Specification (Product Requirements): Medicines for Opioid Substitution Treatment. Methadone Hydrochloride.


1. Basic conditions.
1.1. In terms of the bidding, we ask you for supply of the following medicines of methadone hydrochloride:
1.1.1. in tablet form - equivalent of 36,500 grams of active substance;
1.1.2. in solution form - equivalent of 21,900 grams of active substance/
1.2. Volume of both items could change within +/- 20% upon Buyer’s option.
1.3. We shall choose winners for both items separately.

2. Requirements for tablet form.
2.1. All dosages (strengths) of the medication registered for use in Ukraine are allowed for the bidding, including tablets of 5mg, 10mg, 20mg, 25mg and 40mg.
2.2. Each Bid shall obligatory contain tablets of 5 mg and/or 10 mg dosage.
Bids with no dosage of 5 and/or 10 mg offered, shall be disqualified automatically.
2.3. Approximate ratio between number of tablets of different strengths is as follows:
2.3.1. when the bidder offered only one of either 5mg or 10 mg dosages:

	Dosage, mg
	Weight ratio, %

	5 mg and / or 10 mg
	30 %

	20 and / or 25 and / or 40 mg
	70 %



2.3.2. when the bidder offered both 5mg or 10 mg dosages:

	Dosage, mg
	Weight ratio, %

	5 mg
	3 %

	10 mg
	10 %

	20 and / or 25 and / or 40 mg
	87 %



2.3.3. Above-said ratio is preliminary and could be insignificantly changed upon Buyer’s choice.

3. Requirements for solution form.
3.1. Dosage forms allowed for supply:
3.1.1. Liquid for oral use, bottle 5 mg/ml, or
3.1.2. Liquid for oral use, bottle 10 mg/ml.
We shall buy only one out of above-said dosages. We shall give the preference to the solution with the best value for 1 mg of active substance.

4. Terms of supply and requirements for the bidding.
4.1. Terms of delivery: 
4.1.1. by Ukrainian resident companies: delivery to the Buyer’s warehouse located in Kyiv region, Ukraine;
4.1.2. by non-Ukrainian residents: DAP Boryspil Airport (Incoterms 2010; when supplied by air) or Kyiv region, Ukraine (when supplied by land).
4.2. The Buyer will conclude the supply contract after the Health Ministry of Ukraine issues the distribution order that regulates distribution of the medicines among health institutions in Ukraine. Among all the other details, the order will define exact amount of the product for supply.
4.3. The total supply could be done with few shipments, and their number should be agreed between the parties.
4.3.1. In case of supply of the medicine of Ukrainian origin, total volume for supply could be divided to number of shipments with the intervals for supply between them to be up to 5-6 months. 
4.4. Desired time for supply.
4.4.1. Participants should give their schedules for supply in the Annex 2 to the specification.
4.4.2. Time for supply will depend on time of issuance of the distribution order (cl. 4.2.), availability and volume of national quotes for methadone hydrochloride approved by the Government of Ukraine, and international reference quantities for methadone hydrochloride made by the INCB upon information from authorized entities of Ukraine.
4.5. Supply contract to be nominated and payments to be made:
4.5.1. in U.S. dollars in case of supply by non-Ukrainian resident company;
4.5.2. in Ukrainian Hryvnia in case of supply by a Ukrainian company. Price shall be fixed against the National Bank of Ukraine official UAH/USD exchange rate on the date of issuance of each separate invoice.
4.6. All bids to be nominated in U.S. dollars only, including all relevant customs duties, tariffs and taxes necessary for the terms of delivery.
4.7. Attention! Supply of these medicines is exempt of VAT as per regulations of Ukrainian Law. Details on VAT exemption specific for each form of medicines, is given below.

4.7.1. Tablet form.
The Buyer implements the project (programme) on international technical support called ‘Improved Quality and Sustainability of Medication Assisted Treatment in Ukraine’. Registration card of the project (programme): #3499-01 as of 12.05.2017. Supply of the medicine to be made in terms of implementation of the above-mentioned project (programme). Payments by the Buyer for such medicines to be made VAT-exempted, in accordance with Clause 1 (а) of the Agreement between the Government of Ukraine and the Government of the USA on humanitarian, technical and economical co-operation as of 07.05.1992.

4.7.2. Solution form.
According with the provisions of clause 26 subsection 2 of section XX of the Tax Code of Ukraine, operations to supply goods or services within the customs territory of Ukraine, when such goods / services are purchased upon implementation of the programmes held in Ukraine by the Global Fund to Fight AIDS, Tuberculosis and Malaria, are performed in accordance with the provisions of 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) and are exempted of VAT. The detailed mechanism of applying and processing the VAT exemption is determined by the Cabinet of Ministers of Ukraine decree ‘On some issues of importation into Ukraine and supply within the customs territory of Ukraine of goods and services that are paid out of funds of grants (subgrants) provided by the Global Fund to Fight AIDS, Tuberculosis and Malaria in Ukraine" as of April 17, 2013 #284.

4.8. Upon request from the buyer, the winning company obliged to supply a standard sample of methadone hydrochloride under terms and conditions of a separate contract concluded with the buyer (parties will separately agree on the price for the sample).
4.9. Draft supply contract makes an integral part of the set of bidding documents. All participants take an obligation in case of being selected winners of the bidding to sign the contract based on the draft.


5. Raw materials
Medicines offered under this purchase 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.

6. Registration requirements
Medicines offered under this purchase shall be registered (authorized for use) in Ukraine at the time of submitting of one’s bid.

7. Compliance with good manufacturing procedures (GMP)
The certification proving the pharmaceutical products offered under this purchase are manufactured in compliance with good manufacturing practices (GMP), shall be provided as part of one’s bid. GMP certificates to be given separately for each production site planned by the Bidder to be engaged for manufacture of the drugs. GMP certificate for each production site shall contain the date of the most recent authorized inspection to this site and validity of the certificate.

8. Lots per order
Supplier shall make the order of the fewest possible number of manufacturing lots.

9.  Shelf life
At the time of arrival to the place of destination (cl. 4.1. of the specification), no more than 20 per cent of product shelf life shall have to be expired.

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 all necessary chemical and physical tests for raw materials, components, in-process, and finished product testing, which must be recorded for each lot shipped and to be available to Buyer’s upon separate request.

12. Tender guarantee.
12.1.  Bidding guarantee is an obligation of a bank (guarantor) given upon request of a bidder (principal) who intends to bid and provided and offer to the bidding organizer (beneficiary) to transfer the guaranteed sum to the beneficiary in the following cases: 
12.1.1. the bidder recalls or refuses to fulfil the bid (offer) before expiry of its validity, or
12.1.2. having been informed of the winning status of one’s bid the bidder (i) refuses to sign the contract or does not sign it or (ii) does not guarantee fulfilment of the contract in accordance with the Bidding conditions.
12.2. [bookmark: _GoBack]Bidding guarantees of non-winners to be returned to them as soonest after selection of the winner. The winner will be given the guarantee back after conclusion of supply contract.
12.3. Amount of the bidding guarantee: 2% of the total sum of the bid. Validity of the guarantee - 120 calendar days.
12.4. Blank of the guarantee is given in the Annex 6 to this specification. The bidder may also use other formats upon agreement with the bidding organizer.
12.5. In case the bidding guarantee is not provided such bid is considered as not conforming to the bidding terms and will be disqualified.
12.6. Please find desired format for the Tender guarantee in Annex 4 to the specification.

13. Content of one’s bid
13.1. Copies of valid registration certificates for the medications, issued by the competent regulatory authority of Ukraine.
13.2. Instruction for use of the medicines.
13.3. Copies of valid GMP certificates, according to clause 7 of the specification.
13.4. Filled-in annexes 1-3 to the specification.
13.5. Tender guarantee (see clause 12 and Annex 4).

14. Requirements to one’s bid compilation:
14.1. Each document or its copy if not originally issued in English, Ukrainian or Russian should have a translation into any of these languages.
14.2. Copies of the documents should be sealed with the Bidder’s corporate seal.
14.3. 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.
14.4. 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.
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Annex 1 to the Specification.

To: Alliance for Public Health, ICF

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 Methadone Hydrochloride 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 attentively consider requirements of clause 1. of the specification.

	#
	INN, production form and strength
	Registration certificate which allows use of the medicine in Ukraine
	Number of tablets/bottles in 1 pack
	Price of 1 pack upon terms of delivery said in clause 4 of the specification
	Please, give your intended schedule of supply of the whole volume of medication (in calendar days or certain dates of supply; when planning to make the supply in several shipments, please give details on each separate shipment)

	
	
	No.
	date of issuance
	
	
	

	1. 
	Methadone hydrochloride in tablets, dosage 5.0mg
	
	
	
	
	

	2. 
	Methadone hydrochloride in tablets, dosage 10.0mg
	
	
	
	
	

	3. 
	Methadone hydrochloride in tablets, dosage 20.0mg
	
	
	
	
	

	4. 
	Methadone hydrochloride in tablets, dosage 25.0mg
	
	
	
	
	

	5. 
	Methadone hydrochloride in tablets, dosage 40.0mg
	
	
	
	
	

	6. 
	Methadone hydrochloride in solution, 5mg/ml
	
	
	
	
	

	7. 
	Methadone hydrochloride in solution, 10mg/ml
	
	
	
	
	



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. 
	Raw materials for active and supplementary substances comply with clause 5 of the specification.
	

	2. 
	Consent to comply with the requirements under clause 8 of the specification.
	

	3. 
	Consent to ensure the product shelf-life in compliance with clause 9 of the specification.
	

	4. 
	Ensuring compliance with the requirements of clause 10 of the specification.
	

	5. 
	Ensuring compliance with the requirements of clauses 11 of the Specification.
	

	6. 
	In case of being awarded with the contract, the company agrees to conclude the contract based on the draft contract that is part of tender documentation under this bidding.
	



Dated this ________________ day of ________________ 20...


Signature: _________________________________________________
Name __________________________________
Position: __________________________________________________



Annex 4 to the Specification.
Bidding guarantee.

To:	__ (name, address)
Date:	__

Bidding guarantee no.:	__

We were notified that the company __, established under the laws of __ with its place of incorporation being __ (referred hereinafter to as the “Bidder”) had submitted an application dated __ 20__for participation in the Bidding (referred hereinafter to as the “Bid”) as to the signing of the contract___ in accordance with the Terms and Conditions of the Bidding no. __ dated __. The Bidding Terms and Conditions request that any Bid should be endorsed by the Bidding Guarantee.
At the request of the Bidder, we (name of the bank), registered under the laws of Ukraine, with our place of incorporation being (legal address of the Bank), hereby undertake an irrevocable liability to pay you any sum or sums that in total don’t surpass__ U. S. dollars (full words: ____U.S. dollars) after receiving your written request from you which will note that the Bidder has not fulfilled his (her) obligation as he (she):
(a) has revoked his (her) Bid within the period specified in the Bid form, or
(b) after receiving a contract award notice, the Bidder (i) does not, or refuses to sign the supply contract, if so required, or (ii) does not, or refuses to, and provide a guarantee on the contract execution.

This guarantee comes into effect on the date specified above. This guarantee loses its effect fully and automatically on __ (date), whether it is returned to us or not after this date. This guarantee also loses its effect before the mentioned date, if you notify us so in writing. Thus, any your written request for a disbursement under this guarantee must be received by us in our office, named above, on this date or before it.

After each payment under this guarantee our liabilities under it will be reduced.

This guarantee is governed by the Uniform Rules for Guarantees on the First Demand, as per ICC publication 758. Any dispute concerning this guarantee is settled in an appropriate Court of Ukraine with applying of the material law of Ukraine. 


Signature, stamp
