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Specification
for procurement of a medication for comprehensive treatment of hepatitis C virus (Ledipasvir/Sofosbuvir, Ribavirin)
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.
This procurement is made using funds of the Global Fund to Fight AIDS, TB and Malaria as a part of activity aimed at ensuring community-based treatment of HCV in key populations with HIV/HCV co-infection.
2. Requirements for the goods to be procured
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
	Ledipasvir/Sofosbuvir, 90 mg/400 mg
	Tablet
	97188

	2
	Ribavirin 200 mg
	Tablets/capsules
	233856


2.2 A bidder may submit bids for any or all of the lots.
2.3  The Alliance reserves the right to increase or reduce the amount of the Goods procured within +/-20%.
3. Delivery and payment terms.
3.1. The ordered goods shall be delivered in full no later than 15.07.2019. 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 15.07.2019. 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).
3.2. Considering item 3.1 above, there may be multiple successful bidders for each Lot.
3.3. Delivery basis:
3.3.1 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.
3.3.2     For foreign bidders 
The Consignee is the Alliance.  
- air delivery terms: DAP Incoterms 2010, airport in Kyiv/Kyiv oblast.
- road delivery terms: DAP Incoterms 2010, Kyiv oblast, TOV Farmasoft, 9 Boryspilska str., Velyka Oleksandrivka village, Boryspil rayon, Kyiv oblast.
3.4. Terms of payment:
· Advance payment of 50% of the cost of the Goods. Payment term: 15 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 15 banking days after delivery completion;
3.5. 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.
3.6. 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”
4. Requirements Concerning Registration.
Medications proposed for the procurement shall be authorized for use on the Ukrainian market according to effective legislation.
As of the time of bid submission, the goods may be not yet authorized in Ukraine. In such a case, the bidder shall submit a written guarantee of obtaining market authorization of the goods and the necessary permits to use the goods in Ukraine.  In case of becoming a successful bidder, this bidder shall obtain such an authorization by the time the first batch of the goods is delivered to the territory of Ukraine. The written guarantee shall contain a timetable for obtaining the permit. Also, the letter of guarantee shall indicate that the Bidder shall bear all expense related to the market authorization procedure. The Alliance, if required, will be able to provide technical assistance with market authorization.
In any case, at the time of delivery of the goods to the territory of Ukraine for custom clearance, it must have Ukrainian market authorization. Should the Goods delivered for the custom clearance are not authorized for Ukrainian market, the supplier shall compensate all possible costs, including those related to bonded storage.

Should market authorization certificate expire in less than 90 days after the date of bid submission, a letter of a public authority responsible for market authorization of pharmaceuticals shall be presented confirming the fact of submission of an application for prolonging the authorization.
The supplier shall present a copy of authorization certificate attested with the supplier’s seal.
5. Global Fund’s requirements to ensuring the quality of medications
5.1. Each bidder shall present a document certifying the responsiveness of offered medications to the requirements of item 4.5 of the Guide to Global Fund Policies on Procurement and Supply Management of Health Products, please see the link:
https://www.theglobalfund.org/media/5873/psm_procurementsupplymanagement_guidelines_en.pdf
Namely*:
· Prequalified by the World Health Organization Prequalification Programme
· Authorized for use by a Stringent Drug Regulatory Authority
· Recommended for use by the Expert Review Panel (ERP).
*For more details please see https://www.theglobalfund.org/en/sourcing-management/quality-assurance/medicines/
6. 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.
7. Marking.
Primary package marking shall be made according to the registration dossier of the goods in Ukraine.
8. 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 75% 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 75% of the total.
9. 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. 
10. 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.
11. Bidding guarantee

10.1. Bidder guarantee is the obligation of the bank (guarantor), submitted upon application of the Bidder (Principal) which expressed the intent to participate in the tender and proposed the tender organizer (the beneficiary) to pay to the latter the amount indicated in the guarantee, if:  

(а) the Bidder refuses to participate (withdraws the proposal) in the tender during its tender guarantee validity term, or

(b) upon receiving the notice that its proposal became winning, the Bidder (i) fails or refuses to sign the supply contract, if this is required, or (ii) fails or refuses to provide the guarantee of the contract fulfillment. 

10.2. Tender guarantees of the bidders whose proposals were rejected, shall be returned within 3 working days, and the winner's – after signing the contract. 

10.3. Tender guarantee amount: 2% of the total cost of the proposal under the lot. Validity term of the guarantee – 120 days.
10.4. Typical form of the banking guarantee is contained in Annex 5 to the Specification. The participant may also use other formats with previous approval of the tender organizer. 

10.5. If the Bidder provides several alternative proposals (with different numbers, lots, participation conditions, etc), the guarantee amount shall be calculated for the most expensive one.

10.6. If the Bidder fails to provide the Guarantee for Lot No. 1 its proposal will be considered incompliant with the conditions and subject to rejection. 

12. Bid documents.
 The bid of a bidder shall comprise of the following documents:
12.1. A copy of the documents certifying state registration of the participating company according to the laws of the respective country.
12.2. A copy of a valid market authorization for the medication issued by an authorized body in Ukraine and certified with supplier’s seal as per item 4 hereof, or a letter from the bidder as per paragraph 2 item 4 hereof.
12.3. Manual in Ukrainian.
12.4. A copy of document certifying responsiveness of the medication to the requirements listed in item 5 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).
12.5. A copy of a document certifying manufacturing practices' conformity to item 10 of the specification.
12.6. A copy of the license to wholesale trade in medications (only for residents of Ukraine).
12.7. 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.
12.8. Bidding guarantee (only for Lot#1) (Annex#4)
12.9. Completed and duly signed Annexes 1 to 3.
3. Requirements to composing a bid
3.1. Please ensure that your bid is properly structured: in the dossier, a package of documents meeting requirements of a separate item should be preceded by a sheet with the name of that item. E.g., when a bidder submits a copy of the MoH Registration Certificate, the document shall be preceded by a sheet of paper with the sign “Copy of the valid MoH Registration Certificate”.
3.2. All documents listing information in any language except English, Russian or Ukrainian shall contain a translation to one of these three languages certified with bidder’s or manufacturer’s seal.
3.3. Should you have any remarks or comments, incl. those regarding documents you submit, or if you do not have some of the documents, submit an official letter.
3.4. On the envelope, please indicate the name of the tender and make a sign: “DO NOT OPEN BEFORE…” (indicate the time and date specified in the bidding documentation as the bid opening term). 
4. Key criteria for Bids evaluation:
· responsiveness to the conditions listed in the bidding documentation;
· price;

· proposed delivery term;
5. Miscellaneous. 
5.1. By submitting a bid, bidders confirm having read and understood the principles and requirements of the Global Fund to prospective and actual suppliers of goods (works, services) and grantees, as well as their representatives, listed in the Code of Conduct for Suppliers publicly available at the web site of the Purchaser (http://www.aph.org.ua/policies-procedures-ua/) and at the web site of the Global Fund (https://www.theglobalfund.org/media/3275/corporate_codeofconductforsuppliers_policy_en.pdf ), and commit to adhere to the above principles and requirements.
5.2. VAT exemption for transactions of supply on the customs territory of Ukraine of the goods paid for by grants provided under programs of the Global Fund to Fight AIDS, TB and Malaria in Ukraine.
According to item 26, subsection 2 of section XX of the Tax Code of Ukraine, transactions of supply on the customs territory of Ukraine of the goods (except excisable ones) and provision of services paid for by (sub)grants provided under programs of the Global Fund to Fight AIDS, TB and Malaria shall be VAT exempt. This exemption shall be temporary, for the period of implementation of the Global Fund's programs.
The procedure for such transactions is defined by the Resolution of the Cabinet of Ministers of Ukraine dd. 17 April 2013 no. 284.
In the event of conducting transactions included herein, provisions of item 198.5 of article 198 of the Code and provisions of article 199 of the Code shall not apply.
Annex 1 to the Specification for procurement of a medication for comprehensive treatment of hepatitis C virus (Ledipasvir/Sofosbuvir, Ribavirin)
Please read the form below, fill it out and submit the completed form to the tendering organizer.
To: ICF “Alliance for Public Health” 
Dear Sirs,
We hereby confirm having received bidding documents from the tendering organizer including tender announcement, specification and annexes thereto. Having thoroughly reviewed the documents, we propose supplying (manufacturing) the goods (list…) in full accordance with the requirements of the bidding documents at the prices listed in our bid attached hereto.
We hereby commit, should we be selected a successful bidder, to supply the goods in accordance with the terms of the bidding documents.
By submitting our bid for your consideration, we agree with the validity term of our bid defined in the bidding announcement and guarantee that we assume the obligation to perform as proposed at any time before the validity term of the bid expires.
Until a contract on provision of the above services is concluded and executed by all the parties, this bid together with the formal confirmation of its receipt by ICF “Alliance for Public Health” and a notification about selected winner(s) of the tender shall be considered a legally binding agreement of the two parties.
We recognize that ICF “Alliance for Public Health” is not obliged to choose the most cost-effective or any of the bids. 
We confirm that our company is legally and organizationally capable of performing the commitments undertaken through submission of this bid.
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 (Ledipasvir/Sofosbuvir, Ribavirin)
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 3 to the Specification for procurement of a medication for comprehensive treatment of hepatitis C virus (Ledipasvir/Sofosbuvir, Ribavirin)
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) 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
	Ledipasvir/Sofosbuvir, 90 mg/400 mg 
	Tablets
	97188
	
	
	
	
	
	

	2
	Ribavirin 200 mg
	Tablets/capsules
	233856
	
	
	
	
	
	


Signed by ______________________________________________________,
holding position of ______________________________________________(head of the company)
on behalf of the company ____________________________________________________________ 

_______ (day) _________________ (month) 20________ (year).
________________________ (signature)
Annex 4 to the Specification for procurement of a medication for comprehensive treatment of hepatitis C virus (Ledipasvir/Sofosbuvir, Ribavirin)
Tender guarantee
To:
__(name, address)
Date:
__

TENDER GUARANTEE No.:
__

We were informed that the company __, established under the laws of __ located at __ ( – the Bidder) submitted an application dated __ 20__ (Proposal) for participation in the tender for signing the Contract __ according to the tender conditions No. __ dated __. The tender conditions envisage that each Proposal should be supported by the Tender Guarantee. 

Upon request of the Tender Participant, we (name of the bank), registered_ under the laws of Ukraine, having our registered office at (legal address), hereby irrevocably undertake to pay you any amount or amounts which in total do not exceed __ UAH. (in words __ UAH.) upon your written request, indicating that the Bidder failed to comply with their tender obligations because they:

(а) revoked their proposal within the period indicated in the Proposal period, or

(b) upon receiving the notice that their proposal was selected as the winning one, the Bidder (і) fails or refuses to sign the Contract, if required, or (іі) fails or refuses to provide the Guarantee for the Contract fulfillment, according to the tender conditions.

This guarantee shall become valid on the above date. This guarantee is expired fully and automatically on __ (date), regardless of whether it is returned to us after this date. This guarantee shall also be terminated before the above date upon your written request. Thus, any of your written requests for payment should be received by us in our office, indicated above, as of this date or before it.  

With each payment under this guarantee out obligations hereunder shall be respectively decreased.

This Guarantee is governed by the ICC Uniform Rules for Demand Guarantees (URDG), edition 758. Any dispute hereunder shall be resolved by the competent court of Ukraine based on the material law of Ukraine.

Signature, seal
9

