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Product Requirements: Drugs for Substitution Therapy. Buprenorphine Hydrochloride sublingual absorption tablets.
Details on the Company that makes the procurement (Buyer)

The International Charitable  Foundation  "Alliance for Public Health" (hereinafter Alliance) is a 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 Ukraine and efficient community-based epidemic response based on the achieved results and best practices. 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). 

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. 
The main programs carried out by the Alliance are supported by the Global Fund to fight AIDS, Tuberculosis and Malaria (hereinafter the Global Fund). 
The Goods are supplied (provided) in 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 ICF "Alliance for Public Health"   and the Global Fund to Fight AIDS, Tuberculosis and Malaria (hereinafter – the Global Fund). The program aims to provide current projects substitution therapy in Ukraine in 2017.

1. Basic tender conditions and requirements to the product to be supplied.
1.1. Quantity to be purchased under this bidding:

1.1.1. basic quantity: equivalent of 974.19 grams of active substance (with an average recommended dose of 12 mg / day / person);

1.1.2. volume could vary within +/- 10% upon Buyer’s decision;
1.2. Pharmaceutical dosage form: sublingual tablets.

1.3. To purchase sublingual tablets are taken only following doses: 2 mg, 4 mg, 8 mg. Strengths to be offered under this bidding: combinations of packs of either 2mg – 4mg or 2mg - 8mg tablets.

1.4. Number of tablets in 1 pack: not more than 100 tablets.
1.5. Approximate ratio between strengths

1.5.1. In case of supply of combination of 2mg – 8mg tablets:

	#
	INN
	Description
	Ratio between total weights of each tablet strength (%)

	1
	Buprenorphine Hydrochloride
	Sublingual absorption tablets 2.0 mg
	50

	2
	Buprenorphine Hydrochloride
	Sublingual absorption tablets 8.0 mg
	50


1.5.2. In case of supply of combination of 2mg – 4mg tablets:

	#
	INN
	Description
	Ratio between total weights of each tablet strength (%)

	1
	Buprenorphine Hydrochloride
	Sublingual absorption tablets 2.0 mg
	33

	2
	Buprenorphine Hydrochloride
	Sublingual absorption tablets 4.0 mg
	67


1.5.3. above-said ratio is preliminary, as exact number of tablets/packs and ratio between strengths will depend on the cost of proposed dosage and will be defined by decision of the Ministry of health of Ukraine laid in its special order for distribution of the shipment among health-care centres.
1.6. Companies have to complete delivery in Ukraine total volume defined by paragraph. 1.1.1. this specification, no later than 1st of December 2016.

1.7. Terms of delivery: 
1.7.1. for Ukrainian resident companies - delivery to 2 warehouses located in Boryspil, Kyiv region and Kharkiv; Buyer will provide later with exact numbers for delivery to each warehouse;

1.7.2. for non-residents - DAP Boryspil Airport, Ukraine/Boryspil, Kyiv region (Incoterms 2010).
1.8. All quotations received from Bidders to be evaluated based on cost of 1-month therapy course for 1 patient (equivalent of 360 mg of buprenorphine in active substance).

1.9. All bids to be nominated in U.S. dollars only, and all relevant customs duties, tariffs and taxes necessary for the terms of delivery to be included.

1.10. Supply contract to be nominated and disbursements to be made in:

· USD in case the winner is non-Ukrainian resident company;

· UAH in favour of Ukrainian resident supplier. Price shall be fixed against the National Bank of Ukraine official UAH/USD exchange rate on the date of issuance of each invoice.

1.11. Supply of this product released 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 (subgrants) 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 (subgrants) Global Fund to Fight AIDS, Tuberculosis and Malaria in Ukraine" April 17, 2013 g. N 284.
In forming quotation of your company, please also pay attention to the following. According to the terms of the same paragraph 26 subsection 2 of section XX “Transitional Provisions” of the Tax Code of Ukraine on transactions of delivery of goods / services that are made pursuant to the Global Fund to Fight AIDS, Tuberculosis and Malaria in Ukraine (and which are exempt from VAT) provider formed corresponding tax credit: "in the case of transactions exempt under this paragraph, paragraph 198.5 of Article 198 of the Code and the provisions of Article 199 of the Code do not apply"
1.12. Upon Buyer’s decision, if necessary, the winner company must provide a standard sample of buprenorphine hydrochloride in the numbers determined by the Buyer (the price of a standard sample to be specified separately).
1.13. If the current version of instruction for the product use determines the drug to be administered more than once a day, as well as the existence of restrictions for pregnant and lactating women, the winning company must develop a set of measures to make changes to the instruction and provide it for consideration by the Buyer.
2. Raw materials

Pharmaceutical products offered under this purchase description shall be produced from validated raw materials obtained from a licensed manufacturer or its authorized distributor.  The requirement equally applies to active and all supplementary ingredients.

3. Registration requirements

Pharmaceutical products offered under this purchase must be registered (allowed to use) in Ukraine under the current legislation no later than 01st of August 2016. 

In the case of existing registration of products in Ukraine: copies of the respective registration certificates issued by the authorized body of the Ministry of Health of Ukraine for each drug strength proposed within the framework of this bid shall be provided to the bidding committee for consideration. 
In the case if the bidder has no registration of products in Ukraine on the day of submission of the bid bidder has to provide an official letter of the company, who are guaranteed complete the registration process products in Ukraine no later than 01st of August 2016.
4. Licenses
Pharmaceutical products offered under this bidding shall be duly licensed for marketing in the country of origin by the drug regulatory authority of the country of origin. Valid certificates (e.g. “free sale certificate”, “drug notification form” etc.) indicating all strengths of buprenorphine hydrochloride sublingual absorption tablets offered under this purchase should be submitted.
Certificates shall be valid at least for the six month period starting from the date of submission of the bid. If certificate(s) expire(s) earlier than in 6 month since submission of the bid, the explanatory letter providing the current status of the renewal or prolongation of the licenses shall be attached.

Provisions of this item of the specifications do not apply to products of Ukrainian origin.
5. Compliance with good manufacturing procedures (GMP)
The certification stating that the pharmaceutical products offered under this purchase are manufactured in compliance with good manufacturing practices (GMP) shall be provided. Each Bidder shall submit certificates of GMP compliance of manufacturer (hereinafter – GMP certificate) for each production site in use for the manufacturing of buprenorphine hydrochloride in sublingual absorption tablets designated for supply within the framework of this bidding process.

The GMP certificate for each production site shall contain the date of the most recent authorized inspection to this site.

Certificates shall be valid at least for the six month period starting from the date of submission of the bid. If certificates expire earlier than in 6 month since submission of the bid, the explanatory letter providing the current status of the renewal or prolongation of the certificates have to be attached. 
6. Primary container

The primary container should maintain the quality, safety and stability of the product contained. All packaging must be properly sealed and tamper-proof. All packaging components must meet criteria of the product registration documents in Ukraine and be approved for pharmaceutical packaging by the manufacturer’s national regulatory authority.

7. Labelling of primary container and Instruction for use.

The labelling of primary container for each pharmaceutical product shall be made in accordance with the registration dossier submitted to and approved by the Ministry of Health of Ukraine.
Instruction for the product use to be made in Ukrainian only.

If the current version of instruction for the product use determines the drug to be administered more than once a day, as well as the existence of restrictions for pregnant and lactating women, the winning company must develop a set of measures to make changes to the instruction and provide it for consideration by the Buyer.

8. Lots per order

The supplier shall form the order using the fewest number of manufacturing lots possible. Preference will be given to proposals that, ceteris paribus, will guarantee one series for each dosage.
9.  Shelf life

Total shelf life of drugs has to be not less than 3 years.

At the time of inspection or preparation for delivery to the country of destination, no more than 20% of product shelf life shall have expired since the date of manufacture shown on the batch release or Certificate of analysis (conformance). 

If requested the supplier shall be able to provide to the satisfaction of the registration/national quality control authorities the manufacturer's stability test data to validate stated shelf life of the product. 

10. Quality
Products and packaging shall be free of defects that impair their serviceability, affect their shelf life, or detract from their appearance.

11. Test Data

The manufacturer shall carry out chemical and physical test data for raw materials, components, in-process, and finished product testing which must be recorded for each lot shipped and must be available to Purchaser's representatives if needed and upon separate request.

12. Content of one’s bid
Bidders are required to submit the following documentation:

12.1. Mandatory Set of Documents:

12.1.1. Copies of valid registration certificates issued by the authorized body of the Ministry of Health of Ukraine, according to clause 3 of this specification, or an official letter of the company, who are guaranteed complete the registration process products in Ukraine no later than 01st of August 2016. 
12.1.2. Valid copies of licenses for marketing (e.g. “free sale certificate”, “drug notification form” etc.) issued by the drug regulatory authority of the country of origin, according to clause 4 of the specification. Provisions of this item of the specifications do not apply to products of Ukrainian origin.

12.1.3. A copy of valid GMP certificate in accordance with paragraph. 5 of this specification.
12.1.4. Filled in annexes to the specification, namely Annex 1 (Bid form), Annex 2 (Quotation), Annex 3 (Declaration of compliance with specification requirements), Annex 4 (contact details).
12.1.5. Instruction for the product use.

12.2. Set of documents, submission of which is non-obligatory, but highly recommended: 

12.2.1. Copy of reports on bioequivalence studies for offered products (for each of the proposed strengths of buprenorphine hydrochloride sublingual absorption tablets).

12.2.2. Documents issued by the Bidder authorizing any Ukrainian legal entity to represent the Bidder in Ukraine. Such document(s) shall confirm the presence of Bidder’s representative office in Ukraine and/or the availability of the Bidder’s designated distributor in Ukraine.

12.2.3. Copies of reports on post-marketing surveillance studies for the drug offered for procurement.

12.2.4. Copies of documents describing the origin and quality of the drug active substance, which is proposed for supply (master file).

12.3. Requirements to the bid proposal compilation:

12.3.1. Each document or its copy if not originally issued in English, Ukrainian or Russian should have a translation into one of these languages.

12.3.2. Copies of the documents should be sealed with the Bidder’s corporate seal.

12.3.3. Please note that bid application should be properly structured: in the dossier, the set of documents corresponding to a certain item from the list above shall be preceded by a single sheet of paper indicating this item title. For instance, if Bidder submits the Copy of registration certificate for a drug, there should be a sheet of paper with the title “Copy of registration certificate issued for the drug” in the dossier prior to the document per se.

12.3.4. If the Bidder has any additional comments or notes, including with regard to any documentation submitted or not submitted (including any non-availability if applicable), please formalize this in an official letter.
12.4. Key criteria for evaluation of tenders:
12.4.1. product conformity with specification requirements;
12.4.2. product price;

12.4.3. presence of others documents from the package provided  to non-binding (p. 12.2. specs)
Annex 1 to the Specification 
To: ICF “Alliance for Public Health”
Gentlemen and/or Ladies:


Having examined the bidding documents, the receipt of which is hereby duly acknowledged, we, the undersigned, offer to supply and deliver Buprenorphine Hydrochloride sublingual absorption tablets, in the strengths of <…> in conformity with the said bidding documents at the prices as mentioned in attached quotation and being a part of this Bid.


We undertake, if our Bid is accepted, to deliver the goods in accordance with the delivery schedule specified in the draft contract (being a part of Bidding Documents).


If our Bid is accepted, we undertake to provide a performance security 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 you are 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.

Dated this ________________ day of ________________ 20...

Signature: _________________________________________________

Name, surname, patronymic__________________________________

Position: _____________

Annex 2 to the Specification 

Please fill in the table below as quotations of your company under this bid.
While filling in the table, please consider requirements of clauses 1.7.-1.11. of the specification.

	#
	INN, dosage form
	Proprietary trade name of the product
	Country of origin
	Number of tablets in 1 pack
	Price of 1 pack upon terms of delivery said in clause 1 of the specification

	1
	Buprenorphine Hydrochloride, 

sublingual absorption tablets, strength 2.0 mg
	
	
	
	

	2
	Buprenorphine Hydrochloride, 

sublingual absorption tablets, strength 4.0 mg
	
	
	
	

	3
	Buprenorphine Hydrochloride, 

sublingual absorption tablets, strength 8.0 mg
	
	
	
	


Dated this ________________ day of ________________ 20...

Signature: _________________________________________________
Name, surname, patronymic__________________________________

Position: __________________________________________________

Annex 3 to the Specification 

Please fill in the table below as the Bidder’s declaration of compliance with the technical and organizational criteria of the specification.

	#
	Specification criteria
	Confirmation of compliance with the criteria or declaration of discrepancy to the criteria

	1. 
	Offered product is in compliance with clause 1 of the specification.
	

	2. 
	Active and supplementary substance raw materials are in compliance with clause 2 of the specification.
	

	3. 
	The bidder in case of being chosen the winner of the bidding hereby undertakes to maintain registration of offered products until expiration of shelf life of all lots supplied.
	

	4. 
	Primary container is in compliance with clause 6 of the specification.
	

	5. 
	Manufacturer ensures labelling and Instruction for use in compliance with clause 7 of the specification.
	

	6. 
	Consent to comply with the requirements under clause 8 of the specification.
	

	7. 
	Consent to ensure the products shelf-life in compliance with clause 9 of the Specification.
	

	8. 
	Ensuring compliance with the requirements of clause 10 of the Specification.
	

	9. 
	Ensuring compliance with the requirements of clause 11 of the Specification.
	

	10. 
	In case of being awarded with contract, the company agrees to conclude the contract based on the draft contract that is part of tender documentation under this bidding.
	

	11. 
	Maximum time needed for the manufacturer of offered products to provide Buyer with certificates of quality for each batch of manufactured products, to be calculated in days since the date of the conclusion of supply contract.
	


Dated this ________________ day of ________________ 20...

Signature: _________________________________________________

Name __________________________________

Position: __________________________________________________
Annex 4 to the Specification 

Basic Information

Please fill in the table below
	1. 
	Company name
	

	2. 
	Company address (registration)
	

	3. 
	Actual address of the company (location)
	

	4. 
	Head of the company (position, name, surname)
	

	5. 
	Telephone number of the Head of the company
	

	6. 
	e-mail of the Head of the company
	

	7. 
	Contact person for submitting Bids
	

	8. 
	Telephone number of contact person
	

	9. 
	e-mail of contact person
	


Dated this ________________ day of ________________ 20...

Signature: _________________________________________________

Name, surname, patronymic__________________________________

Position: _____________
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








PAGE  
2

