shall be closed and payments shall be made in:
· Ukrainian Hryvnias for residents of Ukraine with the amount equivalent to dollars according to the official exchange rate of the National Bank of Ukraine as of the date of invoice.
· US dollars for non-residents of Ukraine.

4.5. The prices shall be presented according to INCOTERMS 2010 as in item 3.3 of the Specification, in US dollars, taking into account all taxes and charges, but without VAT in Ukraine.
Attention! VAT exemption in Ukraine is according to the Resolution of the Cabinet of Ministers of Ukraine dd. 17.04.2013 no. 284 "Particular Issues Concerning Importing Goods on the Customs Territory of Ukraine and Supply of Goods and Provision of Services on the Customs Territory of Ukraine Paid for Using Grants (Sub-Grants) of the Global Fund to Fight AIDS, Tuberculosis and Malaria in Ukraine”

5. Primary package
Primary package shall protect quality, safety and stability of the medication it contains. All the packages shall be properly sealed and protected against damage. All components of the package shall meet standards relevant on the territory of Ukraine according to effective legislation, and be approved for pharmaceutical package by the national regulators of the country of manufacture. Each package shall contain an instruction on medical use of the medication in Ukrainian language.

6. Marking.
Primary package marking shall be made according to the registration dossier of the goods in Ukraine.

7. Shelf life.
Overall shelf life of the goods shall be at least 2 years.
At the time of delivery of the goods to the country of destination, the residual shelf life shall be at least 85% of the total shelf life. If medications with shorter residual shelf life are available, the bidders shall indicate this information in their bids (see Annex 3 hereto). All other factors being equal, preference shall be given to items with the residual shelf life of at least 85% of the total.

8. The number of product series in the order.
The supplier shall put together the ordered batch of the goods so that it includes the smallest possible number of produced series. 

9. Responsiveness to Good Manufacturing Practices (GMP).
The process of manufacturing of the proposed medications shall meet the requirements of good manufacturing practices, which has to be certified by the following documents: 
· certificate of conformity to GMP or a conclusion confirming responsiveness to requirements of GMP issued by the State Service of Ukraine on Medicines and Drugs Control. Should the above GMP certificate/conclusion expire before 15.07.2019, an official distributor or an authorized representative of the manufacturer shall present a letter of guarantee certifying that the certificate/conclusion shall be prolonged without interruption. If at the time of submission of a bid, the GMP certificate is to expire within a period of less than 30 days, a reference no. and date of the application to the State Service of Ukraine on Medicines and Drugs Control on prolonging the certificate/conclusion shall be presented.
· for foreign manufacturers — a GMP certificate or an equivalent document issued by a regulator in the country of manufacture.
		
10. Bid documents.
 The bid of a bidder shall comprise of the following documents:
10.1. A copy of the documents certifying state registration of the participating company according to the laws of the respective country.
10.2. A copy of a valid registration certificate for a medical product issued by the relevant authorized body in Ukraine 
10.3. Leaflet Ukrainian/English.
10.4. A copy of document certifying responsiveness of the medication to the requirements listed in item 9 of the Specification (or, if it is not available, a letter of guarantee committing the bidder to receiving such a document by the time of signing of the contract).
10.5. If the bidder is an intermediary (i.e. the bidder does not manufacture the goods, but offers goods of another legal entity), a manufacturer’s authorization confirming bidder’s distributor’s status.
10.6. Completed and duly signed Annexes 1 to 3

11. Key criteria for Bids evaluation:
· responsiveness to the conditions listed in the bidding documentation;
· price;	
· proposed delivery term;







Annex 1 
to the Specification for procurement of a medication for comprehensive treatment of hepatitis C virus (Sofosbuvir, Daclatasvir)

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.
	Head of the company: job title, full name
	

	5.
	Contact phone number of the head of the company
	

	6.
	Contact person concerning Bid submission
	

	7.
	Phone number of the contact person
	

	8.
	E-mail of the contact person
	



Signed by ______________________________________________________,

holding position of ______________________________________________(head of the company)


on behalf of the company ____________________________________________________________ 

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

________________________ (signature)



























Annex #2
to the Specification for procurement of a medication for comprehensive treatment of hepatitis C virus ((Sofosbuvir, Daclatasvir)

By signing this form, we confirm the following assurances, which are important for concluding a contract with the ICF Alliance for Public Health:

1. The Company (the legal entity that submits this and other documents for participation in the tender is specified below), any of its directors (members of the board of directors), members of the Company, its ultimate beneficial owner/owners, its officials or employees of the Company , or any agent, affiliate or other person acting on behalf of the Company, is not currently subject to US sanctions administered by the Office of Foreign Assets Control of the US Department of the Treasury or the US Department of State, the United Nations Security Council Nations, the European Union, Her Majesty's Treasury of the United Kingdom or other authorized sanctioning body.
2. The Company, and/or a member of the Company, and/or the ultimate beneficial owner of the Company are not included in the sanctions list of the National Security and Defense Council of Ukraine (in accordance with Article 5 of the Law of Ukraine "On Sanctions").
3. Personal special economic and other restrictive measures (sanctions) have not been applied to the Company's goods, services and/or works in accordance with Article 5 of the Law of Ukraine "On Sanctions".

The composition of the final beneficial owners of the tender participant
	Name of the organization/full name of the natural person
	Registration code/passport data
	Registration address
	Citizenship
	Is the organization/ person included in the sanctions lists of the USA, the European Union, and Ukraine


	
	
	
	
	[yes/no]

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	



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



Annex 3 to the Specification for procurement of a medication for comprehensive treatment of hepatitis C virus (Sofosbuvir, Daclatasvir)

Quotation.

Please fill in the table below.
Please do not fail to note the requirements of this Specification, incl. the following:
1) applied delivery and payment terms: see item 3 of the Specification.
2) [bookmark: _GoBack]The prices shall be listed in US dollars per the above delivery terms, incl. all the necessary taxes and fees, VAT excluded (see items 3.6 and 14.2 of the Specification).
3) “Estimated delivery term” means maximum period of time required to manufacture a batch and deliver it to the city of Kyiv. The period shall start upon signing of the contract and end on the date when the goods are ready for customs clearance in the city of Kyiv.

DAP Kyiv oblast, delivery to the warehouse in Velyka Oleksandrivka village.
	#
	Name of the goods
	Dosage form options
	No. of units to be procured

	Trade name,
dosage form,
no. of units per package

	Manufacturer, country of origin
	Total shelf life
	Residual time to expiry date as of the time of delivery
	Price per unit of the Goods, USD, VAT excl.

	Estimated delivery term in calendar days/ batch

	1
	Sofosbuvir, 400 mg
	Tablet
	
	
	
	
	
	
	

	2
	Daclatasvir, 60 mg
	Tablet
	
	
	
	
	
	
	

	3
	Sofosbuvir, 400 mg + Daclatasvir, 60 mg
	Tablet
	
	
	
	
	
	
	



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